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Report run on: 15 MAY 2009 10:16 Page 1
Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 268143-5 (S) Related reports: 268143-1; 268143-2; 268143-3; 268143-4
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
Unknown F Unknown Unknown 17-Nov-2008 17-Dec-2008 -- WAES0810USA00861 06-Jan-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL Gluteous maxima Unknown

Seriousness: ER VISIT, HOSPITALIZED, SERIOUS
MedDRA PT Guillain-Barre syndrome

Symptom Text: Information has been received form a nurse practitioner, she knew a pediatric nurse that reported a female who on an unspecified date was vaccinated with
GARDASIL vaccine and 24 hours after receiving vaccine the patient experienced Guillain-Barre Syndrome and was hospitalized. No other information reported.
Additional information has been requested

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Report run on: 15 MAY 2009 10:16 Page 2
Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 276540-2 (S) Related reports: 276540-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
14.0 F 20-Mar-2007 02-Apr-2007 13 05-May-2009 11-May-2009 CO 11-May-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular
Seriousness: HOSPITALIZED, LIFE THREATENING, SERIOUS
MedDRA PT Blood culture negative, Blood pressure decreased, Fatigue, Hyperthermia, Intensive care, Laboratory test normal, Myalgia, Pyrexia, Sepsis, Toxic shock

syndrome

Symptom Text: Shortly after the second GARDASIL shot in the series at the end of March 2007, my daughter became mysteriously ill, with very severe muscle pains and fever
on 4/2/2007. On 4/4/2007, the condition worsened. She was brought to the ER where her blood pressure dropped drastically and symptoms intensified. She
was airlifted to another hospital, nearly died, and spent a week in the ICU. For the next year, she was fatigued and overheated very easily. The physicians
never came up with a definitive diagnosis. They suspected toxic shock syndrome, septicemia or some other infection, but no infection site was located, and all
blood cultures and other tests were negative. Her iliness remains a total mystery. My wife and | suspect that it could have been an immunologic reaction to the
GARDASIL vaccine, and what we have learned since then seems to support this.

Other Meds:

Lab Data: | would have to request from MD.
History: None.

Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND

Vaers Id: 277352-2 (S) Related reports: 277352-1

Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date

50.0 F 21-Feb-2007 03-Apr-2007 41 27-May-2008 29-May-2008 Ml 29-May-2008

VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine

HPV4 MERCK & CO. INC. 0243V 0 Left arm Unknown
Seriousness: ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, LIFE THREATENING, PERMANENT DISABILITY, SERIOUS
MedDRA PT Facial palsy, Guillain-Barre syndrome, Inappropriate schedule of drug administration, Miller Fisher syndrome, Nerve injury, Neurological symptom,

Paraesthesia, Visual disturbance

Symptom Text: Facial tingling started 4/1/07. Total bilateral facial paralysis of sudden onset. Diagnosis: Guillain-Barre syndrome (GBS) Miller Fisher facial variant. Multiple
related facial, cranial nerves, vision, whole body, etc. Impairments & symptoms.

Other Meds: MINOCIN

Lab Data: MRI's, EMG's, Spinal Taps (2), Blood work and labs, etc.
History: None; Prior fully treated Lyme disease
Prex lllness: None

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 277622-2 Related reports: 277622-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
16.0 F 07-Apr-2007 17-Apr-2007 10 17-Sep-2008 21-Oct-2008 -- WAES0808USA04045 22-0Oct-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0384U 1 Unknown Unknown
Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Abasia, Arthralgia, Influenza like illness, Joint swelling, Muscular weakness, Pain

Symptom Text: Information has been received from a physician and a registered nurse (RN) concerning a 17 year old female who on 31-JAN-2007, 07-APR-2007 and 07-
AUG-2007 was vaccinated with a 0.5 ml first, second and third doses of GARDASIL vaccine (yeast) (lot #655617/1447F, 657617/0384U and 658222/0927U),
respectively. The RN reported that a week and one half after the second dose, on approximately 17-APR-2007 the patient developed flu like symptoms with
body ache. Following the third dose of GGARDASIL vaccine (yeast), the patient developed joint swelling and pain with muscle weakness that started in
November of 2007. The symptoms got progressively worse to the joint where the patient could not walk. The patient consulted an infectious disease specialist,
various testing were performed but the results were negative. The joint swelling and pain with muscle weakness was continued to present. The patient
presently was "better" as far as the joint pain, but still had mild joint pain and muscle weakness. Additional information has been requested.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 279595-2 (S) Related reports: 279595-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
17.0 F Unknown 01-Nov-2006 14-Jul-2008 15-Jul-2008 CT WAES0807USAQ00756 16-Jul-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL Unknown Unknown

Seriousness:
MedDRA PT

Symptom Text:

Other Meds:
Lab Data:

History:
Prex lliness:

Prex Vax llins:

EXTENDED HOSPITAL STAY, HOSPITALIZED, PERMANENT DISABILITY, SERIOUS

Anxiety, Central nervous system lesion, Paraesthesia, Pharyngolaryngeal pain, Syncope, Vertigo, Vomiting

Information has been received from a physician concerning a 17 year old female with asthma who was vaccinated with GARDASIL. In November 2006, the
patient experienced paraethesias of the left thumb, left hand and right forearm and was hospitalized. On an unspecified date the patient experienced anxiety
and sore throat. On 14-MAY-2007 the patient experienced syncope, paresthesias of the left hand, right fingers and right toes and vomiting. The patient sought
unspecified medical attention. On 15-MAY-2007 head computed tomography showed possible low attenuation of the region of the left occipital lobe. This may
represent a chronic area of old infarction. Recommend magnetic resonance imaging (MRI) to further evaluate. On 15-MAY-2007, the brain MRI showed
multiple periventricular white matter lesions, tube which demonstrated enhancement following contrast administration. Findings may be related to an active
demyelinating process such as multiple sclerosis versus a post viral acute disseminated encephalomyelitis. Correlation with cerebrospinal fluid was
recommended. On 18-MAY-2007 cerebrospinal fluid (CSF) cytopathology performed for a history indicating vertigo, was negative for malignant cells. There was
rare clusters of small lymphocytes. Enterovirus shell viral culture indicated no virus was detected. On 18-MAY-2007 complete blood count with differential was
within normal limits except for mean corpuscular hemoglobin (MCH) was 31.5 and granulocytes were 71.9. Antinuclear antibody screen, rheumatoid factor,
sedimentation rate, component C3 test and component C4 test were within normal limits. A complement total CH50 was 64, Lyme AB screen with reflex
western blot showed no detectable antibody, serum IGG was high at 1656 and a miscellaneous fatty acid profile was within normal limits. Serum Borrelia
burgdorferi IgM Western blot antibody and serum Borrelia burgdorferi IgG Western blot antibody tests did not detect antibodies. CSF Myelin Basic Protein was
negative. However, the oligoclonal IGG bands showed that the pat

Unknown

magnetic resonance, 05/19/07, abnormal; spinal X-ray, 05/19/07, abnormal; chest X-ray, 05/19/07, abnormal; magnetic resonance, 05/15/07, abnormal;
diagnostic laboratory, 05/06/08, neuromyelitis optica autoantibody, 1gG test: Negative; diagn

Asthma
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 281400-2 Related reports: 281400-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
15.0 F 03-May-2007 04-May-2007 1 23-May-2008 01-Jul-2008 MI WAES0706USA00299 01-Jul-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 76220388U 0 Unknown Intramuscular
VARCEL MERCK & CO. INC. 61221309F 1 Unknown Subcutaneously
Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Injection site discomfort, Injection site swelling, Injection site urticaria

Symptom Text: Information has been received from a registered nurse concerning a 15 year old female (previously reported as male) who on 03-MAY-2007 was vaccinated SC
with a second dose of varicella virus vaccine live (Oka/Merck) (Lot#656122/1309F). Additional suspect vaccination included an IM first dose of Gardasil (Lot#
657622/0388U). Subsequently the patient developed a raised welt, swelling and discomfort at the injection site which was the size of a softball. Unspecified
medical attention was sought. Subsequently, the patient recovered. No further information was provided. There was no product quality complaint involved.
Additional information is not expected. This is one of several reports from the same source.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 282372-2 (D) Related reports: 282372-1; 282372-3; 282372-4
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
22.0 F Unknown Unknown 21-Jul-2008 22-Jul-2008 CA WAES0807USA03098 31-Jul-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL Unknown Unknown

Seriousness: SERIOUS, DIED, LIFE THREATENING, PERMANENT DISABILITY
MedDRA PT Death, Unresponsive to stimuli

Symptom Text: Information has been received from a medical assistant concerning a 22 year old female with no known medical history and no known allergies who was
vaccinated with GARDASIL. Subsequently the patient experienced an unexplainable death. The mother of the patient found her daughter unresponsive and
dead in her bed. It was noted that this death was reported to VAERS and the death was not caused by GARDASIL. It is unknown if medical attention was
sought. The medical assistant considered the death to be disabling and life-threatening. No further information is available.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 283952-2 Related reports: 283952-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
17.0 F 08-May-2007 08-May-2007 0 23-May-2008 01-Jul-2008 NY WAESO0705USA02671 01-Jul-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
MEN SANOFI PASTEUR NULL 0 Right arm Subcutaneously
VARCEL MERCK & CO. INC. 0169U 1 Unknown Subcutaneously
HPV4 MERCK & CO. INC. 188U 0 Left arm Intramuscular

Seriousness:
MedDRA PT

Symptom Text:

Other Meds:
Lab Data:
History:

Prex lllness:
Prex Vax llins:

ER VISIT, NOT SERIOUS

Injection site erythema, Injection site reaction, Injection site swelling, Pain in extremity

Information has been received from a healthcare employee concerning an 18 year old female who on 08-MAY-2007 was vaccinated with VARIVAX (Lot #
656078/0169U). Concomitant vaccine therapy administered at the same time included a first dose of GARDASIL. On 08-MAY-2007 the patient developed a
local injection site reaction in the arm with swelling and redness. Symptoms resolved without any treatment. No other information was available at the time of
this report. Unspecified medical attention was sought. No product quality complaint was sought. Additional information has been requested. Follow-up
information received from a certified medical assistant stated that on 08-MAY-2007, the patient was vaccinated with a second subcutaneous dose of VARIVAX
in the upper left arm. A first intramuscular dose of GARDASIL (Lot # 657006/0188U) was given in the left deltoid. A first subcutaneous dose of MENOMUNE
(Lot # U2278AA) was given in the upper right arm on 08-MAY-2007. The patient stated that her arms hurt the day of injection, 08-MAY-2007 and then redness
and swelling appeared on 09-MAY-2007 which lasted until 13-MAY-2007. The patient was seen on 11-MAY-2007 and the redness was approximately a quarter
size. Subsequently, the patient recovered.

None
None
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 284013-2 Related reports: 284013-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
14.0 F 25-Jun-2007 28-Jun-2007 3 23-May-2008 01-Jul-2008 NY WAESO0707USA04854 01-Jul-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0524U 0 Left arm Intramuscular
VARCEL MERCK & CO. INC. 0644U 1 Right arm Subcutaneously

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Erythema, Induration, Tenderness

Symptom Text: Information has been received from a health professional concerning a 14 year old female student with no medical history or allergies, who on 25-JUN-2007 at
13:12, was vaccinated with her second SC dose of varicella virus vaccine live (Oka/Merck) (lot# 657783/0644U) in the right arm. Concomitant vaccination
administered that day at 13:12 included a first IM dose of Gardasil vaccine (MDS) (lot# 658094/0524U) in the left arm. There was no illness at the time of
vaccination. On 28-JUN-2007, at 14:59 the patient developed a 4-5 cm diameter area of the right arm that was red, hard, and slightly tender for 2 days, with
induration 2 cm within, over the right tricep. No medical attention was sought. No labs or diagnostic studies were performed. The patient was reassured and
advised to apply an ice pack and take Motrin. Subsequently the patient recovered. Additional information has been requested.

Other Meds: Unknown

Lab Data: None
History: None
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 284274-2 (S) Related reports: 284274-1; 284274-3
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
13.0 F 03-Jul-2007 03-Jul-2007 0 11-Feb-2009 16-Feb-2009 AZ 16-Feb-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0181U 1 Left arm Intramuscular

Seriousness: ER VISIT, PERMANENT DISABILITY, SERIOUS

MedDRA PT Dyspnoea, Erythema nodosum, Headache, Immediate post-injection reaction, Loss of consciousness, Mass, Neurological examination normal, Pyrexia

Symptom Text: Pt had immediate reaction to the shot which was reported by the office at that time. The patient was seen in the Emergency room a week later with fevers and
shortness of breath. She developed lumps on her legs and she was diagsnosed with erythema nodosum at that time. The patient continues to have neurologic
issues with passing out, headaches, shortness of breath. The lumps on her legs are resolved. Pt has had neurologic workup which was unremarkable.

Other Meds:

Lab Data:

History: none
Prex lliness: none

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 284274-3 (S) Related reports: 284274-1; 284274-2
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
14.0 F 01-Sep-2008 01-Oct-2008 30 18-Mar-2009 19-Mar-2009 -- WAES0903USA01837 30-Apr-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL Unknown Unknown
Seriousness: ER VISIT, HOSPITALIZED, SERIOUS
MedDRA PT Abdominal pain, Activities of daily living impaired, Amnesia, Apnoea, Cough, Dizziness, Dyspnoea, Gaze palsy, Headache, Hypoaesthesia, Loss of

consciousness, Malaise, Migraine, Orthostatic hypotension, Posture abnormal, Presyncope, Syncope, Vision blurred

Symptom Text: Information has been received from a consumer concerning his 14 year old granddaughter with a history of migraine who in September 2008, was vaccinated
with a dose of GARDASIL. In October 2008 (on an unspecified time after vaccination), the patient experienced abdominal pain and headaches. Her symptoms
had been getting more pronounced and more frequent. Since December 2008, the patient had spent more time out of school than in school. On approximately
18-FEB-2009 ("three weeks ago") the patient was doing homework and was feeling well. Then she began to look unwell and laid down on the couch. As her
grandparents watched, the patient's body started to "draw up", her hands became claws, and she developed numbness in her legs and hands. Then she
developed extreme shortness of breath and coughing. Her head rolled back, her eyes crossed, she passed out and stopped breathing. Paramedics were called
and she was taken to a hospital. This was about the seventh time the patient had gone to the ER in the last two months. Oxygen was given in the ambulance.
By the time she reached the hospital the patient was responding. After this episode the patient lost her memory for a week and only recognized a few people.
The patient was later released from the ER. In the last 2.5 months the patient had spent two nights in the hospital. While at a children's hospital for testing, the
patient fainted and was admitted for testing for one week. The patient had had migraines lasting as long as a month. Numerous MRIs and CAT scans were
performed. On 10-MAR-2009 (" Last night") the patient went to the ER. All tests had come up with no diagnosis. Unknown medications had not worked. At the
time of reporting, the adverse events persisted. Additional information has been requested. 4/10/09-records received for DOT 9/7/08-consult for evaluation of
syncope. Initial syncopal episode 1-2 years ago however this past week epxperienced 3-4 episodes with 1st episode ocurring 9/3/08 when running for about
half an hour and started feeling dizzy and passed

Other Meds: Unknown

Lab Data: Unknown 4/10/09-records received-CBC normal, electrolytes normal, normal LFTs, potassium low 2.9. TSH normal. EKG normal sinus rhythm with sinus
bradycardia. Echocardiogram normal. CT of head normal.

History: Migraine 4/10/09-records received-PMH: Gl history of reflux. Cardiac history of syncope.

Prex lliness:

Prex Vax llins:



FDA Freedom of Information Distribution

VAERS Line List Report

Report run on: 15 MAY 2009 10:16 Page 12
Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 286091-2 Related reports: 286091-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
11.0 F 26-Feb-2007 27-Feb-2007 1 23-May-2008 01-Jul-2008 COo WAES0708USA00434 01-Jul-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0187U 0 Left leg Unknown
VARCEL MERCK & CO. INC. 1308F 1 Right leg Unknown
HEPA MERCK & CO. INC. 1280F 0 Left leg Unknown

Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Erythema, Oedema peripheral, Tenderness

Symptom Text: Information has been received from a health professional concerning an 11 year old female, who on 26-FEB-2007 was vaccinated with a second dose of
varicella virus vaccine live (Oka/Merck) (lot# 656081/1308F) in the right thigh. Concomitant vaccinations administered that day included the first dose of
Gardasil vaccine(MSD) (lot # 656049/0187U) in the left thigh and the first dose of hepatitis A virus vaccine inactivated (MSD) (lot#656071/1280F) in the left
thigh. On 27-FEB-2007, the patient experienced 2' X 2' spot that was solid, red, swollen and tender. Unspecified medical attention was sought. Subsequently,
the patient recovered. No product quality complaint was involved. No further information is available.

Other Meds:
Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND

Vaers Id: 286297-2 Related reports: 286297-1

Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date

12.0 F 21-Jul-2007 Unknown 23-May-2008 23-Jun-2008 (o{0] WAES0708USA00539 24-Jun-2008

VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
VARCEL MERCK & CO. INC. 0600U 1 Left leg Unknown
HPV4 MERCK & CO. INC. 0524U 0 Right leg Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Injection site erythema, Injection site induration, Injection site pain, Injection site pruritus, Injection site swelling, Injection site vesicles

Symptom Text: Information has been received from a physician concerning a 12 year old female who on 21-JUL-2007 was vaccinated in the left thigh with the second dose of
varicella virus vaccine live (Oka/Merck) (Lot #657456/0600U). Concomitant therapy included the first dose of Gardasil (Lot #658094/0524U) in the right thigh.
Subsequently, the patient experienced injection site redness, injection site tenderness in the left thigh that was hard, blistery and itchy. The area was swollen in
a 6" X 8" area. Subsequently, the patient recovered in 6 days. Zyrtec was given. No further information is available.

Other Meds:
Lab Data: None
History: None
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 287383-2 Related reports: 287383-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
Unknown F Unknown Unknown 18-Jul-2008 21-Jul-2008 -- WAES0807USA01414 21-Jul-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Convulsion, Fear of death, Loss of consciousness

Symptom Text: Information has been received from the news media which reported that a female patient who on an unknown date was vaccinated with GARDASIL. The
patient passed out and had a seizure after vaccination with GARDASIL. After the patient's seizure, she did not want to go to bed because she thought that she
wasn't going to be able to wake up. Upon internal review, the patient's seizure was considered an other important medical event. No additional information is

expected.
Other Meds: Unknown
Lab Data:
History: Unknown
Prex lllness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 290331-3 (S) Related reports: 290331-1; 290331-2
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
24.0 F 05-Jun-2007 05-Jun-2007 0 20-Jun-2008 23-Jun-2008 -- WAES0806USA01379 23-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0263U 0 Unknown Intramuscular
Seriousness: HOSPITALIZED, SERIOUS
MedDRA PT Fibromyalgia, Injection site induration, Injection site warmth, Lymphadenopathy, Muscle contractions involuntary, Muscle spasms, Night sweats, Rash,

Rhabdomyolysis, Trismus, Vision blurred

Symptom Text: Information has been received from the mother of a 24 year old female consumer with allergy to CELEXA and allergy to metals who on 05-JUN-2007 was
vaccinated with the first dose of GARDASIL (lot #655849/0263U), 0.5 mL IM in the arm. Concomitant therapy included VALIUM, baclofen, prednisone,
TORISEL, "dizanidine HCI" [therapy unspecified], PERCOCET, oxycodone, PRILOSEC, estradiol, ZOLOFT, ALLEGRA, albuterol and "birth control pills"
(unspecified). On 05-JUN-2007 after getting her first 0.5 mL dose of GARDASIL, the patient's arm was "warm and hard for a couple of weeks" and the patient
recovered from this event. On approximately 19-JUN-2007, a couple of weeks after the first vaccination, the patient's clavicular lymph node swelled up. The
swelling was almost gone when the patient received the second dose of GARDASIL (Lot #658100/0525U) on 08-AUG-2007. On 09-AUG-2007, after the
second dose, every lymph node in the patient's body swelled up. She could not open her mouth and could not relax her muscles. The patient was admitted to
the hospital for 3 days, her serum creatine kinase level went up to 500 and she was diagnosed with rhabdomyolysis. The patient had muscle missing on the
bottom of her right foot and she had symptoms of fiboromyalgia. She had muscle contractures and spasms and had rashes on top of the spasms. The patient
developed hormonal problems, did not have her period for 6 months and was having night sweats. The patient's left eye was "out of focus" and the muscles
were "jumping around in her left eye." She had a magnetic resonance imaging (MRI), blood work and an eye test performed which results were not reported. At
the time of reporting, the patient was recovering from the events while on therapy (unspecified). No product quality complaint was involved. Additional
information has been requested.

Other Meds: [therapy unspecified]; PERCOCET; albuterol; baclofen; VALIUM; estradiol; ALLEGRA; hormonal contraceptives; PRILOSEC; oxycodone; prednisone; ZOLOFT;

TORISEL

Lab Data: magnetic resonance, 08/09/07, results not reported; ophthalmological exam, 08/09/07, results not reported; hematology, 08/09/07, results not reported; serum
creatine kinase, 08/09/07, 500, went up to 500

History:

Prex lliness: Drug hypersensitivity; Allergy to metals

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 291286-2 (S) Related reports: 291286-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
14.0 F 11-Jul-2007 12-Jul-2007 1 31-Aug-2008 01-Sep-2008 AZ 02-Sep-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0525U 1 Left arm Unknown
MNQ SANOFI PASTEUR U2326AA 0 Left arm Unknown

Seriousness:

MedDRA PT

Symptom Text:

Other Meds:
Lab Data:

History:
Prex lliness:

Prex Vax llins:

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

Activities of daily living impaired, Arthralgia, Chills, Cough, Dyspepsia, Fatigue, Gastrooesophageal reflux disease, Inflammation, Migraine, Oesophagitis, Pain,
Pyrexia, Screaming

Adverse reaction to the HPV (Gardasil) vaccine. This is a summary of what we have been through for over a year. Patient was 14 at the time of her first
vaccination (first vaccine 7/11/07, second vaccine 9/12/07). She was just the average teenager enjoying herself and having fun with her friends. She works
hard and really struggles to do well in school and is in honors classes. She is a real achiever. She also has dreams for her future and goals that are very
important to her. We did not know that July 11th, 2007 would be the day that would change our lives. This is what our family's life has been like. When the
Gardasil adverse reaction started July 12th, 2007, we started logging it to see if there was a pattern and there was no pattern. The migraine headaches went on
for months and she would just scream. It was so hard because we did not know what to do. She has been in and out of the hospital and emergency rooms,
several dozen doctor appointments (over 50 doctors), dozens of trips for blood work. She has been on approximately 70+ different types of medicine including
Demerol to stop the pain. They have checked for anemic, valley fever, thyroid problems, allergies, asthma, sinus infections, chest x-rays, MRI, CT scans, eyes
checked, EEG, EKG, upper GI, endoscopy (upper scope), heavy metal poisoning, arthritis/inflammation, checked her white blood cells, etc. She has had
migraine headaches that were every day and were so bad that she would scream. She said that it felt like someone was stabbing her in the head with a knife.
Her heart burn made her curl up on the floor in severe pain, she has an inflamed esophagus which was a result of chronic coughing. She missed approximately
50 days of school. We have been seeing a neurologist that specializes in migraine headaches (1st appt. 11/8/2007). We are also seeing a naturopathic doctor
(1st appt. 6/2/2008) because the doctors in the medical profession do not know what to do other than give her more drugs. We are still dealing with ice pick
migraine heada

Dates  Tests 07/11/07, 09/12/07 Gardasil vaccine 08/17/07 MRI - Brain 08/28/07 Labs 09/06/07 EKG 09/17/07 MRI - Hip (right/left) 09/26/07 Ophthalmology
- Eye appointment 10/17/07 Ultrasound - pelvic area 11/02/07 Labs: Valley
cats, pollen, seasonal allergies

No illnesses at time of HPV vaccination.
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Vaers Id: 291867-2 Related reports: 291867-1

Age Gender Vaccine Date Onset Date Received Date Status Date State Mfr Report Id Last Edit Date
13.0 F 27-Sep-2007 27-Sep-2007 23-May-2008 03-Jul-2008 DE WAES0709USA04578 15-Jul-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
TDAP SANOFI PASTEUR C2491AA Left arm Intramuscular
MNQ SANOFI PASTEUR U2062AA Right arm Intramuscular
HPV4 MERCK & CO. INC. 0960F 0 Right arm Intramuscular
VARCEL MERCK & CO. INC. 1184U 0 Left arm Subcutaneously
Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Drug administered at inappropriate site, Erythema, Immediate post-injection reaction, Incorrect route of drug administration, Pruritus

Symptom Text: Initial and follow up information has been received from a health professional concerning a 13 year old female who on 27-SEP-2007, at 10:07, was vaccinated
with a first dose of 0.2 mL of varicella virus vaccine live (Oka/Merck) (Lot # 65843/1184U) intradermally into the left forearm, followed later by the remaining
dose of 0.3 mL subcutaneously into the left arm (Lot # 658431/1184U). Concomitant vaccine therapy that same day, at 10:07, included , a first dose of Gardasil
intramuscularly into the right arm (Lot # 654535/0960F), a first dose of Adacel, intramuscularly into the left arm (Lot # C2491AA), and a first does of Menactra
intramuscularly into the right arm (Lot # U2062AA). The patient was initially given 0.2 mL into the left forearm as an intradermal shot. The patient was later
given the remaining 0.3 mL subcutaneously into the left upper arm. There was an immediate localized skin erythema and itching at the left forearm. This event
was reported as a nursing error, and not product confusion. Unspecified medical attention was sought at the office. There was no product quality complaint. At
the time of reporting the patient had recovered on an undisclosed date. Additional information is not expected.

Other Meds:
Lab Data: Unknown
History: Unknown
Prex lllness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 298821-2 Related reports: 298821-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
19.0 F Unknown Unknown 19-May-2008 11-Jun-2008 MD WAES0804USA03666 11-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown

Seriousness: ER VISIT, NOT SERIOUS

MedDRA PT Discomfort, Erythema, Oedema peripheral, Skin discolouration

Symptom Text: Information has been received from a mother concerning her 19 year old daughter who was vaccinated with a second dose of GARDASIL about 4 months ago.
There was no concomitant medication. Subsequently the day following the second dose of GARDASIL the patient's hands became swollen, red and purple
colored and uncomfortable. Medical attention was sought. The patient recovered from these adverse events about 24 hours after the AE (also reported as 48
hours after vaccination). No other information was available. Additional information has been requested.

Other Meds: None

Lab Data: None
History: None
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 301628-3 Related reports: 301628-1; 301628-2
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
16.0 F 31-Dec-2007 31-Dec-2007 0 16-Jun-2008 10-Jul-2008 Ml WAES0804USA02611 15-Jul-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 1 Right arm Intramuscular

Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Fall, Head injury, Inappropriate schedule of drug administration, Syncope

Symptom Text: Initial and follow up information has been received from a registered nurse concerning a 20 year old white female student with no known allergies (previously
reported as 17 year old) who on 31-DEC-2007 (previously reported as on ??-JUN-2007) at 11:00 AM was vaccinated intramuscularly into right deltoid with a 0.5
mL first dose of GARDASIL (Lot # unknown) and in April 2008 was vaccinated intramuscularly with a 0.5 mL second dose of GARDASIL. Concomitant therapy
included ESTROSTEP. In follow up report from the doctor's office it was reported that the patient had syncope five minutes after (about 11:05 AM) she got her
first injection. She fell off the examination table and hit her head on the floor. She went to the emergency room and a head computed axial tomography (CT
scan) was done with negative result. It was reported that on 31-DEC-2007 patient recovered. Additional information is not expected.

Other Meds: ESTROSTEP

Lab Data: Head computed axial, 12/31/07, normal.
History:
Prex lliness: Contraception

Prex Vax llins:
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Vaers Id: 305431-2 (S) Related reports: 305431-1

Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id
17.0 F 02-Jan-2007 07-Jun-2007 156 15-Sep-2008 22-Sep-2008 AZ
VAX Detail: Type Manufacturer Lot Prev Doses Site Route

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown

Seriousness:
MedDRA PT

Symptom Text:

Other Meds:
Lab Data:
History:

Prex lllness:
Prex Vax llins:

LIFE THREATENING, PERMANENT DISABILITY, SERIOUS

Gait disturbance, Hypoaesthesia, Lymphomatoid papulosis, Pain, Skin lesion

Last Edit Date
22-Sep-2008
Other Vaccine

June 2007 - left lower leg becomes numb, sharp shooting pains insensitive to hot or cold, unable to walk long distances. June 2007 - lesions all over body -

multiplying quickly. 1-3-08 Clinic diagnosis: Lymphomatoid Papulosis.

Numerous nerve tests, biopsies, MRI's (3), cat scans, blood work
None

None

~HPV (Gardasil)~2~17~In Patient
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 305606-3 (D) Related reports: 305606-1; 305606-2
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
17.0 F Unknown 01-Apr-2008 02-Jun-2008 03-Jun-2008 - WAES0805USA04734 04-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL Unknown Unknown

Seriousness: DIED, LIFE THREATENING, PERMANENT DISABILITY, SERIOUS
MedDRA PT Death

Symptom Text: Information has been received from a physician concerning a "17 year old" female who on an unspecified date was vaccinated with GARDASIL. In April 2008,
approximately 6 weeks ago the patient died. The physician reported that one of the patient's mother did not want to agree to the vaccine because her friend's
daughter died after receiving it. The 17 year old patient was found dead on the floor by her mother. The autopsy was performed and the outcome was
unspecified. The physician only has information on the patient that refused the vaccine. No further information was provided. The reporter felt that the event
was disabling and life threatening. Additional information has been requested.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vaers Id: 305701-2 Related reports: 305701-1

Age Gender Vaccine Date Onset Date
15.0 F 28-Jan-2008 28-Jan-2008
VAX Detail: Type Manufacturer
TDAP SANOFI PASTEUR
MNQ SANOFI PASTEUR
HPV4 MERCK & CO. INC.

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Wrong drug administered

Received Date Status Date State Mfr Report Id Last Edit Date
19-May-2008 12-Jun-2008 -- WAES0804USA00802 12-Jun-2008
Lot Prev Doses Site Route Other Vaccine
C2771AA 0 Unknown Intramuscular
U2405AA 0 Unknown Intramuscular
0928U 0 Unknown Intramuscular

Symptom Text: Information has been received on request from the FDA under the act regarding a 15 year old female with no previous ilinesses, who on 28-JAN-2008 was
vaccinated IM in the left arm with a first dose of GARDASIL (Lot# 658554/0928U). Concomitant therapy included ADACEL (Lot# C2771AA) administered in the
right arm, and MENACTRA (Lot# U2405AA) administered in the left arm. On 28-JAN-2008 GARDASIL was misadministered. It was documented on the
patient's immunization record by the office assistant for the patient to receive GARDASIL and MENACTRA when the patient's parent had requested
MENACTRA and ADACEL. The ADACEL was administered later. The parent was upset over the administration of GARDASIL. No laboratory diagnostics
were performed. At the time of the report, the outcome of the patient was unknown. The VAERS ID# is 305701. Additional information is not available.

Other Meds:

Lab Data: None
History: Unknown
Prex lllness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 305703-2 Related reports: 305703-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
16.0 F 20-Feb-2008 20-Feb-2008 0 19-May-2008 11-Jun-2008 - WAES0804USA00801 11-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1758U 1 Left arm Intramuscular

Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Bradycardia, Nausea, Pallor, Syncope

Symptom Text: Information has been received on request from the FDA under the act regarding a 16 year old female with a history of seizure with local anesthesia at the
dentist office, who on 20-FEB-2008 was vaccinated in the left deltoid with a second dose of GARDASIL (Lot# 659180/1758U). There were no concomitant
medications. On 20-FEB-2008 post vaccination the patient walked immediately to the check out counter and became pale, nauseous, and had a syncopal
episode in which she became bradycardic. The patient was treated with an adult EPIPEN, BENADRYL 50mg, and oxygen. The patient was then sent to the
emergency room via EMS. The patient's glucose was 94 and pulse oximetry was 100%. At the time of the report, the outcome of the patient was unknown.
The VAERS ID# is 305703. Additional information is not available.

Other Meds: None

Lab Data: pulse oximetry, 02/20/2008, 100%; blood glucose, 02/20/2008, 94
History: Convulsion
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 306843-2 Related reports: 306843-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
20.0 F 03-Mar-2008 03-Mar-2008 0 19-May-2008 11-Jun-2008 PA WAES0804USA05253 11-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0171U 0 Unknown Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Genital swelling, Vaginal swelling

Symptom Text: Information has been received from a nurse concerning her 20 year old daughter with no medical history and no known drug reactions or allergies who on 03-
MAR-2008 was vaccinated IM with the first 0.5 ml dose of GARDASIL (Lot # 655620/0171U). There was no concomitant medication. On 03-MAR-2008 the
patient experienced swelling of the vagina and labia. The patient began to experience the swelling two hours after receiving the vaccination. The swelling was
reduced with the administration of BENADRYL. The patient recovered 05-MAR-2008. Patient did not seek medical attention. No product quality complaint
was involved. Additional information has been requested.

Other Meds: None

Lab Data: None
History: None
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 306868-2 (S) Related reports: 306868-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
15.0 F 25-Sep-2007 20-Dec-2007 86 14-May-2008 15-May-2008 - WAES0804USA05009 15-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
MNQ SANOFI PASTEUR U2382BA 0 Unknown Intramuscular
HPV4 MERCK & CO. INC. 0524U 0 Unknown Intramuscular

Seriousness:

MedDRA PT

Symptom Text:

Other Meds:
Lab Data:

History:
Prex lliness:

Prex Vax llins:

EXTENDED HOSPITAL STAY, HOSPITALIZED, LIFE THREATENING, SERIOUS

Abasia, Asthenia, Back pain, Blood product transfusion, Dysphonia, Endotracheal intubation, Eyelid ptosis, Fall, Gait disturbance, Gastrointestinal tube
insertion, Gastrooesophageal reflux disease, Grip strength decreased, Guillain-Barre syndrome, Hypoaesthesia, Hypoaesthesia oral, Intensive care,
Mechanical ventilation, Myalgia, Pain in jaw, Paraesthesia, Paraesthesia oral, Pharyngitis, Plasmapheresis, Rash pruritic, Tracheitis, Weight decreased,
Wheelchair user

Information has been received on request from the FDA under the Freedom of Information Act concerning a 15 year old female with asthma, allergic rhinitis,
nickel dermatitis and a history of a fractured toe who on 25-SEP-2007 was vaccinated intramuscularly into the left arm with the first dose of GARDASIL (Lot #
658094/0524U). Concomitant therapy included MENACTRA (Lot U2382BA), ADVAIR, albuterol, CLARITIN and TRIAMCINOLON COMPOSITUM. On 20-DEC-
2007, prior to admission, the patient presented with a several day history of numbness and tingling in her extremities, with progressive weakness. Symptoms
began six days prior to admission with right fifth digit numbness. Four days prior to admission she felt increasing pharyngitis and numbness and tingling in lips.
Three days prior to admission she felt increasing generalized weakness. Two days prior to admission the patient was increasingly hoarse. On the day of
admission the patient demonstrated a wide based gait, and was holding onto the wall to walk. She fell in the bath tub and was unable to get up. She had
decreased grip strength. She also had a ten pound weight loss one week prior to admission. Some of her symptoms also included acid reflux, global myalgias,
jaw pain, and back pain. She had a pruritic rash on her frame. Diagnostic testing performed included an electromyography on 27-DEC-2007 indicating the
medial ulnar motor response was very low in amplitude and mildly long in distal latency. A repeat electromyography was performed on 04-JAN-2008 revealed
no response obtainable in the median or ulnar motor nerves, and the peroneal motor study showed low amplitude response and MIL. Treatment required
admission to the intensive care unit, prolonged period of intubation and ventilator support, plasmapheresis, intravenous immunoglobulin, physical and
occupational therapy and nasogastric tube feeding. She also had developed bilateral ptosis and tracheitis. she was diagnosed with Guillain-Barre syndrome on
17-JAN-2008. She was transferred to a rehabilitation unit and re

albuterol 2 puff; TRIAMCINOLON COMPOSITUM; ADVAIR 1 puff; CLARITIN

electromyography 12/27/07 - median ulnar motor response very low amplitude and mildly long distal latency; electromyography 01/04/08 - no response
obtainable in median or ulnar motor nerves, peroneal motor study showed low amplitude
Fractured toe

Asthma; Rhinitis allergic; Dermatitis
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 307606-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
18.0 F 07-Dec-2007 08-Dec-2007 1 17-Mar-2008 10-Apr-2008 MO WAES0802USA03368 25-Mar-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1522U 1 Unknown Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Rash, Vaccine positive rechallenge

Symptom Text: Information has been received from a consumer concerning her daughter, an 18 year old with a history of tonsillectomy, and heavy periods which cause
anaemia. On 07-DEC-2007, the patient was vaccinated with her first dose of Gardasil. On 08-DEC-2007 the patient experienced fine rash on legs. On 08-Feb-
2008, the patient received her second dose of Gardasil. Concomitant therapy included ZYRTEC-D and hormonal contraceptives (unspecified). On 09-FEB-
2008 the patient experienced fine rash on legs. The patient's fine rash on legs persisted. The patient sought unspecified medical treatment and unspecified lab
diagnostics were performed. The report states the therapy was discontinued on 08-Feb-2008. Additional information has been requested. On 14-FEB-2008 the
patient was diagnosed with eczema on her legs and stomach. Follow up information indicated the patient recovered on an unknown date. Additional information

has been requested.
Other Meds: ZYRTEC-D; hormonal contraceptives

Lab Data: [procedure unspecified]
History: Tonsillectomy; Heavy periods; Anaemia
Prex lllness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 307607-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
15.0 F 04-Dec-2007 15-Dec-2007 11 17-Mar-2008 10-Apr-2008 AR WAES0802USA03371 25-Mar-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0515U 1 Left arm Intramuscular

Seriousness:
MedDRA PT

Symptom Text:

Other Meds:
Lab Data:
History:

Prex lliness:
Prex Vax llins:

ER VISIT, NOT SERIOUS

Dyspnoea, Fatigue, Heart rate increased

Information has been received from a consumer concerning her 15 year old daughter, with an allergy to pollen and a history of tonsillectomy, who on 04-OCT-
2007 and 04-Dec-2007 was vaccinated with her first and second doses, respectively of Gardasil (lot #s not reported). "Sometime later in December 2007", the
patient began to have breathing problems (NOS), sometimes accompanied by a rapid heart beat. Also, it was reported that she has been much more fatigued
than usual. It was reported that periodically, some of these episodes have been very severe and temporarily incapacitate her. Usually, the breathing problems
last for one or two minutes and then they dissipate. The patient's breathing problems and fatigue persisted. Unspecified medical attention was sought. A CAT
scan endoscopy and echocardiogram are schedule to be done in March, 2008. Additional information has been requested. Follow-up information was received
from the physician and nurse who reported that the patient was an active dancer who developed shortness of breath after dancing. She was referred for an
allergy and asthma evaluation as well as a cardiac evaluation. Her allergy and asthma tests as well as echocariogram were negative, and she was ruled out as
having cardiac, asthma or allergy problems. On an unspecified date she was diagnosed with excercise induce reactive airways disease and bronchospasm.
The doctor stated that the rapid heart beat and breathing problems (shortness of breath) were symptoms of this. These events (as well as the fatigue) were
considered non-serious. At the time of this report the patient still continued to occasionally have this breathing related reaction after she danced but was
reported as stable. The physician also reported that on 18-FEB-2008, the patient was evaluated for joint pain and achey muscles (also considered non-
serious). The patient was diagnosed with arthralgia and bronchospasm. All lab work including CBC, ANA, ESR and others were within normal limits (labs not
provided). On 26-FEB-2008, the patient was

Unknown

allergy test, negative; echocardiography, negative; complete blood cell, within limits; serum ANA, within limits; erythrocyte, within limits;
Tonsillectomy

Pollen allergy
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 309588-3 Related reports: 309588-1; 309588-2
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
21.0 F 31-Mar-2008 02-Apr-2008 2 01-May-2008 05-May-2008 OH 05-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
TDAP SANOFI PASTEUR C2844AA 0 Left arm Intramuscular
HPV4 MERCK & CO. INC. 1486U 2 Right arm Intramuscular
Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Cellulitis, Injection site erythema, Injection site induration, Limb discomfort

Symptom Text: Saw patient 4 days following immunization. Local induration, erythema 4" around vaccine site. C/O arm discomfort. Treated as cellulitis with Duricef since
Benadryl for allergic reaction was not effective in decreasing symptoms.

Other Meds:

Lab Data:

History: PCN, Bactrim, Biaxin
Prex lllness: No

Prex Vax llins:
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Vaers Id: 310262-2 (D) Related reports: 310262-1

Age Gender Vaccine Date Onset Date
20.0 F 01-Apr-2008 Unknown
VAX Detail: Type Manufacturer

HPV4 MERCK & CO. INC.

Seriousness: DIED, SERIOUS
MedDRA PT Death, Injection site pain

Symptom Text: Patient only complained of pain at the injection sight, died three days after vaccinated.

Other Meds:

Lab Data:

History: None
Prex lliness: None

Prex Vax llins: Death~HPV (Gardasil)~1~0~Patient

Days

Received Date

12-Apr-2009

Lot

UNKNOWN

Status Date

13-Apr-2009

Prev Doses

1

Site
Unknown

State

NC

Mfr Report Id

Route
Unknown

Last Edit Date
13-Apr-2009

Other Vaccine
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 310432-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
11.0 F 10-Mar-2008 12-Apr-2008 33 16-Apr-2008 15-May-2008 FL WAESO0803USA01425 25-Mar-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0387U 0 Left arm Unknown

Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Oedema peripheral, Pain in extremity

Symptom Text: Information has been received from a physician concerning a female who in approximately February 2008, was vaccinated with the first dose of GARDASIL
(lot# not provided). The same night following vaccination, the patient went to the Emergency Room with a swollen and painful arm. No further information was
provided. Additional information has been requested. Additional information received from D-form (07/APR-2008). For the reporter, the patient received her
first dose of GARDASIL and within 48 hours experienced pain, swelling and redness of arm, resulting in an ER visit. The patient was treated with oral steroids.
Subsequently, the patient recovered from the pain, swelling and redness of her arm. The reporter did not see the patient during the acute reaction, but was
informed after recovery. There is no additional information. Additional information received from D-form (29-APR-2008). The patient is an otherwise healthy 11-
year-old female with a history of chicken pox disease as a younger child. On 19-MAR-2008 the patient was vaccinated in the left arm with the first dose of
GARDASIL (lot# 657621/0387U). On 12-APR-2008 the patient developed Herpes Zoster on the skin of her left back/side/chest. The patient twice sought
unspecified medical attention in the physician's office. VALTREX was initiated on 18-APR-2008. The patient is currently recovering. The physician is not sure if
the Herpes Zoster was related to GARDASIL vaccine. Additional information is not expected.

Other Meds: Unknown
Lab Data:

History: Chickenpox
Prex lliness:

Prex Vax llIns:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 310439-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
21.0 F 19-Feb-2008 19-Feb-2008 0 16-Apr-2008 15-May-2008 PA WAES0803USA01610 25-Mar-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 1 Left arm Intramuscular

Seriousness: ER VISIT, NOT SERIOUS

MedDRA PT Hypoaesthesia, Pain in extremity, Vaccine positive rechallenge

Symptom Text: Information has been received from a physician concerning a 21 year old female who on 28-NOV-2007 was vaccinated intramuscularly in the left arm with her
first dose of GARDASIL (lot # 658556/1060U). Concomitant therapy included hormonal contraceptives (unspecified). On 19-FEB-2008 the patient was
vaccinated intramuscularly in the left arm with her second dose of GARDASIL (lot# not reported). While in the office, the patient experienced soreness down
her arm to her fingers and intermittent numbness in her hand all in the left arm. The patient used ibuprofen (MOTRIN) intermittently and was offered physical
therapy, but declined. The patient recovered after 6 weeks. The patient sought medical attention in the office. Additional information has been requested.

Other Meds: hormonal contraceptives
Lab Data: None

History: None

Prex lliness:

Prex Vax llins:
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Report run on: 15 MAY 2009 10:16 Page 32
Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 310445-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
13.0 F 11-Mar-2008 11-Mar-2008 0 16-Apr-2008 15-May-2008 Wi WAESO0803USA01762 25-Mar-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0052X 0 Unknown Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Dyskinesia, Fall, Gaze palsy, Musculoskeletal stiffness

Symptom Text: Information has been received from medical assistant concerning a 13 year old female patient who on 11-MAR-2008 was vaccinated IM with a 0.5 ml first dose
of GARDASIL (lot# 655604/0052X). Concomitant therapy included MENACTRA. On 11-MAR-2008, after receiving the dose the patient was waiting on the table
when 30 seconds later she landed backward on the table in which her eyes rolled back, she stiffened and jerked for 3 seconds. Patient stayed extra 15 minutes
then went home. The patient was recovered. Additional information has been requested.

Other Meds:
Lab Data: Unknown
History: Unknown
Prex lllness:

Prex Vax llins:
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Report run on: 15 MAY 2009 10:16 Page 33
Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 310447-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
21.0 F Unknown Unknown 16-Apr-2008 14-May-2008 IL WAESO0803USAQ01766 25-Mar-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT No reaction on previous exposure to drug, Urticaria

Symptom Text: Information has been received from a health professional concerning a 21 year old female patient who on an unspecified date was vaccinated with a 0.5 ml
second dose of Gardasil (lot# not provided). Subsequently the patient experienced mild hives. No respiratory problems. The patient did not have any AE
symptoms with the first vaccination. Unknown medical attention was sought. At an unspecified date the patient's hives faded without further incident. No
product quality complaint was involved. Additional information has been requested.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 310448-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
Unknown F Unknown Unknown 16-Apr-2008 15-May-2008 -- WAES0803USA01782 25-Mar-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Dizziness, Nausea, No reaction on previous exposure to drug

Symptom Text: Information has been received from a health professional concerning a female who was vaccinated with the second dose of GARDASIL (lot# not reported).
Subsequently the patient experienced dizziness and nausea one month after receiving the second dose. The patient sought unspecified medical attention.
The patient did not have any side effects after receiving the first dose. Additional information received 28-MAR-2008. The nurse called to state that the
practice does not have any further information regarding the case and they do not want to receive any further letters. Additional information is not expected.
Additional information received from memo (01-APR-2008): Nurse states, "No further information." Additional information is not expected.

Other Meds: Unknown
Lab Data:

History: Unknown
Prex lliness:

Prex Vax llins:
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Report run on: 15 MAY 2009 10:16 Page 35
Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 310450-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
16.0 F 01-Feb-2008 01-Feb-2008 0 16-Apr-2008 15-May-2008 PA WAES0803USA01790 25-Mar-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown
VARCEL MERCK & CO. INC. NULL Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Drug exposure during pregnancy

Symptom Text: Information has been received from a consumer through the Merck pregnancy registry concerning a 16 year old female who on 01-FEB-2008 was vaccinated
with the third dose of GARDASIL (lot# not reported). Concomitant suspect therapy included VARIVAX (Oka/MSD) (MSD) (lot# not reported). Other concomitant
medication included VENTILAN (albuterol) and prenatal vitamins. Per the reporter, the patient found out that she was pregnant about a week after receiving the
third dose. Before she was known to be pregnant, the patient had a pap smear that was irregular, so a biopsy of the cervix was performed. Per the reporter, "I
don't know if this made her more fertile. Also, before her pregnancy, when she received her first dose, she experienced an irregular menstrual cycle." The
patient sought unspecified medical attention. Additional information has been requested.

Other Meds: VENTILAN(ALBUTEROL); vitamins (unspecified)

Lab Data: cervical smear, irregular; cervix biopsy; diagnostic laboratory; beta-human chorionic , positive;
History: Asthma

Prex lliness: Pregnancy NOS (LMP = Unknown)
Prex Vax llIns:



FDA Freedom of Information Distribution

VAERS Line List Report
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 310457-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
20.0 F Unknown Unknown 16-Apr-2008 14-May-2008 OR WAES0803USA01851 25-Mar-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown

Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Dizziness

Symptom Text: Information has been received from a health professional concerning a 20 year old female who was vaccinated on an unspecified date with Gardasil (lot# not
reported) and felt lightheaded. The patient recovered after sitting in the office for few minutes. Additional information has been requested. This is in follow-up
to report(s) previously submitted on 4/14/2008. Information has been received from a health professional concerning a 20 year old female who was vaccinated
in 2007 with her first dose of GARDASIL (lot# not reported) and felt lightheaded. The patient recovered after sitting in the office for a few minutes. Additional

information has been requested.
Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 310460-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
25.0 F 16-Jan-2008 16-Jan-2008 0 16-Apr-2008 15-May-2008 NJ WAESO0803USA01921 25-Mar-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1287U 0 Unknown Unknown
Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Injection site discomfort, Nasopharyngitis, Throat irritation

Symptom Text: Information has been received from a physician concerning a 25 year old female with a history of cardiac murmur who in January 2008, was vaccinated with
her first dose of GARDASIL (lot number unspecified). Concomitant therapy included fexofenadine hydrochloride (ALLEGRA) and hormonal contraceptives
(unspecified). In January 2008, after receiving the vaccine, the patient experienced uncomfortable feeling on the injection site. On 10-Mar-2008, the patient
experienced scratchy throat and cold after a flight. Patient still has the cold and scratchy throat. Additional information has been requested. Follow up
information received from the physician indicated the patient never mentioned the adverse events. During the patient's visit in March 2008, the patient did not
report any of those experiences with second injection.

Other Meds: ALLEGRA,; hormonal contraceptives
Lab Data: Unknown

History: Cardiac murmur

Prex lllness:

Prex Vax llIns:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 310567-2 (S) Related reports: 310567-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
17.0 F 08-Apr-2008 12-Apr-2008 4 27-Mar-2009 30-Mar-2009 IL 30-Mar-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 1 Left arm Unknown

Seriousness:
MedDRA PT

Symptom Text:

Other Meds:
Lab Data:
History:

Prex lliness:
Prex Vax llins:

ER VISIT, HOSPITALIZED, PERMANENT DISABILITY, SERIOUS

Abasia, Abdominal distension, Abdominal pain, Activities of daily living impaired, Arthralgia, Fatigue, Joint swelling, Nausea, Rash, Serum sickness, Urticaria

Patient was given the second injection of the Gardasil vaccine on 4/8/08 by her pediatrician. It was the only injection she received. A few days later she
experienced severe joint pain and swelling plus skin hives/rashes. Her pediatrician put her on 60 mg of Prednisone for 3 days. When the symptoms worsened,
we were sent to hospital on 4/23/08. Patient was diagnosed with Serum Sickness from the Gardasil vaccine. We started seeing Dr. in Rheumatology on
6/12/08. Dr. prescribed pulse IV Solumedrol administered by a home care nurse along with the oral steroids. Patient experienced a reoccurrence of
symptoms on 8/15/08 and 9/3/08. With each reoccurrence she was unable to walk, with joint and abdominal swelling and pain. Methotraxate and Enbrel were
prescribed along with the oral and IV steroids. Patient relapsed again and was admitted to hospital for testing on 10/15/08. When no new diagnosis or
treatment came out of three days of inpatient examination, we sought a second opinion with Dr. in Pediatric Rheumatology. She stopped the Enbrel and
Methotraxate and started reducing the steroids. Patient also saw Dr. in Gastroenterology for her constant nausea. Testing has been inconclusive. Patient
experienced another reoccurrence of symptoms in February and March of 2009. Patient began physical therapy on 3/14/09 to help with the joint pain. Patient
missed 30 days of school her first semester of senior year, and has already missed 10 days of her second semester due to this illness. Patient takes 10 pills
every morning and 6 every evening, along with other medication as needed. She continues to experience consistent fatigue and nausea along with intermittent
joint pain and skin hives/rashes.

None
Blood Tests, CT Scan, Bone Scan, Upper Endoscopy, TB Test, Colonoscopy - all inconclusive
None
None
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 310614-3 Related reports: 310614-1; 310614-2
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
15.0 F 11-Feb-2008 13-Feb-2008 2 09-Jun-2008 16-Jun-2008 CA 19-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
MNQ SANOFI PASTEUR U2380BA 0 Left arm Intramuscular
HPV4 MERCK & CO. INC. 0388U 0 Left arm Intramuscular
Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Abdominal pain upper, Arthralgia, Back pain, Crying, Dizziness, Eye movement disorder, Eye pain, Fall, Fatigue, Headache, Musculoskeletal chest pain, Neck

pain, Pain in extremity, Paraesthesia, Sensory disturbance, Syncope

Symptom Text: she didn't have any problems at first except the pain in her arm .I didn't put the two together until later .. dizzy, fainting,headache most of the time,tingling in
arms legs now a constant pain in legs and ribs,she says a popping feeling in her blood veins where her arms bend,neck pain, tired,her eyes have pain and will
flutter and look up . fainting it just happens and she falls so hard just drops seven times in one day ,she doesn't move anything for about two minutes no matter
what, when she comes through she is crying and cant lift her head up,Stormy say's her head fills empty and heavy sometimes every joint in her body hurts
even the arch of her feet hurt and her spine hurts, Stormy has chronic stomach pain .the pain between her ribs is an ache pain sometimes its a stabbing
pain.The fainting or passing out is at least one time every day we believe the most in one day was eight times but really we lost count. pain behind her knees is
often. been to the clinic and 5 different er's nobody knows what to do,they all say something different,

Other Meds: loestrin 24fe

Lab Data: all test were negative
History: none

Prex lliness:

Prex Vax llins:
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Report run on: 15 MAY 2009 10:16 Page 40
Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 310700-2 Related reports: 310700-1; 310700-3
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
23.0 F 21-Feb-2008 28-Feb-2008 7 16-May-2008 23-May-2008 WA 23-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0188U 0 Left arm Intramuscular

Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Arthralgia, Joint swelling, Musculoskeletal stiffness

Symptom Text: Approximately 1 week after receiving vaccine, pt developed ankle swelling, arthritic joint pain, & morning stiffness, lasting 1-5 weeks. Pt saw rheumatologist on
3/11/08 & was given MEDROL + a diuretic. After starting meds, sx went away in 6 days. Per Dr., sx could have been coincidental + unrelated to GARDASIL.
Pt also took ibuprofen for sx per RN/Dr. office 5/16/08.

Other Meds: unknown

Lab Data: Bloodwork was completed, unknown results.

History: NKDA, dyslipidemia, borderline HTN, anxiety, migraine headaches
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 310700-3 Related reports: 310700-1; 310700-2
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
23.0 u 21-Feb-2008 28-Feb-2008 7 16-Jun-2008 10-Jul-2008 WA WAES0805USA03666 10-Jul-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0188U 0 Unknown Intramuscular

Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Arthralgia, Oedema peripheral

Symptom Text: Information has been received from a physician concerning a 23 year old, 67.5 inch, 168 pound female dental hygienist with no pertinent medical history or
allergies, who on 21-FEB-2008 was vaccinated with the first dose of GARDASIL (lot # 657006/0188U), expiration date 21-NOV-2009, IM to the left deltoid. It
was reported that within 1 week of receiving the GARDASIL, the patient began developing severe knee pain and lower extremities swelling. The patient sought
medical attention and was treated with ibuprofen (manufacturer not specified), over the counter 400 mg up to three times a day. On 05-MAR-2008, the patient
saw the physician for obvious edema and knee effusion. Laboratory tests were ordered and a c-reactive protein (CRP) was noted to be 24.6, BSR was 65, and
Antistreptolysin O Ab was high at 248.6. The patient was treated with MEDROL DOSE PAK, and DYAZIDE over 1 week. The symptoms resolved on
approximately 12-MAR-2008. A follow-up visit to a rheumatologist found no other likely causes for the symptoms except for GARDASIL. Additional information
has been requested.

Other Meds: ZOLOFT

Lab Data: diagnostic laboratory, BSR 65; serum C-reactive, 24.6; serum antistreptolysin, 03/05/08, 248.6
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 310717-2 Related reports: 310717-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
18.0 F Unknown Unknown 17-Jul-2008 18-Aug-2008 AZ WAES0806USA08927 18-Aug-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0063X 0 Unknown Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Syncope

Symptom Text: Information has been received from a physician and an office manager concerning an approximately 18 year old female who on an unspecified date was
vaccinated intramuscularly with a first 0.5 ml dose of GARDASIL (Lot #660391/0063X). After receiving GARDASIL the patient fainted. At the time of the report,
it was unknown if the patient had recovered from the event. Unspecified medical attention was sought. This is one of several reports received from the same
source. Additional information has been requested.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 310979-2 Related reports: 310979-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
17.0 F 17-Mar-2008 17-Mar-2008 0 08-Jul-2008 10-Jul-2008 CA 04-Mar-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Left arm Unknown
Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Disturbance in attention, Dizziness, Fatigue, Feeling abnormal, Genital rash, Influenza like illness, Injection site pain, Malaise, Nausea, Vulvovaginal pruritus

Symptom Text: General feeling unwell, soreness at injection site, feeling 'funny’, dizzyness, tiredness on injection day. Following day sent home from school early, couldn't
concentrate, tired, general feeling unwell, nausous, flu like. Called doctors office. Next day symptoms worse, scratching, vaginal itching and vaginal rash
worsening from previous evening. Returned to doctors office for check of symptoms. Doctor called another doctor from office for second opinion. Was
prescribed Triamcinolone acetonide cream usp, 0.1%, topical use.

Other Meds: Takes multi-vitamins

Lab Data:

History: Allergy to Penicillin, latex, nickel
Prex lllness: None

Prex Vax llins:
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Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND

Page 44

Vaers Id: 311424-1

Age Gender Vaccine Date Onset Date
17.0 F Unknown Unknown
VAX Detail: Type Manufacturer

HPV4 MERCK & CO. INC.

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Alopecia

Days Received Date Status Date
01-May-2008 02-May-2008
Lot Prev Doses Site
NULL Unknown

Symptom Text: Started losing patches of hair after 2nd injection.

Other Meds:

Lab Data:

History:

Prex lliness: None
Prex Vax llins:

State
GA

Mfr Report Id

Route
Unknown

Last Edit Date
02-May-2008

Other Vaccine
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Vaers Id: 311439-1

Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id
22.0 F 01-May-2008 01-May-2008 0 01-May-2008 05-May-2008 OH
VAX Detail: Type Manufacturer Lot Prev Doses Site Route

HPV4 MERCK & CO. INC. 0073X 0 Left arm Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Asthenia, Body temperature increased
Symptom Text: Temperature per patient 99.2 - patient took Tylenol. Weakness - no treatment done.

Other Meds: None

Lab Data: None known
History: Migraines, Endometriosis
Prex lliness: None

Prex Vax llins:

Last Edit Date
05-May-2008

Other Vaccine
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Vax Type: HPV4
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Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND

Page 46

Vaers Id: 311440-1

Age Gender Vaccine Date Onset Date
16.0 F 29-Apr-2008 29-Apr-2008
VAX Detail: Type Manufacturer
HPV4 MERCK & CO. INC.
TTOX SANOFI PASTEUR

ER VISIT, NOT SERIOUS

Rash pruritic

Seriousness:
MedDRA PT

Days Received Date Status Date State Mfr Report Id
0 01-May-2008 05-May-2008 TN
Lot Prev Doses Site Route
19674 0 Left arm Intramuscular
U1993BA 5 Right arm Intramuscular

Last Edit Date
05-May-2008

Other Vaccine

Symptom Text: 4 hours after vaccines administered developed pruritic rash on thighs and upper (L) chest. Treated next day with Benadryl. Depo Medrol 40mg and Decadron

4mg.
Other Meds:
Lab Data: None
History: Seasonal Allergies
Prex lllness: None

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311442-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
19.0 F 21-Apr-2008 21-Apr-2008 0 01-May-2008 02-May-2008 OH 02-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1740U 2 Left arm Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Arthralgia, Asthenia, Dizziness, Headache, Hyperventilation

Symptom Text: 1 hrs after receiving Gardasil pt felt weak, dizzy, hyperventilated. Pt felt dizzy & weak with a headache for 5 days post injection. Pt went to pediatrician had
blood tests-all were WNL. Pt has fully recovered. Pt. also complained of joints aching.

Other Meds:

Lab Data:

History: none
Prex lllness: no

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311455-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
23.0 F 15-Oct-2007 15-Oct-2007 0 02-May-2008 05-May-2008 - WAESO0710USA03731 05-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Abortion spontaneous, Drug exposure during pregnancy

Symptom Text: Information has been received from a 23 year old female who on 15-OCT-2007 was vaccinated with her first dose of Gardasil. On 18-OCT-2007 the patient
found out she was pregnant. On 22-APR-2008, it was reported by the patient, that on approximately 01-NOV-2007, reported as "about two weeks after calling,"
that she had lost the baby. She reported that the miscarriage was early in her pregnancy and she was doing fine. Upon internal review, spontaneous abortion
was considered to be an other important medical event. No further information is available.

Other Meds: Unknown

Lab Data: Unknown

History:

Prex lliness: Pregnancy NOS (LMP = Unknown)
Prex Vax llins:



FDA Freedom of Information Distribution

VAERS Line List Report

Report run on: 15 MAY 2009 10:16 Page 49
Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311456-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
18.0 F 28-Mar-2008 28-Mar-2008 0 02-May-2008 05-May-2008 OH WAES0804USA00974 05-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1757U 0 Left arm Intramuscular

Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Lip swelling, Rash maculo-papular

Symptom Text: Initial and follow-up information has been received from a physician concerning an 18 year old female with a urinary tract infection at the time of vaccination
and no allergies or drug reactions who on 28-MAR-2008 was vaccinated with a first dose of GARDASIL (lot# 659182/1757U) injection in the left arm at 10:00
AM. Concomitant therapy included BACTRIM for the urinary tract infection. After receiving the vaccine in the office and on the way home the patient developed
diffuse rash. On 29-MAR-2008 the patient was seen by the physician and saw the patient at that time had markedly swollen lips and she had a diffuse
maculopapular rash all over. Subsequently, on an unspecified date the patient recovered from the rash and swollen lips. No further information was provided.
The reporter felt that maculopapular rash and swollen lips were considered to be an other medical event. Additional information has been requested.

Other Meds: Bactrim

Lab Data: Unknown
History: None
Prex lliness: Urinary tract infection

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311457-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
19.0 F 09-Apr-2008 09-Apr-2008 0 02-May-2008 05-May-2008 TX WAES0804USA05085 05-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Abortion spontaneous, Drug exposure during pregnancy

Symptom Text: Information has been received from a medical assistant concerning a 19 year old female, who on 09-APR-2008 was vaccinated with a 0.5mL first dose of
Gardasil. Subsequently, the patient was pregnant. It was reported that the office did not conduct a pregnancy test prior to the vaccination. The patient called
the office to report that she experienced a miscarriage on 21-APR-2008. The patient went to see the physician. A total serum human chorionic gonadotropin
test was performed and did not show that the patient was pregnant. On 09-APR-2008 the patient experienced received first dose while pregnant. At the time of
the report, the outcome of the patient was unknown. Upon internal review miscarriage was considered to be an other important medical event. Additional

information has been requested.
Other Meds: Unknown

Lab Data: total serum human, did not show patient was pregnant

History:
Prex lliness: Pregnancy NOS (LMP = Unknown)

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311458-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
12.0 F Unknown Unknown 02-May-2008 05-May-2008 FR WAES0804USA05385 05-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL Unknown Unknown

Seriousness: HOSPITALIZED, SERIOUS
MedDRA PT Encephalitis

Symptom Text: Information has been received from a paediatrician concerning an approximate 12 year old female with a history of non-medicated rheumatism who on an
unspecified date was vaccinated with GARDASIL (lot#, injection route and site not reported). Subsequently, on an unspecified date 1.5 weeks post-vaccination
the patient experienced cerebellitis and was hospitalized. The outcome was not reported. Additional information is not expected. Other business partners

included are: E2008-03718.
Other Meds: Unknown

Lab Data: Unknown
History:
Prex lliness: Rheumatism

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311459-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
16.0 F 29-Mar-2007 01-Mar-2008 338 02-May-2008 05-May-2008 FR WAES0804USA05386 05-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0902F 0 Unknown Unknown

Seriousness: HOSPITALIZED, LIFE THREATENING, SERIOUS

MedDRA PT Herpes zoster, Immunodeficiency common variable, Sepsis syndrome, Streptococcal infection

Symptom Text: Information has been received from a health authority, concerning a 16 year old female patient, and recurrent infections with transaminases increased (since
2005), who on 29-MAR-2007 was vaccinated with the first dose, which was well tolerated (lot # 654884/0902F; batch NE24240); on 07-MAY-2007 was
vaccinated with the second dose, which was well tolerated (lot # 655671/1024F; batch NE63230); and on 06-DEC-2007 was vaccinated with the third dose in
the upper arm, of Gardasil (lot # 0251U; batch NF56480). In January 2008, the patient developed streptococcal infection with sepsis syndrome and herpes
zoster. In March 2008, the patient was diagnosed with a common variable immunodeficiency, with decreased 1gG and IgG 1. She was hospitalized (date and
duration not reported. Common variable immunodeficiency was considered to be immediately life threatening. The reporter (not specified), considered a
relation to the vaccine doubtful, as the patient showed recurrent infections with increased transaminases, which occurred for the first time in 2005. Other
business partner numbers include: E2008-03745; reference # PEI2008004690.

Other Meds: Unknown

Lab Data: serum immunoglobulin G test, 01Mar08, decreased; serum antiendomysial antibodies test, 01Mar08, IgG 1 decreased
History: No reaction on previous exposure to vaccine; Infection; Transaminases increased
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311460-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
13.0 F 01-Jan-2008 09-Jan-2008 8 02-May-2008 05-May-2008 FR WAES0804USA05691 05-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0483U 1 Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Facial palsy

Symptom Text: Information has been received from a pediatrician concerning a 13 year old female, who in January 2008, was vaccinated with a second dose of GARDASIL
(Lot# 0483U; Batch# NG20160). Nine days post vaccination the patient experienced a facial palsy. The patient recovered completely within three months. It
was reported that the first vaccination with GARDASIL was well tolerated. Other business partner numbers included: E2008-03798. Additional information is

not expected. The file is closed.
Other Meds: Unknown

Lab Data: Unknown
History: No reaction on previous exposure to vaccine.
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311519-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
17.0 F 05-Feb-2008 05-Feb-2008 0 02-May-2008 05-May-2008 CT 05-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1487U 0 Left arm Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Abdominal pain, Vomiting

Symptom Text: Abdominal pain and vomiting starting the evening of vaccination, resolved the next day. Patient refused subsequent doses of vaccine.
Other Meds:

Lab Data:

History:

Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311523-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
18.0 F 24-Jan-2008 14-Feb-2008 21 03-May-2008 05-May-2008 FL 06-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Right arm Intramuscular

Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Anxiety, Chest pain, Dizziness, Dyspnoea, Inflammation, Nasopharyngitis, Paraesthesia, Vision blurred

Symptom Text: two weeks after the vaccine for Gardasil | had a cold that lasted a month and a half. Than on 3/20/08 | went to the emergency room because of chest pains
shortness of breath dizziness tingling in arms and legs blurred vision. They diagnosed me as having an anxiety attack and they prescribed Xanax. Which |
ended up taking to much due to the chest pains i was having | than ended up in the er the next day. After that i went to my doctor for a follow up and saw (P.A)
who prescribed cough suppresant and zithromax that | took for 5 days and she told me to go see a cardiologist and a psychiatrist. So then | saw Dr.
(Cardiologist) he ran test. He then said my heart was inflammed and gave me trial moblic i had to take for 3 days along with Zantac. | still continued with the
chest pains and tingling in arms and legs with the shortness of breath. He then did a 2D echo and had me take a stronger dose of moblic and then had a CT of
my chest because he thought | had a pulmonary emboli. Then he gave me motrin 800 mg every 8Hrs as needed for chest pains. | still get the chest pains
constantly. Yesterday | started with the shortness of breath and tingling in my arms and legs, the dizziness and blurred vision. | will be calling the cardiologist
again on Monday 05/05/08 to see what else | need to do. At that time | will be letting him know that | did recieve the Gardasil injection in January 24,2008, since
| had forgotten to tell him. | did not think it was important at the time, but now | am wondering if this is a side effect of Gardasil.l have no problems prior to
recieving the shot.

Other Meds: Birth control pills Loestrin 24 Fe

Lab Data: CT of the chest ,Blood work, ECG, 2D Echo
History: shoulder pain no medications taken or prescribed.
Prex lliness: None

Prex Vax llins:
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Vaers Id: 311545-1

Age Gender Vaccine Date Onset Date
13.0 F 01-May-2008 01-May-2008
VAX Detail: Type Manufacturer
HEPA GLAXOSMITHKLINE
BIOLOGICALS
HPV4 MERCK & CO. INC.
MNQ SANOFI PASTEUR
VARCEL MERCK & CO. INC.
TD SANOFI PASTEUR

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Erythema, Rash, Swelling

Days Received Date Status Date State
0 02-May-2008 05-May-2008

Lot Prev Doses Site

AHAVB171AA 2 Right arm
1446U 1 Left arm
U2541AA 1 Right arm
1662U 2 Left arm
U1991CA Left arm

Mfr Report Id

Route
Intramuscular

Intramuscular
Intramuscular
Subcutaneously
Intramuscular

Last Edit Date
05-May-2008

Other Vaccine

Symptom Text: 5/1/08 (L) arm rash right after Varicella vaccine administered SQ. 5/2/08 TC to parent. Pt still has rash and slight redness and swelling. Pt told to apply cold

compress and come back if worsens/does not improve.

Other Meds:

Lab Data:

History: Allergic to -cillins.
Prex lllness: No

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311564-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
21.0 F 05-Dec-2007 05-Dec-2007 0 05-May-2008 06-May-2008 - WAESO0712USA08442 06-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown

Seriousness: ER VISIT, NOT SERIOUS

MedDRA PT Abortion spontaneous, Drug exposure during pregnancy

Symptom Text: Information has been received from a 21 year old female consumer that is also the patient, who has no pertinent medical history, drug reaction/allergies or
concomitant medication usage. On 05-DEC-2007, the consumer was vaccinated (route and site not reported) with the 1st dose of GARDASIL (lot# not
reported). The consumer found out she was pregnant after receiving the 1st dose of GARDASIL. The consumer reported that she was 6 weeks pregnant. The
patient did receive unspecified medical attention. No lab diagnostic test were performed. Follow up from the consumer indicated that she had a miscarriage on
31-JAN-2008. She added that "everything is OK now," and added that she had no problems since then. Upon internal review, had a miscarriage was
considered to be serious as an other important medical event. No additional information is expected.

Other Meds: None

Lab Data: None

History:

Prex lliness: Pregnancy NOS (LMP = 11/8/2007)
Prex Vax llIns:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311565-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
18.0 F 12-Oct-2007 01-Nov-2007 20 05-May-2008 06-May-2008 FR WAESO0803USA04697 06-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Folliculitis, Lymphadenopathy, Skin lesion, Syncope, Vaccine positive rechallenge

Symptom Text: Information has been received from a physician concerning an 18 year old female patient with no medical history reported, who on 12-OCT-2007 was
vaccinated intramuscularly into the deltoid with the first dose of Gardasil. On an unspecified date in November 2007, the patient developed bilateral
lymphadenopathies of the right groin which resolved one month later. The patient also experienced syncope in November 2007, with "immediate" cessation.
This event was considered not serious by the reporter. On 04-JAN-2008, the patient was vaccinated intramuscularly into the deltoid with a second dose of
Gardasil. In approximately February 2008 "about a month ago", the patient developed lymphadenopathy at several unspecified sites. It was reported that one
of the adenopathies (size 3x2 cm) persisted at the right groin and was associated with exudate. For the events following the second dose of Gardasil, folliculitis
was not ruled out and dermatologic examination results were expected. The patient received corrective treatment with unspecified antibiotics that did not solve
the problem. The physician consequently ruled out infection. The outcome was currently reduced to what looked more like a skin lesion (the size of an
almond) than as an adenopathy. It was reported that the patient did not experience syncope after the second dose of Gardasil. Lymphadenopathy, folliculitis
and skin lesion were considered to be other important medical events. Other business partner numbers included: E200802858, E200802742 and RA0152008.
No further information is available.

Other Meds: Unknown

Lab Data: Unknown
History: None
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311566-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
Unknown F Unknown Unknown 05-May-2008 06-May-2008 -- WAES0804USA04729 06-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Encephalitis

Symptom Text: Information has been received from a physician concerning a female patient who on an unspecified date was vaccinated with a dose of GARDASIL. It was
reported by the physician, that a daughter of a friend, developed encephalitis after a dose of GARDASIL. The physician could not provide any additional
information. At the time of this report the patient's outcome was unknown. No product quality complaint was involved. Upon internal review, encephalitis was
considered to be an other important medical event. Additional information has been requested.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311567-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
17.0 F Unknown 20-Apr-2008 05-May-2008 06-May-2008 FR WAES0804USAQ05667 06-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown

Seriousness: HOSPITALIZED, SERIOUS

MedDRA PT Diarrhoea, Drug exposure during pregnancy, Peripheral vascular disorder, Vomiting

Symptom Text: Information has been received from a physician concerning her 17 year old daughter who in March 2008, was vaccinated with a third dose of Gardasil. On 20-
APR-2008 the patient was admitted to the hospital with severe vomiting, diarrhea and circulatory disorder. The physician of the hospital was contacted by
phone on 22-APR-2008 and reported that the symptoms resolved after 1 and a half days. It was reported that the patient was in her fourth month of pregnancy.

It was also reported that the first and second vaccination were well tolerated. Other business partner numbers include: E200803769. No further information is

available.
Other Meds: Unknown
Lab Data: Unknown

History:
Prex lliness: Pregnancy NOS (LMP = 01Jan08)

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311568-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
16.0 F 06-Mar-2008 06-Mar-2008 0 05-May-2008 06-May-2008 FR WAES0804USA05671 06-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular

Seriousness: HOSPITALIZED, SERIOUS

MedDRA PT Hypoaesthesia, Injection site pain, Muscular weakness

Symptom Text: Information has been received from a physician concerning a 16 year old female who on 06-MAR-2008 was vaccinated IM in the deltoid muscle with the third
dose of GARDASIL (Lot# not reported). Dates and lot #s of previous two vaccinations of GARDASIL were not reported. There were no concomitant medications
reported. On 06-MAR-2008 about 10 minutes post vaccination the patient experienced injection site pain and numbness "starting from below the injection site
and spreading down to the hand". In the course she additionally developed weakness of the hand. It was reported that the injection site pain resolved after one
day and the numbness and weakness were ongoing. It was reported that on 22-APR-2008 the patient was admitted to the hospital for diagnostics. The
physician reported that the first two doses of the vaccine were well tolerated. Other business partner numbers include E2008-03768. Additional information has
been requested.

Other Meds: None

Lab Data: None
History: None
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311569-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
14.0 F Unknown 01-Feb-2008 05-May-2008 06-May-2008 FR WAES0804USAQ05706 06-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Condition aggravated

Symptom Text: Information has been received from a health professional concerning a 14 year old female with Crohn's disease since 08-OCT-2003, and a father who also
suffers from the same disease, who in February 2008 the patient was vaccinated IM in the deltoid with a second dose of Gardasil. Concomitant therapies
included IMURAN 50mg 2x daily, and mesalamine 500mg 3x daily. Subsequently, the patient experienced a reactivation of Crohn's disease. Since 24-MAR-
2008 the patient was treated with PREDNOSOLON 20 and 40mg for the reactivation. The patient had a blood test on 04JAN-2008 and 26-MAR-2008 in the
laboratory section. At the time of the report, the outcome of the patient was unknown. Other company numbers included: E2008-03891. Additional information
is not available.

Other Meds: IMURAN (AZATHIOPRINE), Unk - Unk; mesalamine, Unk - Unk

Lab Data: diagnostic laboratory test, 04Jan08, blood test-increase for the blood platelets, VS, and CRP; diagnostic laboratory test, 04Jan08, VS= 49; diagnostic
laboratory test, 26Mar08, blood test-increase for the blood platelets, VS, and CRP; diagn

History:

Prex lliness: Regional enteritis

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311580-2 (S) Related reports: 311580-1; 311580-3; 311580-4; 311580-5
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
19.0 F 14-Mar-2008 Unknown 13-May-2008 14-May-2008 - WAES0805USA00428 21-Apr-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1740U 1 Unknown Intramuscular HPV4

Seriousness: ER VISIT, HOSPITALIZED, SERIOUS

MedDRA PT Abdominal pain upper, Autoimmune disorder, Back pain, Haemolytic anaemia, Malaise, Pharyngolaryngeal pain, Pyrexia, Vomiting projectile

Symptom Text: Initial and follow up information has been received from a pediatrician and a consumer concerning his 19 year old daughter with an allergy to a medicine for
acne that caused her to projectile vomit who on 23-NOV-2007, around Thanksgiving, was vaccinated with a first dose of GARDASIL (Lot# 658488/0930U). It
was reported that she got sick and did nothing the next day. On 14-MAR-2008, the patient was vaccinated IM with a second 0.5 ml dose of GARDASIL (Lot#
659962/1740U). On 17-MAR-2008 three days after receiving the vaccine, the patient developed a fever that wouldn't go away. She tested positive for hemolytic
anemia and was hospitalized. On 18-MAR-2008, four days after receiving the second dose the patient had complained of a sore throat, stomach and back ache
and a fever up to 104 degrees. She had been in the hospital for the past week. Laboratory diagnostic studies performed was reported as "every test they could
do". On 21-MAR-2008, the patient had a mononucleosis spot test and it was negative. The patient went back to college and her symptoms worsened. The
patient was admitted to the hospital (dates unknown). She was then transferred to a different hospital. It was reported that the patient had 105 vials of blood
drawn and the diagnosis of hemolytic anemia seemed to point to an autoimmune response from the second dose of GARDASIL. The patient was discharged
from the hospital (hospitalization dates unknown) and it was reported that the patient remains on steroid therapy. At the time of this report, the patient had not
recovered. It was also reported that the patient had to drop out of college. The reporting physician was consulting with an infectious disease specialist to
confirm the cause of the diagnosis. No product quality complaint was involved. Additional information has been requested.

Other Meds:

Lab Data: Diagnostic laboratory - see narrative; Epstein-Barr virus 03/21/08 - negative.
History: Vomiting projectile

Prex lliness: Drug hypersensitivity

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311580-3 (S) Related reports: 311580-1; 311580-2; 311580-4; 311580-5
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
19.0 F 14-Mar-2008 31-Mar-2008 17 21-May-2008 22-May-2008 - WAES0805USA02305 21-Apr-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1740U 1 Right arm Intramuscular HPV4

Seriousness:

MedDRA PT

Symptom Text:

Other Meds:
Lab Data:

History:
Prex lliness:

Prex Vax llins:

ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, PERMANENT DISABILITY, SERIOUS

Abdominal pain, Activities of daily living impaired, Anaemia, Anorexia, Back pain, Chills, Chromaturia, Cytomegalovirus infection, Dyspnoea, Epstein-Barr virus
infection, Inflammation, Liver disorder, Lymphadenopathy, Nausea, Pain, Pharyngolaryngeal pain, Pyrexia, Spleen disorder, Viral infection, Vomiting, Weight
decreased

Initial and follow up information has been received from a Registered Nurse (R.N) and by telephone concerning a 19 year old female patient who on 23-NOV-
2007 was vaccinated into the left arm with a first dose 0.5 mL of GARDASIL (lot # 658488/0930U) and on 14-MAR-2008 she was vaccinated IM in the right arm
with a second dose 0.5 mL of GARDASIL (lot # 659962/1740U) at another office. On 31-MAR-2008, the patient went to a college health clinic with fever, chills,
sore throat body aches, nausea, "mono-like symptoms". She had laboratory work done and was diagnosed with Viral syndrome and anemia. Her laboratory
work indicated low white blood cell (WBC) count and red blood cell count (RBC). It was reported that she had vomiting, no appetite, inflamed liver and spleen,
dark urine, shortness of breath and fever. She also had pain in lower back and abdominal area. The patient had unspecified laboratory work and was referred
to infectious disease. After ten days of unconfirmed diagnosis, the patient was hospitalized. On an unknown date the patient was discharged from the hospital.
The patient was driven back home and was seen by a cardiologist who noted she was in "good condition". She saw another infectious disease specialist again.
This time the patient was admitted to the hospital from 24-APR-2008 to 01-MAY-2008 for fever. The patient had bone marrow and other unspecified laboratory
tests done. Some enlarged lymph nodes were detected in pelvis and small bowel. Her hemoglobin was 7.9 and "1.7". She was treated with PREDNISONE 60
mg and at the time of this report was on PREDNISONE 40 mg daily. She tested positive for Epstein-Barr virus (EPV) reported as "EPV" and cytomegalovirus
(CMV). Patient's parvo virus, west nile virus/IGM needed to be retested. She lost 17 Ib and had to withdraw from college with only one credit to complete. It was
noted that the patient had difficulty with everyday activities. The patient's outcome was unknown. The patient's EBV and CMV were considered to be disabling
as the patient had to withdraw

Unknown

diagnostic laboratory, 04/24?/08, other blood tests; hemoglobin, 04/24/08, 7.9; hemoglobin, 04/24/08, "1.7"; WBC count, 03/31/08, Low; bone marrow
basophilic, 04/24?/08, positive; serum West Nile virus, 04/24?/08, No result reported; serum

Unknown
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311580-4 (S) Related reports: 311580-1; 311580-2; 311580-3; 311580-5
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
19.0 F 14-Mar-2008 14-Mar-2008 0 13-May-2008 14-May-2008 GA WAES0805USA00532 21-Apr-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL Unknown Unknown

Seriousness: ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, SERIOUS
MedDRA PT Autoimmune disorder, Lymphadenopathy, Pyrexia

Symptom Text: Information has been received from a Registered Nurse (R.N.) concerning a 19 year old female patient with sulfonamide allergy who on 14-MAR-2008 was
vaccinated with a dose of Gardasil. The nurse stated that the patient did not receive the Gardasil at her office and it was unknown which dose in the series of
the vaccine was given. The nurse reported that the patient developed a fever of 102 to 103 degrees F after she received the Gardasil vaccine which has started
for the past month (start date was not specified). The fever came and went almost every day, but did not last the whole day. The patient was hospitalized on 24-
APR-2008 in relation to the fever and was discharged on 01-MAY-2008. During her hospitalization it was determined that she had a low white blood cell count
and might have a possible auto immune disease. Serum antinuclear antibodies test (ANA) screen was done. Results not provided. A computerized Axial
Tomographic (CAT) scan indicated that the patient had enlarged lymph nodes in abdominal cavity, small bowel, and in upper pelvis. She had unspecified blood
and laboratory tests done. It was reported that patient was improving and was on steroid therapy. No other information available at the time of this report.
Additional information has been requested.

Other Meds: Unknown

Lab Data: computed axial 04/24/08 enlarged lymph nodes; diagnostic laboratory 04/24/08; serum ANA 04/24/08 Possible auto immune disease; body temp 03/??/08 102
F for the past one month; body temp 03/??/08 103 F for the past one month; WBC count 04/24

History:
Prex lliness: Sulfonamide allergy

Prex Vax llins:
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Vaers Id: 311601-1

Age Gender Vaccine Date Onset Date
25.0 F 02-May-2008 02-May-2008
VAX Detail: Type Manufacturer

HPV4 MERCK & CO. INC.

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Syncope

Symptom Text: Patient had a procedure done in office. 40 minutes passed and GARDASIL given. 2-3 minutes later patient fainted, fell to floor. BP:

minutes.
Other Meds: Yaz - (BCP)
Lab Data:
History: NKDA
Prex lllness: None

Prex Vax llins:

Days Received Date Status Date
0 05-May-2008 06-May-2008
Lot Prev Doses Site
0152X 0 Left arm

State
Mi

Mfr Report Id

Route
Unknown

Last Edit Date
06-May-2008
Other Vaccine

120/62. Recovered 2-3
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311632-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
14.0 F 28-Apr-2008 29-Apr-2008 1 05-May-2008 06-May-2008 PA 18-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 1 Right arm Unknown

Seriousness: ER VISIT, NOT SERIOUS

MedDRA PT Abdominal pain upper, Adnexa uteri pain, Arthralgia, Micturition urgency, Ovulation pain, Pelvic pain, Polyuria, Vaginal discharge

Symptom Text: beginning on the afternoon after the 2nd Gardasil shot, pelvic and stomach pain, joint pain, vaginal discharge with fishy odor, slight bloody discharge 6/9/08-
records received for DOS 4/28-5/08/08-received vaccination #2 on 4/28/08-on 5/3/08 C/O middleschmertz pain few days ago. Extremely bad cervical pain,
blood tinged fishy odor. 5/5/08 episodic pain since second vaccination. C/O positive urine urgency, polyuria. Pain intermittent. Pelvic exam normal. Impression
likely middleschmertz vs. ovarian cyst.

Other Meds: none other than stinging nettle for allergies
Lab Data: n/a

History: seasonal allergies

Prex lllness: none

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311637-1 Related reports: 311637-2
Age Gender Vaccine Date Onset Date Received Date Status Date State Mfr Report Id Last Edit Date
12.0 M 24-Apr-2008 24-Apr-2008 05-May-2008 06-May-2008 TX 06-May-2008
VAX Detail: Type Manufacturer Route Other Vaccine
HPV4 MERCK & CO. INC. Intramuscular

Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Dizziness, Headache

Symptom Text: Patient complained of headache and dizziness for approximately 14 hours after receiving the vaccine. Patient was observed for 4 hours in the emergency
department that evening, but no intervention except ibuprofen was given. Symptoms resolved subsequently.

Other Meds: Kaletra, Didanosine, Sustiva
Lab Data: None

History: HIV, asthma

Prex lllness: None

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311637-2 Related reports: 311637-1
Age Gender Vaccine Date Onset Date Received Date Status Date State Mfr Report Id Last Edit Date
12.0 M 24-Apr-2008 24-Apr-2008 07-May-2008 08-May-2008 TX 15-Oct-2008
VAX Detail: Type Manufacturer Route Other Vaccine
HPV4 MERCK & CO. INC. Intramuscular

Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Dizziness, Headache

Symptom Text: Patient complained of headache and dizziness for approximately 14 hours after receiving the vaccine. Patient was observed for 4 hours in the emergency
department that evening, but no intervention except ibuprofen was given. Symptoms resolved subsequently.

Other Meds: Kaletra, Didanosine, Sustiva
Lab Data: None

History: HIV, asthma

Prex lllness: None

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND

Vaers Id: 311641-1

Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date

12.0 F 10-Apr-2008 11-Apr-2008 1 05-May-2008 06-May-2008 CA 02-Jun-2008

VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0930U 2 Left arm Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Arthralgia, Femoral pulse abnormal, Gait disturbance, Groin pain, Oedema peripheral, Pain in extremity, Pallor, Peripheral coldness, Skin discolouration,
- Tenderness, Weight bearing difficulty

Symptom Text: The morning after her injection she woke up complaining of upper right leg pain, near the groin area where the leg bends. No fever or reddness.Two days later
the pain extended down to the knee, and by a week and a half later the pain extended down to the foot. She was also experiencing swelling of the leg and
blanching of the skin accompanied by her leg getting cold to touch. Her right leg is painful to touch and she can not tolerate weight bearing. After a day at
school the leg is very painful and swollen.So far nothing seems to help, heat, ice, elavating the leg,or vicodin. So she takes extra strength tylenol for the pain.
5/28/2008 MR received from PCP for 2 OVs dated 4/29/08 and 5/02/08 with DX: R leg pain and R leg pain now with absent femoral pulse. Pt presented with c/o
of R leg pain which began 1 day s/p HPV vax. Initially started in the groin, then moved distally to the thigh and knee, and now to the ankle over the course of
several weeks. Pt was unable to walk for several days but is ambulating with crutches. Pt reports occasional swelling and purplish skin discoloration. PE (+) for
pain and tenderness to touch and with hip and ankle flexion and. extension. RTO 3 days later with worsening pain and now coldness of the R lower extremity as
well as the purple color. PE (+) for purple discoloration and cool to touch especially in the calf area. No palpable femoral pulse. Concern for acute arterial
obstruction. DDx spinal nerve impingement, bony abnormality, RSD.

Other Meds: None

Lab Data: On 4/25 she went to her PMD. On 4/29 she had an xray and ultrasound. These test were negative. On 5/6/08 she is getting a bone scan. Labs and
Diagnostics: Venous duplex studies (-). X-ray of hip, knee, and ankle (-). Arterial duplex

History: Denies any

Prex lliness: Denies any

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311643-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
13.0 F 22-Aug-2007 22-Aug-2007 0 06-May-2008 06-May-2008 AZ 12-Aug-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0524U 0 Right arm Intramuscular
Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Arthralgia, Chest pain, Depression, Diarrhoea, Fibromyalgia, Head injury, Headache, Loss of consciousness, Migraine, Muscle contractions involuntary, Self

injurious behaviour, Syncope, Tenderness, Tremor, Vaccine positive rechallenge, Vomiting

Symptom Text: After she received 1st injection she kept complaining of her knees, joints aching, fainting and migrine. Then the 2nd injection she really started complaining.
Now she was just recently diagnoised with fibromyligia because she aches so bad. She has been hospitalized many of times after injections with migrines and
aching joints. | refused the 3rd injection 06/17/2008 MR received for 7 ER visits. Seen 8/8/07 and 10/23/07 r/t pre-existing platelet aggregation defect. Seen
10/28/2007 with dx chest pain. Reproduceble tenderness on exam. Seen 11/20/2007 with dx vomiting and diarrhea. Pt had passed out day prior and hit head.
Seen 12/10/2007 with dx Headache Seen 12/22/2007 with dx tremors. Tongue fasiculations noted on exam. Seen 1/14/2008 with R hand fx after hitting a wall.
Dx: Danger to self. Depression.

Other Meds:

Lab Data: fibromylagia tons of lab testing have been done but a negative results. Labs and Diagnostics: CXR (-). Platelets 84. EKG WNL. Head CT WNL.

History: Anxiety/Post Tramadic Stress Disorder, Idiopathic Thrombocythemia, Hypotension biventricle diastolic dysfunction. PMH: PTSD, SVT, ITP, migraines, chronic
immunodeficiency syndrome.

Prex lllness: none this was her well check

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311646-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
12.0 F 01-May-2008 Unknown 05-May-2008 06-May-2008 -- 06-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0384U 0 Right arm Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Dizziness, Loss of consciousness

Symptom Text: After receiving injection pt. walked out of room and started feeling dizzy and passed out on the floor. Pt. eyes were open and pt. was alert. Pt states felt very
lightheaded. Went into room and laid on the table s/p check. Pt. remained on table x 30 min. Discharged in stable condition.

Other Meds:
Lab Data:
History:

Prex lllness:
Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311647-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
19.0 F 30-May-2007 Unknown 05-May-2008 07-May-2008 MO 07-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0384U 0 Right arm Subcutaneously
Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Headache, Nausea, Pain, Vaccine positive rechallenge, Vomiting

Symptom Text: Ptreceived Gardasil on 5-30-07 and 8-13-07. States both times felt nauseated, vomited, ached all over body, had bad H/A. When asked why pt did not reveal
S&S on 2nd dose, pt stated "she wanted to tough it out". Refused 3rd shot.

Other Meds: Evra patches
Lab Data:

History:

Prex lliness:

Prex Vax llins:
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Vaers Id: 311652-1

Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id
9.0 F 01-May-2008 03-May-2008 2 05-May-2008 06-May-2008 VT
VAX Detail: Type Manufacturer Lot Prev Doses Site Route
TDAP GLAXOSMITHKLINE AC52B019AA 0 Left arm Intramuscular
BIOLOGICALS
VARCEL MERCK & CO. INC. 1768U 1 Left arm Subcutaneously
HPV4 MERCK & CO. INC. 1448U Right arm Intramuscular

Seriousness: ER VISIT, NOT SERIOUS

MedDRA PT Erythema, Inappropriate schedule of drug administration, Local reaction, Pain in extremity, Skin warm

Last Edit Date
06-May-2008

Other Vaccine

Symptom Text: c/o R arm hurt on 5/2/08 & then on 5/3/08 arm redness & warmth developed. 7 1/2" L x 6" W redness & warmth R upper arm. Able to lift arm overhead &
strong hand squeezage. Dx: Local reaction to shot, allergic vrs. cellulitis. TC to mom 5/5/08 & she did begin Keflex 500mg TID x5 days due to increased

redness below elbow. Taking as prescribed.
Other Meds: Lexapro 5mg daily
Lab Data:
History:
Prex lliness:

Prex Vax llins: ~Varicella (Varivax)~2~6~In Sibling
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311687-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
15.0 F 06-Oct-2007 01-Nov-2007 26 06-May-2008 07-May-2008 A WAES0804USA02237 07-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1061U 1 Unknown Unknown

Seriousness:

MedDRA PT

Symptom Text:

Other Meds:
Lab Data:

History:
Prex lliness:

Prex Vax llins:

ER VISIT, PERMANENT DISABILITY, SERIOUS

Abdominal pain, Cough, Disturbance in attention, Fatigue, Headache, Hypersomnia, Lethargy, Lymphadenopathy, Malaise, Pharyngitis, Pharyngitis
streptococcal, Pharyngolaryngeal pain, Pneumonia, Sinusitis, Somnolence, Stomach discomfort, Tonsillitis, Viral infection, Vomiting

Initial and follow up information has been received from a physician and a registered nurse, concerning a 15 year old Caucasian female patient with allergies to
penicillin, cefadroxil monohydrate (DURACEF) and cefalexin (KEFLEX), who on 23-JUL-2007 was vaccinated with her first dose of GARDASIL (lot#
658094/0524U). On 08-OCT-2007 the patient was vaccinated with her second dose of GARDASIL (lot# 658558/1061U). Concomitant therapy referred to use
of an albuterol inhaler, and a nebulizer with prednisone. On 12-NOV-2007, the patient visited the physician with complaints of sore throat, enlarged cervical
nodes, slight cough and headache, and was diagnosed with pharyngitis, with onset noted as 05-NOV-2007. Treatment included azithromycin (Z-PAK). On 05-
JAN-2008, she visited the office again with sore throat, upset stomach, headache, lethargic and sleeping more than normal. She was again diagnosed with
pharyngitis, and with fatigue and lethargy. A strep test and mononucleosis test were negative. Treatment was to watch and repeat testing, if not better by the
end of the week. The patient was having trouble staying awake to do her school work, and was feeling ill. On 10-JAN-2008, visited the office with complaints
of feeling tired all the time, abdominal pain and headache; she was diagnosed with a viral systemic illness. Treatment include eating healthy, and gradually
increasing physical activity. On 16-JAN-2008, she visited the office with a sore throat, cough and headache, tired easily, but she was afebrile. She reported
taking ibuprofen prn. Her tonsils were enlarged and exudative and she was diagnosed with acute tonsillitis and lymphadenopathy. A strep and mono test were
negative; white blood count (WBC) was 8,000 with left shift. Treatment included cefprozil (CEFZIL) for 10 days. On 17-JAN-2008, however, the strep culture
had grown positive group A beta strep. On 28-JAN-2008, the patient still had a sore, swollen throat and headache, but no fever, visited the office, and was
diagnosed with streptoco

Albuterol; Prednisone

diagnostic laboratory 03/28/08 normal limits; serum Epstein-Barr negative; Streptococcus oralis 01/18/08 negative; Streptococcus group A 01/18/08 positive;
WBC count 01/16/08 8000 shift to left; serum TSH 03/28/08 normal; serum C-reactive 0
Adverse drug reaction

Drug hypersensitivity; Penicillin allergy; Allergic reaction to antibiotics
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND

Vaers Id: 311689-1 (S)

Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date

12.0 F 08-Oct-2007 04-Feb-2008 119 06-May-2008 07-May-2008 IA WAES0804USA02241 07-May-2008

VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1061U 1 Unknown Intramuscular

Seriousness: ER VISIT, PERMANENT DISABILITY, SERIOUS

MedDRA PT Abdominal pain upper, Acute sinusitis, Balance disorder, Dizziness, Fatigue, Headache, Hypotension, Lethargy, Nasal congestion, Oral intake reduced,
- Pharyngitis, Pharyngolaryngeal pain, Sinus headache, Somnolence, Vertigo, Viral infection, Weight decreased

Symptom Text: Initial and follow-up information has been received from a physician concerning a 12 year old female, who on 23-JUL-2007 was vaccinated with her first dose of
Gardasil (lot# 658094/0524U). Concomitant vaccination included Tdap (Lot# AC5213018A13). On 08-OCT-2007 the patient was vaccinated with her second
dose of Gardasil (lot# 658558/1061U). On 04-FEB-2008 the patient was seen in the office and complained of a sore throat, headache, and stomach ache. The
patient was diagnosed with acute pharyngitis. The physician believed the pharyngitis to probably be viral, but would follow culture to 48hours. The strep ID
was negative. The patient was given information on how to treat and what to watch for. On 18-FEB-2008 the patient was seen at the office with complaints of
dizziness/vertigo, severe headache, and felt "off balance." The patient was diagnosed with fatigue, lethargy, and a headache. The patient also experienced
weight loss. The patient's head, ears, eyes, nose, and throat (HEENT) was within normal limits, complete blood count (CBC) was normal, serum Epstein-Barr
virus antibody test was negative, and blood pressure was 106/60. The patient appeared to be recovering from viral illness. The physician discussed low blood
pressure with the patient. The patient was reminded to stand up slow, eat a healthy diet and to call if signs and symptoms worsened or did not improve. On
25-FEB-2008 the patient was seen in the office with complaints of headache, dizziness, and a decrease in oral intake with a 6-10 pound weight loss over the
week. The patient's mother reported that the patient has been sleepy during the week. The patient experienced nasal congestion, and mild pain over frontal
sinuses. The patient was diagnosed with headache and acute sinusitis. The patient was prescribed ZITHROMAX TRI-PAK. It was reported that the headache
was gone. The patient was advised to take antibiotic with chocolate milk or a meal to help with the upset stomach and to continue the ZITHROMAX TRI-PAK
and call with any oth

Other Meds: albuterol

Lab Data: diagnostic laboratory, results unknown; diagnostic laboratory, 02/18/08, head, ears, eyes, nose, throat (HEENT)-within normal limits; blood pressure, 02/18/08,
106/6; serum Epstein-Barr, 02/18/08, negative; body weight measurement, lost 6-1

History: Unknown

Prex lllness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311690-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
15.0 F 18-Feb-2008 10-Mar-2008 21 06-May-2008 07-May-2008 FR WAES0804USA05694 07-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown

Seriousness: HOSPITALIZED, SERIOUS
MedDRA PT Dermatitis

Symptom Text: Information has been received from a health authority concerning a 15 year old female who on 18-FEB-2008 was vaccinated with a third dose of Gardasil. On
10-MAR-2008 the patient experienced dermatitis on both thighs. Based on a biopsy done on an unspecified date, the diagnosis of interface dermatitis was
established. It was reported that livedo racemosa was ruled out. The patient was admitted to the hospital. At the time of this report, the symptoms were
ongoing. It was also reported that the first and second vaccination were well tolerated. Other business partner numbers include: E200803917 and
PEI2008005289. No further information is available.

Other Meds: Unknown

Lab Data: biopsy interface dermatitis
History: Immunisation
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311691-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
29.0 F 09-Apr-2008 09-Apr-2008 0 06-May-2008 07-May-2008 FR WAES0804USA05709 07-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Gluteous maxima Unknown
Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Drug administered at inappropriate site, Inappropriate schedule of drug administration, Injection site pain, Malaise, Multiple sclerosis relapse, Paraesthesia

Symptom Text: Information has been received from a health professional concerning his 29 year old wife with multiple sclerosis (diagnosed in 2007 with demyelinating
disease) and papilloma viral infection (detected 6 months after giving birth, HPV positive on 2 Pap tests third and fourth were negative, results of the fifth
pending) and a history of pregnancy (at age 26 normal labor) and malaise who on 09-APR-2008 was vaccinated into the buttock with a first dose of Gardasil.
Concomitant therapy included interferon. On 09-APR-2008 the patient experienced intense pain during administration. On 10-APR-2008 one day post
vaccination, the patient started with malaise, a tingling sensation on the left side of her face and around the eye area. The patient went to the neurologist.
According to the neurologist the patient had multiple sclerosis relapse. She was treated with three doses of corticosteroids administered on 14-APR-2008, 15-
APR-2008, and on 16-APR-2008. The neurologist did not establish the vaccine as the cause of the MS relapse, but there was a slight risk. Multiple sclerosis
relapse and intense pain during administration were considered to be other important medical events. No further information is available.

Other Meds: interferon (unspecified), Unk - Unk

Lab Data: Unknown

History: Pregnancy; Malaise

Prex lliness: Multiple sclerosis; Papilloma viral infection

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311692-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
16.0 F Unknown Unknown 06-May-2008 07-May-2008 FR WAES0804USA06198 07-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL Unknown Unknown

Seriousness: HOSPITALIZED, SERIOUS

MedDRA PT Injection site reaction, Pyrexia, Throat irritation

Symptom Text: Information has been received from a gyneacologist concerning a 16 year old female who already felt unwell for three days prior to the vaccination, who, on an
unspecified date, was vaccinated with a dose of Gardasil. The lot#, injection route, and injection site were not reported. The following night the patient
experienced severe fever and was hospitalised. The patient showed a mild injection site reaction and complained about a raspy throat. A blood sample was
taken and only showed slightly increased inflammatory values (not otherwise specified). The patient recovered and was discharged from the hospital one day
later. The treating physician in the hospital considered no causal relation to the vaccine but an intercurrent infection. Additional information is not available.

Other Meds: Unknown

Lab Data: Diagnostic laboratory test blood sample - showed slightly increased inflammatory values (not otherwise specified).
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311693-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
29.0 F 20-Dec-2007 20-Dec-2007 0 06-May-2008 07-May-2008 FR WAES0805NZL00001 07-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0444F 0 Left arm Unknown
Seriousness: PERMANENT DISABILITY, SERIOUS
MedDRA PT Chronic fatigue syndrome, Cold sweat, Condition aggravated, Feeling hot, Hyperhidrosis, Inappropriate schedule of drug administration, Insomnia, Panic attack

Symptom Text: Information has been received from a physician via CSL as part of a business agreement concerning a 29 year old female with chronic fatigue syndrome
following a head injury (1998), nontoxic multi-nodular goitre and irritable bowel syndrome who uses alternative practitioners. On 20-DEC-2007 the patient was
vaccinated in her left deltoid with the first dose of Gardasil (Lot # 654672/0444F, Batch # NE09880). There was no concomitant medication. It was reported
that for 4 days the patient was okay and then for two and a half months the patient experienced hot and cold sweats, insomnia, panic attacks and exacerbation
of chronic fatigue syndrome which are gradually settling (also reported as not yet recovered in the same report). The patient was not treated for the adverse
events. The reporter felt that hot and cold sweats, insomnia, panic attacks and exacerbation of chronic fatigue syndrome were unlikely to be related to therapy
with Gardasil. Hot and cold sweats, insomnia, panic attacks and exacerbation of chronic fatigue syndrome were considered to be disabling in the patient's
opinion. Additional information is not expected.

Other Meds: None

Lab Data: Unknown
History: Head injury
Prex lliness: Chronic fatigue syndrome; Nontoxic nodular goitre; Irritable bowel syndrome

Prex Vax llins:
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Vaers Id: 311707-1

Age Gender Vaccine Date Onset Date
14.0 F 30-Apr-2008 30-Apr-2008
VAX Detail: Type Manufacturer
HPV4 MERCK & CO. INC.
MNQ SANOFI PASTEUR
VARCEL MERCK & CO. INC.

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT

Received Date Status Date State Mfr Report Id
06-May-2008 07-May-2008 CA
Lot Prev Doses Site Route
1267U 1 Left arm Intramuscular
U2552AA 0 Left arm Intramuscular
1268U 1 Right arm Subcutaneously

Eye movement disorder, Muscle twitching, Pallor, Syncope vasovagal

Last Edit Date
07-May-2008

Other Vaccine

Symptom Text: After patient received her 3 injections, she became pale and started slumping over. As mom and RN were helping her lay down they noticed her eyes deviating

to the right and twitching of her mouth for no more than 15 seconds. She woke up right away and was appropriated. Vasovagal syncope.

Other Meds: tobramycin 0.3% eye drops-pres. 4/30/0
Lab Data: none
History: none
Prex lllness: stye

Prex Vax llins:



FDA Freedom of Information Distribution

Report run on: 15 MAY 2009 10:16
Vax Type: HPV4

VAERS Line List Report
Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND

Page 82

Vaers Id: 311708-1

Age Gender Vaccine Date Onset Date
14.0 F 01-May-2008 01-May-2008
VAX Detail: Type Manufacturer
TDAP GLAXOSMITHKLINE
BIOLOGICALS
MNQ SANOFI PASTEUR
HPV4 MERCK & CO. INC.

Seriousness: ER VISIT, NOT SERIOUS

MedDRA PT

Days Received Date Status Date State Mfr Report Id
0 06-May-2008 07-May-2008 NV
Lot Prev Doses Site Route
AC52B021AA 0 Left arm Unknown
U2552AA 0 Right arm Unknown
1967U 0 Right arm Unknown

Dizziness, Fall, Head injury, Headache, Loss of consciousness, Memory impairment, Skin laceration, Syncope, Syncope vasovagal

Last Edit Date
07-May-2008

Other Vaccine

Symptom Text: Ptheld in room for 10 mins after imm's for routine waiting period after imm's. Felt fine and was released. Pt did well until 15 min after receiving imm'’s. Pt was
out in waiting room with mother. She felt light headed and dizzy then fainted. Reportedly fell forward and hit front of head on counter then fell back and hit
occiput on tile floor. LOC for approx 10 sec. No sz activity. Immediately awake and talking. Does not remember fall but remembers events immediately prior
and after. GCS 15. Pupils equal and reactive. no vomiting. Vital taken and able to stand and walk with help to exam room after 5 minutes. Occiput noted
boggy with 1 cm lac. No crepitis noted. Pressure dressing applied. Able to take sips of water and ate orange slices. Neuro intact. Mild occipital headache.
Two ASA Free Exedrine given for headache. Pt talking, VSS, memory intact except for the fall. GCS 15. Sent to ER via parent's vehicle at 5:10. Mother says

now that pt has not eaten today.

Other Meds: None

Lab Data: ER visit
History:

Prex lllness: on menses

Prex Vax llins:
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Vaers Id: 311752-1

Age Gender Vaccine Date Onset Date
14.0 F 30-Apr-2008 01-May-2008
VAX Detail: Type Manufacturer
HPV4 MERCK & CO. INC.
VARCEL MERCK & CO. INC.
Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Injection site erythema, Injection site rash

Days Received Date Status Date State Mfr Report Id
1 06-May-2008 07-May-2008 MO
Lot Prev Doses Site Route
19676 0 Right arm Intramuscular
19774 1 Left arm Subcutaneously

Symptom Text: rash atinjection site -red, raised, 3 inches long by 2 inches wide at injection site on left upper arm.

Other Meds: none

Lab Data: none

History: Alleges allergic reaction to Pediazole, history of asthma and allergic rhinitis.

Prex lliness: sore throat - rapid strep screen negative and low threshold of risk for group A beta-hemolytic Streptococcus

Prex Vax llins: none~ ()~NULL~~In Patient

Last Edit Date
08-May-2008

Other Vaccine
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Vaers Id: 311753-1

Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id
12.0 F 28-Apr-2008 28-Apr-2008 0 06-May-2008 07-May-2008 CA
VAX Detail: Type Manufacturer Lot Prev Doses Site Route
TDAP SANOFI PASTEUR C2888AA 0 Right arm Intramuscular
HEPA GLAXOSMITHKLINE AHAVB222AA 0 Right arm Intramuscular
BIOLOGICALS
HPV4 MERCK & CO. INC. 1758U 0 Left arm Intramuscular

NO CONDITIONS, NOT SERIOUS

Erythema, Injection site warmth, Oedema peripheral

Seriousness:
MedDRA PT

Last Edit Date
08-May-2008

Other Vaccine

Symptom Text: Returned to clinic four days post vaccination with right upper arm swollen and erythematous. Site warm to touch. Onset was evening of vaccination. Denies
other symptoms: no fever, other rashes,no shortness of breath. States feels feel. Treated with Ice to site and benadryl.

Other Meds:
Lab Data:

History:
Prex lliness: NONE

Prex Vax llins:
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Vaers Id: 311757-1

Age Gender Vaccine Date Onset Date
12.0 F 05-May-2008 06-May-2008
VAX Detail: Type Manufacturer
HPV4 MERCK & CO. INC.
MNQ SANOFI PASTEUR

NO CONDITIONS, NOT SERIOUS
Induration

Seriousness:
MedDRA PT

Days Received Date Status Date State Mfr Report Id
1 06-May-2008 07-May-2008 WA
Lot Prev Doses Site Route
0133X 0 Right arm Intramuscular
U2546AA 0 Right arm Intramuscular

Symptom Text: 4 inch area of induration appeared in r arm. Skin or arm was not affected (no redness, warmth or drainage).

Other Meds: na

Lab Data: N/A
History: na
Prex lliness: na

Prex Vax llins:

Last Edit Date
08-May-2008

Other Vaccine
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Vaers Id: 311764-1

Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id
23.0 F 24-Mar-2008 24-Mar-2008 0 06-May-2008 07-May-2008 NC
VAX Detail: Type Manufacturer Lot Prev Doses Site Route

HPV4 MERCK & CO. INC. 1486U 1 Right arm Unknown

Seriousness:
MedDRA PT

Symptom Text:

Other Meds:
Lab Data:
History:

Prex lllness:
Prex Vax llins:

NO CONDITIONS, NOT SERIOUS

Pruritus, Urticaria

Patient and her mother reported "itchy hives" down right arm that began the evening of the admission and resolved within 24 hours.
(Shot was given in right deltoid).

Crestar; Biotin; Ovcan 35 (FEMCAN)

lodine allergy; hyperlipidemia; asthma; seasonal allergies.
Unknown

Last Edit Date
08-May-2008
Other Vaccine

Patient took Benadryl.
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311782-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
17.0 F 01-Dec-2006 Unknown 07-May-2008 08-May-2008 - WAES0709USA01102 08-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown

Seriousness:
MedDRA PT

Symptom Text:

Other Meds:
Lab Data:

History:
Prex lliness:

Prex Vax llins:

ER VISIT, NOT SERIOUS

Caesarean section, Delayed delivery, Drug exposure during pregnancy

Initial and follow up information has been received from Pregnancy Registry for Gardasil from a Nurse Practitioner (N.P.) and with a follow up telephone call
concerning a 18 year old (previously reported as 20 year old) female patient with abnormal PAP test. She was obese and was a smoker who had cervical
condyloma and "SAA". It was reported that patient was vaccinated around December, 2006 with a first dose of Gardasil. On 05-FEB-2007 she was vaccinated
with the second dose of Gardasil (lot # 654510/0962F). Concomitant therapy included "birth control patch”, Tylenol as needed for headache and she was
treated with prenatal vitamins for pregnancy. The reporter reported that patient received her first injection and was pregnant. She had routine obstetrics labs
done. No further information was available. In follow up it was reported that her last menstrual period (LMP) was on 03-JUN-2007 and expected delivery date
was 09-MAR-2008. There was no information about delivery or outcome of the delivery. In follow up information from the doctor's office it was reported that on
27-SEP-2007 routine serum maternal alpha-fetoprotein test was done. Patient had ultrasound on 25-JUL-2007, 22-AUG-2007, 10-OCT-2007 and in 09-JAN-
2008 for confirmation dates and screening of pregnancy. On 22-AUG-2007 preghancy associated plasma protein test and on 27-SEP-2007 maternal serum
alphafeto protein (MSAFP) was done. No information for the results are available. It was reported that on 13-MAR-2008 at 40.4/7 weeks from LMP patient
delivered a female normal baby by cesarean section delivery. The indication for C/S delivery was not reported at this time. The baby weighed 8 Ib 12 0z and her
apgar score was 8.9. No complication was reported with the baby. Upon internal review patient's failure to progress (delayed delivery and) required a
cesesaren section delivery. The event was determined to be an other important medical event. Additional information has been requested.

Tylenol; Vitamins (unspecified)
ultrasound 07/26/07 confirmation, dates, screening; ultrasound 08/22/07 confirmation, dates, screening; ultrasound 10/10/07 confirmation, dates, screening;

ultrasound 01/09/08; laboratory test Routine OB labs; serum alpha-fetoprotein 09/27/
Papanicolaou smear abnormal; Condyloma

Pregnancy NOS (LMP = 6/3/2007); Headache; Smoker; Obesity
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311783-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
24.0 F 12-Jun-2007 12-Jun-2007 0 07-May-2008 08-May-2008 SD WAES0706USA03109 08-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0523U 0 Unknown Intramuscular
Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Breech presentation, Caesarean section, Drug exposure during pregnancy

Symptom Text: Information has been received from a nurse practitioner, for the Pregnancy Registry for Gardasil, concerning a 25 year old female with a history of one previous
pregnancy and a miscarriage and a history of childhood epilepsy who on 12-JUN-2007 was vaccinated with a first dose of Gardasil (Lot # 657868/0523U) 0.5
mL IM. Concomitant medications included prenatal vitamins daily (unspecified) as a supplement and ZANTAC daily for reflux. The patient received her first
dose of Gardasil IM and since found out that she is pregnant. The nurse practitioner mentioned the pregnancy is normal to date. Medical attention was sought.
No additional information is available. The last menstrual period (LMP) was 16-MAY-2007 and the estimated time of delivery is 07-FEB-2008. Follow-up
information was received. Medical history and dates of LMP and estimated date of delivery was updated. Follow-up information was received from the
physician's office. On 10-SEP-2007 there was a quad screen performed and was within normal limits. On 30-JAN-2008 the patient had a normal healthy baby
girl weighing 8 pounds 1 ounce. The apgar score was 9/9. The patient was 38 and 6/7 weeks from LMP. During labor/delivery the baby was in a frank breech
presentation and c-section was done. Upon internal review c-section for breech presentation was considered to be an other medical event. Additional

information is not expected.
Other Meds: ZANTAC; vitamins [unspecified]

Lab Data: diagnostic laboratory 09/10/07 quad screen-within normal limits
History: Epilepsy

Prex lliness: Pregnancy NOS (LMP = 5/16/2007); Oesophageal acid reflux

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311784-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
17.0 F 28-Jan-2008 07-Apr-2008 70 07-May-2008 08-May-2008 FR WAES0804USA06200 08-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown

Seriousness: HOSPITALIZED, SERIOUS
MedDRA PT Diplopia, Gait disturbance, Mycoplasma infection, Ophthalmoplegia

Symptom Text: Information has been received from a pediatrician concerning a 17 year old female patient who on 28-JAN-2008 was vaccinated with a first dose of Gardasil
and on 27-MAR-2008 was vaccinated IM into the upper arm with a second dose of Gardasil (batch # NG20180, lot # 0510U). On 07-APR-2008 she developed
ophthalmoplegia and diplopia followed by gait disturbance on same day. The patient was hospitalised on 13-APR-2008. Internuclear ophthalmoplegia and
suspicion of multiple sclerosis was diagnosed. Cerebral spinal fluid (CSF) shoed: three oligoclonal bands (a control was sent to a reference laboratory, result
not yet available), normal cell count, albumin ratio pathologically increased, slight barrier disorder and no borreliosis. Cranial magnetic resonance imaging
(MRI) revealed multiple inflammatory lesions (mesencephal) and periventricular), spinal MRl was normal. Auditory evoked potential (AEP), somatosensory
evoked potential (SEP), Visual evoked potential (VEP) and nerve conduction were normal as well as electroconvulsive therapy (ECT) test. Ophthalmological
examination, visus of right eye was 0.8 and left eye was 0.7. Serology test revealed a seroactive infection with Mycoplasma pneumoniae. The patient was
treated with URBASON one gram per day for three days. The patient improved during the stay in the hospital. The patient was discharged on 21-APR-2008.
Further therapy with physiotherapy and adaptation of glasses was planned. The reporter assessed the relation to the vaccine as possible. The other business
partner number included: E200803914. The file is closed. No further information is available.

Other Meds: Unknown

Lab Data: magnetic resonance imaging, 13Mar08, Cranial MRI revealed multiple inflammatory lesions (mesencephal); auditory evoked potential, 13Mar08, Normal;
ophthalmological exam, 13Mar08, 0.8, Visus of right eye; ophthalmological exam, 13Mar08, 0.7,

History: Unknown

Prex lllness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311785-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
14.0 F 21-Jan-2008 22-Jan-2008 1 07-May-2008 08-May-2008 - WAES0804USA06209 21-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL Unknown Intramuscular

Seriousness:

MedDRA PT

Symptom Text:

Other Meds:
Lab Data:

History:

Prex lliness:
Prex Vax llins:

NO CONDITIONS, NOT SERIOUS

Abdominal pain upper, Anorexia, Anxiety, Condition aggravated, Depression, Fear, Insomnia, Menstruation irregular, Nausea, Self esteem decreased, Suicidal
ideation, Temporal lobe epilepsy, Thinking abnormal, Weight decreased

Information has been received from a physician and a consumer concerning a 14 year old female patient with temporal lobe epilepsy (also reported as mild by
the mother) who on 21-JAN-2008 was vaccinated with a first dose of GARDASIL. Concomitant therapy included carbamazepine (CARBATROL). The reporter
reported that her daughter developed "irrational thoughts and fears that developed into suicidal thoughts." Her grades in school went down and she developed
low self esteem. She also experienced "real bad stomach pain" for a month. She was "sick to her stomach and could not eat". Her weight went from 109
pounds to 96 pounds because she was not eating. She had electroencephalography (EEG), blood work (not specified what test), hepatic function tests (Liver
test) and pancreatic test done. No results reported for the tests. The reporter indicated that because of these events her daughter will not complete the
GARDASIL series. The patient's outcome reported to be recovering. In follow up telephone call the physician (neurologist) stated that the patient had temporal
lobe epilepsy and it could result in the patient being more prone to depression and anxiety. He also indicated that the patient might have received the first and
second injection of GARDASIL in the late luteal phase of her menstrual cycle which could have resulted in exacerbating mood changes associated with the
menstrual cycle and "epileptiform activity". He stated that it was hard to confirm that GARDASIL exacerbated the patient's condition. Upon internal review
suicidal thoughts was determined to be an other important medical event. Additional information has been requested. 5/19/08-records received for neurology
consultation visits 2/7/08-Impression:History of epilepsy since 15 months of age with symptoms and MRI findings suggestive of complex partial seizures
including some with secondary generalization in early childhood. History of recurrent seizures when off of medications as well as MRI findings of mesiotemporal
sclerosis, will require antiseizure

CARBATROL
Unknown 5/19/08-records received-EEG normal. MRI findings of mesiotemporal sclerosis, MRI findings suggestive of complex partial seizures

5/19/08-records received-History of epilepsy since 15 months of age with symptoms and MRI findings suggestive of complex partial seizures including some
with secondary generalization in early childhood. History of recurrent seizures when off of medications as well as MRI findings of mesiotemporal sclerosis, will
require antiseizure medications indefinitely. Had been seizure free fo

Temporal lobe epilepsy
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311786-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
12.0 F 06-Apr-2007 25-Apr-2008 385 07-May-2008 08-May-2008 FR WAES0804USA06287 08-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0088U 0 Unknown Unknown

Seriousness: LIFE THREATENING, PERMANENT DISABILITY, SERIOUS
MedDRA PT Type 1 diabetes mellitus, Vision blurred, Weight decreased

Symptom Text: Information has been received from a physician and a medical assistant concerning a 12 year old female patient who on 06-APR-2007 was vaccinated IM with
a first dose of Gardasil ( lot #655324/0088U) and on 02-AUG-2007 she was was vaccinated with a second dose of Gardasil ( lot # 657622/0388U). On 16-JAN-
2008 she was was vaccinated her third dose of Gardasil ( lot # 657868/0523U). No concomitant therapy was reported. The physician reported that the patient
developed diabetes Type 1 after receiving three doses of Gardasil. She was examined in the hospital on 25-APR-2008 and on 28-APR-2008. She was not
admitted to the hospital on either occasion. The patient was started on insulin. No further information was provided. The patient's outcome was not recovered.
In follow up telephone call the medical assistant reported that the patient began experiencing rapid weight loss and blurry vision (dates not reported). She was
diagnosed with Type 1 diabetes. The physician considered patient starting on insulin to be life threatening and disabling and an important medical event.
Additional information has been requested.

Other Meds: Unknown

Lab Data: serum glucose, 25Apr08, 386 mg/dL
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311787-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
22.0 F 25-Apr-2008 25-Apr-2008 0 07-May-2008 08-May-2008 - WAES0804USA06460 08-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Abdominal pain, Blindness transient, Nausea

Symptom Text: Information has been received from a 22 year old female patient who is allergic to amoxicillin and had human papilloma viral infection. On 25-APR-2008 she
was vaccinated with a first dose of Gardasil. She reported that approximately twenty minutes after vaccination she began to feel nauseous. In addition, her
vision was adversely affected. She began to see black dots and then "everything went black" and she had a temporary total loss of vision for ten to fifteen
seconds. She reported that she laid down for ten minutes and she seemed fine after that. The only other symptom she had been experiencing was abdominal
cramping as of 26-APR-2008. She had a colposcopy of the cervix on the same day she received the injection. The patient reported to be recovering. Upon
internal review temporary total loss of vision was determined to be an other important medical event. No further information is available.

Other Meds: Unknown

Lab Data: colposcopy, 04/25/08, colposcopy of the vagina
History:
Prex lliness: Penicillin allergy; Papilloma viral infection

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311788-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
21.0 F 23-Feb-2008 Unknown 07-May-2008 08-May-2008 FR WAES0804USA06506 08-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1201U 0 Unknown Unknown

Seriousness: HOSPITALIZED, SERIOUS

MedDRA PT Erythema, Local reaction, Malaise, Pain, Swelling

Symptom Text: Information has been received from a general practitioner concerning a 21 year old female who on 23-FEB-2008 was vaccinated with a first dose of Gardasil
(Lot# 1201U); Batch# NG41880). After the vaccination but on an unspecified date the patient experienced a sensation of malaise and a local reaction with
erythema, pain and swelling. The patient was hospitalized on an unspecified date. The reporter was not the physician who vaccinated the patient. At the time
of this report, the patient's outcome was not specified. Other company numbers included: E200804034. No further information is available.

Other Meds: Unknown

Lab Data: Unknown
History: None
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311798-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
10.0 F 29-Apr-2008 01-May-2008 2 07-May-2008 15-May-2008 NC 15-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 175711 1 Left arm Unknown

Seriousness:
MedDRA PT

Symptom Text:
Other Meds:
Lab Data:
History:

Prex lliness:
Prex Vax llins:

NO CONDITIONS, NOT SERIOUS
Injection site erythema, Injection site induration, Injection site pain, Injection site warmth
Pt returned to the clinic 48 hours post-vaccine with 2.5 x 3 cm area of red, hot, very tender induration with 3x4 cm surrounding erythema, LUE at injection site

Daytrana 10 mg

Drug allergies to Septra; Duricef band aids
None
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311800-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
23.0 F 25-Mar-2008 25-Mar-2008 0 07-May-2008 16-May-2008 FL 03-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1757V 1 Right arm Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Nausea, Pruritus, Rash

Symptom Text: Was contacted by pt's mother afternoon of injection who informed office that pt had called her during her lunch hour and reported a rash on her thigh and some
nausea. Pt was contacted. Denied use of new soap, detergent, fragrances, contact with chemicals, etc. On 3/26 pt was contacted again she stated rash went
away on 3/25 but reappeared on 3/26/08, arms were itching but no rash presented. Pt stated she did not use the Benadryl 25 mg or 1% Hydrocortisone cream.
Was told to contact office if no improvement.

Other Meds: NuvaRing, Kelp, MUI

Lab Data:

History: KNDA codeine causes vomiting
Prex lllness:

Prex Vax llins:
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Vaers Id: 311820-1

Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id
13.0 F 06-May-2008 06-May-2008 0 07-May-2008 08-May-2008 Mi
VAX Detail: Type Manufacturer Lot Prev Doses Site Route
HEPA GLAXOSMITHKLINE AHAVB249AA 1 Right arm Intramuscular
BIOLOGICALS
HPV4 MERCK & CO. INC. 1968U 0 Left arm Intramuscular

Seriousness:
MedDRA PT

NO CONDITIONS, NOT SERIOUS

Blood pressure, Dizziness, Heart rate, Hyperhidrosis, Pallor

Last Edit Date
08-May-2008

Other Vaccine

Symptom Text: 6:45 pm Received two injections today. Within 1 minute, complained of feeling dizzy. Had not eaten since morning. Color slightly pale, slightly diaphoretic.
Reclined in reclining chair, given a sucker and juice to sip. VS checked at 6:50 and 6:55 pm (BP 108/76 p.92,BP 106/76 p.88). At 6:55 pm color was pink, skin
warm and dry, "felt better". Assisted to sitting position. Tolerated well. 7 pm Ambulated to lobby with assistance, tol. well. Discharged with Mom.

Other Meds: unknown
Lab Data:

History: no

Prex lllness: no

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311825-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
21.0 F 28-Apr-2008 29-Apr-2008 1 07-May-2008 13-May-2008 MD 14-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
DTAP SANOFI PASTEUR C2937BA Left arm Intramuscular YF
HEPA GLAXOSMITHKLINE AHAVB208AA 1 Left arm Intramuscular
BIOLOGICALS
HPV4 MERCK & CO. INC. 1757V 2 Left arm Intramuscular
TYP BERNA BIOTECH, LTD 7352216 Unknown By Mouth
Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Inappropriate schedule of drug administration, Lip swelling, Periorbital oedema, Urticaria

Symptom Text: Came to facility for travel consult 4/15/08; Went to Travel clinic 4/17 for Yellow Fever, Came to facility 4/29/08 had started Oral Typhoid 4/28/08 c/o right
periorbital edema, no hives, no SOB. Advised to continue Oral Typhoid. Came to facility 5/5 c/o of Left peri-orbital edema, hives on right arm and left hip, with
lip swelling. Denied SOB,wheezing, difficulty swallowing. Received 50 mg of IM benadryl, Epi-Pen, and started tappering dose of prednisone at 60 mg.Advised
not to take last dose of Typhoid. Returned to facility 5/6 symptoms resolved

Other Meds: oral contraception
Lab Data:

History: PCN; peaches
Prex lllness: none

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311852-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
25.0 F 22-Mar-2007 22-Mar-2007 0 08-May-2008 09-May-2008 NY WAES0703USA05313 09-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0012V Unknown Intramuscular

Seriousness: ER VISIT, NOT SERIOUS

MedDRA PT Caesarean section, Drug exposure during pregnancy

Symptom Text: Information has been received from a physician, via the Merck pregnancy registry, concerning a 25 year old female patient who on 22-MAR-2007 was
vaccinated with a dose, 0.5ml, IM, of GARDASIL (Lot # 655503/0012U). The physician stated that on 24-MAR-2007, the patient had a positive pregnancy test
(over the counter), and added that the patient was pregnant at the time of vaccination. The LMP date was 25-FEB-2007, with an estimated date of delivery of
02-DEC-2007. Follow up information from a nurse at the physician's office, indicated that on 12-DEC-2007, the patient delivered a "normal and healthy baby
girl," via a C-section. Attempts for a vaginal delivery included PITOCIN, and "resulted in spontaneous decreases on the baby's heart rate." The infant weighed 8
Ib 6 oz, with an Apgar score of 9/9. No further information was reported. Upon internal review, "resulted in decrease in the baby's heart rate" (led to a C-section)
was determined to be serious as an other important medical event. Additional information is not expected.

Other Meds: Unknown

Lab Data: cesarean section, 12/12/07; beta-human chorionic, 03/24/07, positive
History:

Prex lliness: Pregnancy NOS (LMP = 2/25/2007)

Prex Vax llIns:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311853-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
26.0 F 04-Jun-2007 04-Jun-2007 0 08-May-2008 09-May-2008 AZ WAES0707USA03114 09-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Abortion spontaneous, Drug exposure during pregnancy, Haemorrhage

Symptom Text: Initial and follow-up information has been received from a physician concerning a 26 year old female with no medical history, who on 04-JUN-2007 was
vaccinated with a first dose of GARDASIL. There was no concomitant medication. The patient was pregnant. The pregnancy was confirmed by a pregnancy
test. At the time of the report, the patient was 8 weeks pregnant and her outcome was unknown. The patient's last menstrual period was 20-MAY-2007 and
her estimated delivery date was 27-FEB-2008. The patient had one previous pregnancy and one full term delivery. No product quality complaint was involved.
Follow-up information indicated that on 07-AUG-2007 the patient went to the emergency room due to bleeding. The patient experienced a spontaneous
abortion. Upon internal review spontaneous abortion was considered to be an other important medical event. Additional information is not expected.

Other Meds: None

Lab Data: Unknown

History:

Prex lliness: Pregnancy NOS (LMP = 5/20/2007)
Prex Vax llIns:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311854-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
18.0 F Unknown Unknown 08-May-2008 09-May-2008 NJ WAES0804USA03665 09-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown

Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Abortion induced, Drug exposure during pregnancy

Symptom Text: Information has been received from a physician concerning an 18 year old female with no pertinent medical history or drug reactions/allergies who on an
unspecified date was vaccinated with a third dose of Gardasil. Subsequently the patient may have been pregnant when she received the third dose of
Gardasil. The doses of Gardasil were administered at another physician's office. Unspecified medical attention was sought. On an unspecified date the
patient had a positive beta-human chorionic gonadotropin test (unspecified). The patient's LMP date was 13-FEB-2008. The patient's estimated date of
delivery is 19-NOV-2008. Follow-up information was received from the physician's office. On an unspecified date the patient had terminated her pregnancy.
The patient's outcome was unknown. Upon internal review abortion induced is considered to be an other medical event. Additional information has been

requested.
Other Meds: Unknown
Lab Data: beta-human chorionic, positive

History:
Prex lliness: Pregnancy NOS (LMP = 2/13/2008)

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311855-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
15.0 F Unknown 19-Sep-2007 08-May-2008 09-May-2008 FR WAES0805AUS00014 09-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0138U 2 Unknown Intramuscular

Seriousness: HOSPITALIZED, SERIOUS

MedDRA PT Chest pain, Gait disturbance, Muscle spasms, Musculoskeletal stiffness, No reaction on previous exposure to drug, Palpitations, Pyrexia

Symptom Text: Information was obtained on request by the Company from the agency via a Public Case Detail Form and a Case Line Listing concerning a 15 year old female
who had no reaction to the first two doses of GARDASIL. The patient was vaccinated with the third dose of GARDASIL (Lot No. 655742/0188U, Batch No.
J0799, Expiry date 07-AUG-2009). On 19-SEP-2007 the patient experienced pyrexia, chest pain, gait disturbance, muscle spasms, musculoskeletal stiffness
and palpitations and was hospitalised. It was described that the patient experienced fever, spasms in her arms and legs - could not walk properly, neck
stiffness, chest pain and racing heart rate. At the time of reporting on 08-OCT-2007, the outcome of pyrexia, chest pain, gait disturbance, muscle spasms,
musculoskeletal stiffness and palpitations were unknown. The agency considered that pyrexia, chest pain, gait disturbance, muscle spasms, musculoskeletal
stiffness and palpitations were possibly related to therapy with GARDASIL. The original reporting source was not provided. Subsequently the patient's
experience was reported in an article, 25-JAN-2008. Additional information is not expected.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311856-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
26.0 F Unknown 31-Jul-2007 08-May-2008 09-May-2008 FR WAES0805AUS00015 09-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0491U Unknown Intramuscular

Seriousness: PERMANENT DISABILITY, SERIOUS

MedDRA PT Injection site reaction, Injection site swelling, Rash erythematous

Symptom Text: Information was obtained on request by the Company from the agency via a Public Case Detail Form and a Case Line Listing concerning a 26 year old female
who was vaccinated with GARDASIL (Lot No. 657870/0491U, Batch No. J1973, Expiry date 11-FEB-2010). On 31-JUL-2007 the patient experienced injection
site reaction and rash erythematous. It was described that the patient experienced swollen injection site and raised erythematous rash on arms and torso. At
the time of reporting on 30-OCT-2007, the patient had recovered from injection site reaction and rash erythematous. The agency considered that injection site
reaction and rash erythematous were possibly related to therapy with GARDASIL. The original reporting source was not provided. Injection site reaction and
rash erythematous were considered to be disabling by the agency. Subsequently the patient's experience was reported in an article 25-JAN-2008. Additional
information is not expected.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311857-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
26.0 F 27-Sep-2007 29-Sep-2007 2 08-May-2008 09-May-2008 FR WAES0805AUS00050 09-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular

Seriousness: HOSPITALIZED, SERIOUS

MedDRA PT Abdominal pain upper, Acidosis, Ascites, Hypocalcaemia, Pancreatitis, Pyrexia, Rash generalised

Symptom Text: Information was obtained on request by the Company from the agency via a Public Case Detail Form and a Case Line Listing concerning a 26 year old female
who on 27-SEP-2007 was vaccinated with GARDASIL. Concomitant therapy included doxycycline hyclate, PHENERGAN TABLETS/SUPPOSITORIES) and
ZANTAC. On 29-SEP-2007 the patient experienced rash generalised, abdominal pain upper (described as right upper quadrant epigastric pain), blood amylase
increased, lipase increased, pancreatitis and pyrexia and was hospitalized, CT scan revealed pancreatitis and intraabdominal fluid. On 03-OCT-2007, the
patient's calcium was low (hypocalcemia) while pH was 7.25 (acidosis). Abdominal x-ray was abnormal. CT scan of the abdomen revealed a grossly
oedematous pancreas and ascites. Blood and urine culture were negative. The patient's GGT was 49, ALT (SGPT) was 27 and the AST (SGOT) was 45. White
blood cell count was 10.3 while the haemoglobin was 91%. Other laboratory investigations such as VRE, adenovirus CMV, EBV, HSV, mumps, varicella zoster
and toxoplasma screens were all negative. At the time of reporting on 19-OCT-2007 the patient's rash generalised and abdominal pain upper and blood
amylase increased and lipase increased and pancreatitis and pyrexia persisted. The agency considered that rash generalised, abdominal pain upper, blood
amylase increased, lipase increased, pancreatitis and pyrexia were possibly related to therapy with GARDASIL. The original reporting source was not provided.
Subsequently the patient's experience was reported in an article, 25-JAN-2008. Additional information is not expected.

Other Meds: doxycycline hyclate, Unk - Unk; promethazine HCI, Unk - Unk; ranitidine HCI, Unk - Unk

Lab Data: abdominal X-ray, 030ct07, abnormal; computed axial tomography, 030ct07, grossly; computed axial tomography, pancreatitis; Epstein-Barr virus antibodies,
030ct07, negative; WBC count, 030ct07, 10.3; adenovirus PCR, 030ct07, negative; arteria

History: Unknown

Prex lliness:

Prex Vax llins:



FDA Freedom of Information Distribution

VAERS Line List Report

Report run on: 15 MAY 2009 10:16 Page 104
Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311858-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
Unknown F Unknown Unknown 08-May-2008 09-May-2008 PA WAES0805USA00174 09-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown

Seriousness: PERMANENT DISABILITY, SERIOUS
MedDRA PT Gait disturbance, Paralysis

Symptom Text: Information has been received from a nurse within the doctor's office concerning a female patient who was vaccinated with a second dose of GARDASIL. The
nurse reported that she heard from her aunt that a patient received the GARDASIL injection and experienced paralysis and could not even cut her own dinner
after the injection was administered. The patient had to walk with a cane and also went to physical therapy. She did not receive the vaccine at the reporting
nurse's office. No further information was known. The paralysis was considered to be disabling. Additional information is not available.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311859-1 (S) Related reports: 311859-2; 311859-3
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
17.0 F 20-Mar-2008 15-Apr-2008 26 08-May-2008 09-May-2008 NJ WAES0805USA00463 23-Sep-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1486U 0 Unknown Intramuscular

Seriousness: ER VISIT, PERMANENT DISABILITY, SERIOUS

MedDRA PT Arthralgia, Fatigue, Hyperreflexia, Immunisation reaction, Impaired driving ability, Muscle disorder, Myalgia, Pain in extremity

Symptom Text: Information has been received from a physician concerning an approximate 17 year old female who in April 2007 ("within the past 2-3 weeks") was vaccinated
with a first dose of Gardasil 0.5 mL IM. In April 2007, "couple of weeks" later the patient developed "muscular problems to the point where she couldn't drive".
Unspecified medical attention was sought. At the time of reporting it was unknown if the patient had recovered. When asked if it was a significant
disability/incapacity, "she said that she thinks it was because the patient could not drive a car". Additional information has been requested. 8/19/08 To be
linked to 311859 and 316857. 8/21/2008 Neurology consults received dated 5/2/2008 and 5/27/2008 with Assessment: Myalgias-began 3 weeks after the
Gardasil shot and has continued for 3 weeks. Not weak; doubt Guillain-Barre syndrome. PCP refered pt with sx of fatigue, pain upon pulling legs and need to
use handrail to pull self climbing stairs, also affects the joints. PCP ? latent virus, restless legs, or rxn to Gardasil (most likely). PE WNL except 4+ DTRs in the
lower extremities.

Other Meds: Unknown

Lab Data: Unknown. Labs and Diagnostics included in report: CBC WNL. ESR 19. ANA (-). CH50 91n. C3 115.8n. C4 26.3n. EBV c/w past infection (Capsid Ag IgG
7.01, Nuclear Ab IgG 16.99. ) Labs and Diagnostics: MRI brain WNL- no eveidence of demyel

History: Unknown. PMH: none

Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311859-2 Related reports: 311859-1; 311859-3
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
17.0 F Unknown Unknown 19-Jun-2008 18-Aug-2008 NJ WAES0805USA00440 18-Aug-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Guillain-Barre syndrome, Limb discomfort

Symptom Text: Information has been received from the physician concerning a 17 year old female who was vaccinated with a first dose of GARDASIL. Three weeks to the day
of the vaccination, the patient came into the office for a follow up visit with discomfort of leg muscles. It was reported by the physician that this might be sensory
variant GUILLAIN BARRE. The patient was being treated on a outpatient basis and with over the counter ADVIL as need but no prescriptions. At the time of this
report, the patient had not recovered. No product quality complaint was involved. Upon internal review, GUILLAIN-BARRE was considered to be an other
important medical event. Additional information has been requested.

Other Meds: Unknown

Lab Data: Unknown
History: None
Prex lliness:

Prex Vax llins:
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Vaers Id: 311859-3 Related reports: 311859-1; 311859-2
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id
17.0 F 20-Mar-2008 14-Apr-2008 25 01-Aug-2008 11-Aug-2008 NJ
VAX Detail: Type Manufacturer Lot Prev Doses Site Route
HPV4 MERCK & CO. INC. 1486U 0 Right arm Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Arthralgia, Muscular weakness, Myalgia, Neurological examination
Symptom Text: Joint pain. "Sore muscles", weakness of large, lower muscle groups - pain hips, knees. Saw by neurologist and 1.D.
Other Meds:

Last Edit Date
29-Sep-2008

Other Vaccine

Lab Data: WBC, 4.5-11.0 thous, 8.02; RBC, 3.9-5.0 mills, 4.58; HGB, 12.0-15.0 gm%, 13.9; HCT, 35-44 %, 39.4; MCV, 79.0-96.0, 85.9; MCH, 26.0-32.0, 30.4; MCHC,
32.5-36.0, 35.3; PLTS, 150-400 thou, 318; MPV, 6.2-9.1 fL, 7.1; RDW, 12-15, 12.5 manual dif

History: None

Prex lliness: None

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311860-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
27.0 F Unknown 27-Oct-2007 08-May-2008 09-May-2008 - WAESO0805USA00477 09-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown
Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Convulsion, Inappropriate schedule of drug administration

Symptom Text: Information has been received from a 27 year old female with an allergic reaction to antibiotics who on 13-MAR-2007 was vaccinated with a first dose of
GARDASIL. On an unspecified date the patient was vaccinated with a second and third dose of GARDASIL. There was no concomitant medication. It was
reported that the patient had three shots of GARDASIL and experienced a seizure disorder during sleep on 27-OCT-2007, 10-NOV-2007, 01-JAN-2008, 31-
JAN-2008, 23-FEB-2008 and 03-APR-2008. Unspecified medical attention was sought. The patient had a computed axial tomography, diagnostic laboratory
tests, electroencephalography and a magnetic resonance imaging performed. The results were unknown. At the time of reporting the patient had not
recovered. Upon internal review the event seizure disorder was considered to be an other medical event. No additional information is available.

Other Meds: None

Lab Data: computed axial, no results reported; diagnostic laboratory, no results reported; electroencephalography, no results reported; magnetic resonance, no results
reported

History:

Prex lliness: Allergic reaction to antibiotics

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311861-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
18.0 F Unknown Unknown 08-May-2008 09-May-2008 Ml WAES0805USA00516 09-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular

Seriousness: ER VISIT, PERMANENT DISABILITY, SERIOUS

MedDRA PT Activities of daily living impaired, Muscular weakness, Nerve injury, Pain in extremity, Physiotherapy

Symptom Text: Information has been received from a physician concerning an 18 or 19 year old female who in March 2007, was vaccinated with a first dose of Gardasil IM. In
March 2007 the patient experienced nerve impact in her shoulder blade. The patient went through physical therapy to repair the nerve damage. The patient
was unable to play softball because of the weakness and pain in her arm. The patient could not fully use her arm. At the time of reporting the patient was
recovering. The reporter considered the events to be disabling. Additional information has been requested.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311867-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
14.0 F 06-Mar-2008 19-Apr-2008 44 08-May-2008 16-May-2008 NC 16-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1266U 0 Left arm Unknown

Seriousness:
MedDRA PT

Symptom Text:
Other Meds:
Lab Data:
History:

Prex lliness:
Prex Vax llins:

ER VISIT, NOT SERIOUS
Dyspnoea, Palpitations, Paraesthesia, Syncope
Onset 4-19-08 - X2 episodes of fainting, SOB, palpitations facial & extremity tingling, X1 syncopal episode 5-2-08 with same symptoms -> seen at ER.

None
CMP, CBC, BH, EKG, spirometry, cardiology & neurology referrals
None
None
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311876-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
23.0 F 30-Apr-2008 30-Apr-2008 0 08-May-2008 16-May-2008 ME 16-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0967U 0 Left arm Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Asthenia, Body temperature increased, Headache, Nausea, Vomiting, Wheezing

Symptom Text: Gardasil inj given at 8:30am on 4/30/08. Pt started feeling nauseous. By evening pt felt weak, wheezing, vomiting until 5am, temp 104 degrees, & HA.

Other Meds:

Lab Data:

History: Flagyl/Imitrex
Prex lliness: joint pain/diarrhea

Prex Vax llins:
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Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
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Vaers Id: 311901-1

Age Gender Vaccine Date Onset Date
14.0 F 05-May-2008 Unknown
VAX Detail: Type Manufacturer
HEPA GLAXOSMITHKLINE
BIOLOGICALS
HPV4 MERCK & CO. INC.
MNQ SANOFI PASTEUR
TDAP GLAXOSMITHKLINE
BIOLOGICALS
VARCEL MERCK & CO. INC.

Seriousness: ER VISIT, NOT SERIOUS

MedDRA PT

Days

Received Date

Cellulitis, Injection site erythema, Injection site warmth

08-May-2008
Lot

AHAVB216AA 2
0067X 0
U2546AA 0
AC52B020AA 5
1917U 1

Status Date
13-May-2008
Prev Doses

Site
Left arm

Right arm
Left arm
Left arm

Right arm

State

Mfr Report Id

Route
Intramuscular

Intramuscular
Intramuscular
Intramuscular

Subcutaneously

Last Edit Date
13-May-2008

Other Vaccine

Symptom Text: redness and warmth at injection site after shots given on 05/05/2008. Seen in ER and treated with antibiotics for cellutitis per parent by phone call 05/08/2008

1:30 pm.
Other Meds:
Lab Data:
History:
Prex lllness:
Prex Vax llIns:
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Vaers Id: 311910-1

Age Gender Vaccine Date Onset Date
12.0 F 01-May-2008 02-May-2008
VAX Detail: Type Manufacturer

HPV4 MERCK & CO. INC.

ER VISIT, NOT SERIOUS

Herpes zoster

Seriousness:
MedDRA PT

Days Received Date Status Date State Mfr Report Id
1 09-May-2008 13-May-2008 -
Lot Prev Doses Site Route
1487U Unknown Intramuscular

Symptom Text: RASH ACROSS CHEST DIAGNOSED AS SHINGLES; ONSET OF RASH ONE DAY AFTER HPV #2.

Other Meds: NONE
Lab Data: NONE
History: NONE
Prex lliness: NONE

Prex Vax llins:

Last Edit Date
13-May-2008

Other Vaccine
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311927-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
17.0 F 30-Jul-2007 Unknown 09-May-2008 12-May-2008 OH WAES0708USA00682 12-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 09270 2 Unknown Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Abortion induced, Drug exposure during pregnancy

Symptom Text: Information has been received from a registered nurse and through a Pregnancy Registry concerning a 17 year old female with no pertinent medical history
who on 30-JUL-2007 was vaccinated intramuscularly with the third, 0.5 mL dose of GARDASIL (Lot # "09270"). There was no concomitant medication. It was
reported that the patient became pregnant sometime before she received her third dose of the vaccine series. No other symptoms were noted. The patient
sought unspecified medical attention. On 01-AUG-2007, the patient had a pregnancy test which was positive with an estimated date of delivery approximately in
Jan 2008. No other information was available. Follow-up information was received. The patient had electively terminated her pregnancy on an unspecified date.
Upon internal review abortion induced is considered to be an other important medical event. Additional information is not expected.

Other Meds: None

Lab Data: beta-chorionic 08/01/07 positive
History:

Prex lliness: Pregnancy NOS (LMP = Unknown)
Prex Vax llIns:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311928-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
18.0 F 03-Aug-2007 01-Sep-2007 29 09-May-2008 12-May-2008 CA WAESO0710USA05590 12-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Abortion induced, Drug exposure during pregnancy

Symptom Text: Information has been received as part of a pregnancy registry from a mother concerning her 18 year old daughter with a drug hypersensitivity to
acetaminophen (+) hydrocodone bitartrate (VICODIN) that makes her sick to her stomach and "ovarian problems" that prevent her from menstruating with a
history of ovarian cysts and ovarian endometriosis who on 03-AUG-2007 was vaccinated with the first dose of GARDASIL. Concomitant therapy included
hormonal contraceptives (unspecified). In approximately September 2007, the patient became pregnant. On 05-OCT-2007 the patient received her second
dose of GARDASIL. No adverse event was reported. No laboratory studies were performed. As of 25-OCT-2007 the patient was 7 weeks pregnant and her
estimated date of delivery is 12-JUN-2008. As of 25-OCT-2007, the patient had not sought medical attention. Follow-up information was received. On an
unspecified date the patient had an abortion; elective termination. Upon internal review abortion; elective termination is considered to be an other medical
event. Additional information is not expected.

Other Meds: Hormonal contraceptives
Lab Data: None
History: Ovarian cyst; Endometriosis of ovary; Upset stomach

Prex lliness: Pregnancy NOS (LMP = 9/6/2007); Drug hypersensitivity; Ovarian disorder
Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311929-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
18.0 F 09-Jul-2007 01-Aug-2007 23 09-May-2008 12-May-2008 - WAES0804USA05570 12-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown

Seriousness: HOSPITALIZED, SERIOUS

MedDRA PT Caesarean section, Drug exposure during pregnancy

Symptom Text: Initial and follow-up information has been received from a mother and 18 year old daughter who on 05-MAY-2007 was vaccinated with her first dose of Gardasil
(Lot #, site and route not reported). On 09-JUL-2007 the patient was vaccinated with her second dose of Gardasil (Lot #, site and route not reported).
"Sometime in August 2007", the patient missed her period and conducted a home urine pregnancy test which was positive. The patient also reported that she
also had a pregnancy blood test which was positive (not further specified). In "January 2008", the patient delivered her baby. The patient was hospitalized for
delivery of the baby which she had by cesarean section. No further information was provided. The patient did not report any adverse reaction. It was reported
that there were "no complications for the mother or the baby". Additional information has been requested.

Other Meds: Unknown

Lab Data: urine beta-human, 08/??/07, positive; serum beta-human, positive
History:

Prex lliness: Pregnancy NOS (LMP = Unknown)

Prex Vax llIns:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311930-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
26.0 F 24-Sep-2007 24-Sep-2007 0 09-May-2008 12-May-2008 FR WAES0805AUS00038 12-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0491U 1 Unknown Intramuscular

Seriousness: HOSPITALIZED, SERIOUS

MedDRA PT Hypoaesthesia, Paraesthesia, Vaccine positive rechallenge

Symptom Text: Information was obtained on request by the Company from the agency via a Public Case Detail Form and a Case Line Listing concerning a 26 year old female
who on 24-SEP-2007, was vaccinated with the second dose of GARDASIL (Lot # 657870/0491U, Batch # J2138, Expiry date 11-FEB-2010). On 24-SEP-2007,
after vaccination, the patient experienced hypoaesthesia and paraesthesia which was described as pins and needles and numbness in vaccinated arm, feeling
spread across back of her neck and down other arm and into her leg and was hospitalized. It was also reported that the patient had the same reaction after the
first dose of GARDASIL. The agency considered that the same reactions were certainly related to therapy with Gardasil. At the time of reporting on 19-OCT-
2007, the had patient recovered from the hypoaesthesia and paraesthesia. The agency considered the hypoaesthesia and paraesthesia were certainly related
to therapy with GARDASIL. The original reporting source was not provided. Subsequently the patient's experience was reported in an article. Additional
information is not expected. A copy of the published article is attached as further documentation of the patient's experience.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311931-1 (S) Related reports: 311931-2
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
19.0 F 09-Jan-2008 01-Feb-2008 23 09-May-2008 12-May-2008 - WAES0805USA00064 10-Sep-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1063U 1 Right arm Intramuscular HPV4

Seriousness: ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, SERIOUS

MedDRA PT Anxiety, Cerebellar artery occlusion, Cerebrovascular accident, Demyelination, Diplopia, Dizziness, Dysstasia, Gait disturbance, Paraesthesia, Pyrexia, Sinus
- tachycardia, Vitamin B12 deficiency, Vomiting, Wallenberg syndrome, Weight increased

Symptom Text: Information has been received from a consumer concerning her 20 year old daughter with allergy to azithromycin (ZITHROMAX) who on 09-NOV-2007 was
vaccinated with the first dose of GARDASIL, 0.5 mL, (injection form) (Lot # not reported). On 09-JAN-2008, the patient was vaccinated with the second dose of
GARDASIL, 0.5 mL, (injection form) (Lot # not reported). Concomitant therapy included drospirenone (+) ethinyl estradiol (YAZ). On 01-FEB-2008, after
getting the second dose of GARDASIL, the patient experienced a stroke and was hospitalized. The patient stayed in the hospital for one week. At the time of
this report, the patient was recovering from the event. The causality of the event was not reported. No product quality complaint was involved. Additional
information has been requested. 6/3/08 Reviewed hospital medical records for 2/4-2/8/2008. FINAL DX: small right CVA; vitamin B12 deficiency; sinus
tachycardia; Wallenberg syndrome. Records reveal patient experienced dizziness, left sided numbness, diplopia, fever & vomiting x 2 days. Developed sinus
tachycardia & anxiety controlled w/meds. Cardio & neuro consults done. Improved left face & arm paresthesias but left thigh & lower leg paresthesias
persisted at d/c to home. Difficulty getting OOB & walking. To have outpatient PT/OT as well as f/u w/neuro & cardio. 9/5/08 Reviewed heme, neuro & rheum
consultant medical records of 3/10-5/30/2008. FINAL DX: CVA, lateral medullary syndrome (Wallenberg's) related to the occlusion of the posterior inferior
cerebellar artery. Records reveal patient experienced recent CVA, 20# weight gain since CVA.

Other Meds: YAZ

Lab Data: LABS: CT brain WNL. MRI & MRA WNL. Repeat MRI abnormal w/possible focal demyelination. Carotid duplex WNL. Echocardiogram WNL. TEE WNL. Vit
B12 194 (L). Influenza A&B neg. ECG wi/sinus tachycardia. ANA (H). MRA of neck WNL.

History: PMH: Hashimoto's thyroiditis at age 7, hypothyroidism; pneumonia at age 9; vascular gum irregularity; irregular periods; MVA 4 yrs ago;anxiety. Allergy:
zithromax, hives. On Yasmin contraceptive & minocycline for acne. Family hx: heart disease, Hashimotos disease & goiter.

Prex lliness: Contraception; Allergic reaction to antibiotics

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311931-2 (S) Related reports: 311931-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
20.0 F 01-May-2008 01-May-2008 0 04-Jun-2008 06-Jun-2008 - WAES0805USA04728 13-Nov-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown

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

MedDRA PT Cerebrovascular accident, Contraception

Symptom Text: Information has been received from a physician concerning a 20 year old female with a history of an unspecified blood disorder, who on an unspecified date
was vaccinated with the first dose of GARDASIL, in the first week of May 2008, the patient was vaccinated with the second dose of GARDASIL lot # not
provided. Concomitant therapy included hormonal contraceptives (unspecified). It was reported by a physician that the patient experienced a cerebrovascular
accident, (CVA), three weeks after receiving her second dose of GARDASIL. The patient was admitted to the hospital on an unspecified date, and has since
been released. At the time of reporting, the patient was recovering. The physician had discontinued therapy with GARDASIL. The reporter felt that the event
was life-threatening. Additional information has been requested.

Other Meds: hormonal contraceptives
Lab Data:

History: Blood disorder

Prex lllness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311932-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
16.0 F 16-Aug-2007 16-Aug-2007 0 09-May-2008 12-May-2008 FR WAES0805USA00839 12-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HEPA MERCK & CO. INC. NULL Unknown Unknown
HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
Seriousness: HOSPITALIZED, SERIOUS
MedDRA PT Caesarean section, Drug exposure during pregnancy, Meconium in amniotic fluid

Symptom Text: Information has been received from a gynecologist, concerning a 16 year old female patient, who was in the 11th week of gestation when on 16-AUG-2007 she
was vaccinated with the first dose, and in the 19th week of gestation on 22-OCT-2007, when vaccinated with the second dose of Gardasil (lot #'s, route and site
not reported). Concomitant suspect therapy on 16-AUG-2007, included a dose of Vagta (manufacturer not specified). At the end of October, 2007, the
pregnancy was established, at the 20th gestation week, with reported date of LMP on 09-JUN-2007 (estimated date of delivery 15-MAR-2008). After a regular
course of pregnancy, the patient gave birth, via cesarean section because of green amniotic fluid, to a healthy child on 15-MAR-2008 (gender and birth weight
not reported). The Apgar Index was 8/10/10. The post natal examination of the infant showed no pathologies. This case is closed. Other business partners
include: E2008-03804.

Other Meds: Unknown

Lab Data: cesarean section, 15Mar08, because of green amniotic fluid; Apgar score, 15Mar08, 8/10/10

History:
Prex lliness: Pregnancy NOS (LMP = 09JunQ7)

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311933-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
16.0 F 08-Oct-2007 14-Apr-2008 189 09-May-2008 12-May-2008 FR WAES0805USA00840 12-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0251U 0 Unknown Intramuscular

Seriousness: HOSPITALIZED, SERIOUS

MedDRA PT Chills, Nausea, Pain, Peripheral vascular disorder, Pruritus generalised, Pyrexia

Symptom Text: Information has been received from a gynecologist, concerning a 16 year old female patient who on 08-OCT-2007 was vaccinated IM with the first dose (lot
#0251U; batch NF56480; well tolerated), and on 10-DEC-2007, vaccinated IM with the second dose (lot #0276U; batch NF58550; well tolerated), and on 14-
APR-2008 vaccinated IM with the third dose (lot # 1068U; batch NH06410) of GARDASIL. On 14-APR-2008 after vaccination, the patient complained about
chills, nausea, and pain concerning the whole body. After treatment with paracetamol, twice, the patient developed a fever of up to 39 degrees C. The patient
was admitted to the hospital on 15-APR-2008 because of generalized pain and a peripheral circulatory disorder. On 15-APR-2008 and 16-APR-2008, the
patient's C-reactive protein (CRP) was increased (values 7.5 and 9.4, respectively - units not specified). On 16-APR-2008, leukocytes were decreased at
3,200, and thrombocytes were decreased at 105,000 (units not specified). Under medication with unspecified infusion and ibuprofen, she recovered on 17-
APR-2008, and was discharged from the hospital. On 21-APR-2008, there were no abnormal lab findings. Other business partner numbers include: E2008-
03964. Additional information has been requested.

Other Meds: Unknown

Lab Data: diagnostic laboratory test 21Apr08 no abnormal findings; body temp 14Apr08 39 degrees C; serum C-reactive protein 15Apr08 7.5 increased; WBC count
16Apr08 3,200 decreased; platelet count 16Apr08 105,000 decreased; serum C-reactive protein 1

History: No reaction on previous exposure to vaccine

Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311934-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
Unknown F Unknown Unknown 09-May-2008 12-May-2008 FR WAES0805USA00842 12-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown
Seriousness: HOSPITALIZED, SERIOUS
MedDRA PT Disseminated intravascular coagulation, Influenza like iliness

Symptom Text: Information has been received from a physician, concerning an adolescent female patient, with a history of no reaction on previous exposure to vaccine doses
1 and 2 (dates not specified), who on an unknown date was vaccinated with the third dose of Gardasil (lot #, site and route not specified). Subsequently the
patient experienced flu-like symptoms and in the course developed disseminated intravascular coagulation. She was admitted to the hospital and recovered
within an unspecified time (details not reported). No further information was available. Other business partner numbers include: E2008-03969.

Other Meds: Unknown

Lab Data: Unknown
History: No reaction on previous exposure to vaccine
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311935-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
16.0 F Unknown Unknown 09-May-2008 12-May-2008 FR WAES0805USA00844 12-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Headache, Nervous system disorder, Neurological symptom

Symptom Text: Information has been received from a health authority (reference number PE12008005421) and a physician concerning an approximately 16 year old
adolescent female patient who in 2007 was vaccinated with a first, second and a third dose of Gardasil (Lot #, administration routes, sites and dates not
reported). The physician reported that the patient experienced recurrent headache and focal neurological symptoms. Multiple lesions in central nervous
system (CNS) of unknown origin were detected. Latencies not reported. Symptoms were on going at the time of this reporting. The events "headache
recurrent, Neurological disorder not otherwise specified (NOS) and Central nervous system disorder NOS" were considered to be other important medical
events. The other business partner number includes: E200804020. Additional information is not available.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 311968-2 Related reports: 311968-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
14.0 F Unknown Unknown 19-May-2008 11-Jun-2008 wv WAES0804USA06163 11-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Hypoaesthesia, Neuropathy peripheral, Paraesthesia, Vaccine positive rechallenge

Symptom Text: Information has been received from a physician, concerning a 14 year old female patient, who on an unknown date was vaccinated with the first dose of
GARDASIL, and subsequently developed tingling and numbness in her arm. Following the vaccination with the second dose (date not specified), the patient
again developed numbness and tingling in her arm, as well as peripheral neuropathy. Following the vaccination with the third dose (date not specified), she
again developed peripheral neuropathy. The physician sent her to a neurologist (details not provided). At the time of this report, the patient had not recovered
from peripheral neuropathy. Additional information has been requested.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Page 125

Vaers Id: 311992-1

Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id

11.0 F 08-May-2008 09-May-2008 1 09-May-2008 13-May-2008 IN

VAX Detail: Type Manufacturer Lot Prev Doses Site Route
MNQ SANOFI PASTEUR U2541AA 0 Left arm Intramuscular
TDAP SANOFI PASTEUR C2775AA 0 Left arm Intramuscular
HPV4 MERCK & CO. INC. 1967U 0 Right arm Intramuscular

Seriousness: ER VISIT, NOT SERIOUS

MedDRA PT Dizziness, Headache, Nausea, Pyrexia, Rash macular, Vomiting

Last Edit Date
13-May-2008

Other Vaccine

Symptom Text: red splotchy rash, nausea/vomiting, headache, dizziness, fever. OTC Benadryl, topical hydrocortisone cream for rash; continue to follow closely.

Other Meds: NONE
Lab Data:

History:

Prex lliness: NONE

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312017-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
17.0 F 07-May-2008 09-May-2008 2 09-May-2008 16-May-2008 Ml 16-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 14460U 2 Left arm Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Dizziness, Nausea, Pruritus, Rash erythematous, Vomiting

Symptom Text: After receiving HPV #3, child got navel pierced. The next day she had nausea, vomiting, light-headedness, dizziness. Stayed home from school. Today
(5/9/08) noticed a few white spots on her feet-turned to red, spread to legs, hands & arms. Took Benadryl 5/8/08 for "cold or sinus infection". Reports itching
with rash. Advised to see a doctor - clinic info given.

Other Meds: Benadryl for "cold or sinus inf"
Lab Data: None
History: None
Prex lliness: None

Prex Vax llins:



FDA Freedom of Information Distribution

VAERS Line List Report

Report run on: 15 MAY 2009 10:16 Page 127
Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312018-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
24.0 F 22-Apr-2008 22-Apr-2008 0 09-May-2008 19-May-2008 VA 19-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1978U 2 Left arm Unknown

Seriousness: ER VISIT, NOT SERIOUS

MedDRA PT Cough, Dehydration, Headache, Nausea, Pyrexia, Vomiting

Symptom Text: Within few hours of vaccine, client called with complaint of fever to 101, seen in ER within about 8 hrs, was vomiting, had headache, cough (history of asthma).
Was treated for dehydration with IV Tordol for headache, Zofran for nausea, cough medicine, on bedrest for 2 days.

Other Meds: No

Lab Data: No access
History: Asthma, Allergies self reported pollen, dust, chlorine, bee stings
Prex lllness: No

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312019-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
18.0 F 09-May-2008 09-May-2008 0 09-May-2008 19-May-2008 PA 19-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
MNQ SANOFI PASTEUR 42621AA 0 Left arm Unknown
HPV4 MERCK & CO. INC. 1740U 0 Left arm Unknown
HEPA GLAXOSMITHKLINE AHAVB207DA 0 Right arm Unknown
BIOLOGICALS
VARCEL MERCK & CO. INC. 1998U 1 Left arm Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Syncope

Symptom Text: Syncope following vaccines. Pt lying down on table - BP 100/68, HR = 72. Pt did not eat or drink before coming to office; gave soda, pretzels - waited for 20 min
- resolved, discharged to home.

Other Meds:

Lab Data:

History: Headaches
Prex lllness: No

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312064-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
Unknown F Unknown 17-Sep-2007 12-May-2008 13-May-2008 FL WAESO0710USA06122 13-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Abortion induced, Drug exposure during pregnancy

Symptom Text: Information has been received from a physician, for the Pregnancy Registry for Gardasil concerning a female (demographics not provided) who on an
unspecified date was vaccinated with her first dose of Gardasil (Lot# not reported). There was no concomitant medication. The patient reported to the
physician that she found out she was pregnant (method of confirmation and date of the confirmation of the pregnancy were not provided) after she received her
first dose of Gardasil. On an unspecified date the patient reported to the physician that she was about 6 weeks pregnant. Actual date of her last menstrual
period was not reported. It was reported that the patient sought unspecified medical treatment. No additional information was provided. Follow up information
received from the physician's office stated that the patient terminated her pregnancy on 31-OCT-2007. Additional details regarding the elective termination
were not provided. Upon internal review, the elective termination was consider an other medical event. No further information is available.

Other Meds: None

Lab Data: None

History:
Prex lliness: Pregnancy NOS (LMP = 9/17/2007)

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312065-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
16.0 F 18-May-2007 18-Sep-2007 123 12-May-2008 13-May-2008 FR WAES0805AUS00032 13-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular

Seriousness: LIFE THREATENING, SERIOUS
MedDRA PT Idiopathic thrombocytopenic purpura, Menorrhagia, Thrombocytopenia

Symptom Text: Information was obtained on request by the Company from the agency via a Public Case Detail Form and a Case Line Listing concerning a 16 year old female
who on 18-MAY-2007, 15-JUN-2007 and 15-SEP-2007 was vaccinated with the first, second and the third dose of Gardasil. On 18-SEP-2007 the patient
experienced thrombocytopenia and menorrhagia. It was described that the patient had a "severe ITP, platelet count 4 and life threatening menorrhagia". On
21-SEP-2007, the patient recovered from thrombocytopenia and menorrhagia. The agency considered that thrombocytopenia and menorrhagia were possibly
related to therapy with Gardasil. Thrombocytopenia and menorrhagia were considered to be immediately life-threatening. The original reporting source was
not provided. Subsequently the patient's experience was reported in an article. Additional information is not expected.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312066-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
24.0 F Unknown 25-Jul-2007 12-May-2008 13-May-2008 FR WAES0805AUS00033 13-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL Unknown Unknown

Seriousness: PERMANENT DISABILITY, SERIOUS
MedDRA PT Optic neuritis, Retinopathy, Scotoma, Vision blurred

Symptom Text: Information was obtained on request by the Company from the agency via a Case Line Listing and Public Case Details form concerning a 24 year old female
who was vaccinated with Gardasil (date not provided). On 25-JUL-2007 the patient experienced blurred vision, optic neuritis and scotoma, described as
"blurred vision, left greater than right, associated with scotoma. Diagnosis-acute macular neuroretinopathy (AMN)". At the time of reporting to the agency on 15-
OCT-2007, the outcome of blurred vision, optic neuritis and scotoma was unknown. The agency considered that blurred vision, optic neuritis and scotoma was
unknown. The agency considered that blurred vision, optic neuritis and scotoma were possible related to therapy with Gardasil. The original reporting source
was not provided. Blurred vision, optic neuritis and scotoma were considered to be disabling. Subsequently, the patient's adverse experiences were also
reported in an foreign article. Additional information is not expected.

Other Meds: Unknown

Lab Data: serum albumin Nil details
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312067-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
25.0 F 08-Oct-2007 08-Oct-2007 0 12-May-2008 13-May-2008 FR WAES0805AUS00034 13-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL Unknown Intramuscular

Seriousness: HOSPITALIZED, SERIOUS

MedDRA PT Clonus, Hyperreflexia, Hypertonia, Muscular weakness

Symptom Text: Information was obtained on request by the Company from the agency via a Public Case Detail Form and a Case Line Listing concerning a 25 year old female
who on 08-OCT-2007 was vaccinated with Gardasil. Concomitant therapy included venlafaxine HCI. On 08-OCT-2007, after vaccination, the patient
experienced hyperreflexia, clonus, hypertonia and muscle weakness and was hospitalised. It was described that the patient experienced bilateral upper and
lower limb hyperreflexia, clonus, high tone and bilateral lower limb weakness. At the time of reporting on 25-OCT-2007, the patient's hyperreflexia and clonus
and hypertonia and muscle weakness persisted. The agency considered that hyperreflexia, clonus, hypertonia and muscle weakness were possibly related to
therapy with Gardasil. The original reporting source was not provided. Subsequently the patient's experience was reported in an foreign article. Additional
information is not expected.

Other Meds: venlafaxine HCI, Unk - Unk

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312068-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
13.0 F 25-Apr-2007 05-May-2007 10 12-May-2008 13-May-2008 FR WAES0805AUS00037 13-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL Unknown Intramuscular

Seriousness: HOSPITALIZED, SERIOUS
MedDRA PT Polyarthritis

Symptom Text: Information was obtained on request by the Company from the agency via a Public Case Detail Form and a Case Line Listing concerning a 13 year old female
who on 25-APR-2007 was vaccinated with Gardasil. On 05-MAY-2007 the patient experienced polyarthritis and antinuclear antibody positive and was
hospitalised. It was described that the child experienced bilateral upper limbs polyarthritis involving wrists, MCP joints and PP joints. The onset of symptoms
were initially on her left side 10 days post Gardasil. The patient was found to have positive antinuclear antibody. All other investigations were found to be NAD
(no abnormalities detected). At the time of reporting on 17-OCT-2007, the patient's polyarthritis and antinuclear antibody positive persisted. The agency
considered that polyarthritis and antinuclear antibody positive were possibly related to therapy with Gardasil. The original reporting source was not provided.
Subsequently the patient's experience was reported in an foreign article. Additional information is not expected.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312069-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
18.0 F 26-Sep-2007 26-Sep-2007 0 12-May-2008 13-May-2008 FR WAES0805AUS00039 13-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0734U Unknown Intramuscular

Seriousness: HOSPITALIZED, SERIOUS

MedDRA PT Amnesia, Feeling abnormal, Hypotonia, Malaise, Nausea, Pulse pressure decreased, Syncope, Unresponsive to stimuli

Symptom Text: Information was obtained on request by the Company from the agency via a Case Line Listing and Public Case Details form, concerning an 18 year old female
who on 26-SEP-2007 was vaccinated intramuscularly with GARDASIL, Batch No. J2926, expiry date 13-MAR-2010, Lot No. 658214/0734U). Subsequently, on
26-SEP-2007 the patient experienced nausea, amnesia, feeling abnormal, hypotonia, syncope and was unresponsive to stimuli, described as "patient reported
feeling ill and collapsed. Suppine and unresponsive to verbal stimuli for 30 minutes, pulse faint, floppy, nauseated and spaced out. The patient had no memory
of the event". The patient was admitted to the Accident and Emergency department of hospital and was treated with oxygen and IV fluids. Results of laboratory
investigations showed serum glucose of 5.3 mmol/L and an electrocardiogram (ECG) was normal. At the time of reporting to the agency on 17-OCT-2007 the
patient had recovered from nausea, amnesia, feeling abnormal, hypotonia, syncope and being unresponsive to stimuli. The agency considered that nausea,
amnesia, feeling abnormal, hypotonia, syncope and being unresponsive to stimuli were possibly related to therapy with GARDASIL. The original reporting
source was not provided. Subsequently, the patient's adverse experiences were reported in an article. Additional information is not expected.

Other Meds: Unknown

Lab Data: electrocardiogram, 26?Sep07, 5.3 mmol/L; serum glucose, 26?Sep07, 5.3 mmol/L
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312070-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
Unknown F Unknown Unknown 12-May-2008 13-May-2008 VA WAES0805USA00035 13-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Convulsion

Symptom Text: Information has been received from a physician concerning a female (age not reported) who on an unspecified date was vaccinated with the first dose of
Gardasil without incident. On an unspecified date, the patient was vaccinated with the second dose of Gardasil. After the second dose (date unspecified), the
patient experienced possible seizures. Unspecified medical attention was sought. Subsequently on an unspecified date, the patient recovered from possible
seizures. No product quality complaint was involved. Upon internal review, possible seizures was considered to be an other important medical event. Additional

information has been requested.
Other Meds: Unknown
Lab Data:
History: Unknown
Prex lliness:
Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312071-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
14.0 F 16-Oct-2007 Unknown 12-May-2008 13-May-2008 FR WAES0805USA01091 13-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0278U 0 Unknown Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Type 1 diabetes mellitus

Symptom Text: Information has been received from a gynecologist concerning a 14 year old female who on 16-OCT-2007 was vaccinated IM into the upper arm with a first
dose of Gardasil (batch# NF56940; Lot# 0278U). Subsequently, on an unspecified date, the patient was diagnosed with type | diabetes mellitus. She was
treated with insulin. Outcome was not reported. The physician felt that the patient's type | diabetes mellitus was an other important medical event. No further
information is available. Other business partner numbers included E2008-04087.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312072-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
25.0 F 16-Jul-2007 16-Jul-2007 0 12-May-2008 13-May-2008 X WAES0708USA01488 13-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0525U 1 Right arm Intramuscular

Seriousness:
MedDRA PT

Symptom Text:

Other Meds:
Lab Data:
History:

Prex lllness:
Prex Vax llins:

ER VISIT, NOT SERIOUS
Drug exposure during pregnancy, Foetal disorder

Initial and follow up information has been received through the Merck Pregnancy Registry from a registered nurse concerning a 25 year old female with a
history of a spontaneous abortion at five weeks from her last menstrual period and malignant melanoma at age 19, with a dysplastic nervous system, and an
allergy to penicillin and an allergic reaction to CECLOR, who on 16-MAY-2007 was vaccinated IM in the left deltoid with a 0.5 ml first dose of Gardasil (lot #
657736/0389U). On 16-JUL-2007 the patient was vaccinated IM in the right deltoid with a 0.5 ml second dose of Gardasil (lot # 658100/0525U). There was no
concomitant medication. Subsequently the patient became pregnant. Unspecified medical attention was sought. On 03-AUG-2007 the patient had a positive
beta-human chorionic gonadotropin test (unspecified). Her last menstrual period was 27-JUN-2007. The estimated date of delivery was 03-APR-2008. It was
reported that the patient had one previous pregnancy and one spontaneous abortion at 5 weeks. At the time of the report, the outcome of the patient was
unknown. Follow-up information indicated that 39 weeks from her last menstrual period on 27-MAR-2008 the patient gave birth to a male infant. The infant
weighed 7 pounds 6 ounces, was 19.5 inches long, and had an Apgar score of 8/9. It was reported that the infant was normal, with no complications or
abnormalities. The infant did develop a minimal cleft lip. Other medications used during the pregnancy were ZITHROMAX for a urinary tract infection, prenatal
vitamins, and GYNAZOLE for candida. The reporter considered the minimal cleft lip to be a congenital anomaly. Additional information has been requested.

None

beta-human chorionic, 08/03/07, posit

Malignant melanoma; Abortion spontaneous

Pregnancy NOS (LMP = 6/27/2007); Nervous system disorder; Allergic reaction to antibiotics; Penicillin allergy
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312073-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
Unknown F Unknown Unknown 12-May-2008 13-May-2008 FL WAES0804USA03171 13-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Blindness transient, Dizziness

Symptom Text: Information has been received from a physician concerning a female patient with no known drug allergies and no previous medical history who on an
unspecified date was vaccinated at another physicians office with her first dose of GARDASIL (lot #unknown, site and route not reported). There was no
concomitant medication. The patient reported to the physician that 3.5 post vaccination, she "felt lightheaded for 5 minutes, experienced dizziness, could not
see, and everything turned black for a few seconds. Five minutes after the 1st lightheaded spell went away, it happened again and lasted for 5 minutes." The
patient did not seek medical attention. It was reported that on an unspecified date the patient was considered to have recovered from the events. The physician
reported that the patient plans to continue further doses of the vaccination. No additional information was reported. Upon internal review, vision loss was
considered to be an other important medical event. Additional information has been requested.

Other Meds: None

Lab Data: None
History: None
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312074-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
16.0 F Unknown 28-Aug-2007 12-May-2008 13-May-2008 FR WAES0805AUS00053 13-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular

Seriousness: HOSPITALIZED, SERIOUS
MedDRA PT Neuropathy peripheral, Sensory disturbance

Symptom Text: Information was obtained on request by the Company from the agency via a Public Case Detail Form and a Case Line Listing concerning a 16 year old female
who was vaccinated with GARDASIL. On 28-AUG-2007 the patient experienced neuropathy peripheral and was hospitalised. It was described that
approximately 4 weeks after the second dose of GARDASIL, the patient developed bilateral ascending sensory loss in her lower limbs. The examination of the
patient revealed a low in sensation to all modalities lower legs to knees. The patient had normal jerks and downgoing plantar reflexes. At the time of reporting
on 15-OCT-2007, the patient's neuropathy peripheral persisted. The agency considered that neuropathy peripheral was possibly related to therapy with
GARDASIL. The original reporting source was not provided. Subsequently, the patient's experience was reported in an article. Additional information is not
expected. A copy of a published literature article is attached as further documentation of the patient's experience.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312075-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
24.0 F 15-Jul-2007 18-Sep-2007 65 12-May-2008 13-May-2008 FR WAES0805AUS00064 13-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular

Seriousness: HOSPITALIZED, SERIOUS
MedDRA PT Pancreatitis

Symptom Text: Information was obtained on request by the Company from the agency via a Public Case Detail Form and a Case Line Listing concerning a 24 year old female
who on 15-JUL-2007 was vaccinated with GARDASIL. On 18-SEP-2007 the patient developed pancreatitis and was hospitalized. Laboratory investigations
included calcium which was 2.63 H mmol/L (normal range: 2.10-2.60) and lipase which was 711H U/L (normal range: 13-60). At the time of reporting on 19-
OCT-2007, the patient's pancreatitis persisted. The agency considered that pancreatitis was possibly related to therapy with GARDASIL. The original reporting
source was not provided. Subsequently the patient's experience was reported in an article, 25-JAN-2008. Additional information is not expected. A copy of the
published article is attached as further documentation of the patient's experience.

Other Meds: Unknown

Lab Data: Serum calcium 18Sep07 2.63 H mmol/L Normal Range: 2.10 - 2.60; serum lipase test 18Sep07 711 H U/L Normal Range: 13 - 60
History: Unknown
Prex lllness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312076-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
24.0 F 11-Aug-2007 01-Sep-2007 21 12-May-2008 13-May-2008 HI WAES0805USA00654 13-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0929U 2 Left arm Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Blindness transient, Dizziness, Headache, Migraine, Sinusitis

Symptom Text: Information has been received from a physician concerning a 24 year old female with a history of eating disorder, no illness at the time of vaccination who on
29-JAN-2007 was vaccinated with a first dose of GARDASIL (lot # 655617/1447F) in the left deltoid at 3:15 PM. On 25-APR-2007 the patient was vaccinated
with a second dose of GARDASIL (lot # 657617/0384U) in the right deltoid at 8:30 AM. On 11-AUG-2007 the patient was vaccinated with a third dose of
GARDASIL (lot #658282/0929U) in the left deltoid at 11:10 AM. Concomitant therapy included YAZ. In September 2007, the patient experienced migraine
headaches, once a month with loss of vision for 30 minutes followed by 2 to 4 days of headaches and dizziness. The patient has seen the neurologist. The
patient had sinusitis at the onset of symptoms in September 2007 which cleared up in 2 months with antibiotics (therapy unspecified). Upon internal review loss
of vision is considered to be an Other Medical Event. Additional information has been requested.

Other Meds: YAZ

Lab Data:

History:
Prex lliness: Eating disorder

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312077-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
18.0 F 03-Mar-2008 03-Mar-2008 0 12-May-2008 13-May-2008 FR WAES0805USA01283 13-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Arthralgia, Back pain, Headache, Hyperhidrosis, Myalgia, Nausea

Symptom Text: Information has been received from a physician concerning an 18 year old female with a history of Mycoplasma and Chlamydial infection in October 2007 who
on unspecified dates was vaccinated with a first and second dose of Gardasil. On 03-MAR-2008, the patient was vaccinated with the third dose of Gardasil (lot
and batch numbers not reported). In March 2008, three weeks after vaccination, the patient developed significant joint and muscle pain in the whole body. She
also experienced cephalgia, nausea, lumbar pain, and significant sweating. No cutaneous signs were observed. Complete work-up was performed; the results
were normal. The events were reported as severe. At the time of reporting, the patient had not recovered. The events were reported as Other Important
Medical Events. Other business partner numbers included: E2008-04197. No further information is available.

Other Meds: Unknown

Lab Data: Unknown
History: Mycoplasma infection; Chlamydial infection
Prex lllness:

Prex Vax llins:
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Vaers Id: 312093-1

Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id
18.0 F 01-May-2008 01-May-2008 0 12-May-2008 19-May-2008 NY
VAX Detail: Type Manufacturer Lot Prev Doses Site Route
MNQ SANOFI PASTEUR U2545AA 0 Right arm Unknown
HPV4 MERCK & CO. INC. 1522V 0 Left arm Unknown

NO CONDITIONS, NOT SERIOUS

Blood pressure, Dizziness, Heart rate normal, Malaise, Vomiting

Seriousness:
MedDRA PT

Last Edit Date
19-May-2008

Other Vaccine

Symptom Text: 10 minutes after pt received vaccines she reported feeling "sick" & "light-headed”. She put head down & elevated her feet. BP 80/40 pulse 64. Vomited at
3pm. Felt better then & BP went back up to 90/60 at 310pm. Pulse 64. Wanted to leave by 320pm. Mother was with her. She reports patient reacts this way

when she is anxious.

Other Meds: none
Lab Data:

History: none
Prex lllness: none

Prex Vax llins:
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Vaers Id: 312116-1

Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id
13.0 F 06-May-2008 06-May-2008 0 12-May-2008 16-May-2008 NC
VAX Detail: Type Manufacturer Lot Prev Doses Site Route
HEPA GLAXOSMITHKLINE AHAV8242AA 2 Right arm Intramuscular
BIOLOGICALS
HPV4 MERCK & CO. INC. 1487U 3 Left arm Intramuscular

Seriousness:
MedDRA PT

NO CONDITIONS, NOT SERIOUS

Inappropriate schedule of drug administration

Last Edit Date
20-May-2008

Other Vaccine

Symptom Text: Give 3rd dose of Hep A and 4th dose of Gardisil. Last facility in record dated 3/31 showed student due for both. Asked if she had received any
"shots"/immunizations anywhere else - replied "no" so | gave both. When | went to facility, discovered she had been given both doses at HD 4/3! Incident

report done, patient checked X3. Supervising MD notified 5/6

Other Meds: none
Lab Data: none
History: Bronchitis 4/15/08

Prex lliness: none
Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND

Vaers Id: 312133-1

Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
16.0 F 08-Apr-2008 09-Apr-2008 1 12-May-2008 13-May-2008 FR WAES0804USA06004 13-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine

PV UNKNOWN MANUFACTURER NULL Unknown Unknown

HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT

Amnesia, Disorientation, Global amnesia, Malaise, Syncope vasovagal

Symptom Text: Information has been received from a general practitioner concerning a 16 year old female, who on 08-APR-2008 was vaccinated with a second dose of
GARDASIL and a dose of IPOL. The day after the vaccination the patient experienced a vasovagal malaise, and a transient global amnesia with a loss of
memory and temporospatial disorientation. The patient fully recovered in 3 to 4 hours. The patient went to the hospital to perform a global check-up. A
neurological examination, magnetic resonance imaging (MRI), and encephalogram were normal. Upon internal review vasovagal reaction, transient global
amnesia, and temporospatial disorientation were considered to be other important medical events. Other business partner numbers included: E200803850.

Additional information is not available.

Other Meds: Unknown
Lab Data:
electroencephalography Comment: normal
History: Unknown
Prex lliness:

Prex Vax llins:

diagnostic laboratory test Comment: global check-up; neurological examination Comment: normal; magnetic resonance imaging Comment: normal;
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Vaers Id: 312136-1

Age Gender Vaccine Date Onset Date
14.0 F 09-May-2008 09-May-2008
VAX Detail: Type Manufacturer
HPV4 MERCK & CO. INC.
TD SANOFI PASTEUR
VARCEL MERCK & CO. INC.

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Incorrect route of drug administration

Received Date Status Date State Mfr Report Id
12-May-2008 21-May-2008 NC
Lot Prev Doses Site Route
1448U 0 Left arm Subcutaneously
U1963CA 2 Left arm Intramuscular
1977V 1 Right arm Subcutaneously

Last Edit Date
30-Mar-2009

Other Vaccine

Symptom Text: No adverse event - vaccine given SC instead of IM (HPV - Gardasil). When the nurse gave the vaccine- she drew back blood after hitting a vein. No treatment
needed- Nurse placed needle in sharps box & administered a new vaccine.

Other Meds: None

Lab Data: None
History: None
Prex lliness: None

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312158-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
25.0 F 20-Mar-2007 17-Apr-2007 28 13-May-2008 14-May-2008 - WAES0704USA00316 14-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0263U Unknown Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Drug exposure during pregnancy, Ruptured ectopic pregnancy

Symptom Text: Initial and follow up information has been received from a health professional concerning a 25 year old female with hypertension and protein in urine who on
20-MAR-2007 was vaccinated with Gardasil (Iot#655849/0263U). There was no concomitant medication. The nurse reported that the patient was pregnant.
The patient's last menstrual period was 27-FEB-2007 with an expected delivery date of 04-DEC-2007. In follow up telephone call to the doctor's office the
Licensed Practical Nurse (L.P.N.) reported that the patient was still pregnant with a due date of 06-JUN-2008 and she mentioned that "everything was on track
with patient's pregnancy, looked like a big baby." She mentioned that patient continued to have problems with her hypertension and protein in urine which
existed before her pregnancy. When the reporter was called back to clarify/confirm patient's information she reviewed her chart and reported that patient had a
ruptured ectopic pregnancy on 17-APR-2007. No other information regarding the last menstrual period (LMP) dates were provided. It was confirmed that the
patient had not received any additional doses of the vaccine since the March 2007 dose. Upon internal review ruptured ectopic pregnancy was determined to
be an other important medical event. Additional information has been requested.

Other Meds: None
Lab Data: Unknown

History:

Prex lliness: Pregnancy NOS (LMP = 2/27/2007); Hypertension; Protein urine present

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312159-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
17.0 F Unknown Unknown 13-May-2008 14-May-2008 FR WAES0805AUS00051 14-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 28101 Unknown Intramuscular

Seriousness: PERMANENT DISABILITY, SERIOUS
MedDRA PT Genital ulceration

Symptom Text: Information was obtained on requested by the Company from the agency via a Public Case Detail Form and Case Line Listing concerning a 17 year old single
female with one sexual partner, with no history of HSV infection who was vaccinated with GARDASIL. Subsequently after vaccination with GARDASIL, the
patient developed genital ulceration which was described as severe deep genital ulcers on labia and perineum 2 weeks after vaccination with GARDASIL. In
June 2007, 2 HSV PCR swabs done were negative. Serology was negative at 6 weeks. At the time of reporting on 17-OCT-2007 the patient had recovered from
the genital ulceration. The agency considered that genital ulceration was possibly related to therapy with GARDASIL. Genital ulceration was considered to be
disabling by the agency. The original reporting source was not provided. Subsequently the patient's experience was reported to an article, 25-JAN-2008, page

6. Additional information is not expected.
Other Meds: Unknown

Lab Data: HSV type 1 and/or 2 identification PCR ??Jun07 Comment: negative; HSV type 1 and/or 2 identification PCR ??Jun07 Comment: negative; clinical serology

test Comment: negative at 6 weeks
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312161-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
13.0 F 01-Apr-2008 Unknown 13-May-2008 14-May-2008 FR WAES0805USA01090 14-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown

Seriousness: HOSPITALIZED, SERIOUS

MedDRA PT Abdominal pain, Vaccine positive rechallenge

Symptom Text: Information has been received from a physician concerning a 13 year old female, who in April 2008, was vaccinated with a second dose of GARDASIL.
Subsequently, exact onset not reported, the patient experienced severe abdominal cramps and was admitted to the hospital. All examinations (not specified)
showed normal results. The patient was treated with infusions and omeprazole. The patient recovered within an unspecified time. It was reported that after
the patient was vaccinated with the first dose of GARDASIL she experienced slight abdominal cramps. Other business partner numbers included:
E200804082. Additional information is not available.

Other Meds: Unknown

Lab Data: diagnostic laboratory test Comment: not specified-normal results
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND

Vaers Id: 312180-1

Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date

17.0 F 05-May-2008 05-May-2008 0 13-May-2008 21-May-2008 X 22-May-2008

VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1978U 2 Left arm Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Syncope, Syncope vasovagal

Symptom Text:
position and v/s monitored. Pt left clinic ambulating.

Other Meds: N/A
Lab Data: N/A
History: N/A
Prex lllness: N/A

Prex Vax llins:

Pt received HPV vaccine #3. Pt appeared to have a reaction. Doctor notified. Pt developed a vasovagal, fainting. Confan applied to pt. Pt was put in lying
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312182-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
16.0 F 01-May-2008 01-May-2008 0 13-May-2008 20-May-2008 ME 20-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1060U 0 Right arm Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Asthenia, Hyperhidrosis, Immediate post-injection reaction, Pallor, Presyncope

Symptom Text: Pt given vaccine - within several minutes pt was pale, weak, near fainting, diaphoretic. Helped to bed & kept til pt was able to walk on her own 30-40 minutes
later.

Other Meds: None

Lab Data:

History: none

Prex lllness: none

Prex Vax llins:
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Vaers Id: 312202-1

Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id
14.0 F 07-May-2008 08-May-2008 1 13-May-2008 21-May-2008 FL
VAX Detail: Type Manufacturer Lot Prev Doses Site Route
HPV4 MERCK & CO. INC. 1968U 1 Left arm Intramuscular
MNQ SANOFI PASTEUR U2541AA 0 Right arm Intramuscular

ER VISIT, NOT SERIOUS

Chills, Headache, Pain, Pharyngolaryngeal pain, Pyrexia

Seriousness:
MedDRA PT

Symptom Text: Headache, chills, fever (102.6) "achy", slight sore throat developed on 5/8/08 after receiving both immunizations on 5/7/08 here in office.

Other Meds: Concerta 36mg
Lab Data:

History: None

Prex lllness: None

Prex Vax llins:

Last Edit Date
21-May-2008

Other Vaccine
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Vaers Id: 312226-1

Age Gender Vaccine Date Onset Date
15.0 F 28-Apr-2008 28-Apr-2008
VAX Detail: Type Manufacturer

HPV4 MERCK & CO. INC.

Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Syncope, Vomiting

Days Received Date Status Date
0 13-May-2008 20-May-2008
Lot Prev Doses Site
1968U 1 Left arm

Symptom Text: Patient was seen in office for sinus infection and allergies.
syncope episode. Mom took her to ER under direction of office. Vomited again.

Other Meds:

Lab Data: CBC; CT; EKG
History:

Prex lllness: sinus infection, allergies

Prex Vax llins:

State
FL

Mfr Report Id

Route
Unknown

Last Edit Date
20-May-2008
Other Vaccine

Patient was administered GARDASIL and when patient left the office, she vomited and had a
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Vaers Id: 312263-1

Age Gender Vaccine Date Onset Date
16.0 F 28-Apr-2008 30-Apr-2008
VAX Detail: Type Manufacturer
HPV4 MERCK & CO. INC.
TDAP SANOFI PASTEUR
MNQ SANOFI PASTEUR

Seriousness: NO CONDITIONS, NOT SERIOUS

Received Date Status Date State Mfr Report Id
13-May-2008 20-May-2008 Ml
Lot Prev Doses Site Route
1446U 0 Left arm Intramuscular
C2844AA 0 Right arm Intramuscular
U2619AA 0 Right arm Intramuscular

Last Edit Date
20-May-2008

Other Vaccine

Symptom Text: Vaccine given on 4/28/08 at 3:45pm. A couple days later, she developed a dry, non-productive cough. No fever. States, "It feels like something is stuck in my

MedDRA PT Cough, Throat irritation
throat.”

Other Meds: None

Lab Data:

History: None

Prex lliness: None

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312294-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
19.0 F 19-Mar-2007 19-May-2007 61 14-May-2008 15-May-2008 PA WAES0709USAQ00587 15-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0955F 0 Unknown Unknown

Seriousness:
MedDRA PT

Symptom Text:

Other Meds:
Lab Data:
History:

Prex lliness:
Prex Vax llins:

ER VISIT, NOT SERIOUS

Caesarean section, Drug exposure during pregnancy, Foetal disorder

Information has been received through the Pregnancy registry concerning a 19 year old female patient, who on 19-MAY-2007 was vaccinated with a second
dose of Gardasil. It was reported that the patient was 20 weeks pregnant. The patients last menstrual period was 16-APR-2007 and her estimated delivery date
was 21-JAN-2008. The patient sought unspecified medical attention. At the time of the report, the outcome of the patient was unknown. Follow up information
was received on 24-MAR-2008 and 02-APR-2008. The patient delivered a baby boy on 28-JAN-2008 (weeks from LMP-40). The baby was born with
pneumonia. He weighed 9 Ibs. 2 0z. The baby's pediatrician was called on 02-APR-2008. The nurse confirmed the patient had well visits and was seen multiple
times during the month of February for pneumonia and what looked like abdominal pain. A request for Medical Records was faxed to the nurse to obtain the
baby's records. Follow up information received in the form of physician's notes, indicated that on 28-JAN-2008, the infant first had a "vacuum attempt without
success and positive meconium." The physician noted the infant was status post "C-section for failure to progress," and added that the mother was group B
strep positive. After birth, the infant had an increased respiratory rate and "was on oxyhood overnight." The chest X-ray revealed right lower lobe pneumonia.
Treatment in the hospital included IV ampicillin and gentamycin, and the infant "continued to do well with respiratory rate decreasing and 99% spO2 room air,
feeding well." The infant was discharged on 02-FEB-2008 ("two days ago"). On 04-FEB-2008, the infant was seen in follow up at the physician's office, and was
"improving clinically" the physician's assessment was pneumonia due to streptococcus, group B. Mild facial jaundice was documented. He was also diagnosed
with diaper rash-candida, also noted as etoxicum rash; nystatin was prescribed, with follow up in 2 days. The infant was continued on AUGMENTIN. On 06-
FEB-2008, the infant was seen by the physician

vitamins (unspecified) 10 mg
chest X-ray 01/28/08 right lower lobe pneumonia; cesarean section 01/28/08; respiratory rate 01/18/08 increased; vaginal Streptococcus positive

Pregnancy NOS (LMP = 4/16/2007); Group B betahaemolytic streptococcal positive
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312302-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
17.0 F 06-May-2008 07-May-2008 1 14-May-2008 23-May-2008 AZ 30-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0063X 0 Left arm Unknown

Seriousness: ER VISIT, NOT SERIOUS

MedDRA PT Chest pain, Flushing, Lung neoplasm, Neck pain, Non-cardiac chest pain, Poor peripheral circulation, Tenderness

Symptom Text: Vaccine on 5/6, on 5/7 with mid-retrosternal chest pain with radiation to left lower rib cage and left neck - still with pains on 5/13. 5/30/08 ER record from
5/07/2008 received with DX: Chest pain, possibly musculoskeletal in origin. Pt reported sudden onset of stabbing constant chest pain, unrelieved. 7/10
intensity. Also c/o L sided neck pain. PE WNL. Cause of chest pain unclear. D/C to f/u with cardiologist. 6/20/2008 Received cardio F/U report dated 5/29/08
with DX: Chesp pain noncardiac in origin. PE (+) for tenderness on palpation of the L axilla area to LUQ. Feet puplish and cold with reduced perfusion and face
flushed. Suspected muskuloskeletal pain/costochondritis tx with NSAIDs. Pulmonary consult for chest nodule negative with resolution of the nodule.

Other Meds: Lyrica, Lunesta, Florinet Midodrine, Qvar

Lab Data: EKG, CXR, Chemistries. Labs and Diagnostics: CBC WNL except Hgb 15.4. Troponin 0.02. Chem WNL except Albumin 4.4. CXR-no acute abnormalities with
LUL ovoid nodular density. EKG with sinus rhythm and sinus arrhythmia. Holter monitoring ben

History: Chronic fatigue syndrome/postural orthostatic tachycardia syndrome, Asthma PMH: Asthma, pneumonia, POTS (postural orthostatic tacycardia syndrome),
appy 2004, Ex lap 2007.

Prex lllness: None

Prex Vax llins:
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Vaers Id: 312318-1

Age Gender Vaccine Date Onset Date
16.0 F 22-Apr-2008 29-Apr-2008
VAX Detail: Type Manufacturer

HPV4 MERCK & CO. INC.

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Arthralgia, Chills, Pain

Days Received Date Status Date State Mfr Report Id
7 14-May-2008 22-May-2008 NJ
Lot Prev Doses Site Route
1425A 1 Right arm Intramuscular

Symptom Text: One week following vaccine, noted sudden onset of severe joint pain, chills, aches. No fever no rash or other clinical signs

Other Meds: none
Lab Data: Had a normal lyme, EBV, CBC and parvovirus testing. Other Autoimmune labs pending
History: none
Prex lliness: none

Prex Vax llins:

Last Edit Date
22-May-2008

Other Vaccine
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312345-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
17.0 F 30-Apr-2007 30-Apr-2007 0 15-May-2008 16-May-2008 IL WAES0707USA01072 16-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0387U 0 Unknown Intramuscular

Seriousness:
MedDRA PT

Symptom Text:

Other Meds:
Lab Data:

History:
Prex lliness:

Prex Vax llins:

ER VISIT, HOSPITALIZED, SERIOUS

Drug exposure during pregnancy, Nausea, Pityriasis, Threatened labour

Initial and follow up information has been received from a Registered Nurse (R.N.) concerning a 17 year old female who on 30-APR-2007 was vaccinated IM
with a first dose of Gardasil lot # 657621/0387U. Concomitant therapy included prenatal vitamins (unspecified). The nurse reported that the patient became
pregnant sometime after her first injection. Patient was positive over the counter pregnancy test. In follow up it was reported that on 16-AUG-2007 ultrasound
showed 7 weeks pregnancy and the expected date 04-MAR-2008. The patient's outcome was unknown. In follow up information from doctor's office it was
reported that patient was treated with prenatal vitamins starting from 15-AUG-2007 for pregnancy. On 16-AUG-2007 she was diagnosed pityriasis. On 05-SEP-
2007 patient was treated with 10 mg REGLAN for nausea every 6 hour as needed. Fetal arrhythmia was detected at 20 weeks of her pregnancy. She saw
maternal Fetal Medicine (MFM) doctor and her fetal cardiac ultrasound was normal. It was reported that she had threatened preterm labor and on 08-NOV-
2008, she was treated with magnesium sulfate intravenous (V) in the hospital for it. After she was off magnesium sulfate she was treated with PROCARDIA 20
mg every 6 hour for preterm labor. On 08-NOV-2008 she was noted to be positive ureaplasma of the vagina/cervix. Other laboratory tests included biophysical
profile, Amniotic fluid index (AFI), Non stress test (NST) was done weekly starting 27-DEC-2007 and then twice weekly till 28-JAN-2008. It was reported that
patient had a normal female baby on 12-MAR-2008, 41 weeks from her last menstrual period. The baby weighed 8lb 1oz and her Apgar score was 8/9. There
were no abnormalities reported. Additional information has been requested.

vitamins (unspecified)

ultrasound 08/16/07 - 7 weeks pregnancy, EDC 3/4/08; diagnostic laboratory - biophysical profile; diagnostic test - Amniotic fluid index (AFI); fetal nonstress
test 12/27/07 - Weekly starting 27-DEC-2007 then twice weekly till 28-JAN-2008;

Pregnancy NOS (LMP = 6/1/2007)
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312353-1
Age Gender Vaccine Date Onset Date Received Date Status Date State Mfr Report Id Last Edit Date
26.0 F 04-Apr-2008 04-Apr-2008 15-May-2008 22-May-2008 TX 22-May-2008
VAX Detail: Type Manufacturer Route Other Vaccine
HPV4 MERCK & CO. INC. Intramuscular

Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Injection site pain

Symptom Text: Pt. received 1st Gardasil injection IM left deltoid on 04/04/08-pt. calling today with continued pain since injection near site in the muscle, esp. with certain arm

movements and more so at nite time. No redness, no lumps

Other Meds: None

Lab Data: recommended evaluation by family physician
History: None
Prex lliness: None

Prex Vax llins:
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Vaers Id: 312355-1

Age Gender Vaccine Date Onset Date
16.0 F 05-May-2008 07-May-2008
VAX Detail: Type Manufacturer
TDAP SANOFI PASTEUR
HPV4 MERCK & CO. INC.
VARCEL MERCK & CO. INC.
Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Injection site erythema

Days Received Date Status Date State Mfr Report Id
2 15-May-2008 23-May-2008 PA
Lot Prev Doses Site Route
C2888AA 0 Right arm Intramuscular
1967U 1 Left arm Intramuscular
1777V 1 Right arm Subcutaneously

Symptom Text: Local erythema 5 x 6cm at injection site of VARIVAX.

Other Meds:
Lab Data:
History:

Prex lliness:
Prex Vax llins:

Last Edit Date
23-May-2008

Other Vaccine



FDA Freedom of Information Distribution
VAERS Line List Report
Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND

Report run on: 15 MAY 2009 10:16
Vax Type: HPV4

Page 161

Vaers Id: 312380-1

Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id
23.0 F 13-May-2008 14-May-2008 1 15-May-2008 23-May-2008 MI
VAX Detail: Type Manufacturer Lot Prev Doses Site Route
MNQ SANOFI PASTEUR U2604AA 0 Left arm Intramuscular
HPV4 MERCK & CO. INC. 0245U 2 Right arm Intramuscular

NO CONDITIONS, NOT SERIOUS

Injection site pain, Pain in extremity

Seriousness:
MedDRA PT

Last Edit Date
23-May-2008

Other Vaccine

Symptom Text: Complains of soreness with direct pressure or palpation to left arm. Pain shoots into left lateral neck only with palpation/pressure to injection site. Pain in arm

started during night of injections.
Other Meds: None

Lab Data:
History: None
Prex lliness: None

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312394-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
18.0 F 14-May-2008 14-May-2008 0 15-May-2008 23-May-2008 COo 23-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1487U 1 Left arm Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Aphthous stomatitis, Headache, Swollen tongue

Symptom Text: 4 hours after administration of HPV vaccine dose #2 patient had swelling of tongue to one and one half normal size. 2-3 cankor sores on tongue and
Headache rated 5-6 on a scale of 10. Client took antihistomine and swelling went down but 24 hours later tongue remains swollen. No shortness of breath,
difficulty breathing or eating, rash, or other complaints.

Other Meds: None

Lab Data:
History: none
Prex lliness: none

Prex Vax llins:
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Vax Type: HPV4

Vaers Id: 312396-1

Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
17.0 F 09-May-2008 09-May-2008 0 15-May-2008 26-May-2008 SD 27-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine

MMR MERCK & CO. INC. 0749V 2 Left arm Subcutaneously

MNQ SANOFI PASTEUR U2543AA 0 Left arm Intramuscular

HPV4 MERCK & CO. INC. 1740U 1 Right arm Intramuscular

Seriousness:

MedDRA PT

Symptom Text:

Other Meds:
Lab Data:
History:

Prex lliness:
Prex Vax llIns:

NO CONDITIONS, NOT SERIOUS

Activities of daily living impaired, Confusional state, Dizziness, Dysarthria, Fatigue, Feeling abnormal, Hypoaesthesia, Limb discomfort, Malaise, Nausea, Pain,
Tremor, Vision blurred

Patient presented to office at 0830 for vaccines. MMR, Menactra, and HPV administered by nurse at approximately 0845. Patient went to waiting room after
vaccinations for approximately 10-15 minutes. At about 0900, Patient presents back to nurse's office and reports that she felt "funny" after first vaccine, but did
not think much of it. Dizziness and shaking worsened while waiting in waiting room and difficult to focus while trying to read her book. Blood pressure at that
time noted to be 110/78 and pulse 84. Client states she ate breakfast, does not feel faint, just dizzy. Sprite provided for client and offered to let her lie down.
Client states she feels fine in chair. 0915: Client states dizziness and shaking remian the same. Client is conversing with nurse. Conversation appropriate and
alert and oriented X 3. 0930: patient's mother was present to sign for vaccines and ask questions, but left before vaccine was given. Mother of child called at
0930 to inform her of situation. Blood pressure 108/74. Mother of child came to the office to get child. 0945: Client states dizziness/shaking the same.
Conversing with nurse appropriately. 1005: Dr's office notified regarding patient's condition. Physician not in office at this time, but clerical staff planned to
relay message and return call to client for further recommendations or advice. Client discharged to home with mom and sister. States still has shaking feeling,
but no worse than it was at 0900. Patient has a history of hypothyroidism and is considered prediabetic. She is on Synthroid and Metformin. Was also
diagnosed with pancreatitis in 11-07 with unknown cause. Patient's approximate weight is 225 pounds. 1615: Telephone call to patient to follow up on
condition. Child not home, mother reports that she slept for about 4 hours after leaving office and now feeling a little better. Still a little dizzy and nauseated,
but did go to work at Firesteel. Dr. returned call to family and was not concerned at this time. Stated that client could take

Synthroid and Metformin

Prediabetic and hypothyroidism
none
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Vaers Id: 312399-1

Age Gender Vaccine Date Onset Date
11.0 F 01-May-2008 01-May-2008
VAX Detail: Type Manufacturer
HPV4 MERCK & CO. INC.
TDAP SANOFI PASTEUR
MNQ SANOFI PASTEUR

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Expired drug administered

Days Received Date Status Date State
0 15-May-2008 23-May-2008 CA
Lot Prev Doses Site
1487U 0 Right arm
C2826AA 0 Left arm
U2235AA 0 Left arm

Symptom Text: VACCINE EXPIRED 4/24/08, GIVEN TO PATIENT 5/1/08
Other Meds: CLINDAMYCIN 1% LOTION; ACYCLOVIR PRN

Lab Data:

History: NKDA; ACNE; HSV

Prex lliness: MILD ACNE; LABIAL HSV
Prex Vax llins:

Mfr Report Id

Route
Intramuscular
Intramuscular
Intramuscular

Last Edit Date
23-May-2008

Other Vaccine
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Vaers Id: 312409-1

Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id

12.0 F 07-May-2008 09-May-2008 2 15-May-2008 23-May-2008 MN

VAX Detail: Type Manufacturer Lot Prev Doses Site Route
VARCEL MERCK & CO. INC. 1518U 1 Right arm Subcutaneously
HPV4 MERCK & CO. INC. 1710U 1 Unknown Intramuscular

ER VISIT, NOT SERIOUS

Oedema peripheral, Skin warm, Swelling, Tenderness

Seriousness:
MedDRA PT

Symptom Text: Severe swelling and tenderness (R) upper at tender arm and swollen.

Other Meds:

Lab Data: None

History: ADHD; Asthma; Seasonal allergies
Prex lllness: None

Prex Vax llins:

Last Edit Date
23-May-2008

Other Vaccine
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312419-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
26.0 F 03-Jan-2007 14-Feb-2007 42 16-May-2008 19-May-2008 uTt WAES0805USAQ00797 20-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown

Seriousness: ER VISIT, NOT SERIOUS

MedDRA PT Drug exposure during pregnancy, Intra-uterine death, Premature labour

Symptom Text: Information has been received through the pregnancy registry, for Gardasil concerning a 26 year old female patient who on 03-JAN-2007 was vaccinated with
the second dose of Gardasil. Concomitant therapy included prenatal vitamins (unspecified). On approximately 14-FEB-2007, six weeks later she became
pregnant. She went into labor on 23-JUL-2007 and the baby passed away (reason unspecified). The patient sought medical attention at the hospital. On 02-
NOV-2006 the patient received the first dose of Gardasil and it was required that she will not be getting the third dose. The patient's outcome was unknown. No
product quality complaint was involved. Upon internal medical review baby passed away and premature labor were considered to be other important medical
events. Additional information has been requested.

Other Meds: vitamins (unspecified)
Lab Data: Unknown
History:

Prex lliness: Pregnancy NOS (LMP = Unknown)
Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312420-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
Unknown F Unknown Unknown 16-May-2008 19-May-2008 SC WAES0805USA01325 03-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown
Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Amnesia, Blindness transient, No reaction on previous exposure to drug, Syncope

Symptom Text: Information has been received from a physician concerning a female who on an unspecified date was vaccinated with her third dose of GARDASIL (lot# not
reported). Subsequently, "right after the vaccine was given", the patient "fainted, her vision went black and she had memory loss" for a few seconds after her
third shot of GARDASIL. The physician reported that the patient had no symptoms after the first and second dose of GARDASIL (dates of vaccination not
reported). Subsequently, on an unknown date the patient was considered to have recovered from fainting, vision going black and memory loss. Upon internal
review, "vision going black" was considered to be an other important medical event. Additional information has been requested.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312421-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
21.0 F 19-Mar-2007 19-Mar-2007 0 16-May-2008 19-May-2008 MN WAES0703USA03642 19-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular

Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Abortion spontaneous, Drug exposure during pregnancy

Symptom Text: Information has been received through the Merck pregnancy registry, for GARDASIL, from a physician concerning a 21 year old female with codeine allergy
who on 19-MAR-2007 was vaccinated intramuscularly in the deltoid with the first 0.5 mL dose of GARDASIL. There was no concomitant medication. Later that
same day a urine pregnancy test was positive and the patient found out she was pregnant. (LMP: 14-FEB-2007; EDD: 21-NOV-2007). Unspecified medical
attention was sought. On 09-May-2009, telephone follow up information was received from a nurse who reported that the patient miscarried at eleven weeks
and three days. Upon internal review, miscarriage was considered to be an other important medical event. No further information is available.

Other Meds: None

Lab Data: urine beta-human 03/19/07 posit

History:

Prex lliness: Pregnancy NOS (LMP = 2/14/2007); Specific allergy (drug)
Prex Vax llIns:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312422-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
20.0 F 27-Aug-2007 08-May-2008 255 16-May-2008 19-May-2008 TN WAES0709USA00819 19-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0012V 1 Unknown Intramuscular

Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Breech presentation, Caesarean section, Drug exposure during pregnancy

Symptom Text: Information has been received from a licensed practical nurse concerning a 20 year old female with depression, anxiety disorder and migraine and no drug
reactions/allergies who on 22-JUN-2007 was vaccinated with a first dose of GARDASIL (lot# 653735/0688F) 0.5mL IM. Concomitant therapy included LYRICA,
PROCAC, DEPAKOTE, BUSPAR, trazodone HCI and nabumetone. On 27-AUG-2007 the patient was vaccinated with a second dose of GARDASIL (lot#
655503/0012U) 0.5mL IM and is "2 months pregnant". Medical attention was sought. A urine beta-human chorionic gonadotropin test was positive for
pregnancy. The date of the last menstrual period was approximately 06-JUL-2007 and the estimated date of delivery is approximately 11-APR-2007. No other
information was available at this time. Follow-up information was received from the L.P.N. The L.P.N. reported that the patient delivered a baby girl "just
yesterday, last night" (08-MAY-2008). A C-section was performed since the baby was breech. The baby was 7 pounds 4 ounces and 19 inches long. The baby
was healthy with no congenital anomalies. The patient's due date was 06-MAY-2008 so the baby was born at 40 weeks and two days gestation. Upon internal
review breech presentation was considered to be an other medical event. Additional information is not expected.

Other Meds: BUSPAR; DEPAKOTE; PROZAC; nabumetone; LYRICA; trazodone hydrochloride
Lab Data: urine beta-human - positive

History:

Prex lliness: Pregnancy NOS (LMP = 7/6/2007); Depression; Anxiety disorder; Migraine

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312423-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
20.0 F Unknown Unknown 16-May-2008 19-May-2008 IL WAES0805USA01057 22-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL Unknown Unknown

Seriousness: HOSPITALIZED, SERIOUS

MedDRA PT Encephalitis, Headache, Pyrexia, Vision blurred

Symptom Text: Information has been received from a physician concerning a 20 year old female with no allergies, who, on an unspecified date, was vaccinated with a dose of
Gardasil. There was no concomitant medication. There were no illnesses at the time of vaccination. It was noted that the reporting physician recommended
the HPV vaccination to the patient but she was vaccinated at her college campus. Three to four days post vaccination the patient experienced a high fever,
headache, and blurred vision. The patient went to the emergency room but was not admitted. The patient then returned to the emergency room a second time
and was admitted to the hospital for two days. The patient was diagnosed with encephalitis. At the time of the report, the outcome of the patient was unknown.

Additional information has been requested.
Other Meds: None

Lab Data: Unknown
History: None
Prex lliness:

Prex Vax llins:



FDA Freedom of Information Distribution

VAERS Line List Report

Report run on: 15 MAY 2009 10:16 Page 171
Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312424-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
23.0 F Unknown Unknown 16-May-2008 19-May-2008 - WAESO0805USA01971 19-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Cerebrovascular accident, Thrombosis

Symptom Text: Information has been received from a physician concerning an approximately 23 year old female patient who was vaccinated with Gardasil. The physician
stated that a patient of hers came into the office telling her that her neighbor's daughter received Gardasil and suffered from a stroke or a clot. No further
Information was provided. The physician that the representative calls on, did not have any details about the patient. Upon internal review, stroke was
considered to be an other important medical event. Additional information is not expected.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312425-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
20.0 F 30-Apr-2008 30-Apr-2008 0 16-May-2008 19-May-2008 FL WAES0805USA02326 19-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0152X Left arm Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Convulsion

Symptom Text: Information has been received from a physician concerning a 20 year old female with a "fear of needles" who on 30-APR-2008 was vaccinated with Gardasil
(lot# 0152X) 0.5mL IM in the left deltoid. On 30-APR-2008 the patient experienced a seizure "about 45 seconds" after administration of Gardasil. The seizure
lasted less than one minute. The patient rested on the exam table until stable but, when the patient stood up she experienced another seizure. Unspecified
medical attention was sought. The physician stated that the patient recovered quickly and after resting in the office again she was able to leave the office fully
recovered on the same day. No medical treatment was required. No further information was available. Upon internal review convulsion was considered to be
an Other Medical Event. Additional information has been requested.

Other Meds: Unknown

Lab Data: None
History:
Prex lliness: Fear of needles

Prex Vax llins:



FDA Freedom of Information Distribution
VAERS Line List Report
Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND

Report run on: 15 MAY 2009 10:16

Page 173

Vaers Id: 312444-1

Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id

13.0 F 07-May-2008 09-May-2008 2 16-May-2008 26-May-2008 WA

VAX Detail: Type Manufacturer Lot Prev Doses Site Route
MNQ SANOFI PASTEUR U2560AA 0 Left arm Intramuscular
VARCEL MERCK & CO. INC. 0086X 1 Left arm Subcutaneously
HPV4 MERCK & CO. INC. 0928U 0 Right arm Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Erythema, Oedema peripheral, Swelling, Throat tightness, Urticaria

Last Edit Date
27-May-2008

Other Vaccine

Symptom Text: Pt. started having redness of the left deltoid this morning. She had swelling of the legs deltoid for several hours. She complained of tightness in her throat and

hives on her face and neck. She has 5x6 cm tenderness on her left deltoid.

Other Meds:

Lab Data:

History: Asthma
Prex lllness: None

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312448-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
16.0 F 07-May-2008 08-May-2008 1 16-May-2008 23-May-2008 CA 26-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0063X Left arm Intramuscular
VARCEL MERCK & CO. INC. 1807U Left arm Subcutaneously
Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Injection site erythema, Injection site induration, Injection site warmth

Symptom Text: May 9, 2008, pt came to clinic with complaint of increased redness and warmth on left arm (injection site of Varicella vaccine received 5/7/2008). MD notes
described left arm with 4x4cm redness with central induration on left area inferior to injection site of varicella.

Other Meds: None

Lab Data: No labs ordered.
History:
Prex lliness: No

Prex Vax llins:
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Vaers Id: 312449-1

Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id
15.0 F 08-May-2008 08-May-2008 0 16-May-2008 23-May-2008 TN
VAX Detail: Type Manufacturer Lot Prev Doses Site Route
TDAP UNKNOWN MANUFACTURER NULL Unknown Unknown
VARCEL UNKNOWN MANUFACTURER NULL Unknown Unknown
HPV4 MERCK & CO. INC. NULL Unknown Unknown
MNQ SANOFI PASTEUR NULL Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Dizziness, Gaze palsy, Muscle twitching

Last Edit Date
23-May-2008

Other Vaccine

Symptom Text: Patient received 1st GARDASIL, felt faint, eyes rolled back in her head & twitched. Nurse helped her lay on exam table. After 1-2 minutes she was alert asking
what had happened. Remained laying & conscious for 20 minutes - attempted to have her sit up & continued to feel dizzy - laid her back down x another 20-30
min. Felt better, but not well enough to walk to the car with mom. Friday - stayed home because she was still dizzy when she got up. Sat/Sun - felt better.
Mon - went to school & came into office because felt dizzy again - in office BP + blood sugar were stable at 120/70 + BS of 88. Exam essentially normal.

Other Meds: None

Lab Data: BP & blood sugar
History: None
Prex lliness: None

Prex Vax llins:
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Vaers Id: 312457-1

Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id
9.0 F 07-May-2008 08-May-2008 1 16-May-2008 23-May-2008 DE
VAX Detail: Type Manufacturer Lot Prev Doses Site Route
VARCEL MERCK & CO. INC. 1800U 2 Left arm Unknown
HEPA GLAXOSMITHKLINE AHAVB264BA 1 Left arm Unknown
BIOLOGICALS
HPVA4 MERCK & CO. INC. 0523U 1 Right arm Unknown

ER VISIT, NOT SERIOUS

Erythema, Induration, Oedema peripheral, Skin warm

Seriousness:
MedDRA PT

Symptom Text: L arm was swollen, red, hard, warm.

Other Meds:

Lab Data:

History: None
Prex lllness: None

Prex Vax llins:

Last Edit Date
23-May-2008

Other Vaccine
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Vaers Id: 312477-1

Age Gender Vaccine Date Onset Date
14.0 F Unknown Unknown
VAX Detail: Type Manufacturer
TDAP GLAXOSMITHKLINE
BIOLOGICALS
HPV4 MERCK & CO. INC.
MNQ SANOFI PASTEUR

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Drug exposure during pregnancy

Days Received Date Status Date State
16-May-2008 26-May-2008 Cco
Lot Prev Doses Site
AC52B019AA Left arm
0388U 1 Right arm
U2604AA 1 Left arm

Mfr Report Id

Route
Intramuscular

Intramuscular
Intramuscular

Symptom Text: Patient received vaccines and later in visit admitted she was sexually acive and had a positive pregnancy test. No treatment given

Other Meds:

Lab Data:

History: none
Prex lllness: none

Prex Vax llins:

Last Edit Date
27-May-2008

Other Vaccine
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND

Vaers Id: 312479-1 (S) Related reports: 312479-2

Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date

19.0 F 04-Apr-2008 01-May-2008 27 16-May-2008 20-May-2008 X 07-Jul-2008

VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0525U 2 Unknown Unknown

Seriousness: ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, LIFE THREATENING, PERMANENT DISABILITY, SERIOUS

MedDRA PT Abdominal discomfort, Acute myeloid leukaemia, Back pain, Bilirubinuria, Colitis, Haematochezia, Hypotension, Malaise, Nausea, Pharyngolaryngeal pain,
- Pyrexia, Thrombosis in device, Vomiting, Weight decreased

Symptom Text: weight loss, nausea & vomiting, malaise. 5/20/08 Office records received including vax record. Seen for sick visit 5/01/08 with c/o nausea, vomiting, and
stomach feeling whoozy x 1 month. Impression Nausea & Vomiting. Tx with metoclopramide. Seen again 5/5/08 with c/o sore throat, nausea, back pain.
Impression: N&V, Bilirubinuria, pancytopenia. Referral made to Oncologist. 07/01/2008 MR received for DOS 05/7-31/2008 with D/C DX: Acute Myeloid
Leukemia. Pt presented with pancytopenia for eval to r/o acute leukemia. Bone marrow bx confirmed AML. Started on chemo which initially was well tolerated
but later developed severe abdominal c/o with hematochezia. DX with pancolitis, likely infectious. Pt had intermittent high fevers and hypotension. Pt
developed a clot in her PICC line and it was removed. Blood counts somewhat recovered and pt d/c 5/31/08.

Other Meds: none

Lab Data: pancytopenia, increased liver enzymes; bone marrow biopsy on 5-5-08 showed acute myelogenous leukemia;Gardasil series: 9-26-07, 11-21-07 & 4-4-08
(#13does not allow Gardasil to be entered). Labs and Diagnostics: Urine dipstick orange with

History: none. PMH: none

Prex lllness: none

Prex Vax llins: none~ ()~~0~In Patientjnone~ ()~~0~In Sibling
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312479-2 (S) Related reports: 312479-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
19.0 F 31-Mar-2008 05-May-2008 35 27-May-2008 28-May-2008 - WAES0805USA03671 28-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown

Seriousness: ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, SERIOUS
MedDRA PT Acute myeloid leukaemia

Symptom Text: Information has been received from a consumer's mother concerning her 19 year old daughter with no pertinent medical history or drug reactions/allergies who
at the end of March 2008, was vaccinated with a third dose of GARDASIL 0.5 mL injection. There was no concomitant medication. On 05-MAY-2008 the
patient was diagnosed with acute myelogenous leukemia and was hospitalized on 07-MAY-2008, and remained in the hospital at the time of the report. On an
unspecified date the patient had a diagnostic laboratory test and a bone marrow biopsy performed. Results of the tests were unknown. The patient's acute
myelogenous leukemia persisted. Additional information has been requested.

Other Meds: None

Lab Data: diagnostic laboratory; bone marrow biopsy
History: None
Prex lliness:

Prex Vax llins:
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Vaers Id: 312482-1

Age Gender Vaccine Date Onset Date
11.0 F 13-May-2008 15-May-2008
VAX Detail: Type Manufacturer
HPV4 MERCK & CO. INC.
MNQ SANOFI PASTEUR
TDAP SANOFI PASTEUR

Seriousness: ER VISIT, NOT SERIOUS

MedDRA PT Injection site erythema, Injection site pain

Symptom Text: redness, soreness at injestion site Left arm
Other Meds:

Lab Data:

History:

Prex lliness: none

Prex Vax llins:

Days Received Date Status Date
2 16-May-2008 26-May-2008
Lot Prev Doses Site
0063X 0 Left arm
U2614AA 0 Left arm
C2936BA 0 Left arm

State
NV

Mfr Report Id

Route

Intramuscular
Intramuscular
Intramuscular

Last Edit Date
27-May-2008

Other Vaccine
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312483-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
15.0 F 22-Mar-2008 22-Mar-2008 0 16-May-2008 26-May-2008 OH 27-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1758U 2 Left arm Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Convulsion, Feeling abnormal, Malaise, Postictal state, Syncope

Symptom Text: Felt bad after shot, fainted and then had 2-3 minute generalized seizure, then postictal for 45 minutes to 1 hour, then ok except felt washed out
Other Meds:

Lab Data: Follow up MRI and EEG normal
History: asthma, dizziness
Prex lliness: had been experiencing intermittent dizziness and lightheadedness since 12/2007. Had been evaluated several times for this.

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312484-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
11.0 F 13-May-2008 13-May-2008 0 16-May-2008 26-May-2008 CA 28-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1758U 0 Right arm Intramuscular
TDAP GLAXOSMITHKLINE AC52B020AA 0 Left arm Intramuscular
BIOLOGICALS
MNQ SANOFI PASTEUR U2569AA 0 Right arm Intramuscular
VARCEL MERCK & CO. INC. 1252U 1 Left arm Subcutaneously

Seriousness: ER VISIT, NOT SERIOUS

MedDRA PT Headache, Hypoaesthesia, Myalgia, Nausea, Ovarian cyst, Paraesthesia, Vaccination complication

Symptom Text: AFTER ~1 HOUR AFTER CHILD WAS IMMUNIZED, MOM CALLED STATING THAT CHILD WAS C/O A SEVERE HA, NAUSEA, AND NUMBNESS AND
TINGLING IN HER LOWER EXTREMITIES. | ADVISED HER TO SEEK IMMEDIATE MEDICAL ATTENTION.

Other Meds: NONE NOTED ON SCREENING QUESTIONNAIRE

Lab Data: ER PHYSICIAN DIAGNOSED AS "MUSCLE ACHES, PROBABLY RELATED TO IMMUNIZATIONS GIVEN TODAY." ULTRASOUND DONE IN ER SHOWED
S/S OF AN OVARIAN CYST,UNLIKELY RELATED TO VACCINES GIVEN.
History: NONE NOTED ON SCREENING QUESTIONNAIRE

Prex lliness: NO, NOT NOTED ON SCREENING QUESTIONNAIRE
Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312485-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
18.0 F 14-May-2008 14-May-2008 0 16-May-2008 26-May-2008 CA 27-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1758U 2 Left arm Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Erythema, Oedema peripheral, Pruritus

Symptom Text: Pt. states that her arm became quite swollen, red and itchy after receiving HPV dose #3.She noted the symptoms on 5/14/08 and are persisting until today
(5/16/08). Pt has applied ice packs to swelling over bicep area. Advised to cont. w/ ice packs, Benadryl and pain reliever. To return to clinic if S/Sx persist.

Other Meds: unknown
Lab Data:

History:

Prex lllness: None known.

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312525-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
20.0 F 06-May-2008 06-May-2008 0 19-May-2008 20-May-2008 OH WAESO0805USA01675 20-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL Unknown Unknown
MNQ SANOFI PASTEUR NULL Unknown Unknown

Seriousness: ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, SERIOUS
MedDRA PT Dyspnoea

Symptom Text: Information has been received from a physician concerning a 20 year old female patient who on 06-MAY-2008 "two days ago" was vaccinated a dose of
Gardasil (lot # not available). Concomitant therapy included MENACTRA. The physician in the hospital reported that one half hour after the patient received a
dose of Gardasil, she started to have trouble breathing and was admitted to the hospital. At the time of this report the patient was in the hospital and had been
there for "two day so far." No further information was available. The patient had not recovered. Additional information has been requested.

Other Meds:
Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312526-1 Related reports: 312526-2
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
26.0 F 29-May-2007 13-Jul-2007 45 19-May-2008 20-May-2008 PA WAESO0708USA01062 20-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0388U 0 Left arm Intramuscular
Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Abortion spontaneous, Drug exposure during pregnancy, Menstruation delayed

Symptom Text: Information has been received from a Nurse for the pregnancy registry, concerning a 26 year old female with asthma and an allergy to Vicodin who on 29-MAY-
2007 was vaccinated IM in the left deltoid with a first dose of Gardasil. Concomitant therapy included ALLEGRA, albuterol and vitamins (unspecified). On 13-
JUL-2007 the patient was seen in the doctor's office for suppressed menses and later determined to be pregnant. Follow-up information was received from the
physician's office. Concomitant therapy also included "DUET DHA" (therapy unspecified) and ZYRTEC. On 29-AUG-2007 the patient had a spontaneous
abortion 12 3/7 weeks from LMP. The products of conception were examined and were normal. Upon internal review spontaneous abortion was considered to
be an other medical event. Additional information is not expected.

Other Meds: (therapy unspecified); albuterol; ZYRTEC, mg; ALLEGRA, vitamins (unspecified)

Lab Data: Unknown
History:

Prex lliness: Pregnancy NOS (LMP = 6/4/2007); Asthma; Drug hypersensitivity

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312526-2 Related reports: 312526-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
26.0 F 29-May-2007 15-Feb-2008 262 20-Jan-2009 13-Feb-2009 PA WAES0805USA03565 17-Feb-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0388U 0 Unknown Intramuscular

Seriousness:
MedDRA PT

Symptom Text:

Other Meds:
Lab Data:
History:

Prex lllness:
Prex Vax llins:

ER VISIT, NOT SERIOUS
Ankle fracture, Drug exposure during pregnancy

Information has been received for the Pregnancy Registry from a nurse concerning a 27 year old female with asthma and allergy to VICODIN with a history of 1
pregnancy a history of a spontaneous abortion who on 29-MAY-2007 was vaccinated IM in the left deltoid with a first dose of with GARDASIL 657622/0388U.
Concomitant therapy included ALLEGRA, ALBUTEROL, vitamins (unspecified), ZYRTEC and "DUET DHA" [therapy unspecified]. On an unspecified date the
patient was vaccinated with a second dose of GARDASIL. On 14-APR-2008 contained the following adverse experience: Broken ankle (31-OCT-2008).
Patient Concomitant medication included BRETHINE INJECTION. Maternal Serum Alpha Fetoprotein test was performed on 23-JUN-2008, the results were
within normal limits. The licensed practical nurse reported that on 24-NOV-2008 the patient delivered a normal, healthy male baby, APGAR score 8/9. This
report contained the following adverse event: Broken ankle (31-OCT-2008). Patient Concomitant medication included BRETHINE INJECTION. Maternal
Serum Alpha Fetoprotein test was performed on 23-JUN-2008, the results were within normal limits. The licensed practical nurse reported that on 24-NOV-
2008 the patient delivered a normal, healthy male baby, APGAR score 8/9. This report contained the following adverse event: broken ankle (31-OCT-2008)
and the patient was treated with HERAPIN from 31-OCT-2008 until 24-NOV-2008. This report is related to 0708USA01062. Additional information is not
expected.

ALBUTEROL; ZYRTEC mg; ALLEGRA; BRETHINE INJECTION 5mg; Vitamins (unspecified)
Ultrasound, 04/14/08, WNL; Serum alpha-fetoprotein, 06/23/08, WNL

Abortion spontaneous

Pregnancy NOS (LMP = 2/15/2008); Asthma; Drug hypersensitivity
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312527-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
18.0 F 22-Jan-2008 Unknown 19-May-2008 20-May-2008 - WAES0801USA05893 20-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Abortion spontaneous, Drug exposure during pregnancy

Symptom Text: Information has been received from an 18 year old female with no pertinent medical history and no known drug reactions/allergies who on 22-JAN-2008 was
vaccinated with a first dose 0.5 mL of GARDASIL. There was no concomitant medication. The patient reported that on 28-JAN-2008 she went to her
gynecologist, "had a pap smear done and found out she was pregnant". Her gestation was two weeks and five days. Her last menstrual period was on 10-
DEC-2007 and estimated delivery date was 15-SEP-2008. No other information was provided. Follow up information was obtained via telephone call with the
patient on 12-MAY-2008 to obtain the patient's obstetrician (OB)/gynecologist (GYN). The patient reported that she was not pregnant any more. When she
was asked if she miscarried or decided to terminate, she reported that she "lost it" (date not reported). Upon internal review "lost it" (miscarriage) was
determined to be an other important medical event. No additional information is expected.

Other Meds: None

Lab Data: beta-human chorionic 01/28/08 - pt pregnant
History:

Prex lliness: Pregnancy NOS (LMP = 12/10/2007)

Prex Vax llIns:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312528-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
21.0 F Unknown Unknown 19-May-2008 20-May-2008 FR WAESO0803USA04028 20-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular

Seriousness: HOSPITALIZED, SERIOUS

MedDRA PT Contraception, Eye haemorrhage, Thrombosis

Symptom Text: Information has been received from a physician concerning a 21 year old female with no reported medical history who on an unspecified date was vaccinated
with her first dose of Gardasil intramuscularly into the upper arm (lot number not reported). Concomitant therapy included hormonal contraceptives
(unspecified) for systemic use. About two to three weeks post vaccination (date not reported) the patient experienced thrombosis in eyeground. Follow up
information indicated that the patient was hospitalized from 25-FEB-2008 to 29-FEB-2008. The diagnosis of an unclear hemorrhage in the border area of the
papilla of the optic nerve (left eye) was established. A cranial and orbital MRI was without pathologies. The patient was treated with poly (0-2-hydroxyethyl)
amylum (HAES, DIAMOX) and cortisone. Hormonal contraceptive use was stopped after diagnosis. The patient recovered in an unspecified time. Additional
information is not expected. Other business partner numbers included E2008-02207.

Other Meds: hormonal contraceptives (unspecified), Unk - Unk

Lab Data: magnetic resonance imaging, 25?Feb08, no pathologies, cranial and orbital
History: None

Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312529-1 (S) Related reports: 312529-2; 312529-3
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
11.0 F 01-May-2008 03-May-2008 2 19-May-2008 20-May-2008 NJ WAES0805USA01353 10-Oct-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
Seriousness: ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, SERIOUS
MedDRA PT Bruxism, Convulsion, Disorientation, Encephalitis, Encephalopathy, Faecal incontinence, Gaze palsy, Headache, Hyperreflexia, Hyporeflexia, Malaise, Mental

status changes, Muscle rigidity, Pain in extremity, Pleocytosis, Tremor, Unresponsive to stimuli

Symptom Text: Information has been received from a physician concerning a 11 year old female patient with hypothyroidism who on 01-MAY-2008 was vaccinated with a first
dose of Gardasil. Concomitant therapy included SYNTHROID. On 03-MAY-2008 the patient experienced encephalopathy after receiving the first injection, was
seen at the emergency room (ER). Subsequently she was hospitalized. Laboratory diagnostic test spinal tap was done. No further information was provided.
The patient had not recovered. Additional information has been requested. 06/16/2008 MR received from CDC for DOS 5/6-27/2008 with D/C DX:
Meningoencephalitis. Hypothyroidism. Hypocalcemia. Pt presented to local ER with c/o pain in the arms and legs, headache and then episodes of shaking of
the arms and legs, stool incontinence and unresponsiveness and progressive changes in mental status. In local ER had withessed episode of eye rolling and
shaking of the arms and legs. Transfered to current facility for further w/u. CSF showed WBC pleocytosis. PE (+) for brisk DTRs on the L and difficult to elicit
on the R. 10/6/2008 Additional records received from initial ER 5/3/08. Pt presented with disorientation and not feeling well since 5/2/08. Had Gardasil 5/1/08.
In ER had several episodes of tremors, clenched teeth, rigid, downward going toes and clenched hands drawn to the chest. Transfered to above facility to r/o

meningitis.

Other Meds: SYNTHROID

Lab Data: spinal tap 05/03/08 - Partially abnormal. Labs and Diagnostics: CSF cell count 322 with 232 RBCs. CSF Glucose 79. CSF protien 113.7. Repeat 5/13/08 with
CSF cell count down to 13, glucose 62, protein 22.4. CSF cx (-). Brain MRI ¢/w meni

History: PMH: Hypocalcemia. Hypothyroidism

Prex lliness: Hypothyroidism

Prex Vax llins:



FDA Freedom of Information Distribution
VAERS Line List Report
Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND

Report run on: 15 MAY 2009 10:16

Page 190

Vaers Id: 312529-2 (S) Related reports: 312529-1; 312529-3

Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id
11.0 F 01-May-2008 03-May-2008 2 25-Jun-2008 26-Jun-2008 NJ
VAX Detail: Type Manufacturer Lot Prev Doses Site Route

HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown

Seriousness: HOSPITALIZED, PERMANENT DISABILITY, SERIOUS
MedDRA PT Abasia, Activities of daily living impaired, Aphasia, Convulsion, Encephalopathy, Pyrexia

Last Edit Date
26-Jun-2008

Other Vaccine

Symptom Text: 11 year old girl with no prior problems was given GARDASIL on May 1, 2008. The following day she began having fevers. The next day she had seizures. She
has been in the hospital since May 3, 2008. She can not walk or talk and must be spoon fed. The mother has been told there is encephalopathy, but no cause
has been determined. No physicians have advised the parents of the medical cause. The mother has questioned the drug "GARDASIL" because the girl was

fine until having been given the drug. The treating physicians have not determined the nature and extent of any permanency at this time.

Other Meds:

Lab Data: The patient has been in the hospital since May 3, 2008. The mother says CT and MRI scans and spinal taps have been given as well as brain function tests.
History: No pre-existing conditions.

Prex lliness:

Prex Vax llins:
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Vaers Id: 312529-3 (S) Related reports: 312529-1; 312529-2

Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id
11.0 F 01-May-2008 04-May-2008 3 14-Aug-2008 19-Aug-2008 NJ
VAX Detail: Type Manufacturer Lot Prev Doses Site Route

HPV4 MERCK & CO. INC. 1487 0 Left arm Unknown

Seriousness: ER VISIT, EXTENDED HOSPITAL STAY, HOSPITALIZED, LIFE THREATENING, PERMANENT DISABILITY, SERIOUS
MedDRA PT Encephalitis

Symptom Text: HPV administered on 5/1/08; patient stated above presented to hospital on 5/4/08. Dx - Aseptic meningoencephalitis.
Other Meds: SYNTHROID

Lab Data: CSF - increased WBC; Bacterial and Viral cultures negative.
History: Allergic rhinitis; known hypothyroidism; No allergies
Prex lliness: Allergic rhinitis; Known hypothyroidism

Prex Vax llins:

Last Edit Date
06-0ct-2008

Other Vaccine
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312530-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
17.0 F 28-Mar-2008 09-May-2008 42 19-May-2008 20-May-2008 FR WAES0805USA02846 20-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1539F 2 Unknown Intramuscular

Seriousness: HOSPITALIZED, SERIOUS

MedDRA PT Brain stem syndrome, Dizziness, Headache, Infection, Somnolence

Symptom Text: Information has been received from a physician concerning a 17 year old female patient who on 28-MAR-2008 was vaccinated intramuscularly into the deltoid
with the third dose of GARDASIL. Six weeks post vaccination, on approximately 09-MAY-2008, the patient experienced brain stem infection with headache,
somnolence, and dizziness. She was admitted to the hospital on an unspecified date. At the time of this report, the patient's outcome was unknown. It was
reported that the first (14-SEP-2007, Lot # 1539F, batch # NF42170) and second (30-OCT-2007, Lot # 0354U, batch NF58150) vaccinations with GARDASIL
were well tolerated. Other business partner numbers include: E200804162. Further information is expected.

Other Meds: Unknown

Lab Data: Unknown
History: Immunisation
Prex lliness:

Prex Vax llins:



FDA Freedom of Information Distribution

VAERS Line List Report

Report run on: 15 MAY 2009 10:16 Page 193
Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312531-1 Related reports: 312531-2
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
13.0 F 27-Nov-2007 Unknown 19-May-2008 20-May-2008 FR WAES0805USA02848 20-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0253U 1 Unknown Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Myoclonic epilepsy

Symptom Text: Information has been received from a physician concerning a 13 year old female patient who on 27-NOV-2007 was vaccinated intramuscularly into the upper
arm with the second dose of GARDASIL (Lot # 0253U, batch # NF58540). On 01-JAN-2008 the patient experienced a first episode of juvenile myoclonic
epilepsy. The reporter pointed out that the exact onset date cannot be determined as the symptoms only occur for "solit seconds," and the patient might not
have perceived them before. Since mid April 2008, the patient was treated with antiepileptics levetiracetam (KEPPRA). At the time of this report, the patient's
outcome was unknown. It was reported that on 25-SEP-2007 she was vaccinated intramuscularly into the upper arm with the first dose of GARDASIL (Lot #
0253U, batch # NF58540), and it was well tolerated. Juvenile myoclonic epilepsy was considered to be an other important medical event. Other business
partner numbers include: E200804196. No further information is available.

Other Meds: Unknown

Lab Data: Unknown
History: Immunisation
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312531-2 Related reports: 312531-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
13.0 F 25-Sep-2007 01-Jan-2008 98 20-May-2008 21-May-2008 FR WAES0805USA03053 30-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0253U 0 Unknown Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Myoclonic epilepsy

Symptom Text: Information has been received from a general practitioner concerning a 13 year old female who on 25-SEP-2007 was vaccinated with the first dose of
GARDASIL (Lot #0253U, Batch #NF58540), IM into the upper arm which was well tolerated. On 27-NOV-2007, the patient was vaccinated with the second
dose of GARDASIL (Lot #0253U, Batch #NF58540), IM into the arm. Concomitant medication was not reported. On 01-JAN-2008, the patient experienced a
first episode of juvenile myoclonic epilepsy. The reporter pointed out that the exact onset cannot be determined as symptoms only occur for "split seconds" and
the patient might not have perceived them before. Since mid April 2008 the patient was treated with antiepileptics KEPPRA. The outcome and causality of the
event was not reported. Other business partner numbers include E2008-04196. Additional information is not expected.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312555-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
20.0 F 08-May-2008 08-May-2008 0 19-May-2008 27-May-2008 IN 27-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1740U 2 Left arm Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Hypoaesthesia oral, Lip swelling

Symptom Text: C/O upper lip feeling numb & swollen x 4 days (since vaccine). Denies any other factors, possible allergy triggers or other symptoms. Recommended
antihistamine - ZYRTEC as directed & call if not resolved. Clinically - no rash, swelling no alteration of facial movements or symmetry. No sensation loss.

Other Meds: NUVA RING

Lab Data: None
History: none
Prex lliness: none

Prex Vax llins:
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Vaers Id: 312560-1

Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id
15.0 F 14-May-2008 15-May-2008 1 19-May-2008 27-May-2008 NY
VAX Detail: Type Manufacturer Lot Prev Doses Site Route
HPV4 MERCK & CO. INC. 1978U 1 Left arm Intramuscular
VARCEL MERCK & CO. INC. 0092X 1 Right arm Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Oedema peripheral

Last Edit Date
27-May-2008

Other Vaccine

Symptom Text: Swelling size of golf ball to RA - getting larger -> advised ice and MOTRIN. Pt seen by doc on 5/16 good ROM, no fever, recheck if worsens.

Other Meds:

Lab Data: None

History: growth hormone deficiency
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312600-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
19.0 F 19-May-2008 19-May-2008 0 19-May-2008 26-May-2008 MO 27-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1758U 1 Right arm Intramuscular

Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Dyspnoea, Nausea, Tremor, Vertigo

Symptom Text: Vaccine Admin. at 10:30 AM. Pt called the office at 1:00PM with complaints of nausea, shakiness, vertigo and SOB. Pt told to go to ER & call PMD. Pt went to
Medical Center and was treated with Prednisone, Benadryl and Xanax(all of this per pt). At approx. 2pm pt called back and talked to RN..pt feeling much better

after ER visit and treatment given.

Other Meds:

Lab Data:

History: None Noted
Prex lliness: None Noted

Prex Vax llins:
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Vaers Id: 312601-1

Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id

24.0 F 12-May-2008 12-May-2008 0 19-May-2008 26-May-2008 MN

VAX Detail: Type Manufacturer Lot Prev Doses Site Route
HPV4 MERCK & CO. INC. C2775AA 0 Left arm Intramuscular

Seriousness: ER VISIT, NOT SERIOUS

MedDRA PT Dizziness, Lip swelling, Throat tightness

Symptom Text: lightheaded, puffy lips, throat tightness

Other Meds: none

Lab Data: pt did not come to us for care after reaction, she telephoned us the next day and reported that she had gone to urgent care

History: Penicillin

Prex lliness: none

Prex Vax llins:

Last Edit Date
27-May-2008

Other Vaccine
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312645-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
20.0 F 12-Mar-2008 02-Apr-2008 21 20-May-2008 21-May-2008 FR WAESO0805USA02847 21-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1068U 1 Unknown Intramuscular

Seriousness: HOSPITALIZED, SERIOUS
MedDRA PT Diplopia, Headache, Nausea, Spinal cord oedema, Vomiting

Symptom Text: Information has been received from a physician concerning a 20 year old female with concomitant medications and pertinent medical history unspecified, who
on 14-JAN-2008 was vaccinated with the first dose of GARDASIL IM, (dose not reported), (Lot# 0277U, Batch#NG00020), this was tolerated well. On 12-MAR-
2008 the patient was vaccinated with the second dose of GARDASIL IM to the Deltoid, (dose not reported) (Lot#10684, Batch#42070). After the vaccination,
(approximately 02-APR-2008, 3 weeks post vaccination) the patient complained about headaches, nausea, vomiting and double vision. On 29-APR-2008 she
was admitted to the hospital, cranial MRI on an unspecified date showed spinal cord oedema. The patient was treated with cortisone, IV, and GLYCEROL over
a period of 4 -5 days. Symptoms of headache, double vision, vomiting and nausea were resolved on approximately 03-MAY-2008. Other business partner
numbers include E2008-04237. No further information is available.

Other Meds: Unknown

Lab Data: magnetic resonance imaging Comment: spinal cord oedema
History: Unknown
Prex lllness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312646-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
16.0 F 06-Mar-2008 06-Mar-2008 0 20-May-2008 21-May-2008 FR WAES0805USA02845 21-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular

Seriousness: HOSPITALIZED, SERIOUS

MedDRA PT Hypoaesthesia, Injection site anaesthesia, Injection site pain, Muscular weakness

Symptom Text: Information has been received from a neurologist concerning a 16 year old female with a history of gastroenteritis (2 weeks prior to 06-MAR-2008), and no
reported concomitant medications, who on 06-MAR-2008 was vaccinated with the third dose of GARDASIL IM into the deltoid muscle, (Lot # not reported). On
unspecified dates the patient had previously received the first and second doses of GARDASIL injection, (Lot #'s not reported), it was noted that these were
well tolerated. On 06-MAR-2008 about 10 minutes post vaccination with GARDASIL, the patient complained about injection site pain and experienced
numbness, starting from "below injection site" and spreading down to the hand. In the course she additionally developed weakness of the hand. Injection site
pain resolved after 1 day (07-MAR-2008), other symptoms were ongoing. On 22-APR-2008 she was admitted to the hospital for diagnostics. The physician
reported that ENG, EMG, SEP, CSF, and cranial MRI showed normal results, (test dates not specified). The symptoms could not be allocated to a concrete
nerve. Tentative diagnosis was "plexopathy." Under physiotherapy symptoms improved remarkably. At discharge (date unspecified) only discreet complaints
were seen. Other business partner numbers include E2008-03768. Additional information is not available.

Other Meds: Unknown

Lab Data: Electronystagmography, 22?Apr08, normal; Electromyography, 22?Apr08, normal; Somatosensory evoked potential, 22?Apr08, normal; Diagnostic laboratory
test, 22?Apr08, csf normal; Magnetic resonance imaging, 22?Apr08, cranial normal.

History: Gastroenteritis

Prex lllness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312647-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
18.0 F 20-Dec-2007 21-Dec-2007 1 20-May-2008 21-May-2008 FR WAESO0805USA02844 21-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0277U 2 Unknown Intramuscular

Seriousness:
MedDRA PT

Symptom Text:

Other Meds:
Lab Data:

History:
Prex lliness:

Prex Vax llins:

HOSPITALIZED, SERIOUS
Blindness, Inflammation, No reaction on previous exposure to drug, Retinal artery spasm, Syncope

Information has been received from a physician concerning an 18 year old female with Hashimoto's thyroiditis and hay fever and no reported concomitant
medications, who on 18-JUN-2007 was vaccinated with the first dose of GARDASIL (dose, and lot# not specified). The second dose of GARDASIL (dose, and
Lot# not specified) was administered on 20-AUG-2007. It was reported that the first and second doses were well tolerated. On 20-DEC-2007 the patient
received the third dose of GARDASIL, IM to the upper arm, (lot#0277U, Batch#NG00020). On 21-Dec-2007 she experienced a syncope, followed by a loss of
vision for about ten minutes. On 31-Dec-2007 another episode of vision loss occurred for about ten minutes. The patient was hospitalised from 04-JAN-2008 till
08-JAN-2008. On admission date she was free of any complaints. physical neurological examinations were normal. Cranial MRI, CT, MR angiography of the
cervical arteries and duplex sonography of the brain supplying vessels, EEG, echo cardiography, longterm ECG and ophthalmologic examination were all
normal. Vasculitis was ruled out. Laboratory findings were all normal except for slightly increased ANA (>1:120), "BSR" (35/75), and CRP (0.8mg/dl). A lumbar
puncture was carried out and revealed "inflammatory liquor cerebrospinalis syndrome." No final diagnosis was established. A cause for the symptoms could not
be found. No follow-up lumbar puncture was carried out. The ophthalmologist evoked "relapsing spasms of the retinal vessels" and therapy was started with
acetyl salicylic acid (ASS 100). No further episodes occurred. The reporter mentioned "ongoing mild vision discomfort" on 28-FEB-2008. The final outcome was
not reported. A causal relation to the vaccine was not discussed. The file was closed. Other business partner numbers include E2008-03019. Additional
information is not expected.

Unknown

head computed axial tomography, 04?Jan08, Comment: normal; angiography, 04?Jan08, Comment: cranial-normal; ultrasound, 04Jan08, Comment: cervical
arteries normal; spinal tap, 04?Jan08, Comment: inflammatory liquor cerebrospinalis syndrome;
Hay fever

Hashimoto's thyroiditis
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312648-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
14.0 F 16-Jan-2008 18-Jan-2008 2 20-May-2008 21-May-2008 FR WAES0805USA02809 21-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0575F 0 Unknown Intramuscular

Seriousness: LIFE THREATENING, SERIOUS

MedDRA PT Amnesia, Cyanosis, Disorientation, Fall, Loss of consciousness, Mydriasis, Tetany

Symptom Text: Information has been received from a health authority concerning a 14 year old female with a history of rhinitis and conjunctivitis (with no evidence of true
allergy: negative cutaneous test to pneumallergens) and family atopic diathesis, who on 16-JAN-2008 was vaccinated intramuscularly with the first dose of
GARDASIL (Batch # NE47400/Lot #655127/0575F). The patient was with her mother and was very anxious because of vaccination. Within a few seconds
following vaccination, the patient lost consciousness and fell onto the ground. Examination found mydriasis, incipient cyanosis, and tetany of the upper limbs.
Pulse was not measurable. No work-up results were provided and no additional examination was performed concerning ruled out etiologies not related to
drugs. The patient's legs were raised and she regained consciousness in a few seconds. The patient had total amnesia of her loss of consciousness and was
disoriented. Subsequently, the patient recovered. The physician did not wish to continue vaccination. The events were considered to be immediately life-
threatening. Additional information is not expected. The case is closed. Other business partner numbers include E2008-04343.

Other Meds: Unknown

Lab Data: Unknown
History: Rhinitis; Conjunctivitis
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312649-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
17.0 F 01-Jul-2007 01-Dec-2007 153 20-May-2008 21-May-2008 FR WAES0805USA02804 21-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown

Seriousness: HOSPITALIZED, SERIOUS
MedDRA PT Anaplastic large cell lymphoma T- and null-cell types, Radiotherapy, Skin lesion

Symptom Text: Information has been received from a health authority (reference number EX20080262) concerning a 17 year old female who in July 2007, was vaccinated with
the first dose of GARDASIL. In September 2007, the patient received the second dose of GARDASIL (route of administration and site of injection were not
reported). In December 2007, the patient had a dermatological lesion. A biopsy revealed a CD30 cutaneous lymphoma. It was also reported ALK-positive
lymphoma with 2.5 translocation which was unusual for a primitive cutaneous lymphoma. The patient was hospitalised, however no further details were
provided. The patient was prescribed radiotherapy and was under intensive supervision because of an eventual risk of secondary ganglionic impairment. At
the time of this report, the outcome was not specified. Additional information has been requested. Other business partner numbers include E2008-04329.

Other Meds: Unknown

Lab Data: biopsy, ??Dec07, CD30 cutaneous lymphoma ALK-positive lymphoma with 2.5 translocation
History: Unknown
Prex lllness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312650-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
16.0 F 22-Nov-2007 Unknown 20-May-2008 21-May-2008 FR WAES0805USA02769 21-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL Unknown Intramuscular

Seriousness:
MedDRA PT

Symptom Text:

Other Meds:
Lab Data:

History:
Prex lliness:

Prex Vax llins:

HOSPITALIZED, SERIOUS
Abdominal pain, Asthenia, Chest pain, Headache, Hepatic function abnormal, Menstruation irregular, Urinary tract infection, Vertigo

Information has been received from a health authority (reference number DJ20080289) concerning a 16 year old female with no relevant medical history who
on 22-NOV-2007 was vaccinated intramuscularly with GARDASIL. Subsequently, in the following days, the patient experienced cephalgia, vertigo, menstrual
disturbance, abdominal pain, and very significant asthenia. On 15-JAN-2008, the patient developed urinary tract infection for which she received corrective
treatment with MONURIL. On 21-JAN-2008, the patient experienced thoracic pain which induced hospitalization. On 22-JAN-2008, anomalies were found in
the patient's hepatic work-up with ASAT at 1.3N, ALAT at 1.4N, alkaline phosphatase at 1.3N, creatine kinase at 168 and D-Dimers at 520. The patient's
condition rapidly improved allowing her discharge. Since then, auto-immunity work-up was performed and was negative. Serologies for viral hepatitis A, B, and
C, CMV and mononucleosis were negative and noncontributory. Creatine kinase were found back to normal, and hepatic work-up was relatively stable.
Gamma GT were normal. The reporter specified that alkaline phosphatases are virtually always above normal until the age of 20 and thought that
consequently it was not necessary to take them into account. The reporter added that the moderate increase in transaminases should be put under
surveillance with no particular worry. The reporter also specified that as far as GARDASIL vaccine was concerned, only symptoms that appeared 48 hours
after vaccination should be taken into account. According to the reporter, the patient could have possibly experienced unidentified virosis in January 2008,
which could have induced both painful syndrome and hepatic impairment. D-Dimers were at 713 and seemed to regress. However there was an increase in
type A immunoglobulins. As of 31-MAR-2008, asthenia had virtually resolved. Additional information has been requested. Other business partner numbers
include E2008-04333.

Unknown

cytomegalovirus antigen, ??08, negative; serum creatine kinase,??08, normal; serum hepatitis B Ab, 2?08, negative; serum hepatitis C antibody test, ??08,
negative; serum Epstein-Barr virus antibody test, 2?08, negative; serum hepatitis A an
None



FDA Freedom of Information Distribution

VAERS Line List Report

Report run on: 15 MAY 2009 10:16 Page 205
Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312652-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
17.0 F 03-Sep-2007 04-Sep-2007 1 20-May-2008 21-May-2008 FR WAES0709USA02308 21-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1518F 0 Unknown Unknown

Seriousness: HOSPITALIZED, SERIOUS
MedDRA PT Arthralgia, Autoimmune thyroiditis, Hypersensitivity, Oedema peripheral, Systemic lupus erythematosus

Symptom Text: Information has been received from a physician concerning a 17 year old female patient who on 03-SEP-2007 was vaccinated into the upper arm with the first
dose of GARDASIL (Lot #1518F, batch #NF23330). There was no concomitant medication. One day post vaccination, the patient experienced generalised
joint pains, followed by swelling of soft tissue of extremities. As the symptoms were lasting despite analgesics (ibuprofen), she was admitted to the hospital on
09-SEP-2007 for further check-up. A reaction due to the vaccination was supposed. A diagnosis of systemic lupus erythematosus with joint involvement and
moderate activity as suspicion of lapsed Hashimoto thyroiditis and allergic reaction after GARDASIL were established on an unknown date. Anti-nuclear
antibodies were negative, also BSR. Diagnostic laboratory tests performed in September 2007 included: leukocytes were 4.900/mcl, haemoglobin was 13.1
g/cl, erythrocytes were 4.42 Mio/mcl, BSR 2mm/1hour, thrombocytes were 211,000/mcl, creatinine was 0.9 mg/dl, serum thyroid-stimulating hormone test
(TSH) was 1.56, free serum triiodothyronine test (FT3) was 3.06 mg/I, total serum thyroxine test (FT4) was 1.10 mg/dl, IgG was 1600 mg/dl, IgA was 108 mg/dl,
IgM was 66 mg/dl, IgE 101 IU/ml, serum C-reactive protein (CRP) was 4 mg/l, serum rheumatoid factor test (RF) <3IE/ml, antistreptolysin 143 IE/ml. The
patient was discharged on 12-SEP-2007. On 17-SEP-2007 the patient was instructed to present to the hospital since at that time the results for Diagnostic
laboratory testing antinuclear antibodies (ANA), ANCA, urine status, and proteins were pending. It is to be noted that the information was not received
regarding this check up. On 07-FEB-2008 the patient presented to an outpatient department. Examination showed no swelling of the hands, feet, or joints
(recovered). The patient was medicated with DECORTIN, L-THYROXIN, JODID and QUENSYL. Diagnostic laboratory testing performed in February 2008
included: leukocytes were 9.500/mcl, haemoglobin was 14.5 g

Other Meds: None

Lab Data: diagnostic laboratory test, ??Sep07, BSR 2 mm/1hour; diagnostic laboratory test, 07Feb08, AAK double-strand molecule DNS with borderline values; WBC
count, ??Sep07, 4.900 mcl; hemoglobin, ??Sep07, 13.0 g/dl; platelet count, ??Sep07, 211,000

History: None

Prex lllness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312667-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
20.0 F Unknown Unknown 20-May-2008 28-May-2008 X 28-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0742V 0 Right arm Intramuscular
Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Dizziness, Nausea, Pruritus generalised, Rash generalised

Symptom Text: Patient complained of rash/itching all over. Patient also complained of nausea and dizziness. Patient denies any fever or vomiting. Patient reports symptoms
started the evening after getting the injection. Per patient symptoms lasted one week. Patient did not notify us right away.

Other Meds: Ortho Tri Cyclen Lo
Lab Data:

History: Sulfa allergic

Prex lllness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
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Vaers Id: 312671-1

Age Gender Vaccine Date Onset Date Days Received Date
9.0 F 13-May-2008 Unknown 20-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses
HEPA GLAXOSMITHKLINE AHAVB253AA
BIOLOGICALS
HPV4 MERCK & CO. INC. 0384U
VARCEL MERCK & CO. INC. 1351U

Seriousness:
MedDRA PT

Symptom Text:
Other Meds:
Lab Data:
History:

Prex lllness:
Prex Vax llins:

ER VISIT, NOT SERIOUS
Pain of skin, Pyrexia, Skin warm
Left upper arm 3in x 3in warm, tender area fever 101 deg; BENADRYL/Ice

Unknown

Allergy: CEFZIL, Encopresis, Recent MACE procedure
Unknown
Local reaction~Varicella (no brand name)~2~8~In Sibling

Status Date
28-May-2008

Mfr Report Id

Last Edit Date
28-May-2008

Other Vaccine
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312673-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
20.0 F 16-May-2008 17-May-2008 1 20-May-2008 27-May-2008 NH 27-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0063X 1 Left arm Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Face oedema, Urticaria

Symptom Text: Hives developed ~24 hrs after GARDASIL #2 (5-16-08). On call MD called 5-18-08 when facial edema began. BENADRYL recommended & taken. 5-19-08 -
hives cont'd - seen in office - rec 24 hr antihistamine QD-BID x7d.

Other Meds: None

Lab Data: None
History: None
Prex lliness: None

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312675-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
20.0 F 16-May-2008 17-May-2008 1 20-May-2008 28-May-2008 NH 28-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0063X 1 Left arm Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Face oedema, Urticaria

Symptom Text: Hives developed about 24 hrs with GARDASIL #2 (5-16-08). On call MD called 5-18-08 when facial edema began. BENADRYL recommended and taken. 5-19-
08 - hives continued - seen in office - received 24hrs antihistamine QD-BID x7d.

Other Meds: None

Lab Data: None
History: None
Prex lliness: None

Prex Vax llins:
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Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
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Vaers Id: 312715-1

Age Gender Vaccine Date Onset Date

17.0 F 01-May-2008 19-May-2008

VAX Detail: Type Manufacturer
VARCEL MERCK & CO. INC.
HPV4 MERCK & CO. INC.
MNQ SANOFI PASTEUR

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Drug exposure during pregnancy

Received Date Status Date State Mfr Report Id
20-May-2008 26-May-2008 LA
Lot Prev Doses Site Route
0004X 1 Left arm Subcutaneously
1968U 1 Left arm Intramuscular
U2551AA 0 Right arm Intramuscular

Last Edit Date
27-May-2008

Other Vaccine

Symptom Text: Patient was ~34-35 weeks pregnant at time of the immunization administration. No UPT was done prior to administration. Patient delivered an infant girl on
5/19/2008 at ~37 weeks EGA. No prenatal care received. Infant appears well at this time, but will report this immunization administration if adverse events

were to occur at a later date.
Other Meds:
Lab Data:
History:
Prex lliness:
Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312722-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
13.0 F 19-May-2008 19-May-2008 0 20-May-2008 26-May-2008 PA 27-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Right arm Intramuscular

Seriousness: ER VISIT, NOT SERIOUS

MedDRA PT Heart rate increased, Hypersensitivity, Immediate post-injection reaction, Pallor, Pharyngeal oedema, Urticaria, Wheezing

Symptom Text: Severe allergic reaction to HPV vaccine immediately after injection including hives, swelling of throat, wheezing, paleness and increased heart rate. Given Epi
injection with improvement. Taken to ER via ambulance and was observed for several hours. Started on Prednisone for the next 4 days and given an Epipen.

Other Meds: none

Lab Data:
History: none
Prex lliness: none

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312723-1
Age Gender Vaccine Date Onset Date Received Date Status Date State Mfr Report Id Last Edit Date
19.0 F 16-May-2008 20-May-2008 20-May-2008 26-May-2008 MN 27-May-2008
VAX Detail: Type Manufacturer Route Other Vaccine
HPV4 MERCK & CO. INC. Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Arthralgia, Malaise

Symptom Text: Patient had felt sick all weekend (received vaccine on friday); joint pain significantly increased 4 days following injection; patient given opoid medication for pain

Other Meds: NKDA,; Ethinyl estradiol, cetirizine, celecoxib, calcium
Lab Data:

History: lymphoblastic lymphoma, avascular necrosis

Prex lliness: avascular necrosis

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312735-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
18.0 F Unknown Unknown 20-May-2008 27-May-2008 -- 27-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0384U Left arm Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Lymphadenopathy

Symptom Text: Pt developed groin nodal enlargements. Obtained ID consult. Negative w/u. Hematology/oncology consult suggest possible vaccine related. Now, it is

resolved.
Other Meds: YAZ
Lab Data: CT-negative
History: Irregular menstruat, aller to amoxi, erythro
Prex lliness: None

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312785-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
21.0 F 22-Mar-2007 15-Dec-2007 268 19-May-2008 11-Jun-2008 - WAES0704USA05046 11-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0188U 0 Unknown Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Complication of delivery, Drug exposure during pregnancy

Symptom Text: Initial and follow-up information has been received from a physician concerning a female with a history of obesity and no concurrent medical conditions, who on
22-MAR-2007 was vaccinated IM with a first dose of GARDASIL (Lot# 657006/0188U). Subsequently, the patient was pregnant. The physician reported that
the patient was in her first trimester. The patient's last menstrual period was 16-FEB-2007 and her estimated delivery date was 23-NOV-20067 (also reported
as 18-DEC-2007). On 10-JUL-2007 a Maternal Serum Alpha-Fetoprotein Screening (MSAFP) was performed and was low risk. On 17-JUL-2007 an
ultrasound was performed and showed normal anatomy. The patient took prenatal vitamins throughout the duration of her pregnancy, calcium during the 2nd
and 3rd trimester, and iron during the last month of her pregnancy. It was reported that the patient had one previous pregnancy and one spontaneous abortion
at 5 weeks. No further information was available. Follow-up information indicated that 43 weeks from her last menstrual period (also reported as 38 weeks) on
15-DEC-2007 the patient delivered a female infant that weighed 7 pounds 4 ounces, and had an Apgar score of 8/9. It was reported there was a complication
of fetal intolerance to labor during the delivery. The patient received routine prenatal testing during her pregnancy. It was reported that the infant was normal
with no congenital anomalies, complications, or abnormalities. Additional information has been requested.

Other Meds: calcium (unspecified), iron (unspecified), vitamins (unspecified)
Lab Data: ultrasound, 07/17/07, normal anatomy screening; serum alpha-fetoprotein, 07/10/07, screening-low risk
History: Miscarriage

Prex lliness: Pregnancy NOS (LMP = 2/16/2007); Obesity
Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312786-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
26.0 F 15-May-2007 15-May-2007 0 19-May-2008 12-Jun-2008 - WAES0705USAQ05476 12-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1426F Unknown Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Drug exposure during pregnancy, Haemorrhage, Herpes simplex, Urinary tract infection

Symptom Text: Initial and follow up information has been received for the pregnancy registry for GARDASIL from a registered nurse concerning a 26 year old female with
allergies, bipolar, depression, Von Willebrand disease type 1 due to aspirin intake, genital herpes, irritable bowel syndrome, migraine headaches, panic attacks
and allergies to Pseudophedrine, Ibuprofen and Aspirin who on 15-MAY-2007 was vaccinated IM with 0.5 mL GARDASIL (lot # 655205/1426F). Concomitant
therapy included ZYRTEC and EFFEXOR. On 29-MAY-2007 the patient had a positive pregnancy test (LMP 21-APR-2007, EDD 26-Jan-2008) and therapy
with venlafaxine HCL was discontinued. On 02-AUG-2007 an ultrasound revealed a subchorionic hemorrhage which resolved without intervention on
unspecified date. A maternal serum alpha fetoprotein test on 15-AUG-2007 was normal. On 11-OCT-2007 the patient was diagnosed with a urinary tract
infection and treated with Ceftin, 250 mg, PO, BID. On 03-JAN-2008 the patient began treatment with Acyclovir, 400 mg, BID for herpes simplex virus. On 05-
JAN-2008 at 37 weeks the patient had a spontaneous rupture of membranes and gave birth to a normal male infant who weighed 7 Ibs. 5 0z. His apgar scores
were 9/9. The patient completed therapy with Acyclovir on 15-JAN-2008. Additional information has been requested.

Other Meds: ZYRTEC; EFFEXOR

Lab Data: Ultrasound, 08/02/07, subchorionic hemorrhage; Beta-human chorionic, 05/29/07, positive; Serum alpha-fetoprotein, 08/15/07, normal.
History:

Prex lliness: Pregnancy NOS (LMP = 4/21/2007); Hypersensitivity; Bipolar disorder; Depression; Von Willebrand's disease; Genital herpes; Irrit
Prex Vax llins:



FDA Freedom of Information Distribution

VAERS Line List Report

Report run on: 15 MAY 2009 10:16 Page 216
Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312787-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
20.0 F Unknown 01-May-2007 19-May-2008 11-Jun-2008 - WAES0706USA05349 11-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Drug exposure during pregnancy

Symptom Text: Initial and follow up information has been received from a healthcare professional and a physician, via the Merck pregnancy registry, concerning a 20 year old
female patient with no previous pregnancies, with gastrooesophageal reflux disease and papilloma viral infection and a history of anaemia, pneumonia,
infectious mononucleosis, ulcer, Papanicolaou smear abnormal and colposcopy, who in May 2007, was vaccinated with the first dose of GARDASIL. The date
of the LMP was approximately 01-May-2007, date of conception estimated as 15-MAY-2007. On 25-JUN-2007, an ultrasound confirmed the patient to be 8
weeks and 1 day into the pregnancy; the estimated date of delivery was 05-FEB-2008. Follow-up information was received from the physician's office. On 06-
FEB-2008 the patient delivered a healthy 7 pound 2 ounces baby boy with an Apgar score of 8/9. The patient was 40 weeks from LMP. The patient was Group
B streptococcus positive (GBS+). From 19-DEC-2007 to 22-JAN-2008 fetal activity both reactive was monitored for decreased fetal motion. Additional
information is not expected.

Other Meds:

Lab Data: ultrasound, 06/25/07, 8 weeks 1 day; diagnostic laboratory, group B streptococcus positive; fetal activity test, 12/19/07, both reactive
History: Anaemia; Colposcopy; Infectious mononucleosis; Papanicolaou smear abnormal; Ulcer; Pneumonia

Prex lliness: Pregnancy NOS (LMP = 5/1/2007); Gastrooesophageal reflux disease; Papilloma viral infection

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312788-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
24.0 F 23-May-2007 23-May-2007 0 19-May-2008 11-Jun-2008 KS WAES0708USA02585 12-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1208F 1 Unknown Unknown

Seriousness: ER VISIT, NOT SERIOUS

MedDRA PT Anaemia, Drug exposure during pregnancy, Postpartum haemorrhage, Upper respiratory tract infection, Urinary tract infection

Symptom Text: Information has been received from a Merck pregnancy registry for GARDASIL from a 25 year old female with a history of previous pregnancy/full term delivery
and no drug allergies who on 24-JAN-2007 was vaccinated with her first dose of GARDASIL (lot# 654741/1208F). On 23-MAY-2007 the patient was vaccinated
with her second dose of GARDASIL (lot# 654741/1208F). There was no concomitant medication. The patient is 19 weeks pregnant. Unspecified medical
attention was sought. Follow up information received, indicated that the patient was on prenatal vitamins for all through the pregnancy, ferrous sulfate 28 to 40
weeks, 325 mg daily for anemia, BACTRIM as prescribed for urinary tract infection and Z-PACK for upper respiratory infection. On 18-Feb-2008, the patient
delivered a normal female baby week from LMP 38. The baby weighed 7 pounds and 9.8 ounces with an Apgar score 7/8. The patient experienced
postpartum haemorrhage during labour and delivery. The patient's outcome was not reported. Additional information has been requested.

Other Meds: vitamins (unspecified)

Lab Data: ultrasound, 10/02/07, normal mid pregnancy

History:
Prex lliness: Pregnancy NOS (LMP = 5/28/2007)

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312789-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
16.0 F 23-Apr-2007 13-Jun-2007 51 19-May-2008 11-Jun-2008 - WAESO0708USA04753 12-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HEPA MERCK & CO. INC. NULL Unknown Unknown
HPV4 MERCK & CO. INC. 1426F 1 Unknown Intramuscular
Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Drug exposure during pregnancy, Premature labour, Umbilical cord abnormality

Symptom Text: Information has been received from a licensed practical nurse through the Pregnancy Registry for GARDASIL concerning a 16 year old, female smoker, with no
previous pregnancies, who on 20-FEB-2007 was vaccinated intramuscularly with the first dose of GARDASIL (Lot # 654389/0961F). On 23-APR-2007, the
patient was vaccinated intramuscularly with her second dose of GARDASIL (Lot # 655205/1426F). On 22-AUG-2007, the patient was vaccinated
intramuscularly with her third dose of GARDASIL (Lot # 655620/0171U) and in addition was vaccinated with a VAQTA vaccine (MSD; not lot # reported). On
24-AUG-2007 the patient was seen at the doctor's office for a urine pregnancy test which was positive (LMP 13-JUN-2007). On 12-SEP-2007, the patient had
an ultrasound for the purpose of dating which was normal and indicated that the fetus was 12 weeks and 4 days gestation. From November 2007 to January
2008, the patient was taking vitamins with iron daily. On 07-NOV-2007, the patient had an ultrasound for Level Il screening which had the fetus at 20 weeks
and 1 day gestation and showed an eccentric cord insertion (not further specified). The patient also has an MSAFP for screening purposes and the results
were within normal limits. On 31-Jan-2008, the patient gave birth to a live 3 Ib, 12 oz female infant (32 weeks and 6 days from LMP). It was also reported that
the patient had preterm delivery at 32 weeks and 4 days. The baby had Apgar scores of 7 and 8, and there were no congenital anomalies. No additional

information is expected.
Other Meds: Unknown

Lab Data: ultrasound, 09/12/07, normal (12 week 4 day); ultrasound, 11/07/07, Eccentric cord insertion; urine beta-human, 08/24/07, positive; serum alpha-fetoprotein,

11/07/07, within normal limits
History:
Prex lliness: Pregnancy NOS (LMP = 6/13/2007); Smoker

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312790-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
17.0 F 02-Apr-2007 19-Jun-2007 78 19-May-2008 16-Jun-2008 NJ WAES0709USA02732 16-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0384U 1 Unknown Intramuscular
Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Delivery, Drug exposure during pregnancy, No adverse event

Symptom Text: Information has been received from a nurse through the Merck pregnancy registry concerning an 18 year old female with attention deficit/hyperactivity disorder
and allergies to codeine and ULTRAM who 26-JAN-2007 was vaccinated intramuscularly with her first dose of GARDASIL (Lot 3 654741/0013U). On 02-APR-
2007, the patient was vaccinated intramuscularly with her second dose of GARDASIL vaccines (Lot # 657617/0384U). On 03-JUL-2007, the patient was
vaccinated intramuscularly with her third dose of GARDASIL (Lot # 658100/0525U). On 18-SEP-2007, it was reported that the patient was at 13 weeks
gestation (LMP=19-JUN-2007). There was no adverse experienced related to this event. The nurse reported information based on information provided by the
patient's grandmother during a telephone conversation. "The baby was born in March 2008 and is doing fine. Only has a little bit of gas/Gl Issues but is fine. As
far as they know the baby is healthy and normal with no congenital anomalies." No additional information is expected.

Other Meds:
Lab Data:

History:

Prex lliness: Pregnancy NOS (LMP = 6/19/2007); Attention deficit/hyperactivity disorder; Drug hypersensitivity

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312791-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
15.0 F 31-May-2007 28-Jun-2007 28 19-May-2008 16-Jun-2008 RI WAES0710USA03482 16-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0011U 1 Unknown Unknown

Seriousness:
MedDRA PT

Symptom Text:

Other Meds:
Lab Data:

History:
Prex lliness:

Prex Vax llins:

NO CONDITIONS, NOT SERIOUS
Cholestasis of pregnancy, Drug exposure during pregnancy

Information has been received from a nurse through the Pregnancy Registry for GARDASIL concerning a 16 year old female, with a history of obesity (BMI 35),
and no previous pregnancies, who on 29-MAR-2007 received her first vaccination with GARDASIL (Lot # 654702/0011U). On 31-MAY-2007, the patient
received her second vaccination with GARDASIL (Lot # 654702/0011U). Subsequently, the patient became pregnant (LMP = 28-JUN-2007). On 18-SEP-2007,
the patient had an ultrasound for dating purposes which was normal indicated a single IUP at 10 weeks. On 02-OCT-2007 and 01-NOV-2007, the patient had
integrated screening for maternal serum alpha-fetoprotein which were negative. On an unspecified date, the patient developed cholestasis of pregnancy and
was treated with URSO FORTE, outcome was not reported. It was reported that at 16 weeks (approximately 30-OCT-2007) through approximately 19 weeks
(approximately 20-Nov-2007), the patient was treated with REGLAN. Other medications used during pregnancy included prenatal vitamins (not specified) and
permethrin cream (not further specified). Additional information has been requested.

Unknown

ultrasound, 09/18/07, single IUP 10 weeks; normal; fetal monitoring tests, 10/02/07, MSAFP screening-negative; fetal monitoring tests, 11/01/07, MSAFP
screening-negative
Obesity
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312792-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
25.0 F 21-Sep-2007 27-Sep-2007 6 19-May-2008 16-Jun-2008 - WAES0710USA05808 16-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular

Seriousness: HOSPITALIZED, SERIOUS
MedDRA PT Appendicectomy, Appendicitis, Drug exposure during pregnancy

Symptom Text: Initial and follow-up information has been received through the Merck pregnancy registry through a 25 year old female who on 21-SEP-2007 was vaccinated
with intramuscularly with her first dose of GARDASIL. On 25-OCT-2007, the patient was vaccinated intramuscularly with her second dose of GARDASIL. There
was no concomitant medication. The patient reported that after receiving her second vaccination on 25-OCT-2007 she discovered she was "4 weeks pregnant"
(LMP approximately 27-SEP-2007). It was reported by the patient that "everything was fine" and she was probably going to have a cesarean section in June.
On 21-APR-2008 the patient had an appointment and "everything looked great." The baby's weight was "fine" and her fungal height was normal. "A few weeks
ago" the patient experienced appendicitis and was hospitalized in order to have her appendix removed. The patient did not think the appendicitis was related to
the vaccine. The patient recovered and it was reported that the patient and the baby were doing fine. No further information was provided. Additional
information has been requested.

Other Meds: None

Lab Data: diagnostic laboratory, fundal height-normal
History: Pregnancy NOS (LMP = 9/27/2007)
Prex lllness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312793-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
15.0 F 02-Aug-2007 02-Aug-2007 0 19-May-2008 13-Jun-2008 NE WAESO0711USA02488 13-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 188U 0 Unknown Intramuscular

Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Drug exposure during pregnancy

Symptom Text: Information has been received through the Pregnancy Registry for GARDASIL through a nurse practitioner concerning a 15 year old white, non-smoker female,
with acne and no previous pregnancies, who on 02-AUG-2007 was vaccinated intramuscularly with her first dose of GARDASIL (Lot #657006/0188U).
Concomitant therapy included ORTHO EVRA and "minocycline". Subsequently, the patient found out she was pregnant (LMP = 22-JUN-2007). The patient
had an ultrasound (not further specified). The patient sought unspecified medical attention. Follow-up information received 10-APR-2008 from the physician
reported that on 01-NOV-2007, the patient had an ultrasound which was normal except "small venous lakes in the placenta". The reporter also indicated that
the patient had stopped therapy with ORTHO EVRA (date not specified). From November 2007 until present, the patient has been on prenatal vitamins (not
further specified). The patient discontinued treatment with minocycline for acne in November 2007. On 04-Jan-2008, the patient was given a flu shot (not
further specified). There were no complications during pregnancy. On 02-Mar-2008, the patient delivered a female infant, 5 pounds, 7 ounces, 18 1/4 inches
long, and an apgar score of 8/9. Delivery was 36 weeks and 2 days from LMP. The infant had no congenital anomalies, no complications or abnormalities, and
there were no complications during labor and delivery. No additional information is expected.

Other Meds: ORTHO EVRA; Minocycline 50mg

Lab Data: Ultrasound, 11/01/07, small venous lake in placenta.
History:

Prex lliness: Pregnancy NOS (LMP = 6/22/2007); Acne; Non-smoker
Prex Vax llIns:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312794-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
17.0 F 30-Oct-2007 30-Oct-2007 0 19-May-2008 12-Jun-2008 AZ WAES0711USA02620 12-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1425F 0 Unknown Intramuscular
HEPA MERCK & CO. INC. 0304U 1 Unknown Unknown

Seriousness: ER VISIT, NOT SERIOUS

MedDRA PT Drug exposure during pregnancy, Foetal disorder

Symptom Text: Information has been received from a certified medical assistant, for the Pregnancy Registry for GARDASIL, concerning a 17 year old female who on 30-OCT-
2007 (also reported as 18-JUL-2007) was vaccinated intramuscularly with the first dose of GARDASIL (655165/1425F). Per the reporter, the patient was
pregnant at the time of vaccination (Gestation = 36 weeks; LMP approximately 04-Mar-2007). The pregnancy was confirmed by a pregnancy test. Concomitant
therapy included vaccination with the first dose of VAQTA (653616/0511F) on 18-SEP-2006 and the second dose of VAQTA (654514/0304U) on 30-OCT-2007
(dose, duration not reported). The patient is not experiencing any known symptoms. No further information is available. It was reported that on 02-DEC-2007
the patient delivered a baby girl via vaginal delivery that is normal, no congenital anomalies. "but has had some illnesses". Birth weight was 6lbs 100z, Apgar
scores were 9 and 9. The baby did have a right parietal cephalohematoma at birth due to probable vacuum use during delivery. The baby also experienced
some illnesses, most respiratory issues including RSV pneumonitis which has resolved. The reporter indicated that the patient has a high level of exposure to
school aged children family members. There was also some jaundice at birth which has also resolved. The baby has also had some thrush. On 04-APR-2008 it
was indicated by the physician that the baby was a "healthy baby girl with some eczema. No additional information is expected.

Other Meds: Unknown
Lab Data: beta-human chorionic, positive

History:
Prex lliness: Pregnancy NOS (LMP = 3/4/2007)

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312795-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
25.0 F 07-Dec-2007 01-Jan-2008 25 19-May-2008 12-Jun-2008 SC WAES0803USA01559 12-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1211U 1 Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Drug exposure during pregnancy, Nausea, Vomiting

Symptom Text: Information and follow up has been received from a physician for the Pregnancy Registry for GARDASIL concerning a 25 year old female with a history of 1
pregnancy and 1 live birth who was vaccinated on 12-OCT-2007 with her first dose of GARDASIL (lot# 0530U). On 07-DEC-2007 the patient was vaccinated
with her second dose of GARDASIL (lot# 655322/1211U) and became pregnant. Concomitant therapy included prenatal vitamins (unspecified). The patient's
LMP was reported as 01-JAN-2008 with an estimated due date of 10-OCT-2008. The patient had an ultrasound on 01-JAN-2008 and the results of the test
were IlUG-6W4D. On 17-MAR-2008 the patient developed nausea and vomiting which were treated with PHENERGAN. At the time of this report it was unknown
if the patient had recovered from nausea and vomiting. No further information was available.

Other Meds: vitamins (unspecified)
Lab Data: ultrasound, 01/01/08, IUG-6W4D, vitamins (unspecified)
History:

Prex lliness: Pregnancy NOS (LMP = 1/1/2008)
Prex Vax llins:
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Report run on: 15 MAY 2009 10:16 Page 225
Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312796-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
24.0 F 11-Mar-2008 11-Mar-2008 0 19-May-2008 12-Jun-2008 NC WAES0804USA00305 12-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1757U 2 Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Incorrect route of drug administration, Injection site pain

Symptom Text: Information has been received from a health professional concerning a 24 year old female who on 11-MAR-2008 was vaccinated SQ with the third dose of
GARDASIL (659182/1757U). On 11-MAR-2008 the patient experienced injection site soreness and incorrect route of administration. Subsequently, the patient
recovered from the injection site soreness and incorrect route of administration. Per the reporter, there were no reactions with the first two doses. Additional
information has been requested.

Other Meds: Unknown
Lab Data:

History: Unknown
Prex lllness:

Prex Vax llins:
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Report run on: 15 MAY 2009 10:16 Page 226
Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312797-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
19.0 F 14-Nov-2007 15-Nov-2007 1 19-May-2008 12-Jun-2008 - WAES0804USA00354 12-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1062U 0 Unknown Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Chills, Headache, Nausea, Pyrexia, Vomiting

Symptom Text: Information has been received concerning a 19 year old female with a history of allergic reaction to antibiotics who on 14-NOV-2007 was vaccinated IM in the
deltoid with the first dose of GARDASIL (658560/1062U). Concomitant therapy included LOESTRIN. On 15-NOV-2007 the patient experienced nausea,
vomiting, fever, chills and headache. Additional information received from NSC call (14-APR-2008): The caller states that she continues to receive letters from
WPS about WAES 0804USA00354. The patient's name is Crystal and the caller does not know who the WPS letter was addressed to. The caller was unable to
locate the SR associated with this WAES #. The caller states that she has returned a previous letter from WPS and does not want to receive any more letters.
Additional information is not expected.

Other Meds: LOESTRIN

Lab Data:

History: Allergic reaction to antibiotics
Prex lllness:

Prex Vax llIns:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312798-1
Age Gender Vaccine Date Onset Date Received Date Status Date State Mfr Report Id Last Edit Date
19.0 F 18-Oct-2007 18-Oct-2007 19-May-2008 16-Jun-2008 NY WAES0804USA00384 16-Jun-2008
VAX Detail: Type Manufacturer Route Other Vaccine
HPV4 MERCK & CO. INC. Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Rash generalised, Urticaria

Symptom Text: Information has been received from a physician concerning a 19 year old female with penicillin allergy who on 18-OCT-2007 was vaccinated intramuscularly in
the left deltoid with a first dose of GARDASIL (Lot # 658488/1264U). There was no concomitant medication. On 18-OCT-2007, within hours of vaccination, the
patient developed hives all over her body. Subsequently, several days later, the patient recovered from hives all over her body without any treatment. Additional

information has been requested.
Other Meds: None

Lab Data: None
History:
Prex lliness: Penicillin allergy

Prex Vax llins:
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Report run on: 15 MAY 2009 10:16 Page 228
Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312799-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
18.0 F 17-Mar-2008 31-Mar-2008 14 19-May-2008 18-Jun-2008 - WAES0804USA00433 18-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular

Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Rash erythematous, Skin lesion

Symptom Text: Information has been received from a health professional concerning an 18 year old female with a history of recurrent rash after the second dose of GARDASIL
who on approximately 17-MAR-2008 was vaccinated intramuscularly with her third dose of GARDASIL (lot# not reported). There was no concomitant
medication. On 31-MAR-2008 the patient experienced a red rash on her feet, right thigh and elbows. The rash was made up of clusters of reddish circular
lesions, about 1cm in diameter. The centers of the lesions were more purple in color than the borders. The patient was treated with Prednisone and ALLEGRA
and was recovering. Additional information has been requested.

Other Meds: None

Lab Data: None
History: Rash recurrent
Prex lliness:

Prex Vax llins:
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Report run on: 15 MAY 2009 10:16 Page 229
Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312800-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
Unknown F Unknown Unknown 19-May-2008 18-Jun-2008 FL WAES0805USA01479 18-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Dizziness

Symptom Text: Information has been received from a physician concerning a female patient who reported her friend who on an unspecified date was vaccinated at another
physicians office with a dose of GARDASIL (lot #unknown, site and route not reported). There was no concomitant medication. The patient had reported that
her friend had "experienced lightheadedness while" driving 2.5 hours after receiving the vaccination. No additional information was reported. The patient's
outcome was not reported. No further information is expected.

Other Meds: None

Lab Data: None
History: None
Prex lliness:

Prex Vax llins:
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Report run on: 15 MAY 2009 10:16 Page 230
Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312801-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
15.0 F 28-Mar-2008 Unknown 19-May-2008 18-Jun-2008 FL WAESO0805USA01521 18-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular
Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Injected limb mobility decreased, Injection site pain, Pain in extremity

Symptom Text: Information has been received from a nurse concerning a 12 year old female who on 24-JAN-2008 was vaccinated IM with the first dose of GARDASIL. On 28-
MAR-2008, the patient was vaccinated IM with the second dose of GARDASIL. The patient reported pain in the arm at the injection site for 3 days after the
vaccination was given. The pain in the arm included not being able to lift the arm. The nurse also reported that since multiple patients (3 patients) reported pain
in their arms, they started giving the vaccination in the buttocks to an unspecified number of patients. Unknown medical attention was sought through contact
with the nurse. Patient outcome was unknown. No product quality complaint was involved. This is one of the multiple cases from the same source (WAES #
0804USA05546 and 0805USA01522). Additional information has been requested.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312802-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
14.0 F 30-Oct-2007 Unknown 19-May-2008 12-Jun-2008 FL WAESO0805USA01522 12-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular
Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Injected limb mobility decreased, Injection site pain

Symptom Text: Information has been received from a nurse concerning a 14 year old female who on 18-OCT-2007 was vaccinated IM with the first dose of GARDASIL. On 30-
OCT-2007, the patient was vaccinated IM with the second dose of GARDASIL and on 14-MAR-2008, the patient was vaccinated IM with the third dose of
GARDASIL. The patient reported pain in the arm at the injection site for 3 days after the vaccination was given. The pain in the arm included not being able to
lift the arm. The nurse also reported that since multiple patients (3 patients) reported pain in their arms, they started giving the vaccination in the buttocks to an
unspecified number of patients. Unknown medical attention was sought through contact with the nurse. Patient outcome was unknown. No product quality
complaint was involved. This is one of the multiple cases from the same source (WAES # 0804USA05546 and 0805USA01521). Additional information has

been requested.
Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312803-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
11.0 F 15-Mar-2008 15-Mar-2008 0 19-May-2008 18-Jun-2008 - WAES0804USA00449 18-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Sneezing

Symptom Text: Information has been received from a company representative, as told by the patient's mother, concerning an 11 year old female who on 15-MAR-2008 was
vaccinated with her third dose of GARDASIL (lot# not reported). There was no concomitant medication. On 15-MAR-2008 the patient started sneezing which
lasted for 4 days. Subsequently, the patient recovered from sneezing. The mother gave the patient BENADRYL, but it did not help. The patient sought
unspecified medical attention. No further information is available.

Other Meds: None

Lab Data: None
History: None
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4

VAERS Line List Report
Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND

Page 233

Vaers Id: 312804-1

Age Gender Vaccine Date Onset Date
16.0 F 18-Mar-2008 18-Mar-2008
VAX Detail: Type Manufacturer
HEPA MERCK & CO. INC.
MNQ SANOFI PASTEUR
VARCEL MERCK & CO. INC.
HPV4 MERCK & CO. INC.
Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Syncope

Days Received Date Status Date
0 19-May-2008 18-Jun-2008
Lot Prev Doses Site
NULL Unknown
NULL Unknown
NULL Unknown
NULL Unknown

State Mfr Report Id

Last Edit Date
18-Jun-2008
Other Vaccine

-- WAES0804USA00450
Route
Unknown
Unknown
Unknown
Intramuscular

Symptom Text: Information has been received from a health professional concerning a 16 year old female who on approximately 18-MAR-2008 was vaccinated with
GARDASIL (lot# not reported). Concomitant therapy included VARIVAX, for the treatment of prophylaxis (duration and dose not reported) and VAQTA, for the
treatment of prophylaxis (duration and dose not reported). Other concomitant therapy included MENACTRA. On approximately 18-MAR-2008 the patient fainted
shortly after the vaccinations. Subsequently, the patient completely recovered from fainting before leaving the office. Additional information has been

requested.
Other Meds:
Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312805-1
Age Gender Vaccine Date Onset Date Received Date Status Date State Mfr Report Id Last Edit Date
Unknown F Unknown Unknown 19-May-2008 13-Jun-2008 PA WAES0804USA00454 13-Jun-2008
VAX Detail: Type Manufacturer Route Other Vaccine
HPV4 MERCK & CO. INC. Unknown Intramuscular

Seriousness: ER VISIT, NOT SERIOUS

MedDRA PT Injection site erythema, Injection site pain, Injection site swelling

Symptom Text: Information has been received from a physician concerning a female who in January 2008, was vaccinated with her second dose of GARDASIL. In January
2008, the patient experienced swelling, pain and redness at the injection site. The patient's swelling, pain and redness at injection site persisted. The patient
sought unspecified medical attention in the office and had an MRI. Additional information has been requested.

Other Meds: Unknown

Lab Data: Magnetic resonance
History: Unknown
Prex lliness:

Prex Vax llins:
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Report run on: 15 MAY 2009 10:16 Page 235
Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312806-1
Age Gender Vaccine Date Onset Date Received Date Status Date State Mfr Report Id Last Edit Date
11.0 F 04-Apr-2007 04-Apr-2007 19-May-2008 18-Jun-2008 VA WAES0804USA00470 18-Jun-2008
VAX Detail: Type Manufacturer Route Other Vaccine
HPV4 MERCK & CO. INC. Unknown Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Activities of daily living impaired, Dizziness

Symptom Text: Information has been received from a physician concerning a 12 year old female who was recently IM vaccinated with GARDASIL (lot number 655208/1426F).
Subsequently the patient felt woosie. While the patient was in office, she started to have some mild dizziness which she recovered from. However, at home,
she complained of increasing dizziness and was unable to get out of bed all evening. The patient recovered on 05-Apr-2007. No other information was

available.
Other Meds: Unknown
Lab Data: Unknown
History: Unknown

Prex lliness:
Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312807-1
Age Gender Vaccine Date Onset Date Received Date Status Date State Mfr Report Id Last Edit Date
Unknown F Unknown Unknown 19-May-2008 12-Jun-2008 -- WAES0804USA00472 12-Jun-2008
VAX Detail: Type Manufacturer Route Other Vaccine
HPV4 MERCK & CO. INC. Unknown Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Headache, Vaccine positive rechallenge

Symptom Text: Information has been received from a health professional concerning a female who was IM vaccinated with all three doses of GARDASIL (lot numbers
unspecified). Subsequently after each dose, the patient experienced a headache that lasted all day then resolved. Additional information has been requested.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312808-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
20.0 F 21-Nov-2007 04-Feb-2008 75 19-May-2008 12-Jun-2008 CA WAES0804USA00592 12-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
HEP UNKNOWN MANUFACTURER NULL Unknown Unknown

Seriousness:
MedDRA PT

Symptom Text:

Other Meds:
Lab Data:

History:
Prex lliness:

Prex Vax llins:

ER VISIT, NOT SERIOUS
Abdominal distension, Back pain, Cystitis, Kidney infection, Stomach discomfort, Vomiting, Wrong drug administered

Information has been received from a consumer concerning her daughter, a 20 year old female with a kidney infection and bladder infection and a history of
occasional bladder infections and yeast infections who on 21-NOV-2007 was IM vaccinated with her first dose of GARDASIL (lot number unspecified). On 04-
Feb-2008 she went to the physician's office to receive the second dose of GARDASIL and was inadvertently given hepatitis B vaccine (lot nhumber and
manufacturer unspecified). On 04-Feb-2008 the patient experienced wrong drug administered. On 16-Mar-2008 the patient was taken to the emergency room
with low back pain, vomiting and swelling in abdomen. The patient was diagnosed with a bad kidney infection and bladder infection. Patient was given IV
antibiotics and IV for hydration and sent home with oral antibiotics. Patient tried taking the oral antibiotics and would vomit after taking them from upset
stomach. On 19-Mar-2008 the patient went back to the Emergency room and was treated with IV antibiotics and saline 1V. On 01-Apr-2008 the patient
completed the oral antibiotics and is feeling better. Subsequently, the patient recovered from the wrong drug being administered, kidney infection, bladder
infection, and vomiting. Unspecified blood work was done at the hospital however the reporter did not know the results. Additional information has been
requested.

(procedure unspecified)
Bladder infection; Yeast infection



FDA Freedom of Information Distribution

VAERS Line List Report

Report run on: 15 MAY 2009 10:16 Page 238
Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312809-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
Unknown F Unknown Unknown 19-May-2008 12-Jun-2008 -- WAES0804USA00699 12-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Syncope

Symptom Text: Information has been received from a nurse concerning a female who was vaccinated on an unspecified date with a dose of GARDASIL (lot# not reported) and
fainted. Subsequently, the patient recovered from fainting. The nurse was told about this AE from another source. Additional information has been requested.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312810-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
22.0 F 14-Mar-2008 14-Mar-2008 0 19-May-2008 12-Jun-2008 MS WAES0804USA00906 12-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown

Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Injection site swelling

Symptom Text: Information has been received from a physician concerning a 22 year old female who on 31-JUL-2007 was vaccinated with her second dose of GARDASIL (lot#
not reported). On 14-MAR-2008 the patient was vaccinated with her third dose of GARDASIL (lot# not reported). On approximately 14-MAR-2008 the patient
experienced a raised area at the injection site. The area was the size of an egg. The patient's raised area at the injection site persisted and was coming to the
office on 02-APR-2008 for an examination. Additional information has been requested.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312811-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
Unknown F Unknown Unknown 19-May-2008 18-Jun-2008 -- WAES0804USA00912 18-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Smear cervix abnormal

Symptom Text: Information has been received from a registered nurse concerning a college-age female who on unspecified dates, was vaccinated with the first, second and
third doses of GARDASIL. Subsequently the patient experienced five abnormal pap smears since receiving GARDASIL. Prior to receiving GARDASIL, the
patient had normal pap smears. The patient sought unspecified medical attention. At the time of the report, the patient's outcome was unknown. No product
quality complaint was involved. This is one of two reports from the same source. Additional information has been requested.

Other Meds: Unknown

Lab Data: Pap test - abnormal
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312812-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
Unknown U Unknown Unknown 19-May-2008 18-Jun-2008 -- WAES0804USA00933 18-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Facial palsy

Symptom Text: Information has been received from a Licensed Practical Nurse concerning a patient's friend who was vaccinated with GARDASIL and developed Bell's Palsy.
No specified symptoms, duration, or treatment reported. No other information was available. Additional information has been requested.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:



FDA Freedom of Information Distribution

VAERS Line List Report
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312813-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
Unknown F 01-Mar-2008 Unknown 19-May-2008 18-Jun-2008 TN WAES0804USA00975 18-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown

Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Nausea

Symptom Text: Information has been received from a medical assistant concerning a female in her teens with no pertinent medical history who in March 2008, was vaccinated
with a first dose of GARDASIL from her OB/GYN. There was no concomitant medication. Subsequently, "soon after administration" the patient developed
persistent nausea for the last 2 weeks. The patient has an appointment to see the office (her primary physician). At the time of reporting the patient had not
recovered. Additional information has been requested.

Other Meds: None

Lab Data: Unknown
History: None
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312814-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
20.0 F 11-Jan-2008 12-Jan-2008 1 19-May-2008 18-Jun-2008 - WAES0804USA01002 18-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0954F 0 Unknown Intramuscular

Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Local swelling, Rash

Symptom Text: Information has been received from a physician's assistant concerning a 20 year old female with no drug reactions/allergies and no pertinent medical history
who on 11-JAN-2008 was vaccinated with GARDASIL (lot#653938/0954F) 0.5 mL IM. Concomitant therapy included hormonal contraceptives (unspecified). On
approximately 12-JAN-2008 or 13-JAN-2008 the patient experienced swelling of neck with a rash and bumps on the neck, no difficulty breathing. Unspecified
medical attention was sought in the office. On an unspecified date the symptoms resolved in a few days. No additional information at this time. Additional

information has been requested.

Other Meds: hormonal contraceptives
Lab Data: None

History: None

Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND

Vaers Id: 312815-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
11.0 F 27-Mar-2008 27-Mar-2008 0 19-May-2008 18-Jun-2008 MI WAES0804USA01009 18-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine

HEPA GLAXOSMITHKLINE AHAVB256AA 1 Left arm Intramuscular

BIOLOGICALS
HPV4 MERCK & CO. INC. 1967U 2 Left arm Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Nausea

Symptom Text: Information has been received from a health professional concerning an 11 year old white female who on 27-MAR-2008 at 14:00 was vaccinated
intramuscularly into the left deltoid with the third dose of GARDASIL (Lot # 660387/1967U). Concomitant therapy included a second dose given intramuscularly
into the left deltoid of HAVRIX (Lot # AHAVB256AA). On 27-MAR-2008 at 14:00 the patient experienced nausea. On 27-MAR-2008 the patient recovered. No

further information is available.

Other Meds:
Lab Data: Unknown
History: Unknown
Prex lllness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312816-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
14.0 F 31-Jan-2008 Unknown 19-May-2008 18-Jun-2008 - WAES0804USA01015 18-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Loss of consciousness, Migraine

Symptom Text: Information has been received from a nurse practitioner concerning a 14 year old female who on 31-JAN-2008 was vaccinated with the first dose of GRADSIL,
0.5 mL, IM. Concomitant medication was not reported. On an unspecified date in 2008, the patient had "periods of blacking out" after she received the
vaccination. It was also reported that the patient was having migraine headaches. The reporting nurse practitioner stated that the neurologist felt that the
symptoms were not related to GARDASIL. The patient will not complete the series of vaccinations. Additional information is not expected.

Other Meds: Unknown
Lab Data:

History: Unknown
Prex lllness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312817-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
14.0 F 14-Feb-2008 15-Feb-2008 1 19-May-2008 18-Jun-2008 - WAES0804USA01021 18-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1487U 1 Unknown Unknown

Seriousness: ER VISIT, NOT SERIOUS

MedDRA PT Injection site papule, Injection site swelling, Pyrexia, Urticaria

Symptom Text: Information has been received from a health professional concerning a 14 year old female with depression who on 14-FEB-2008 was vaccinated with a second
GARDASIL (lot# 659657/1487U) injection. Concomitant therapy included CELEXA and LOESTRIN. On 15-FEB-2008 the patient developed fever. On 16-FEB-
2008 the patient developed hives. On 19-FEB-2008 the patient had swelling at the injection site about the "size of a fist". On 20-FEB-2008 the patient came into
the office and only had a "pin head size papular at the injection site". All other symptoms were gone. At the time of reporting the patient had recovered. It was
reported that the patient had no reaction to the first dose and the patient will not be receiving the third dose. No further information was provided. Additional
information has been requested.

Other Meds: CELEXA; LOESTRIN

Lab Data: Unknown
History:
Prex lliness: Depression

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND

Vaers Id: 312818-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
15.0 F 27-Mar-2008 27-Mar-2008 0 19-May-2008 18-Jun-2008 MI WAES0804USA01032 18-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine

HEPA GLAXOSMITHKLINE AHAVB256AA 1 Left arm Intramuscular

BIOLOGICALS
HPV4 MERCK & CO. INC. 1967U 2 Left arm Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Nausea

Symptom Text: Information has been received from a health professional concerning a 15 year old white female who on 27-MAR-2008 at 14:00 was vaccinated intramuscularly
into the left deltoid with the third dose of GARDASIL (Lot # 660387/1967U). Concomitant therapy included a first dose intramuscularly given into the left deltoid
on the same day at 14:00 of HAVRIX (Lot # AHAVB256AA). On 27-MAR-2008 at 14:10 the patient experienced nausea. On 27-MAR-2008 the patient

recovered. No further information is available.

Other Meds:
Lab Data: Unknown
History: Unknown
Prex lllness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312819-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
18.0 F 03-Dec-2007 Unknown 19-May-2008 12-Jun-2008 - WAES0804USA01048 12-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Rash erythematous, Urticaria

Symptom Text: Information has been received from a registered nurse concerning an 18 year old female who on 03-DEC-2007 was vaccinated intramuscularly with a 0.5 ml
first dose of GARDASIL. Subsequently the patient developed a hive like, red rash over her entire body. The patient sought unspecified medical attention. The
rash lasted approximately two weeks and then resolved. Additional information has been requested.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312820-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
Unknown F Unknown Unknown 19-May-2008 12-Jun-2008 LA WAES0804USA01093 12-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Loss of consciousness

Symptom Text: Information has been received from a health professional (reported as a nurse or a medical assistant) concerning a female (age unknown), who, on an
unspecified date, was vaccinated with a dose of GARDASIL. Subsequently, the patient passed out in the office post vaccination. The patient recovered on an
unspecified date. No product quality complaint was involved. Additional information has been requested.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312821-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
32.0 F 01-Oct-2007 01-Oct-2007 0 19-May-2008 18-Jun-2008 CA WAES0804USA01100 09-Jul-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0929U 0 Unknown Intramuscular
Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Burning sensation, Inappropriate schedule of drug administration, Rash pruritic, Urticaria

Symptom Text: Information has been received from a certified medical assistant concerning a 33 year old female with a history of an abnormal papanicolaou smear, on 01-
OCT-2007 was vaccinated with a prefilled syringe IM in the arm with a first dose of GARDASIL (Lot# 658282/0929U). On 03-DEC-2007 the patient was
vaccinated with a second dose of GARDASIL (Lot# 659437/1266U). Concomitant therapies included hormonal contraceptives (unspecified) and "hormones."
About a month post vaccination, on 07-JAN-2008 the patient developed a "hive type rash." The rash was reported to be itchy and burning. The patient called
the office. On 08-JAN-2008 the patient saw an allergist. The patient recovered on an unspecified date. No product quality complaint was involved. Additional

information has been requested.

Other Meds: [therapy unspecified]; hormonal contraceptives
Lab Data: Unknown

History: Papanicolau smear abnormal

Prex lllness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312822-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
13.0 F Unknown Unknown 19-May-2008 12-Jun-2008 - WAES0804USA01118 12-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Menstruation delayed

Symptom Text: Information has been received from a physician concerning a 13 year old female who on an unspecified date was vaccinated with the first dose of GARDASIL,
0.5 mL. Concomitant medication was not reported. Subsequently on an unspecified date, the patient experienced a missed menstrual period after she
received GARDASIL. Unspecified medical attention was sought. It was reported that the patient missed her menstrual period for a period of 3 months after
vaccination with GARDASIL. The outcome and causality of the event was not reported. No product quality complaint was involved. Additional information has

been requested.
Other Meds: Unknown
Lab Data:
History: Unknown
Prex lliness:
Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312823-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
Unknown F Unknown Unknown 19-May-2008 18-Jun-2008 CA WAES0804USA01128 18-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Skin discolouration

Symptom Text: Information has been received from a physician concerning a female (age not reported) who, on an unspecified date, was vaccinated with a dose of
GARDASIL. Subsequently the patient developed skin discoloration (area of skin discoloration was not reported). The outcome was not reported. Additional

information has been requested.
Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312824-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
Unknown F Unknown Unknown 19-May-2008 18-Jun-2008 -- WAES0804USA01132 18-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL Unknown Unknown

Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Myalgia

Symptom Text: Information has been received from a physician concerning a female (age not reported) who, on an unspecified date, was vaccinated with a dose of
GARDASIL. Subsequently, on an unspecified date, the patient developed muscle soreness after vaccination. It was unknown which muscles were involved.
The patient was seen in the office. A creatine phosphokinase test was done, results not reported. The outcome was unspecified. Additional information has

been requested.
Other Meds: Unknown

Lab Data: plasma creatine kinase not
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312825-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
13.0 F 29-Nov-2007 Unknown 19-May-2008 12-Jun-2008 - WAES0804USA01166 12-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1265U 1 Unknown Unknown
Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Musculoskeletal pain, Neck pain, Vaccine positive rechallenge

Symptom Text: Information has been received from a registered nurse concerning a 13 year old female who on 19-SEP-2007 was vaccinated with the first dose of GARDASIL
(Lot #658556/1060U). On 29-NOV-2007, the patient was vaccinated with the second dose of GARDASIL (Lot #659435/1265U). On 02-APR-2008, the patient
was vaccinated with the third dose of GARDASIL (Lot #659653/1448U). Concomitant medication was reported as none. On an unspecified date in December
2007 a few days after the second vaccination, the patient experienced severe neck and shoulder pain. The pain was severe enough that the patient was
examined at the emergency room, but not admitted. On 02-APR-2008 the evening of the third vaccination, the patient developed neck and shoulder pain which
was not as severe as the pain following the second vaccination. There was no local reaction at the injection site. Unspecified medical attention was sought as
the patient contacted the physician's office. The patient's neck pain and shoulder pain persisted. No product quality complaint was involved. Additional

information has been requested.
Other Meds: Unknown
Lab Data:
History: Unknown
Prex lllness:
Prex Vax llIns:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312826-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
Unknown F Unknown Unknown 19-May-2008 13-Jun-2008 -- WAES0804USA01175 13-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Injection site pain

Symptom Text: Information has been received from a female certified medical assistant who was vaccinated IM with the second 0.5 mL dose of GARDASIL (lot # not reported).
It was reported that she had pain at the injection site of her second dose of GARDASIL (lot # not reported) series. The pain lasted a few hours and then

resolved. No further information is available.
Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312827-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
22.0 F 11-Dec-2007 02-Feb-2008 53 19-May-2008 13-Jun-2008 - WAES0804USA01179 13-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Abdominal pain upper, Drug exposure during pregnancy, Headache, Injection site discomfort

Symptom Text: Information has been received through the pregnancy registry concerning a 22 year old female patient with no known drug allergies and no medical history
reported, who on 11-DEC-2007 and 01-APR-2008 was vaccinated with the first and second doses of GARDASIL respectively. There was no concomitant
medication. The patient reported that after receiving the second dose of GARDASIL she found out she was pregnant. She reported that her last menstrual
period was from 02-FEB-2008 till around 14-FEB-2008 and that she was eight weeks and three days pregnant. She also reported that after receiving the
second dose, on approximately 01-APR-2008, of GARDASIL her head, stomach and her arm hurt at the injection site. Unspecified medical attention was
sought. Diagnostic laboratory studies included a pregnancy test. At the time of this report the patient's outcome was unknown. No product quality complaint
was involved. Additional information has been requested.

Other Meds: None

Lab Data: Beta-human chorionic

History:
Prex lliness: Pregnancy NOS (LMP = 2/2/2008)

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312828-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
19.0 F 18-Jan-2008 02-Feb-2008 15 19-May-2008 18-Jun-2008 - WAES0804USA01199 18-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown

Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Flank pain, Herpes zoster, Pain in extremity

Symptom Text: Information has been received from a registered nurse concerning a 19 year old female with a history of "absent periods” who on 18-JAN-2008 was vaccinated
with the first dose of GARDASIL (lot # not reported). Concomitant therapy included YASMIN. On 02-FEB-2008 the patient thought she had a bug bite. On 04-
FEB-2008 the patient went to the doctor's office and was diagnosed with herpes zoster. The patient was prescribed ZOVIRAX and recovered a few days later.
Follow up information was received. A nurse called to report patient received the second dose of GARDASIL (lot # not reported) 0.5 mL IM in the left deltoid on
04-APR-2008 and experienced left arm pain for 2 days. On days 3 through 5 the patient was pain free. On day 5 the patient had increased pain down her left
arm. The patient was concerned the herpes zoster had come back because she was experiencing the same type of pain. The patient also noticed one mark on
her back but a physician later determined this was an old lesion from the initial herpes zoster occurrence. The patient was given NAPROSYN for the pain. The
patient was seen in the physician's office on 14-APR-2008 and informed the nurse the NAPROSYN was not helping with the pain. The patient had a "CBC,
chem scan and herpes zoster panel done on 14-APR-2008 - results unknown. The nurse mentioned after the first dose of GARDASIL (lot # not reported), the
location of what the patient thought was bug bites was on the middle of her back and on the side. There was also pain on the side. Unspecified which side it
was. Additional information has been requested.

Other Meds: YASMIN

Lab Data: diagnostic laboratory, 04/14/08 - "chem scan” - results unknown; complete blood cell, 04/14/08 - results unknown; Herpes simplex virus, 04/14/08 - results
unknown

History: Absence of menstruation

Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312830-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
14.0 F 18-Feb-2008 19-Mar-2008 30 19-May-2008 12-Jun-2008 MD WAES0804USA01222 12-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown

Seriousness: ER VISIT, NOT SERIOUS

MedDRA PT Smear cervix abnormal

Symptom Text: Information has been received from a consumer concerning her 14 year old daughter with an allergy to AUGMENTIN who on 18-FEB-2008 was vaccinated with
the first 0.5 ml dose of GARDASIL. There was no concomitant medication. On 19-MAR-2008 the patient had a positive PAP smear. Unknown medical
attention was sought with the physician. Patient outcome was unknown. No product quality complaint was involved. Additional information has been

requested.
Other Meds: None
Lab Data: diagnostic laboratory; Pap test, 03/20/08, posit
History:
Prex lliness: Drug hypersensitivity

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312831-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
17.0 F 03-Apr-2008 03-Apr-2008 0 19-May-2008 18-Jun-2008 AZ WAES0804USA01282 18-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Dizziness, Vaccine positive rechallenge

Symptom Text: Information has been received from a physician concerning a 17 year old female who on an unknown date was vaccinated with the first dose of GARDASIL and
03-APR-2008 was vaccinated with the second dose of GARDASIL. The patient experienced dizziness after receiving a first dose of GARDASIL. She also
experienced dizziness on 03-APR-2008 after receiving the second dose of GARDASIL as well another vaccine MENACTRA. Unknown medical attention was
sought. Patient outcome was unknown. No product quality complaint was involved. Additional information has been requested.

Other Meds:
Lab Data: Unknown
History: Unknown
Prex lllness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312836-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
26.0 F Unknown Unknown 19-May-2008 12-Jun-2008 X WAES0804USA01311 12-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Back crushing, Back pain, Dyspnoea

Symptom Text: Information has been received from a medical assistant concerning a 26 year old female who last week (approximately 27-March 2008), was vaccinated with
the first dose of GARDASIL. The patient developed back pains post vaccination. The patient awoke at 2 am in the morning and felt like something was
crushing her back like a "bear hug" and she could not breathe. Medical attention was sought through a call to the medical assistant. Patient outcome was
unknown. No product quality complaint was involved. Additional information has been requested.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312837-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
24.0 F 29-Feb-2008 29-Feb-2008 0 19-May-2008 12-Jun-2008 OH WAES0804USA01329 12-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown

Seriousness: ER VISIT, NOT SERIOUS

MedDRA PT Anxiety, Crying, Hypoaesthesia, Musculoskeletal stiffness, Respiratory rate increased

Symptom Text: Information has been received from a nurse concerning a 24 year old female who on an unspecified date was vaccinated with the first dose of GARDASIL and
at the end of February 2008 was vaccinated IM in the arm with the second 0.5 ml dose of GARDASIL. The patient passed out after receiving the first dose of
GARDASIL. The patient had what was described as a "high anxiety" response after receiving the second dose of GARDASIL. The patient reported both hands
and legs went numb. The patient "stiffened up" and began breathing rapidly and crying hysterically. No treatment besides observation and supportive methods
for either episode. Unknown medical attention was sought in the physician's office. Patient outcome was recovered on an unspecified date. No product quality
complaint was involved. Additional information has been requested.

Other Meds: Unknown

Lab Data: vital sign
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312838-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
13.0 F 01-Nov-2007 01-Nov-2007 0 19-May-2008 18-Jun-2008 - WAES0804USA01339 18-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Drug administered at inappropriate site, Erythema, Skin warm, Swelling

Symptom Text: Information has been received from a nurse, who was the patient's grandmother, concerning her 14 year old granddaughter who in November 2007, was
vaccinated in the outer thigh with a first dose of GARDASIL. Sometime in November 2007, the patient developed swelling, redness and warmth that lasted for
about a week. She was reported to have improved (date not specified). No further information is available.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312839-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
15.0 F 31-Mar-2008 31-Mar-2008 0 19-May-2008 18-Jun-2008 NJ WAES0804USA01352 18-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Syncope, Vomiting

Symptom Text: Information has been received from an office manager concerning a 15 year old female who on 31-MAR-2008 was vaccinated with the first dose of GARDASIL.
The patient fainted and threw up after getting the first dose of GARDASIL. Unknown medical attention was sought. On an unspecified date patient was
recovered. No product quality complaint was involved. Additional information has been requested.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:



FDA Freedom of Information Distribution

VAERS Line List Report

Report run on: 15 MAY 2009 10:16 Page 264
Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312840-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
16.0 F 11-Mar-2008 31-Mar-2008 20 19-May-2008 18-Jun-2008 - WAES0804USA01367 18-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Injection site bruising, Pain

Symptom Text: Information has been received from a 16 year old female consumer regarding herself with a history of kidney problems when younger and no known allergies
who 6 months ago was vaccinated with the first dose of GARDASIL and on 11-MAR-2008 was vaccinated with the third 0.5 ml dose of GARDASIL (no lot
number provided). On 31-MAR-2008 the patient noticed a bruise at the injection site. Everytime the patient puts ice on the bruise it feels like her arm is
"throbbing". There was no concomitant medication. Unknown medical attention was sought. Patient outcome was not recovered. No product quality complaint
was involved. Additional information has been requested.

Other Meds: None

Lab Data: diagnostic laboratory - blood work
History: Renal disorder
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312841-1
Age Gender Vaccine Date Onset Date Received Date Status Date State Mfr Report Id Last Edit Date
20.0 F Unknown Unknown 19-May-2008 12-Jun-2008 NY WAES0804USA01372 12-Jun-2008
VAX Detail: Type Manufacturer Route Other Vaccine
HPV4 MERCK & CO. INC. Unknown Intramuscular

Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Injection site pain

Symptom Text: Information has been received from a nurse concerning a 20 year old female who was vaccinated with the third dose of GARDASIL (Lot # 658556/1060U). The
patient experienced pain at the injection site and in the arm after the third dose. Patient outcome was unknown. Unknown medical attention was sought in the
office. No product quality complaint was involved. This is one of two cases from the same source (WAES # 0804USA03130). Additional information has been

requested.
Other Meds: Unknown
Lab Data: None
History: Unknown

Prex lliness:
Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312842-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
16.0 F Unknown Unknown 19-May-2008 18-Jun-2008 - WAES0804USA01378 18-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Condition aggravated, Ovarian cyst

Symptom Text: Information has been received from a health professional concerning a 16 year old female with ovarian cysts who was vaccinated with her third dose of
GARDASIL (lot number unspecified). Subsequently the patient's ovarian cysts worsened and became larger. The patient sought unspecified medical treatment.
The patient's ovarian cyst persisted. Additional information has been requested.

Other Meds: Unknown

Lab Data: Unknown
History:
Prex lliness: Ovarian cyst

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312843-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
17.0 F 08-Jan-2008 22-Jan-2008 14 19-May-2008 18-Jun-2008 - WAES0804USA01397 18-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown

Seriousness: ER VISIT, NOT SERIOUS

MedDRA PT Gait disturbance, Menorrhagia, Muscle spasms

Symptom Text: Information has been received from a health professional concerning a female who on 08-JAN-2008 was vaccinated with her first dose of GARDASIL (lot
number unspecified). About two weeks after being vaccinated, on approximately 22-JAN-2008 the patient experienced heavy menstrual periods, and severe
cramping which was causing her to have difficulty in walking. Patient is now visiting a specialist, but specifics unknown. The patient's heavy menstrual periods
and severe cramping and difficulty walking persisted. Additional information has been requested.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312844-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
Unknown F Unknown Unknown 19-May-2008 18-Jun-2008 PA WAES0804USA01410 18-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown

Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Urticaria

Symptom Text: Information has been received from a physician concerning a female who in February 2008, was vaccinated with the first dose of GARDASIL (lot# not
reported). Per the reporter, the patient developed hives within an hour and a half of vaccination. No other symptoms were involved. The patient sought
unspecified medical attention in the physician's office. Topical BENADRYL was used and the symptoms resolved the same day. No further information is
available. Additional information has been requested.

Other Meds: Unknown
Lab Data:

History: Unknown
Prex lllness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312845-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
19.0 F 09-Jan-2007 01-Mar-2007 51 19-May-2008 12-Jun-2008 NV WAES0804USA01411 12-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL Unknown Unknown

Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Skin papilloma

Symptom Text: Information has been received from a physician concerning a 20 year old female who on 09-JAN-2007 was vaccinated in the right arm with the first dose of
GARDASIL (lot# not reported). On 09-MAR-2007 the patient was vaccinated in the left arm with the second dose of GARDASIL (lot# not reported). On 11-JUL-
2007 the patient was vaccinated in the right arm with the third dose of GARDASIL (lot# not reported). Per the reporter, the patient experienced one large plantar
wart on her right heel immediately following the second dose of GARDASIL. The patient was treated by a podiatrist and had the wart burned off, but 7 more
warts branched out on the heel. These were treated with a combination of burning or surgical removal. The patient is still being treated by the podiatrist who
feels this is related to GARDASIL. The primary care physician does not feel this is related to GARDASIL. The patient's warts have persisted. No additional
information is available at this time. Additional information has been requested.

Other Meds: Unknown
Lab Data:

History: Unknown
Prex lllness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312846-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
14.0 F 02-Apr-2008 02-Apr-2008 0 19-May-2008 18-Jun-2008 MO WAES0804USA01417 18-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Body temperature fluctuation, Feeling hot, Headache, Injection site pain, Nausea, Pyrexia

Symptom Text: Information has been received from a consumer, who is the mother of the patient, concerning a 14 year old female who on 02-APR-2008 was vaccinated with
the first dose of GARDASIL (lot# not reported). On 02-APR-2008 the patient experienced pain at the injection site. The mother reported that the next day the
patient came home and had a bad headache, so she was given TYLENOL and was lying around the house. The consumer reported that later on that night, the
patient was still complaining of the headache and that she felt nauseous, so the mother had taken the patient's temperature and it was 98.7 degrees. The
mother stated that the patient was lying around the house and around 10:30 PM the patient had felt unusually warm and she had a fever of 101.3. The
consumer reported that throughout the night, the patient's temperature went up and down, but she was warm all night. Per the consumer, on 04-APR-2008, the
patient stayed home from school and she still feels a little warm. The consumer has not yet spoken with the physician. No further information is available and
the patient has not yet recovered. Additional information has been requested.

Other Meds: Unknown
Lab Data:

History: Unknown
Prex lllness:

Prex Vax llIns:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312847-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
16.0 F Unknown Unknown 19-May-2008 13-Jun-2008 NC WAES0804USA01452 13-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Abdominal pain upper

Symptom Text: Information has been received from a physician concerning a "16-17 year old" female who was vaccinated on an unspecified date with a first dose of
GARDASIL (lot # not reported). Subsequently, on an unspecified date, the patient experienced upper right quadrant pain. The patient sought unspecified
medical attention. "She was referred to see a gastroenterologist and found out she had raised liver enzymes." Therapy with GARDASIL was discontinued.
Subsequently, the patient recovered from upper right quadrant pain and raised liver enzymes, "after stopping therapy with GARDASIL." No product quality
complaint was involved. Additional information has been requested.

Other Meds: Unknown

Lab Data: Diagnostic laboratory, raised liver enzymes.
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312848-1
Age Gender Vaccine Date Onset Date Received Date Status Date State Mfr Report Id Last Edit Date
32.0 F Unknown Unknown 19-May-2008 12-Jun-2008 - WAES0804USA01454 12-Jun-2008
VAX Detail: Type Manufacturer Route Other Vaccine
HPV4 MERCK & CO. INC. Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Inappropriate schedule of drug administration, Injection site pain, Injection site swelling

Symptom Text: Information has been received from a 32 year old female physician assistant who in February 2008, reported as "a little less than 2 months ago," was
vaccinated intramuscularly into the left arm with the first dose of GARDASIL. Subsequently, she experienced pain at the injection site since being vaccinated
around 2 months ago. She also reported that she has slight swelling at the injection site or a ball that was visible at the injection site on her left arm. At the
time of this report, the patient had not recovered. No product quality complaint was involved. Additional information has been requested.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312849-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
Unknown F Unknown Unknown 19-May-2008 18-Jun-2008 MA WAES0804USA01470 18-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 3 Unknown Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Smear cervix abnormal

Symptom Text: Information has been received from a physician concerning a female who on unspecified date was vaccinated IM with all three dose of GARDASIL (lot# not
provided). The patient received all three doses and later she had abnormal pap smear. Unknown medical attention was sought. The patient was not recovered.
Attempts were unsuccessful to gain more information. Additional information has been requested.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312850-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
11.0 F Unknown Unknown 19-May-2008 12-Jun-2008 - WAES0804USA01484 12-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Headache

Symptom Text: Information has been received from a registered nurse concerning a 11 year old female who on an unspecified date was vaccinated IM with the first dose of
GARDASIL. It was reported that the patient developed a headache after being vaccinated. Unknown medical attention was sought. The patient's outcome
was unknown. Additional information has been requested.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312851-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
17.0 F Unknown Unknown 19-May-2008 13-Jun-2008 - WAES0804USA01528 13-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown

Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Malaise, Syncope

Symptom Text: Information has been received from a consumer concerning her 17 year old daughter, who on an unspecified date, was vaccinated with a second dose of
GARDASIL. Subsequently, the patient didn't feel too well and fainted. The patient was seen at the office. At the time of the report, the outcome of the patient
was unknown. Additional information is not expected.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312852-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
13.0 F 06-Jul-2007 Unknown 19-May-2008 12-Jun-2008 PA WAES0804USA01532 12-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Injection site induration, Injection site nodule

Symptom Text: Information has been received from a physician concerning a 13 year old female who on 06-JUL-2007 was vaccinated with the first dose of GARDASIL (lot# not
provided). Subsequently the patient developed a firm nodule on her arm close to the injection site about half centimeter in size. Physician saw the nodule
yesterday (03-Apr-2008) when patient visited the clinic. It was unknown when the patient developed the firm nodule. Medical attention was sought by visiting
the physician. The patient's outcome was unknown. Additional information has been requested.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:



FDA Freedom of Information Distribution

VAERS Line List Report

Report run on: 15 MAY 2009 10:16 Page 277
Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312853-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
22.0 F Unknown Unknown 19-May-2008 18-Jun-2008 - WAES0804USA01550 18-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Rash

Symptom Text: Information has been received from a health professional concerning a 22 year old female who was vaccinated on an unspecified date with her first dose of
GARDASIL (lot# not reported). Subsequently the patient experienced a rash on her neck and chest the same day as the vaccination. Subsequently, the patient
recovered from rash on neck and rash on chest. The patient sought unspecified medical attention. Additional information has been requested.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312854-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
Unknown F Unknown Unknown 19-May-2008 12-Jun-2008 PA WAES0804USA01701 12-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown
Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Cervical dysplasia, Papilloma viral infection, Smear cervix abnormal

Symptom Text: Information has been received from a physician concerning a female who was vaccinated with all three doses of GARDASIL (lot numbers unspecified). The
patient had all negative Pap tests prior to vaccination. After vaccination, the patient's Pap test came back as positive for high risk papillomavirus. No other
information is provided. The patient sought unspecified medical treatment in the office. Additional information has been requested.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312855-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
12.0 F 02-Aug-2007 Unknown 19-May-2008 12-Jun-2008 NM WAES0804USA01706 12-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown

Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Amenorrhoea

Symptom Text: Information has been received from a physician concerning a 12 year old female with concomitant medications and pertinent medical history reported as
unspecified, who on approximately 02-AUG-2007 was vaccinated with the first dose of GARDASIL (Lot# not reported). The second dose of GARDASIL was
given on 02-APR-2008 (Lot # not reported). Following the first dose she did not get a period for 5 months (she has had her period since age 11). She sought
the medical attention of a physician and her mother refused to allow her to take a pregnancy test. The outcome was unspecified. No product quality complaint
was involved. Additional information has been requested.

Other Meds: Unknown
Lab Data:

History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312856-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
16.0 F 23-Aug-2007 23-Aug-2007 0 19-May-2008 18-Jun-2008 - WAES0804USA01733 18-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1757U 2 Left arm Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Anogenital warts, Vaccine positive rechallenge, Vulvovaginal human papilloma virus infection

Symptom Text: Information has been received from a physician concerning a 17 year old white female (weight 125#, height 62") who on 23-AUG-2007 was vaccinated with the
first dose of GARDASIL (Lot #658558/1061U), IM. On 18-OCT-2007, the patient was vaccinated with the second dose of GARDASIL (Lot #658488/1264U), IM
in the left arm. On 26-FEB-2008, the patient was vaccinated with the third dose of GARDASIL (Lot #659182/1757U), IM in the left arm. Concomitant medication
was not reported. The physician reported that the patient experienced an increased outbreak of vulvar venereal warts after each injection. It was noted that at
the time of vaccinations the patient had no warts and had no prior treatment for warts. The outcome and causality of the events were not reported. Additional
information has been requested.

Other Meds: Unknown
Lab Data:

History: Unknown
Prex lllness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312857-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
22.0 F 14-Jun-2007 17-Jun-2007 3 19-May-2008 12-Jun-2008 - WAES0804USA01748 12-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Dizziness, Oral contraception, Syncope, Vaccine positive rechallenge

Symptom Text: Information has been received from a 22 year old female with no pertinent medical history, who on 14-JUN-2007 was vaccinated with a first dose of
GARDASIL. Concomitant therapy included ORTHO TRI-CYCLEN. On 17-JUN-2007 the patient fainted. The patient went to the emergency room and was
later released. Subsequently, the patient recovered. In August 2007, the patient was vaccinated with a second dose of GARDASIL. In August 2007 2 weeks
after vaccination, the patient experienced fainted. Subsequently, the patient recovered. In March 2008, the patient was vaccinated with a second dose of
GARDASIL. In approximately March 2008, 3 weeks after vaccination, the patient experienced fainted. The patient was seen by a physician. Unspecified blood
tests and computed axial tomography were performed (results not reported). At the time of the report, the patient was recovering. She reported that she "still
feels like fainting and dizzy." Additional information has been requested.

Other Meds: ORTHO TRI-CYCLEN

Lab Data: diagnostic laboratory, results not reported; computed axial, results not reported
History: None
Prex lllness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312858-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
Unknown F Unknown Unknown 19-May-2008 13-Jun-2008 -- WAES0804USA01752 13-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1061U 1 Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Asthenia, Fatigue, Syncope

Symptom Text: Information has been received from a health professional concerning a female who was vaccinated on an unspecified date with her first dose of GARDASIL
(lot# not provided). She received this dose at an office and the morning after receiving the vaccine she fainted. At the end of October 2007, the patient was
vaccinated with her second dose of GARDASIL (lot# 658558/1061U). She experienced fatigue and felt generally weak. She also received the third dose of
GARDASIL (lot#658563/1063U) at the end of February or beginning of March 2008. The patient had no adverse symptoms after this dose. Her outcome was
not reported. Additional information has been requested.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312859-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
25.0 F 04-Apr-2008 04-Apr-2008 0 19-May-2008 12-Jun-2008 CT WAES0804USA01759 13-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0742V 2 Unknown Unknown
Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT No reaction on previous exposure to drug, Urticaria, Vomiting

Symptom Text: Information has been received from a registered nurse concerning her 25 year old daughter who on 04-APR-2008 was vaccinated with a third dose of
GARDASIL (lot# 654539/0742U) prefilled syringe and had a severe reaction. Concomitant therapy included YASMIN. The patient had no problem with the initial
2 doses. On 04-APR-2008 about 25 minutes after receiving the third dose the patient developed hives that completely covered her body and began vomiting.
The patient vomited 5 times that day and only had water before the appointment. The patient was seen at the Emergency Room and was given epinephrine,
cortisone, and BENADRYL. The patient was sent home with CLARITIN and has been taking since 04-APR-2008. The vomiting had stopped and the hives were
almost completely gone. There are a few on her face but they are fading. At the time of reporting the patient was recovering. No further information was
available. The reporter felt that vomiting and urticaria were an other important medical events. Additional information has been requested

Other Meds: YASMIN

Lab Data: None
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312860-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
Unknown F Unknown Unknown 19-May-2008 12-Jun-2008 LA WAES0804USA01779 12-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown

Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Hypoaesthesia, Syncope

Symptom Text: Information has been received from a nurse concerning a "high school age" female who was vaccinated on an unspecified date with her first dose of
GARDASIL (lot# not reported). Subsequently the patient experienced numbness in her hands and arms and fainted in school. The patient was brought to the
ER but was not admitted. Per the nurse, the healthcare provider in the ER did not think there was anything wrong with the patient. The patient was then taken
to her family practice physician and she had an MRI which came back normal. The numbness lasted 2 - 3 weeks and the patient is now fine. The nurse stated
that the patient will not be continuing with the GARDASIL series. Additional information has been requested.

Other Meds: Unknown

Lab Data: magnetic resonance, normal
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312861-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
19.0 F 11-Sep-2007 11-Sep-2007 0 19-May-2008 13-Jun-2008 MA WAES0804USA01782 13-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Dizziness, Loss of consciousness

Symptom Text: Information has been received from a physician concerning a 19 year old female who on 11-SEP-2007 was vaccinated intramuscularly with her second dose of
GARDASIL (lot# reported "0232U"). Within 2 minutes of getting GARDASIL, the patient experienced lightheaded and passed out. The patient has a history of
getting lightheaded with vaccines. The patient was monitored until feeling better then left the office. Subsequently, the patient recovered from lightheaded and
passing out. Additional information has been requested.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312862-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
12.0 F 30-Jan-2007 30-Jan-2007 0 19-May-2008 12-Jun-2008 MA WAES0804USA01787 12-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1447F 0 Left arm Intramuscular
Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Dizziness, Inappropriate schedule of drug administration, Loss of consciousness

Symptom Text: Information has been received from a nurse concerning a 13 year old female student who on 30-JAN-2007 was vaccinated IM in the left arm with the first dose
of GARDASIL (Lot # 655617/1447F). On 06-Apr-2007, the patient was vaccinated IM in the left arm with the second dose of GARDASIL (Lot # 656051/0244U)
and on 18-MAR-2008, the patient was vaccinated IM in the left arm with the third dose of GARDASIL (Lot # 659964/1978U). On 30-JAN-2007 the patient
passed out in the hallway after the first dose of the vaccine and was monitored until feeling better then allowed to leave. After the second dose the patient felt a
little dizzy and sat in the office for 20 minutes. The patient was fine after the third dose and sat in the office for 20 minutes. Patient outcome was recovered.

Additional information has been requested.
Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312863-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
17.0 F 01-Apr-2008 Unknown 19-May-2008 12-Jun-2008 NJ WAES0804USA01789 12-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0151X Left arm Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Unevaluable event

Symptom Text: Information has been received from a nurse concerning a 17 year old female with seasonal allergies and an allergy to CECLOR who on 01-APR-2008 was
vaccinated IM in the left arm with 0.5 cc dose of GARDASIL (Lot # 0151X). No concomitant medication. Medical attention was sought through a call to the
office. Patient outcome was unknown. No product quality complaint was involved. Additional information has been requested.

Other Meds:

Lab Data: None

History:

Prex lliness: Seasonal allergy; Allergic reaction to antibiotics

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312864-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
14.0 F Unknown Unknown 19-May-2008 18-Jun-2008 NM WAES0804USA01805 18-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown

Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Menstruation irregular

Symptom Text: Information has been received from a physician concerning a 14 year old female who was vaccinated with a dose of GARDASIL. The patient missed her period
for two months after receiving both her second and third dose of GARDASIL. Unknown medical attention was sought at the office. Patient outcome was
unknown. No product quality complaint was involved. Additional information has been requested.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312865-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
13.0 F 07-Apr-2008 07-Apr-2008 0 19-May-2008 18-Jun-2008 CA WAES0804USA01838 18-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0133X 1 Unknown Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Dizziness, Syncope, Urticaria, Vaccine positive rechallenge

Symptom Text: Information has been received from a health professional concerning a 13 year old female with an upper respiratory tract infection and a history of seasonal

allergies who on 07-APR-2008 was IM vaccinated with her second dose of GARDASIL (lot number reported as 654490/0133X). Concomitant therapy included
TYLENOL, VICKS DAYQUIL (OLD FORMULA) and VICKS NYQUIL (OLD FORMULA). On 07-APR-2008 the patient fainted. Initially she was dizzy, then
collapsed. Additionally she had a urticaria rash on her left amber blood pressure at that time was 142/80 and pulse rate was 47. Fifteen minutes later her blood
pressure was 122/68 and pulse rate was 85. There was no sign of anaphylactic shock. The patient had and upper respiratory infection for the past 3 days with
some symptoms that include coughing and mucous. The MA also reported that then patient fainted with Dose #1 but did not have any other details. The patient
has recovered from the fainting but it is unspecified if her rash has also resolved. The patient sought unspecified medical treatment while at the office.
Additional information has been requested.

Other Meds: TYLENOL, VICKS NYQUIL (OLD FORMULA); VICKS DAYQUIL (OLD FORMULA)

Lab Data: blood pressure, 04/07/08, 142/8; blood pressure, 04/07/08, 122/6 - 15 minutes later; total heartbeat count, 04/07/08, 47; total heartbeat count, 04/07/08, 85 - 15
minutes

History: Seasonal allergy

Prex lliness: Upper respiratory tract infection

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312866-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
22.0 F 03-Apr-2008 03-Apr-2008 0 19-May-2008 12-Jun-2008 - WAES0804USA01851 12-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1287U 1 Unknown Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Injection site pain, Oral contraception

Symptom Text: Information has been received from a health professional concerning a 22 year old female who on 30-JAN-2008 was IM vaccinated with her first dose of
GARDASIL (lot number 655327/1287U). Concomitant therapy included ORTHO TRI-CYCLEN LO. On 03-APR-2008 the patient was IM vaccinated with her
second dose of GARDASIL (lot number 655327/1287U) and experienced injection site pain. The patient's injection site pain persisted. Additional information

has been requested.
Other Meds: ORTHO TRI-CYCLEN LO

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312867-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
Unknown F Unknown Unknown 19-May-2008 18-Jun-2008 -- WAES0804USA01912 18-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Syncope

Symptom Text: Information has been received from a registered nurse concerning a female patient who, on an unspecified date, was vaccinated with a 0.5 mL dose of
GARDASIL and fainted. No further information was provided. Outcome was not reported. Additional information has been requested.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312868-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
Unknown F Unknown Unknown 19-May-2008 18-Jun-2008 -- WAES0804USA01913 18-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Syncope

Symptom Text: Information has been received from a registered nurse concerning a female patient who, on an unspecified date, was vaccinated with a 0.5 mL dose of
GARDASIL and fainted. No further information was provided. Outcome was not reported. Additional information has been requested.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312869-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
22.0 F 02-Apr-2008 03-Apr-2008 1 19-May-2008 18-Jun-2008 CT WAES0804USA01961 18-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0151X 0 Unknown Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Hypoaesthesia

Symptom Text: Information has been received from a office manager concerning a 22 year old female who on 02-APR-2008 was vaccinated IM with the first dose of
GARDASIL (Lot #0151X). Concomitant therapy included hormonal contraceptives (unspecified). On 03-APR-2008, the patient experienced numbness in both of
her hands and went away over the weekend (approximately 05-APR-2008). The numbness recurred on 07-APR-2008. Medical attention was sought through a
call to the office. Patient outcome was unknown. No product quality complaint was involved. Additional information was received from a health care professional
indicating that on 03-APR-2008 the patient experienced humbness in both hands that lasted 2 days. The numbness went away over the weekend but has since
returned as of 07-APR-2008. Additional information has been requested.

Other Meds: Unknown

Lab Data: None
History: None
Prex lliness:

Prex Vax llins:



FDA Freedom of Information Distribution

VAERS Line List Report

Report run on: 15 MAY 2009 10:16 Page 294
Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312870-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
15.0 F 01-Apr-2008 01-Apr-2008 0 19-May-2008 13-Jun-2008 - WAES0804USA01963 13-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL Unknown Unknown

Seriousness: ER VISIT, NOT SERIOUS

MedDRA PT Dizziness, Loss of consciousness

Symptom Text: Information has been received from a physician assistance concerning a 15 year old female who on 01-APR-2008 was vaccinated with a dose of GARDASIL.
Concomitant therapy included DTAP. The patient passed out in the office after the vaccination and recovered after a short interval. No treatment was required.
Medical attention was sought in the office. The patient was seen in the office because she had been experiencing some dizziness. The PA thought it might be
low blood sugar. No product quality complaint was involved. Additional information has been requested.

Other Meds: Unknown

Lab Data: Unknown
History:
Prex lliness: Dizziness

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312871-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
18.0 F 22-Oct-2007 Unknown 19-May-2008 18-Jun-2008 GA WAES0804USA01971 18-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Infectious mononucleosis, Pyrexia

Symptom Text: Information has been received from a consumer concerning her 18 year old daughter who on 22-OCT-2007 was vaccinated with the first 0.5 ml dose of
GARDASIL. The was no concomitant medication. In early February 2008, the patient developed mono. The patient had a high fever of 101 deg F and missed 2
weeks of school. The patient has not yet received the second dose. Unknown medical attention was sought. Patient outcome was recovered on an unspecified
date. No product quality complaint was involved. Additional information has been requested.

Other Meds: None

Lab Data: diagnostic laboratory - blood work
History: None
Prex lllness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312872-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
17.0 F 03-Apr-2008 03-Apr-2008 0 19-May-2008 18-Jun-2008 - WAES0804USA01978 18-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 3 Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Headache, Inappropriate schedule of drug administration

Symptom Text: Information has been received from a health professional concerning a 17 year old female who on 16-FEB-2008 was vaccinated by injection with her first dose
of GARDASIL (lot number unspecified). On 16-Apr-2007 the patient was vaccinated by injection with her second dose of GARDASIL (lot number unspecified).
On 05-Mar-2008, the patient was vaccinated by injection with her third dose of GARDASIL (lot number unspecified). On 03-Apr-2008 the patient was
vaccinated by injection with her fourth dose of GARDASIL (lot number unspecified). The patient experienced headaches after receiving four doses. Lot
numbers were not provided. No additional information was provided. The patient sought unspecified medical attention . Additional information has been

requested.
Other Meds: Unknown
Lab Data: Unknown
History: Unknown

Prex lliness:
Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND

Vaers Id: 312873-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
17.0 F 24-Mar-2008 24-Mar-2008 0 19-May-2008 13-Jun-2008 NY WAES0804USA01989 13-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine

HPV4 MERCK & CO. INC. 1060U 0 Unknown Unknown

HEPA GLAXOSMITHKLINE NULL Unknown Unknown

BIOLOGICALS

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Erythema

Symptom Text: Information has been received from a physician concerning a 17 year old female who on 24-MAR-2008 was vaccinated with her first dose of GARDASIL (lot
number 658556/1060U). Concomitant therapy included HAVRIX. The patient was fine in the office then went immediately to dance practice. During dance
practice, she noticed the arm she received the GARDASIL and one side of her body turned red (unspecified which arm and which side). This red color lasted

30 minutes then she completely recovered.

Additional information has been requested.

Other Meds:
Lab Data: Unknown
History: Unknown
Prex lllness:

Prex Vax llins:

No further information available. The patient sought unspecified medical treatment with a call to the office.
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312874-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
15.0 F 11-Sep-2007 11-Sep-2007 0 19-May-2008 18-Jun-2008 MA WAES0804USA02077 23-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0960F 0 Unknown Unknown

Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Chest pain, Dizziness, Headache, Nausea, Pain in extremity, Palpitations, Pharyngitis streptococcal, Vaccine positive rechallenge, Vertigo

Symptom Text: Information has been received from a consumer, who is the patient's mother, concerning a 15 year old female who in September 2007, was vaccinated with the
first dose of GARDASIL (lot# not reported). Concomitant therapy included meningococcal vaccine (unspecified). Per the mother, the patient experienced a
headache after receiving the first dose. The patient recovered from her headache. In November 2007, the patient was vaccinated with he second dose of
GARDASIL (lot# not reported). Again, the patient experienced headache after receiving the second dose. In March 2008, the patient was vaccinated with a third
dose of GARDASIL (lot# not reported) and the patient started to experience a headache that lasted for 3 weeks. The patient also developed chest pain that she
is still experiencing until today. The patient was brought to the ER on 08-APR-2008, but was not admitted to the hospital. The mother mentioned that the patient
was absent from school 10 days last month because of the symptoms. No further information was provided. Additional information has been requested.
5/29/08 Reviewed ER medical records of 4/2008. FINAL ER Dx: atypical chest pain Records of 4/8/08 visit for chest pain, HA & left arm pain intermittently x 1
mo. Had vertigo since last HPV vax on 3/17/08. 6/3/08 Reviewed PCP medical records & vaccine records. Patient received HPV #1 0960F on 9/11/2007
unknown site; HPV #2 1266U on 11/16/2007 LUE; HPV #3 1486U on 3/17/2008 LUE. Nausea, dizziness, HA day after 1st HPV. On 3/11/08 woke w/heart
racing, sharp chest pain & dizziness. On antibiotic at that time for strep throat dx 3/6/08. Referred to peds cardio. On 3/18, parent reported dizziness &
nausea day after each HPV vaccine. Cardio consult 3/15/08 WNL.

Other Meds:

Lab Data: diagnostic laboratory; computed axial; X-ray; cardiac monitoring 4/3/08 LABS: CT of head WNL. CBC WNL except for mono 14.10% (H). Monospot neg.
4/8/08 D-dimer 93 (N). CXR revealed mild mid thoracic dextroscoliosis. C-spine WNL. L

History: Unknown PMH: both parents w/cardiac hx. Mother w/pancreatitis, IBS, tinnitus. Family history of heart disease

Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312875-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
12.0 F Unknown Unknown 19-May-2008 12-Jun-2008 X WAES0804USA02103 12-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular

Seriousness: ER VISIT, NOT SERIOUS

MedDRA PT Injection site oedema, Injection site pain, Injection site swelling

Symptom Text: Information has been received from a physician concerning a 12 year old female who was vaccinated IM with the first 0.5 ml dose of GARDASIL. The patient
developed pain, swelling, and edema at the injection site. Unknown medical attention was sought in the office. Patient outcome was unknown. No product
quality complaint was involved. Additional information has been requested.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312876-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
15.0 F Unknown Unknown 19-May-2008 18-Jun-2008 -- WAES0804USA02114 18-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1486U 1 Unknown Intramuscular
Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Clonus, Dizziness, Dyskinesia, Nausea, Pallor, Syncope, Tremor

Symptom Text: Initial and follow up information has been received from a physician, concerning a 15 year old female patient with a history of "fainted once with a blood draw,"
who on an unspecified date, was vaccinated IM with the second dose, 0.5 ml, of GARDASIL (lot # 659655/1486U). After vaccination, the patient became pale,
and felt shaky; the physician indicated that "it could have been a complicated fainting spell." The patient "had 10 seconds of jerking- some clonus." She
recovered, but "Thurs. still dizzy & nauseated." The outcome of dizzy and nauseated was not specified. Additional information is not expected.

Other Meds: Unknown

Lab Data: Unknown
History: Syncope
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312877-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
14.0 F 04-Apr-2008 05-Apr-2008 1 19-May-2008 12-Jun-2008 - WAES0804USA02130 12-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1486U 0 Unknown Unknown

Seriousness: ER VISIT, NOT SERIOUS

MedDRA PT Loss of consciousness, Syncope

Symptom Text: Information has been received from a physician concerning a 14 year old female with no previous medical history and no known drug allergies, who on 04-
APR-2008 was vaccinated with the first dose of GARDASIL (lot# 6596551486U). There was no concomitant medication. The patient had three syncopal
episodes beginning 24 hours after receiving the vaccination. The patient sought treatment for the syncopal episode in the emergency room. The episodes
were described as lasting 10 seconds in duration with full loss of consciousness. The patient was evaluated in the physician's office on 07-Apr-2008 and had
fully recovered with no need for treatment. Additional information has been requested.

Other Meds: None

Lab Data: Unknown
History: None
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312878-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
Unknown F Unknown Unknown 19-May-2008 12-Jun-2008 -- WAES0804USA02171 12-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Abdominal pain upper, Vomiting

Symptom Text: Information has been received from a physician concerning a adolescent female who was vaccinated with a third dose of GARDASIL (date, route and Lot# not
provided). Two months post vaccination the patient experienced vomiting and stomach cramps. Unknown medical attention was sought. The patient's
outcome was unknown. The reporting physician was not the primary physician. No product quality complaint was involved. Additional information is not

expected.
Other Meds: Unknown
Lab Data: Unknown
History: Unknown

Prex lliness:
Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312879-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
25.0 F 28-Mar-2008 07-Apr-2008 10 19-May-2008 13-Jun-2008 - WAES0804USA02194 13-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Pruritus, Urticaria

Symptom Text: Information has been received from a health professional concerning a 25 year old female who on 28-MAR-2008 was vaccinated with her first dose of
GARDASIL (lot# not reported). On 07-APR-2008 the patient experienced hives all over her body, mildly itchy. She called the nurse on 08-APR-2008 to report
the hives. The patient has no medication or food allergies, but mild lactose intolerance. She has not been exposed to any new things. She was taking
antihistamines and the hives were improving; no trouble breathing or swallowing. Additional information has been requested.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312880-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
19.0 F 02-Jan-2008 16-Jan-2008 14 19-May-2008 18-Jun-2008 - WAES0804USA02220 18-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1487U 1 Unknown Intramuscular
Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Lip swelling, Oedema peripheral, Swelling face, Vaccine positive rechallenge

Symptom Text: Information has been received from a nurse practitioner through the patient's mother concerning her 19 year old daughter with an allergy to penicillin and
sulfanomide who on 02-JAN-2008 was vaccinated IM in the deltoid with the first 0.5 ml dose of GARDASIL (Lot # 659055/1522U) and on 05-MAR-2008 was
vaccinated IM in the deltoid with the second 0.5 ml dose of GARDASIL (Lot # 659657/1487U). Concomitant therapy included LEVORA. Approximately two
weeks after receiving the first dose of GARDASIL the patient experienced swelling of lips. Approximately two weeks after receiving the second dose of
GARDASIL the patient experienced more severe swelling of lips, swelling of the face and swelling of the hands. The patient was treated by an unspecified
primary care physician after the second occurrence of swelling with unspecified steroids. The symptoms resolved by an unspecified date. No other symptoms
or treatment reported. No product quality complaint was involved. Additional information has been requested.

Other Meds: LEVORA

Lab Data: None
History:
Prex lliness: Penicillin allergy; Sulfonamide allergy

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312882-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
18.0 F Unknown Unknown 21-May-2008 22-May-2008 - WAES0805USA02019 22-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL Unknown Unknown
Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Drug exposure during pregnancy, Foetal disorder, Premature labour

Symptom Text: Information has been received from a consumer concerning her 18 year old granddaughter, who, on an unspecified date, was vaccinated with a dose of
GARDASIL. Concomitant therapy included hormonal contraceptives (unspecified). Subsequently, the patient was pregnant when vaccinated. The patient did
not seek medical attention and did not received prenatal care. It was reported that bloodwork was performed. On 06-APR-2008 the baby was born prematurely
at approximately 36 weeks and was diagnosed with a terminal illness Trisomy 18. At the time of the report the outcome of the patient was unknown. No product
quality complaint was involved. Additional information is not available.

Other Meds: hormonal contraceptives
Lab Data: diagnostic laboratory, blood work; hormonal contraceptives
History:

Prex lliness: Pregnancy NOS (LMP = Unknown)
Prex Vax llIns:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312883-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
24.0 F 09-Apr-2008 09-Apr-2008 0 19-May-2008 12-Jun-2008 - WAES0804USA02224 12-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1967U 0 Right arm Intramuscular
Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Chest discomfort, Erythema, Immediate post-injection reaction, Local reaction, Sensation of heaviness, Skin warm

Symptom Text: Information has been received from a nurse concerning a 24 year old female who on 09-APR-2008 was vaccinated IM in the right arm with the first 0.5 m| dose
of GARDASIL (Lot # 660387/1967U). Concomitant therapy included vitamins (unspecified). On 09-APR-2008 the patient experienced immediate local reaction
to the right arm (injection site arm), developed redness up to inches in diameter, increased warmth, heaviness in the right arm and heaviness in chest. The
office has been observing the patient and the redness has begun to lessen. Patient outcome is unknown. Medical attention was sought in the office. No
product quality complaint was involved. Additional information has been requested.

Other Meds: Unknown

Lab Data: None
History: None
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312884-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
Unknown F 31-Mar-2008 31-Mar-2008 0 19-May-2008 13-Jun-2008 AZ WAES0804USA02257 13-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
MNQ SANOFI PASTEUR NULL 0 Unknown Unknown

Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Head injury, Syncope

Symptom Text: Information has been received from a health professional concerning a female who during the week of 31-MAR-2008 was vaccinated with the first dose of
GARDASIL (lot# not reported). Concomitant therapy included vaccination with the first dose of MENACTRA. After receiving both vaccinations the patient
immediately fainted and hit her head as she fell. Per the reporter, she came to right away. The patient was observed in the office and later sent home. There
is no additional information at this time. Additional information has been requested.

Other Meds:

Lab Data:

History: Unknown
Prex lliness:

Prex Vax llIns:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312885-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
11.0 F 12-Jun-2007 13-Jun-2007 1 19-May-2008 12-Jun-2008 - WAES0804USA02275 12-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0523U Unknown Unknown
TDAP UNKNOWN MANUFACTURER NULL Unknown Unknown
Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Injection site erythema, Injection site pain, Injection site swelling

Symptom Text: Information has been received from a physician concerning a 11 year old female with no reported medical history and no drug reactions/allergies who on 12-
JUN-2007 was vaccinated with a dose of GARDASIL (lot # 657868/0523U). Concomitant therapy included a dose of Tdap. On 13-JUN-2007 the patient
developed a moderately severe injection site reaction. The patient was seen by a physician on 14-JUN-2007. The patient was prescribed an unspecified
antibiotic for the treatment of pain, swelling and redness in the left arm. The patient fully recovered on an unspecified date. No other symptoms or treatment
reported. Additional information has been requested.

Other Meds:

Lab Data: Unknown
History: None
Prex lllness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312886-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
Unknown U Unknown Unknown 19-May-2008 13-Jun-2008 -- WAES0804USA02296 13-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Injection site pain, Syncope

Symptom Text: Information has been received from a registered nurse concerning 3 patients who were vaccinated with a dose of GARDASIL. It was reported that the patients
were between the ages of 14-19 years old and in the last 3 weeks have experienced fainting and/or site pain that lasts up to 5 to 7 days after vaccination with
GARDASIL. The nurse did not specify if the 3 patients experienced both the fainting and pain or one or the other. The patient's status was not reported. No

further information is available.
Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:



FDA Freedom of Information Distribution

Report run on: 15 MAY 2009 10:16

VAERS Line List Report
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND

Vaers Id: 312887-1

Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
17.0 F 08-Apr-2008 08-Apr-2008 0 19-May-2008 12-Jun-2008 Cco WAES0804USA02341 12-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular
UNK UNKNOWN MANUFACTURER NULL Unknown Unknown

ER VISIT, NOT SERIOUS
Syncope

Seriousness:
MedDRA PT

Symptom Text: Information has been received from a registered nurse concerning a 17 year old female patient who on 08-APR-2008 was vaccinated intramuscularly with the

second 0.5 mL dose of GARDASIL. Concomitant therapy included an unspecified immunization.

It was reported that she then had blood work drawn and

fainted after the blood draw. The nurse mentioned that the parents believe that the patient had a seizure and that it was caused from the GARDASIL. The
nurse mentioned that the patient did not have a seizure. The patient recovered in the office and was discharged home. No diagnostic laboratory testing was
performed. The patient is going to be having an electrocardiogram performed for follow up. The parents have requested that the patient not receive any
additional doses of GARDASIL. No product quality complaint was involved. Additional information has been requested.

Other Meds:

Lab Data: None
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312888-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
16.0 F 31-Mar-2008 31-Mar-2008 0 19-May-2008 12-Jun-2008 - WAES0804USA02343 12-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
MNQ SANOFI PASTEUR NULL Unknown Unknown
HPV4 MERCK & CO. INC. 1967U 2 Unknown Unknown
Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT No reaction on previous exposure to drug, Urticaria

Symptom Text: Information has been received from a physician concerning a 16 year old female with no medical history who on 10-APR-2007 was vaccinated with the first
dose of GARDASIL (lot not reported). On 29-JUN-2007 the patient was vaccinated with the second dose of GARDASIL (lot not reported). On 10-APR-2008
the patient was vaccinated with the third dose of GARDASIL (lot 660387/1967U). Concomitant therapy included a dose of MENACTRA. On 31-MAR-2008
after receiving the third dose of GARDASIL the patient developed hives later in the day. The hives resolved within 24 to 48 hours. The patient was instructed
to take BENADRYL for the hives. It was also reported that the patient had no adverse reactions of any kind with the two previous doses of GARDASIL (lot not
reported). Additional information has been requested.

Other Meds:
Lab Data: None
History: None
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312889-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
18.0 F 02-Feb-2007 15-Dec-2006 -49 21-May-2008 22-May-2008 LA WAES0703USA02093 03-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0960F Unknown Intramuscular

Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Abortion induced, Drug exposure during pregnancy

Symptom Text: Initial and follow-up information has been received from a licensed practical nurse concerning an 18 year old female patient with a history of human papilloma
viral infection, who on 02-FEB-2007 was vaccinated with an 0.5ml, IM dose of GARDASIL (Lot # 654535/0960F). There was no concomitant medication. The
nurse reported that the patient "subsequently determined she is pregnant." The date of the LMP was 15-DEC-2006, with an estimated due date of 22-OCT-
2007. The nurse added that there were "no problems reported.” Follow-up information indicated that the nurse thought the abortion was an elective
termination. Although it was also reported that "the patient wasn't truthful about many things with them." The patient sought unspecified medical attention.
Additional information has been requested.

Other Meds: None

Lab Data: None
History: Human papilloma virus infection
Prex lllness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312890-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
16.0 F 21-Mar-2008 21-Mar-2008 0 19-May-2008 18-Jun-2008 - WAES0804USA02362 18-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Eye disorder, Injection site swelling, Injection site warmth, Pruritus, Urticaria

Symptom Text: Information has been received from a physician concerning a 16 year old female with no reported medical history who on 21-MAR-2008 was vaccinated with
the second dose of GARDASIL (lot number not reported). There was no concomitant medication. On 21-MAR-2008 the patient experienced itchiness, bumps
on her eyes, swelling and warmth at injection site. The patient was rushed to the ER on 23-MAR-2008 but not hospitalized. The patient was rushed to the ER
again on 25-MAR-2008 after breaking out in hives all over her body and also not hospitalized. Subsequently, on an unspecified date the patient recovered.
Additional information has been requested.

Other Meds: None

Lab Data: None
History: None
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312891-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
14.0 F Unknown Unknown 19-May-2008 13-Jun-2008 NJ WAES0804USA02391 13-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Syncope

Symptom Text: Information has been received from a physician concerning a 14 year old patient who on an unspecified date, was vaccinated with a dose of GARDASIL (lot
number unspecified) and fainted post vaccination. The physician was not certain if the event occurred after the patient's first or second vaccination with
GARDASIL but knew it was definitely not with administration of the third dose. Additional information has been requested.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312893-1
Age Gender Vaccine Date Onset Date Received Date Status Date State Mfr Report Id Last Edit Date
Unknown F Unknown Unknown 19-May-2008 18-Jun-2008 -- WAES0804USA02465 18-Jun-2008
VAX Detail: Type Manufacturer Route Other Vaccine
HPV4 MERCK & CO. INC. Unknown Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Injection site erythema

Symptom Text: Information has been received from a health professional concerning a female who was IM vaccinated with her first dose of GARDASIL (lot number
unspecified). Subsequently the patient experienced a red mark where the band aid came into contact with skin at injection site, which was not from the
stickiness of the band aid. The patient sought unspecified medical treatment. Additional information has been requested.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312894-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
24.0 F 28-Feb-2008 28-Feb-2008 0 19-May-2008 12-Jun-2008 PA WAES0804USA02468 12-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1287U 0 Unknown Intramuscular

Seriousness: ER VISIT, NOT SERIOUS

MedDRA PT Contraception, Erythema, Induration, Injection site pain, Injection site swelling, Muscle necrosis, Scar, Skin atrophy

Symptom Text: Initial and follow-up information has been received from a physician and a clinical manager concerning a 24 year old female with a history of pharyngitis
streptococcal ("1 to 2 weeks prior to vaccination), who on approximately 28-FEB-2008 was vaccinated intramuscularly with a 0.5 mL first dose of GARDASIL
(lot # 655327/1287U). Concomitant therapy included hormonal contraceptives (unspecified). The physician and case manager reported that "on the same
day", approximately 28-FEB-2008, the patient "experienced pain and swelling at the injection site that lasted for 6 weeks." The patient sought medical attention
and was seen by the physician. The physician and clinical manager reported that "the patient was followed-up today", 10-APR-2008, and the physician found
signs of scarring and muscle necrosis. The area was red, hard, and concave." The patient had not improved. The patient reported that she had an
appointment with a plastic surgeon scheduled for 11-MAY-2008. Additional information has been requested.

Other Meds: hormonal contraceptives
Lab Data: None

History: Pharyngitis streptococcal
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312895-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
12.0 F 03-Apr-2008 03-Apr-2008 0 19-May-2008 12-Jun-2008 NV WAES0804USA02473 12-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
TDAP UNKNOWN MANUFACTURER NULL Unknown Unknown
MNQ SANOFI PASTEUR NULL Unknown Unknown
HPV4 MERCK & CO. INC. NULL Unknown Intramuscular

Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Dizziness, Syncope

Symptom Text: Information has been received from a physician concerning a 12 year old female who on 03-APR-2008 was vaccinated intramuscularly with a 0.5 mL dose of
GARDASIL (lot # not reported). Concomitant therapy included Tdap and MENACTRA administered "at the same visit" on 03-APR-2008. It was reported that
as the patient started to leave the office she felt lightheaded. She sat down and fainted and shortly "came around". The physician reported that this occurred
around 3:00 in the afternoon and the only thing the patient had consumed that day was a soda and a glass of milk. The patient recovered and left the office.
Additional information has been requested.

Other Meds:
Lab Data: None
History: None
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312897-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
17.0 F 01-Apr-2008 04-Apr-2008 3 19-May-2008 12-Jun-2008 ME WAES0804USA02475 23-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1758U 1 Unknown Intramuscular

Seriousness:

MedDRA PT

Symptom Text:

Other Meds:
Lab Data:

History:
Prex lliness:

Prex Vax llins:

ER VISIT, NOT SERIOUS

Coeliac disease, Contraception, Muscle spasms, Musculoskeletal stiffness, No reaction on previous exposure to drug, Oedema peripheral, Pain, Rash, Rash
pruritic, Vasculitis

Information has been received from a nurse concerning a 17 year old female with codeine intolerance who on 31-JAN-2008 was vaccinated intramuscularly
with a 0.5 mL first dose of GARDASIL (lot # 659657/1487U). On 01-APR-2008 the patient was vaccinated intramuscularly with a 0.5 mL second dose of
GARDASIL (lot # 659180/1758U). Concomitant therapy included hormonal contraceptives (unspecified). On 04-APR-2008, “three days later”, the patient
developed a rash on her legs. It was reported that she went to the emergency room. On 07-APR-2008 the patient was followed up at her doctor's office and
was diagnosed with vasculitis. On 09-APR-2008 the patient "had a flare up again". The nurse reported that she had "many tests done". At the time of this
report the vasculitis persisted. The patient is being treated with prednisone. Laboratory tests performed on an unspecified date showed an "elevated sed rate"
and an "elevated white count”. Additional information has been requested. 6/3/08 Reviewed PCP medical records for 4/7-5/1/2008. FINAL DX: vasculitis
Records reveal on 4/7 visit, patient experienced itchy rash over bilateral LEs, aching in bilateral LEs & muscle spasms. Had been seen in ER on 4/4, 2 days
s/p 2nd HPV vax, & diagnosed w/vasculitis, unclear etiology. Had undergone tanning session on day of ER visit. Intolerant of steroids. Tx w/antihistamine.
Had no reaction s/p 1st HPV vax. Exam revealed bilateral LE multiple erythematous round macules & plagues generalized over lower pretibial area. Returned
to office 4/9 w/worsening symptoms of rash & calf pain. Exam at that time revealed tenderness of bilateral calves w/trace edema, diffuse nodular urticarial
erythematous lesions, coalescent purpura mostly over distal tibial area w/sparse involvement over thighs. Attempted tx w/steroids & additional labs. Testing
for celiac disease (+) on 5/1/08. 6/3/08 Reviewed ER medical records of 4/4/2008. FINAL DX: vasculitis Records reveal patient experienced rash which started
at ankles & progressed

hormonal contraceptives

erythrocyte, elevated; WBC count, elevated LABS: WBC 26.4 (H), plts 515,000 (H). WBC 11.8 (H), segs 79% (H), lymphs 15% (L). Sed rate 51 (H). ANA (+).
CRP 1.9 (H). ASO 333 (H). Throat c/s wi/rare B-hemolytic strep goup A. Rheumatoid
PMH: mild allergic rhinitis, GERD, mono 2006, recurrent strep throat & tonsillectomy 2007.

Drug intolerance
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312902-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
15.0 F 05-May-2008 06-May-2008 1 21-May-2008 28-May-2008 X 28-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1487V 0 Left arm Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Diarrhoea, Malaise, Nausea, Vomiting

Symptom Text: Patient received the vaccine on May 5th at 3:45 pm. She felt okay that afternoon. When she woke up the next day, she felt nauseated and started throwing up
with some diarrhea. Patient went to school but called to have help picked up at 11:00 am - still not feeling well. She slept that whole afternoon. Patient started
vomiting again on Sunday 5-11-08.

Other Meds:

Lab Data:

History:

Prex lliness: None
Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312911-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
15.0 F Unknown Unknown 19-May-2008 13-Jun-2008 - WAES0804USA02484 13-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Urticaria

Symptom Text: Information has been received from a healthcare worker concerning her 15 year old daughter who on an unspecified date was vaccinated intramuscularly with
a 0.5 mL second dose of GARDASIL (lot # not reported). Concomitant therapy included an injection of tetracycline. Subsequently the patient developed hives.
At the time of this report the patient had not recovered from the hives. Additional information has been requested.

Other Meds: Tetracycline
Lab Data: None
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312912-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
Unknown F 21-Jun-2007 21-Jun-2007 0 19-May-2008 18-Jun-2008 - WAES0804USA02490 18-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Inappropriate schedule of drug administration, No adverse event

Symptom Text: Information has been received from a consumer concerning her daughter who on 12-FEB-2007 was vaccinated with a first dose of GARDASIL. On 21-APR-
2007 the patient was vaccinated with a second dose of GARDASIL. On 21-JUN-2007 the patient received a third dose 2 months after the second dose. The
reporter did not provided any other information. Per reporter, the patient did not report any adverse event. No further information was provided. Additional
information has been requested.

Other Meds: Unknown
Lab Data:

History: Unknown
Prex lllness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312913-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
22.0 F 19-Jan-2007 19-Jan-2007 0 19-May-2008 18-Jun-2008 NE WAES0804USA02492 18-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1427F 0 Unknown Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Dizziness, Headache

Symptom Text: Information has been received from a medical assistant concerning a female with a codeine allergy who on 19-JAN-2007 was vaccinated intramuscularly with
her first dose of GARDASIL (lot# 655619/1427F). Concomitant therapy included MICROGESTIN. On approximately 19-JAN-2007 the patient experienced
dizziness and headaches for one week. Subsequently, the patient recovered from dizziness and headaches. On 23-MAR-2007 the patient was vaccinated
intramuscularly with her second dose of GARDASIL (lot# 657006/0188U) and did not experienced any symptoms. The patient sought medical attention by
telling the physician about her symptoms. Additional information has been requested.

Other Meds: MICROGESTIN

Lab Data: None
History:
Prex lliness: Drug hypersensitivity

Prex Vax llins:
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Vaers Id: 312916-1

Age Gender Vaccine Date Onset Date
21.0 F 16-May-2008 16-May-2008
VAX Detail: Type Manufacturer

HPV4 MERCK & CO. INC.

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Syncope

Symptom Text: Syncope following HPV vaccine
Other Meds:

Lab Data:

History:

Prex lliness:

Prex Vax llins:

Days Received Date Status Date
0 21-May-2008 26-May-2008
Lot Prev Doses Site
NULL Unknown

State

NJ

Mfr Report Id

Route
Intramuscular

Last Edit Date
27-May-2008

Other Vaccine
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
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Vaers Id: 312917-1

Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id
13.0 F 05-May-2008 05-May-2008 0 21-May-2008 26-May-2008 NY
VAX Detail: Type Manufacturer Lot Prev Doses Site Route
MNQ SANOFI PASTEUR U2620AA 0 Right arm Intramuscular
HPV4 MERCK & CO. INC. 1968U 1 Left arm Intramuscular
Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Autonomic nervous system imbalance, Dysaesthesia, Pain in extremity, Peripheral coldness, Vaccination complication

Last Edit Date
27-May-2008

Other Vaccine

Symptom Text: Patient presented the next day with painful and cold left hand and forearm. It began the night of the vaccine and continued ot worsen until she presented to the

office on the afternoon of May 6, 2008. She was referred to the emergency room for further evaluation of the vascular system.
Other Meds: none

Lab Data: cbc/electrolyes/calcium all normal. ekg normal. evaluation by pediatric surgery showed normal pulses and vascular flow. evaluation by pediatric neurology-
Brain CT scan was normal. diagnosis felt to be autonomic dysfunction and dysesthesi

History: none

Prex lliness: none

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312927-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
16.0 F 17-Jan-2008 01-Feb-2008 15 21-May-2008 26-May-2008 NJ 27-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL Unknown Unknown

Seriousness: ER VISIT, NOT SERIOUS

MedDRA PT Amenorrhoea, Lactose intolerance, Nasopharyngitis, Oral herpes, Vaccine positive rechallenge

Symptom Text: 1st shot 7/07- cold symptoms. 2nd shot 1/08 -she missed her period, then severe cold symptoms with what seemed to be a massive herpes-type infection,
sores on her gums, face and throat. 3rd shot 4/08- the herpes-like reaction recurred, but milder - then she stopped menstruating for 3 months!

Other Meds:

Lab Data:

History: lactose intolerant
Prex lllness: none

Prex Vax llins:
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Vaers Id: 312936-1

Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id
17.0 F 02-May-1991 02-May-1991 0 21-May-2008 26-May-2008 CA
VAX Detail: Type Manufacturer Lot Prev Doses Site Route
TDAP GLAXOSMITHKLINE C2904AA Left arm Intramuscular
BIOLOGICALS
IPV SANOFI PASTEUR A0125 Right arm Intramuscular
HPV4 MERCK & CO. INC. 0171V Right arm Intramuscular
HEPA GLAXOSMITHKLINE AHAVB215AA Left arm Intramuscular
BIOLOGICALS
HEP GLAXOSMITHKLINE AHBVB340AA Left arm Intramuscular
BIOLOGICALS
Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Asthenia, Blood pressure, Cold sweat, Dizziness, Heart rate, Nausea, Pallor, Respiratory rate

Last Edit Date
27-May-2008

Other Vaccine

Symptom Text: Pt developed dizziness, nausea and weakness 10min following immunizations.Public Health staff assisted her in lyingdown HR=60RR=20 no difficulty
breathing, no skin rash. Color was pale and skin clammy.She reported that this may be her "period" coming. She was assisted to an exam room and observed
for and additional 30 min BP 98/60 HR 64. She was alert and oriented Gave pt 4 oz of juice. She ambulated from clinic with her mother and brother.

Other Meds: none

Lab Data: none
History: none reported
Prex lllness: no

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND

Vaers Id: 312938-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
13.0 F 12-Nov-2007 05-Jan-2008 54 21-May-2008 26-May-2008 X 03-Jul-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine

HPV4 MERCK & CO. INC. 1266U 0 Left arm Intramuscular FLU

TDAP SANOFI PASTEUR C2825AA Right arm Intramuscular HEPA

HPV4
VARCEL

Seriousness:

MedDRA PT

Symptom Text:

Other Meds:
Lab Data:

History:
Prex lliness:

Prex Vax llins:

ER VISIT, HOSPITALIZED, SERIOUS

Activities of daily living impaired, Arthralgia, Back pain, Convulsion, Diarrhoea, Fatigue, Headache, Loss of consciousness, Muscle spasms, Musculoskeletal
stiffness, Myalgia, Nausea, Neck pain, Pain, Pallor, Pyrexia

7 weeks after HPV #2 patient blacked out and c/o severe headache, stiff neck. Admitted to hospital (after ER visit) all tests were negative. She has since had
several seizures and c/o muscle and joint pain so severe she has missed 3 weeks of school. 6/2/08-records received for DOS 1/30/08-C/O morning stiffness,
fatigue neck and back hurt. Back pain began in January. Knees, ankles hurt since January, tender to touch. Last week with fever 102 and diarrhea. PE WNL.
Assessment: Pain 7/2/08-records received for DOS 1/6-1/9/08-DC DX: neck stiffness, headache, joint pain, cervical muscle spasm. C/O blacking out and
nausea next day followed by headache and paleness. Next day increased neck stiffness and shooting pains down shoulder.

Clarinex and Singulair

Lumbar Puncture-negative. MRI head-negative. C-spine (MRI)-negative. chest x-ray-negative. extensive blood work-negative. 6/2/08-records received-MRI
spinal tap negative. 7/2/08-records received-MRI head and brain no acute intracranial pro

Allergies 6/2/08-records received-December with strep. 7/2/08-2 episodes of pneumonia, underlying reactive airway disease, allergies and an episode of strep.

NONE



FDA Freedom of Information Distribution
VAERS Line List Report
Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND

Report run on: 15 MAY 2009 10:16

Page 328

Vaers Id: 312946-1 (S)

Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id
24.0 F 21-Jan-2008 Unknown 21-May-2008 23-May-2008 GA
VAX Detail: Type Manufacturer Lot Prev Doses Site Route

HPV4 MERCK & CO. INC. 1522V 1 Left arm Unknown

Seriousness: ER VISIT, HOSPITALIZED, LIFE THREATENING, SERIOUS

MedDRA PT Balance disorder, Benign intracranial hypertension, Blindness, Headache, Lumboperitoneal shunt, Neck pain, Vomiting

Last Edit Date
23-May-2008

Other Vaccine

Symptom Text: One month after vaccine, diagnosed with Pseudo Tumor Cerebri. Major symptoms: headache, loss of vision, vomiting, neck pain, balance off. Lumbar shunt

was put from spine to abdomen to drain spinal fluid.
Other Meds:
Lab Data:
History:
Prex lliness: None
Prex Vax llins:
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Vaers Id: 312947-1

Age Gender Vaccine Date Onset Date
16.0 F 20-May-2008 20-May-2008
VAX Detail: Type Manufacturer

HPV4 MERCK & CO. INC.

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Asthenia, Paraesthesia, Tenderness

Days Received Date Status Date State
0 21-May-2008 27-May-2008 PA
Lot Prev Doses Site

1447F 2 Right arm

Symptom Text: R arm and neck tingling, weakness, tenderness, sensation, strength reflexes intact

Other Meds: None

Lab Data: None
History: None
Prex lliness: None

Prex Vax llins:

Mfr Report Id

Route
Intramuscular

Last Edit Date
27-May-2008

Other Vaccine
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Vaers Id: 312950-1

Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id
22.0 F 09-May-2008 10-May-2008 1 21-May-2008 27-May-2008 CT CT200804
VAX Detail: Type Manufacturer Lot Prev Doses Site Route
HPV4 MERCK & CO. INC. 1740U 0 Right arm Intramuscular
MNQ SANOFI PASTEUR U2616AA 0 Left arm Subcutaneously

NO CONDITIONS, NOT SERIOUS

Injection site pain, Injection site swelling, Pyrexia

Seriousness:
MedDRA PT

Last Edit Date
27-May-2008

Other Vaccine

Symptom Text: Significant swelling and pain at injection site with fever over 101.5 degrees F developed within 18 hours of injection and lasted for more than 3 days.

Other Meds:

Lab Data:

History: None
Prex lllness: None

Prex Vax llins:



FDA Freedom of Information Distribution

VAERS Line List Report

Report run on: 15 MAY 2009 10:16 Page 331
Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312962-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
16.0 F Unknown Unknown 22-May-2008 23-May-2008 FR WAES0805CZE00002 23-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL Unknown Intramuscular

Seriousness: HOSPITALIZED, SERIOUS
MedDRA PT Joint swelling

Symptom Text: Information has been received from a physician a concerning a 16 year old female with a history of allergy on aluminous carrier in a vaccine who was
vaccinated with GARDASIL. Subsequently the patient experienced joint swelling (similar to rheumatic symptoms) and was admitted to a hospital on May 9,
2008. The reporter felt that joint swelling was related to therapy with GARDASIL. Additional information has been requested.

Other Meds: Unknown

Lab Data: Unknown
History: Allergy to vaccine
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312964-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
22.0 F 02-Apr-2008 Unknown 22-May-2008 23-May-2008 NC WAES0805USA03398 23-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1266U Unknown Intramuscular

Seriousness: ER VISIT, HOSPITALIZED, PERMANENT DISABILITY, SERIOUS

MedDRA PT Arthralgia, Hepatic enzyme increased, Joint swelling, Myalgia, Nausea, Pain, Pyrexia, Rash, Vomiting, Weight increased

Symptom Text: Information has been received from a certified medical assistant concerning a 22 year old female with a history of removal of condylomas/genital warts, and a
family history of breast cancer, who on 02-APR-2008 was vaccinated IM in the left upper quadrant of the thigh with a dose of GARDASIL (Lot# 659437/1266U).
Concomitant therapy included PROVERA. On 04-APR-2008 the patient felt ill, feverish and achy. On 05-APR-2008 the patient developed a rash and swollen
joints which were painful. The patient went to the emergency room and it was suspected that the patient had chicken pox, which was later ruled out. At this time
the patient was not admitted to the hospital. On 09-APR-2008 the patient was admitted to the hospital for possible inflammatory arthritis, possible lupus, or
possible rheumatoid arthritis. The patient experienced nausea, vomiting, and a rash with myalgia and arthralgias. Other symptoms included swelling and aches
in her joints, elevated liver enzymes, fever, malaise, body aches, a rash over her trunk, arms, and legs, and an immediate weight gain of 20 pounds. It was
unknown when the weight gain actually started. Rheumatoid studies were conducted. The patient's phosphatase level was 283 and her Creatinine reactive
protein test was high. The patient's electrolytes, glucose, and abdominal ultrasound were normal and the blood culture was negative for infection. The patient
was treated with intravenous fluid, intravenous pain medications, SOLU-MEDROL and MOTRIN. The patient was admitted to the hospital for three days and
discharged with a diagnosis of a possible reaction to the vaccination. It was reported that there was a 75% resolution of acute symptoms with the use of SOLU-
MEDROL and MOTRIN. The patient recovered on an unspecified date. No product quality complaint was involved. Additional information has been requested.

Other Meds: PROVERA

Lab Data: abdominal ultrasound, 04/??/08, normal; serum alkaline, 04/??/08, 283; serum C-reactive, 04/??/08, high; blood culture, 04/??/08, negative for infection; serum
electrolytes test, 04/??/08, normal; serum glucose, 04/??/08, normal

History: Genital wart; Wart excision; Condyloma

Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312965-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
18.0 F 01-Apr-2008 01-Apr-2008 0 22-May-2008 23-May-2008 FR WAES0805USA03563 23-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Arthralgia, Purpura, Vasculitis

Symptom Text: Information has been received from a dermatologist concerning an 18 year old female, who in April 2008, was vaccinated with a second dose of GARDASIL.
The route and site of administration were not reported. Ten days post vaccination the patient developed significant arthralgia in the knees and the hip, and a
purpuric rash on the lower limbs. A biopsy revealed vasculitis and tests also showed speckled-type antinuclear antibodies at a rate of 1/320. At the time of the
report, the patient had not recovered. The reporter considered the arthralgia, vasculitis, and purpuric rash to be other important medical events. Other business
partner numbers included: E2008-04408. Additional information is not available.

Other Meds: Unknown

Lab Data: biopsy, 08, vasculitis; serum ANA, ??Apr08 1/320, speckled-type antinuclear antibodies
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312966-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
Unknown F Unknown Unknown 22-May-2008 23-May-2008 -- WAES0805USA03518 23-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown

Seriousness: PERMANENT DISABILITY, SERIOUS
MedDRA PT Gait disturbance, Neurological symptom

Symptom Text: Information has been received from a health care professional concerning a female (age unknown), who was vaccinated with a dose of GARDASIL.
Subsequently, the patient experienced neurological changes and had difficulty walking. It was reported that she would not receive her third dose. At the time
of the report, the outcome of the patient was unknown. No product quality complaint was involved. The reporter considered the neurological changes and
difficulty walking to be disabling. Additional information is not available.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:



FDA Freedom of Information Distribution

VAERS Line List Report

Report run on: 15 MAY 2009 10:16 Page 335
Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312967-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
16.0 F 11-Jan-2008 12-Feb-2008 32 22-May-2008 23-May-2008 FR WAESO0805USA02815 23-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL Unknown Intramuscular

Seriousness: HOSPITALIZED, SERIOUS
MedDRA PT Arthralgia, Joint swelling, Leukocytosis, Myalgia, Oedema peripheral

Symptom Text: Information has been received from an agency concerning a 16 year old female occasional tobacco user with a history of acne and hypersensitivity who on 11-
JAN-2008 was vaccinated with GARDASIL. Concomitant suspect therapies included minocycline and JASMINE. On 12-FEB-2008 the patient developed
muscle soreness with myalgia, oedema of the fingers, swelling knees and joint pain and was hospitalized. Laboratory results revealed a transient hyper
leucocytosis (11000 leucocyte and then 7500 leukocyte) and an increase of the inhibitor of component C1-INH test at 0.43 and of component C4 test at 0.4.
Laboratory results for cryoglobulinemia, antinuclear factors and hematology laboratory test were all negative. No etiology was found. On an unspecified date
the patient was considered to have recovered from the events. Additional information has been requested. Other business partner numbers included: E2008-

04334.

Other Meds: minocycline; JASMINE, 05?Feb08 - Unk

Lab Data: WBC count, 12?Feb08, 11000; WBC count, ??Feb08, 7500; hematology, ??Feb08, Comment: negative; serum ANA, ??Feb08, Comment: negative;
component C1-INH test, ??Feb08, 0.43; component C4 test, ??Feb08, 0.4; serum cryoglobulins test, ??Feb08, C

History: Acne; Hypersensitivity

Prex lliness: Tobacco user; Contraception

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312968-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
17.0 F 05-Feb-2008 13-Feb-2008 8 22-May-2008 23-May-2008 FR WAESO0805USA02813 23-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular

Seriousness: HOSPITALIZED, SERIOUS
MedDRA PT Thrombocytopenia

Symptom Text: Information has been received from a health care authority (reference number PO20080132) concerning a 17 year old female with a history of appendicitis,
adenoidal disorder and myringotomy and a history of a 29-SEP-1999 laboratory results with a blood platelet count at 261000/mm3 who on 05-FEB-2008 was
vaccinated IM with GARDASIL (Lot # not reported). There were no concomitant medications reported. Eight days post vaccination on 13-FEB-2008 the
patient's laboratory results included a blood platelet count at 46000/mm3, the patient was diagnosed with thrombocytopenia and was hospitalized. On 20-FEB-
2008 laboratory results revealed a blood platelet count at 40000/mm3, the patient was treated with CORTANCYL, 50mg. On 03-MAR-2008 her blood platelet
count was 222000/mm3 and she was treated with prednisone, 40 mg. On 10-MAR-2008 her blood platelet count was 215000/mm3 and she was treated with
prednisone, 20mg. On 17-MAR-2008 her blood platelet count was 235000/mm3 and she was treated with prednisone, 10mg. On an unspecified date a
myelogram showed normal marrow and antibodies anti platelets were negative. It was reported that on an unspecified date the patient was considered to have
recovered from thrombocytopenia. Additional information has been requested. Other business partner numbers included: E200804338.

Other Meds: None

Lab Data: bone marrow myelogram, normal; platelet count, 29Sep99, 261000 mm3; platelet count, 13Feb08, 46000 mm3; platelet count, 20Feb08, 40000 mm3; platelet
count, 03Mar08, 222000 mmg3; platelet count, 10Mar08, 215000 mm3; platelet count, 17Mar08, 2

History: Appendicitis; Adenoidal disorder; Myringotomy

Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312969-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
25.0 F 09-May-2008 09-May-2008 0 22-May-2008 23-May-2008 FR WAES0805KOR00005 23-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL Unknown Unknown

Seriousness: HOSPITALIZED, SERIOUS

MedDRA PT Cerebral haemorrhage, Dizziness, Fall, Head injury, Loss of consciousness, Vomiting

Symptom Text: Information has been received from a physician concerning a 25 year old Asian female who on 09-MAY-2008 was vaccinated with GARDASIL. Right after
vaccination with GARDASIL at approximately 14:30 on 09-MAY-2008, the patient experienced loss of consciousness and fell down. When falling down, the
patient hit the back of her head on the floor. The patient was treated with 5% glucose 500 ml and SOLU-CORTEF injection. After 1 minute after loss of
consciousness, the patient regained consciousness. However she complained dizziness and vomiting. The patient went home at 18:00 after 3 hour and 30
minute-bed rest. The physician made a call to the patient's parent at night on the same day and found dizziness and vomiting persisted. The physician
recommended the patient to visit the hospital. The patient visited to a general hospital for the further evaluation on 10-MAY-2008 and received the CT. The CT
result showed the brain hemorrhage due to hitting her head on the floor and the patient was hospitalized on 10-MAY-2008. The dizziness and vomiting still
persisted on 13-MAY-2008. The patient was treated for the brain hemorrhage and follow up CT will be performed soon. The causality with GARDASIL was not
reported so far. Additional information has been requested.

Other Meds: Unknown

Lab Data: Computed axial tomography, 10May08, brain hemorrhage.
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312977-1 Related reports: 312977-2
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
14.0 F 05-Sep-2007 Unknown 22-May-2008 28-May-2008 RI 08-Jul-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
MNQ SANOFI PASTEUR U2358AA 1 Right arm Unknown
HPV4 MERCK & CO. INC. 0389U 0 Left arm Unknown
Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Alopecia areata, Arthralgia, Bronchospasm, Condition aggravated, Eczema, Fatigue, Gait disturbance, Hypoaesthesia, Joint stiffness, Lethargy, Lyme disease,

Muscular weakness, Pain in extremity, Paraesthesia, Pyuria, Rhinitis allergic

Symptom Text: Lower extremity pain and numbness and pins and needles, fatigue. Also with hand and lower arm weakness, multiple consults. Rheumatology, Psych, Emg -
normal, MRI of head and spine - normal. 6/3/08 Reviewed PCP medical records. FINAL DX: (+)ANA syndrome w/arthralgia/alopecia; allergic rhinitis; exercise
induced bronchospasm. Records reveal patient experienced alopecia areata (from age 2), arthralgia, lethargy, tiredness, eczema & joint stiffness in 2002.
Episode of Lyme disease 9/2007 & developed tingling in hands & feet. Seen in ER 1/2008 w/increased weakness & tingling in hands & legs & difficulty walking.
Had been on antibiotics for pyuria. Neuro & rheum consults done.

Other Meds:

Lab Data: LABS: ANA (+) (also from age 2). Allergy tests (+). Lyme test (+). MRI head & spine WNL.

History: Patient with prior history of alopecia prior to age 7 plus ANA 1:1280 PMH: allergy to pollens, dust mite, cats & mold.
Prex lllness: None

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312977-2 Related reports: 312977-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
14.0 F 05-Aug-2007 01-Oct-2007 57 16-Jun-2008 10-Jul-2008 - WAES0805USA00638 10-Jul-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Hypoaesthesia, Pain in extremity, Paraesthesia

Symptom Text: Information has been received from a consumer concerning her daughter with autoimmune problems and a history of a reaction to the DPT shot who on 05-
AUG-2007 was vaccinated with her first dose of GARDASIL (lot# not provided). There was no concomitant medication. On 01-OCT-2007 the patient
experienced tingling in hands, numbness in hands and pain in hands. In January 2008, the patient experienced pain in legs, numbness in legs and tingling in
legs. The patient had "labs and an MRI". The patient's tingling, numbness and pain in her hands and legs persisted. The patient will not be receiving the other
2 doses of GARDASIL. No further information is available.

Other Meds: None

Lab Data: diagnostic laboratory; magnetic resonance
History: Nonspecific reaction
Prex lliness: Autoimmune disorder

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 312980-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
13.0 F 19-May-2008 19-May-2008 0 22-May-2008 29-May-2008 PA 05-Mar-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1978U 0 Left arm Intramuscular

Seriousness:
MedDRA PT

Symptom Text:

Other Meds:
Lab Data:
History:

Prex lllness:
Prex Vax llins:

ER VISIT, NOT SERIOUS

Flushing, Throat tightness, Urticaria, Wheezing

Shortly after shot approximately 5-10 minutes, patient complained of throat feeling tight, flushed, hivey face - chest sounded like a few faint wheeze by
stethoscope. | gave epi s/c and symptoms resolved.

None

None

None

None
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Vax Type: HPV4
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Vaers Id: 312989-1

Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id
15.0 F 14-May-2008 15-May-2008 1 22-May-2008 29-May-2008 CA
VAX Detail: Type Manufacturer Lot Prev Doses Site Route
HEPA GLAXOSMITHKLINE AHAB222AA 1 Right arm Intramuscular
BIOLOGICALS
HPV4 MERCK & CO. INC. 1758U 0 Left arm Intramuscular
MNQ SANOFI PASTEUR U2540AA 0 Right arm Intramuscular

Seriousness:
MedDRA PT

Symptom Text:
Other Meds:
Lab Data:
History:

Prex lllness:
Prex Vax llins:

NO CONDITIONS, NOT SERIOUS

Injection site erythema, Injection site rash

Erythematous rashes over upper extremities - sites of injections. BENADRYL 25 mg every 6 hrs.

Not Done
None
None

Last Edit Date
29-May-2008

Other Vaccine
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Vaers Id: 313004-1

Age Gender Vaccine Date Onset Date
24.0 F 23-Jan-2008 24-Jan-2008
VAX Detail: Type Manufacturer

HPV4 MERCK & CO. INC.

Seriousness: NO CONDITIONS, NOT SERIOUS

Days Received Date Status Date State Mfr Report Id
1 22-May-2008 29-May-2008 VT
Lot Prev Doses Site Route
0515U 1 Unknown Intramuscular

MedDRA PT Chills, Myalgia, Nausea, Pyrexia, Vaccine positive rechallenge, Vomiting

Symptom Text: Chills, fever, myalgias nausea vomiting 24 hours after GARDASIL vaccine after each dose #1 11-20-07 #2 1-23-08

Other Meds: ORTHO-CYCLIN B, C, P

Lab Data:
History: None
Prex lliness: No

Prex Vax llins:

Last Edit Date
29-May-2008

Other Vaccine
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND

Vaers Id: 313018-1

Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date

17.0 F 05-Mar-2008 Unknown 22-May-2008 26-May-2008 Wi 27-May-2008

VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
MNQ SANOFI PASTEUR U2541AA 0 Left arm Intramuscular
HPV4 MERCK & CO. INC. 0188U 0 Right arm Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Drug exposure during pregnancy

Symptom Text: None

Other Meds: none

Lab Data: Client pregnant with EDC 8/3/2008. Pregnancy verified 4/4/2008. Client unaware of pregnancy at time of vaccines-client was asked this question.

History: none

Prex lllness: none-pregnancy

Prex Vax llins:
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Vaers Id: 313025-1

Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id
28.0 F 22-Jan-2007 22-Feb-2007 31 22-May-2008 26-May-2008 CA
VAX Detail: Type Manufacturer Lot Prev Doses Site Route

HPV4 MERCK & CO. INC. NULL 0 Right arm Unknown

ER VISIT, NOT SERIOUS

Alopecia areata, Inappropriate schedule of drug administration

Seriousness:
MedDRA PT

Last Edit Date
27-May-2008

Other Vaccine

Symptom Text: ALOPECIA AREATA!I received my first shot of Gardasil in January 2007. About a month later we noticed a bald spot in the back of my head. | went back to my
ObGyn and asked her if the Gardasil could be the cause as nothing else had recenlty changed and | was not taking any ther medications. She said that she
had not heard of this, but she referred me to a dermatologist. | asked him if my hair loss had anything to do with the Gardasil. He replied that | had Alopecia
areata and one thing had nothing to do with the other. He advised that | continue with the Gardasil and that he would start treating me for the alopecia. | believe
that the Gardasil is the cause of my Alopecia, how over half of my head is bald. | don't know what to do. | keep going back to the dermatologist for treatments

for the alopecia, but it just keeps getting worse.
Other Meds: None

Lab Data: Lupus=negative; Thyroid=normal; testosterone=normal; heavy metal=normal
History: Seasonal allergies
Prex lllness: None

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 313037-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
19.0 F 22-May-2008 22-May-2008 0 22-May-2008 26-May-2008 IL 27-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0073X 2 Left arm Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Amnesia, Fall, Imnmediate post-injection reaction, Loss of consciousness, Malaise

Symptom Text: Immediately after administering vaccination, the patient reported feeling "not good". Pt laid head down on coutner for a moment, then slumped over,
unconscious. After helping pt sit up, she immediately awoke and denied further medical intervention. Pt was observed for 15 minutes and showed no further
signs of fainting, but reported no memory of event.

Other Meds: fluoxetine 20mg daily; methylphenidate 20mg three times daily as needed (not filled since 12/07)

Lab Data: N/A
History: n/a
Prex lliness: Pt reported a cough (not observed)

Prex Vax llins:
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Vaers Id: 313038-1

Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id
11.0 F 20-May-2008 21-May-2008 1 22-May-2008 26-May-2008 PA
VAX Detail: Type Manufacturer Lot Prev Doses Site Route
HPV4 MERCK & CO. INC. NULL Unknown Unknown
TDAP UNKNOWN MANUFACTURER NULL Unknown Unknown
MEN UNKNOWN MANUFACTURER NULL Unknown Unknown
VARCEL UNKNOWN MANUFACTURER NULL Unknown Unknown
Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Activities of daily living impaired, Erythema, Headache, Oedema peripheral, Pain in extremity, Pyrexia, Skin warm

Last Edit Date
27-May-2008

Other Vaccine

Symptom Text: She received four vaccines on Tuesday, May 20. She received the Chickenpox vaccine booster,meningococcal vaccine, HPV first vaccine, and tDAP. On
Wednesday morning she had fever, headache, and two hot, three-inch diameter red swellings- one on each arm. We gave her Motrin and kept her home from
school. By Thursday morning, the fever was gone. Her arms were still very sore and one site on each arm was red, swollen and hot to the touch.

Other Meds:

Lab Data:

History: Asthma, Celiac disease
Prex lllness: None

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 313042-1 (S) Related reports: 313042-2
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
17.0 F 21-Apr-2008 21-Apr-2008 0 22-May-2008 23-May-2008 FR D0057331A 23-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NG34780 Unknown Unknown
TD GLAXOSMITHKLINE AC12B016GA Right arm Unknown
BIOLOGICALS
Seriousness: ER VISIT, HOSPITALIZED, SERIOUS
MedDRA PT Burning sensation, Paraesthesia, Pruritus

Symptom Text: This case was reported by a regulatory authority (vaccines, biologicals) # DE-PEI-PEI2008006370) and described the occurrence of burning sensation in a 17-
year-old female subject who was vaccinated with TD-RIX (GlaxoSmithKline). Co-suspect vaccination included GARDASIL (Sanofi Pasteur MSD). Previous
vaccination included a booster dose of TD-RIX (GlaxoSmithKline) given in 1996 and GARDASIL (Sanofi Pasteur MSD) given on 25 February 2008. On 21 April
2008 the subject received a dose TD-RIX (unknown route, right upper arm) and a dose of GARDASIL (unknown route, left upper arm). Few hours after co-
administered vaccination with GARDASIL and TD-RIX, the subject experienced burning sensation, tingling and itching of both feet, lower legs, both hands and
arms over a period of 10 days. The subject was hospitalised. No further information will be available.

Other Meds:

Lab Data: UNK
History:

Prex lllness: Unknown

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 313042-2 (S) Related reports: 313042-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
17.0 F 25-Feb-2008 21-Apr-2008 56 11-Jul-2008 14-Jul-2008 FR WAES0805USA06093 14-Jul-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0513l 1 Left arm Unknown

Seriousness: HOSPITALIZED, SERIOUS

MedDRA PT Burning sensation, Paraesthesia, Pruritus

Symptom Text: Information has been received via a health authority concerning a 17 year old female patient booster vaccination with TD-RIX in 1996 was well tolerated who on
25-FEB-2008 was vaccinated with a first dose of GARDASIL (lot # not reported) which was well tolerated. On 21-APR-2008, the patient was vaccinated with a
second dose of GARDASIL (Batch # NG34780) (lot # 0513U) into the left upper arm (route not reported). Simultaneously the patient was vaccinated with a
booster dose of TD-RIX (lot # AC12B016GA) into the right upper arm (route not reported). A few hours p.v. the patient experienced a burning sensation, tingling
and pruritus of feet, hands, arms and lower legs. Without medical advice the patient treated the reactions with cetirizine which led to intermittent improvement.
The patient recovered completely after 10 days. Other business partners numbers included: E2008-04451. This report was also received from FDA through the
freedom of information act. It is also reported "the patient was hospitalised". No further information is available. File closed. The VAERS ID # is 313042.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:



FDA Freedom of Information Distribution

Report run on: 15 MAY 2009 10:16
Vax Type: HPV4

VAERS Line List Report
Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND

Page 349

Vaers Id: 313047-1

Age Gender Vaccine Date Onset Date
17.0 F 16-May-2008 16-May-2008
VAX Detail: Type Manufacturer
HEPA MERCK & CO. INC.
VARCEL MERCK & CO. INC.
MNQ SANOFI PASTEUR
HPV4 MERCK & CO. INC.

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT

Days Received Date Status Date State Mfr Report Id
0 22-May-2008 29-May-2008 CT
Lot Prev Doses Site Route
1259U 0 Right arm Intramuscular
1799U 1 Left arm Subcutaneously
U2172AA 0 Right arm Intramuscular
1757U 0 Left arm Intramuscular

Breath holding, Depressed level of consciousness, Mydriasis, Syncope

Last Edit Date
30-May-2008

Other Vaccine

Symptom Text: Syncopal episode 6 minutes after receiving 4 vaccines. Possible tonic due to breath holding-difficult to arouse verbally but responded to sternal rub. Pupils

dilated 453; P.O. 99; HR 60; B/P 152/78; 5pm Pulse Ox 99, HR 78, 142/72

Other Meds:

Lab Data: None
History:

Prex lliness: None

Prex Vax llins:
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Report run on: 15 MAY 2009 10:16 Page 350
Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 313048-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
14.0 F 20-May-2008 21-May-2008 1 22-May-2008 29-May-2008 ND 03-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0063X 2 Right arm Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Balance disorder, Dizziness, Fatigue, Gait disturbance, Headache, Positive Rombergism, Pyrexia, Syncope

Symptom Text: Fainting, dizziness, H/A, balance changes, positive Rhomberg. 5/27/08 MR received for OV 5/21/08 with Assessment: headache, low grade fever, unsteady
gait. Pt returned to office with fever, h/a, tiredness and balance problems. Pt fainted in shower that am. PE significant for (+) Romberg. Sx almost resolved by
5/23/08 per reporter.

Other Meds: None

Lab Data: Labs and Diagnostics: Head CT (-). CBC unremarkable. UA WNL.
History: None. PMH: Febrile seizure as infant. NKDA
Prex lliness: No

Prex Vax llins:
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Report run on: 15 MAY 2009 10:16 Page 351
Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 313049-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
18.0 F 12-May-2008 17-May-2008 5 22-May-2008 29-May-2008 DC 11-Mar-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0688F Left arm Intramuscular ANTH
SMALL ACAMBIS, INC. VV04003A Right arm Unknown

Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Chest pain, Dyspnoea, Insomnia

Symptom Text: Patient in usual state of great health on leave from work for 2 wks decided to have her small pox vaccination and GARDASIL vaccine May 12, 2008 with a good
take of small pox after 15 jabs and had no fever no chills no sweats no red or swelling around the site no sore lymphnodes but felt perhaps tight. She did not
chest pain on May 16 (4 days post) sharp pain upper mid sternum lasting all night after beginning 2000 and going to the next day approx 12 hours nonradiating
approx 9/10 causing some shortness of breath and difficulty sleeping worse with rolling over and deep breath but not worse with palpation or meals and made
better by nothing except time neither sitting up nor eating anything made it better. She did not take anything for it no ASA no TYLENOL she did note some
associated symptoms of breath with this hurting and is able to distinguish that this shortness of breath was more due to not wanting to cause pain rather than a
suffocating sensation. She had no palpitations no dizziness no syncope no tachy or brady sensations. She has had CHF symptoms no PND no orthopnea no
edema no nocuturia change from usual nightly no cough on wgt gain. Symptoms: Chest pain, sub-sternal.

Other Meds: None

Lab Data: 5/19/08, Cardiac enzymes negative; 5/19/08, ECG within normal limits; 5/20/08, ECHO within normal limits
History: None
Prex lliness: None

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 313056-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
16.0 F Unknown Unknown 19-May-2008 18-Jun-2008 - WAES0804USA02812 18-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Anogenital warts

Symptom Text: Information has been received from a health professional concerning a 16 year old female who was vaccinated with her second dose of GARDASIL (lot# not
reported) and developed a case of genital warts. Concomitant therapy included rizatriptan benzoate, (dose, duration and indication not reported). Other
concomitant therapy included hormonal contraceptives (unspecified). The patient's genital warts persisted and she sought unspecified medical attention.

Additional information has been requested.
Other Meds: hormonal contraceptives; MAXALT

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 313057-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
Unknown F Unknown Unknown 19-May-2008 18-Jun-2008 -- WAES0804USA02837 18-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Dizziness, Headache, Nausea, Pyrexia

Symptom Text: Information has been received from a certified medical assistant concerning her daughter with no known drug allergies and no previous medical history who
was vaccinated with her first dose of GARDASIL (lot# unspecified). There was no concomitant medication. Subsequently the patient experienced headache
dizziness, fever and nausea. She took OTC Tylenol and the symptoms resolved within 24 hours. No other information was available. Additional information has

been requested.
Other Meds: None

Lab Data: None
History: None
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 313058-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
19.0 F Unknown Unknown 19-May-2008 18-Jun-2008 Ml WAES0804USA02848 18-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Dizziness, Vaccine positive rechallenge

Symptom Text: Information has been received from a nurse concerning her 19 year old daughter who in 2007 was vaccinated with three dose series (0.5 ml) of GARDASIL (No
lot numbers were provided). The patient experienced dizziness after each dose of the three doses series of GARDASIL. The dizziness only lasted
approximately 24 hours after each injection. Medical attention was not sought. Patient outcome was recovered on an unspecified date. No product quality
complaint was involved. No further information is available.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 313059-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
22.0 F 11-Apr-2008 12-Apr-2008 1 19-May-2008 12-Jun-2008 NJ WAES0804USA02889 13-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1757U 2 Unknown Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Injection site erythema, Injection site induration, Injection site swelling

Symptom Text: Information has been received from a nurse concerning a 22 year old female with no previous medical history and no known drug allergies, who on 11-APR-
2008 was vaccinated IM in the left deltoid with the third 0.5 ml dose of GARDASIL (Lot # 659182/1757U). There was no concomitant medication. On 12-APR-
2008 the patient experienced redness, swelling, and hardness at the injection site. The patient was not treated. The redness and swelling had improved.
Unspecified medical attention was sought. Patient outcome was recovering. No product quality complaint was involved. Additional information has been

requested.
Other Meds: None
Lab Data: Unknown
History: None

Prex lliness:
Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 313060-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
24.0 F Unknown Unknown 19-May-2008 12-Jun-2008 - WAES0804USA02928 13-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown

Seriousness: ER VISIT, NOT SERIOUS

MedDRA PT Papilloma viral infection, Smear cervix abnormal

Symptom Text: Information has been received from a consumer concerning her 24 year old daughter who was vaccinated with the third 0.5 ml dose of GARDASIL. The patient
had a PAP smear that showed positive for HPV after she received three doses of GARDASIL. Unknown medical attention was sought with the physician. At the
time of reporting, patient had not recovered. No product quality complaint was involved. No further information is available.

Other Meds: Unknown
Lab Data:

History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 313061-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
24.0 F 08-Apr-2008 08-Apr-2008 0 19-May-2008 12-Jun-2008 IN WAES0804USA02937 13-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular

Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Pyrexia, Rash

Symptom Text: Information has been received from a nurse concerning a 24 year old female with no medical history and no known drug allergies who on 08-APR-2008 was
vaccinated IM in the left deltoid with the first dose of GARDASIL. There was no concomitant medication. On 08-APR-2008 the patient developed a fever in the
evening that lasted through the next day. When the fever broke on 09-APR-2008 or 10-APR-2008 the patient developed a rash. The rash was not at the
injection site, but on the right forearm, left side of the face and left forehead. The patient sought medical attention on 11-APR-2008 in the office and was told to
take BENADRYL. On 14-APR-2008 the office contacted the patient by phone and the patient indicated that the rash was getting better. No product quality
complaint was involved. Additional information has been requested.

Other Meds: None

Lab Data: None
History: None
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 313062-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
Unknown F Unknown Unknown 19-May-2008 18-Jun-2008 -- WAES0804USA02962 18-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Papilloma viral infection

Symptom Text: Information has been received from a medical technologist, concerning a female patient (age not specified), who on an unknown dates was vaccinated with the
first, second and third doses of GARDASIL. Subsequently, during a routine cervical cancer screen, the patient was found to be positive for both low risk and
high risk human papilloma virus (HPV). At the time of this report, the patient had not recovered. No further information was available. Additional information has
been requested. This is one of 2 reports from the same source.

Other Meds: Unknown

Lab Data: cervical smear - positive HPV
History: Unknown
Prex lllness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 313063-1
Age Gender Vaccine Date Onset Date Received Date Status Date State Mfr Report Id Last Edit Date
19.0 F Unknown Unknown 19-May-2008 18-Jun-2008 NY WAES0804USA03130 18-Jun-2008
VAX Detail: Type Manufacturer Route Other Vaccine
HPV4 MERCK & CO. INC. Unknown Intramuscular

Seriousness: ER VISIT, NOT SERIOUS

MedDRA PT Herpes zoster, Pain in extremity, Rash, Vaccine positive rechallenge

Symptom Text: Information has been received from a nurse concerning a 19 year old female who was vaccinated with a dose of GARDASIL (Lot # 658556/1060U). The patient
experienced shingles and rash after her first dose. The patient called the office indicating a rash on her abdomen and was seen in the office with a rash on her
back after the second dose. During her office visit she also complained of pain in her arm. The nurse practitioner advised the patient to take Naprosyn. She
also advised the patient not to receive the third dose of GARDASIL. Patient outcome was unknown. No product quality complaint was involved. This is one of
the multiple cases from the same source (WAES #0804USA01372). Additional information has been requested.

Other Meds: Unknown

Lab Data: None
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 313064-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
20.0 F 01-Feb-2008 01-Feb-2008 0 19-May-2008 12-Jun-2008 - WAES0804USA03141 13-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Injection site mass

Symptom Text: Information has been received from a medical assistant concerning a female in her early 20's who in February 2008, was vaccinated with her first dose of
GARDASIL (lot# unknown, injection site and route not reported). There was no concomitant medication. In February 2008, the patient developed a lump after
her first vaccination. The patient came in today on 14-Apr-2008 (two months after the first vaccination) for her second dose and still had a "small lump" above
the injection site. The second of the vaccine was not administered due to the lump. The physician of the patient could not be identified (group practice) at the
time of the report. The patient was reported as not recovered. Additional information has been requested.

Other Meds: None

Lab Data: None
History: None
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 313065-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
26.0 F 10-Apr-2008 14-Apr-2008 4 19-May-2008 12-Jun-2008 RI WAES0804USA03152 13-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1978U Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Rash

Symptom Text: Information has been received from a registered nurse concerning a 26 year old female with no known drug allergies and no previous medical history who on
10-APR-2008 was vaccinated with GARDASIL (lot#659964/1978U) route and site not reported. There was no concomitant medication. The nurse indicated that
the patient developed a rash on 14-Apr-2008 after she was given the vaccination. The rash is on the patient's trunk and spread to her arms and feet. No further
information is available from the nurse. The patient's outcome was reported as not recovered. Additional information has been requested.

Other Meds: None
Lab Data:

History: None
Prex lllness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 313066-1
Age Gender Vaccine Date Onset Date Received Date Status Date State Mfr Report Id Last Edit Date
13.0 F 10-Apr-2008 Unknown 19-May-2008 12-Jun-2008 -- WAES0804USA03192 13-Jun-2008
VAX Detail: Type Manufacturer Route Other Vaccine
HPV4 MERCK & CO. INC. Unknown Intramuscular

Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Fall, Syncope

Symptom Text: Information has been received from a company representative concerning a 13 year old female who on 10-APR-2008 was vaccinated IM with her first dose of
GARDASIL (lot# unknown, site not reported). Concomitant therapy included VARIVAX. The patient was given the vaccination standing up and subsequently
fainted. She was sent to the hospital emergency room because she fell but was not hospitalized. The patient recovered. No further information was available.

Additional information is not expected.

Other Meds:
Lab Data: Unknown
History: Unknown
Prex lllness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 313067-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
11.0 F 01-Jan-2008 01-Jan-2008 0 19-May-2008 12-Jun-2008 OH WAES0804USA03234 13-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Injection site pain

Symptom Text: Information has been received from a physician concerning a 11 year old female who in approximately January or February 2008, was vaccinated with the first
dose of GARDASIL. The patient recently (approximately April 2008) came in for her second dose of GARDASIL. The patient experienced excruciating pain at
the injection site after the first dose of the vaccine. The patient outcome was recovered. The duration of the pain was not provided. It is unknown whether
medical attention was sought. Additional information has been requested.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Report run on: 15 MAY 2009 10:16 Page 364
Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 313068-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
Unknown F Unknown Unknown 19-May-2008 12-Jun-2008 PA WAES0804USA03237 13-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Menstruation delayed

Symptom Text: Information has been received from a physician concerning a female who was vaccinated with a first dose of GARDASIL (route and lot# not provided) was one
day late on getting her menstrual cycle. She might be pregnant (to be determined by office). Physician did not want to provide more information yet. He might
call back. The patient had an appointment with the physician (date unknown). The patient's outcome unknown. No product quality complaint was involved. No

further information is available.
Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 313069-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
22.0 F 25-Mar-2008 27-Mar-2008 2 19-May-2008 12-Jun-2008 - WAES0804USA03248 13-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular

Seriousness: ER VISIT, NOT SERIOUS

MedDRA PT Joint range of motion decreased, Musculoskeletal pain

Symptom Text: Information has been received from a health professional concerning a 22 year old female who on approximately 25-MAR-2008 was vaccinated intramuscularly
with her first dose of GARDASIL vaccine (lot# not reported). On approximately 27-MAR-2008 the patient experienced pain in her shoulder and disabled range
of motion in her arm. She was seen in the doctors office, but her outcome was not reported. Additional information has been requested.

Other Meds: Unknown
Lab Data:

History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 313070-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
Unknown F Unknown Unknown 19-May-2008 16-Jun-2008 KS WAES0804USA03251 16-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HEPA UNKNOWN MANUFACTURER NULL Unknown Unknown
HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Syncope

Symptom Text: Information has been received from a physician concerning a female who was vaccinated intramuscularly on an unspecified date with her third dose of
GARDASIL (lot# not reported). Concomitant therapy included hepatitis A vaccine (unspecified) on the same day. Subsequently the patient fainted at her home
that day. Her father is also a physician sent her for bloodwork. The results showed her liver enzymes were elevated. Subsequently the patient recovered
from fainting. Additional information has been requested.

Other Meds:

Lab Data: diagnostic laboratory, liver enzymes were elevated
History: Unknown

Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 313071-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
16.0 F 18-Mar-2008 18-Mar-2008 0 19-May-2008 18-Jun-2008 OK WAES0804USA03252 18-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Drug exposure during pregnancy, Injection site pain

Symptom Text: Information has been received from a physician for the merck pregnancy registry concerning a 16 year old female with no previous medical history or no drug
allergies, who on 18-MAR-2008 was vaccinated with a first 0.5 ml dose of GARDASIL. There was no concomitant medication. On 14-Apr-2008 the patient found
out that she was 7 weeks pregnant. The patient also experienced soreness at the injection site. Unknown medical attention was sought. The patient's outcome
was not reported. Additional information has been requested.

Other Meds: None

Lab Data: diagnostic laboratory

History:

Prex lliness: Pregnancy NOS (LMP = 2/22/2008)
Prex Vax llins:



FDA Freedom of Information Distribution

VAERS Line List Report

Report run on: 15 MAY 2009 10:16 Page 368
Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 313072-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
27.0 F 15-Feb-2008 16-Mar-2008 30 19-May-2008 29-May-2008 COo WAES0804USA03269 29-May-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 655327-1287U 0 Unknown Intramuscular

Seriousness:

MedDRA PT

Symptom Text:

Other Meds:
Lab Data:

History:

Prex lliness:
Prex Vax llins:

NO CONDITIONS, NOT SERIOUS

Acne, Anxiety, Cough, Decreased appetite, Depression, Diarrhoea, Dizziness, Fatigue, Formication, Inappropriate schedule of drug administration,
Menstruation irregular, Metrorrhagia, Nasopharyngitis, Nausea, Palpitations, Paraesthesia, Peripheral coldness, Presyncope, Upper respiratory tract
congestion, Weight decreased

Information has been received from a physician concerning a 27 year old female with no previous medical history or no known drug allergies, who on 15-FEB-
2008 was vaccinated IM with a 0.5 ml first dose of HPV rL1 6 11 18 VLP vaccine (yeast) (lot# 655327-1287U). There was no concomitant medication. On 16-
MAR-2008 the patient experienced tingling and formication of both hands, feet, and bilateral anterior thighs. The patient was examined in the office on 21-MAR-
2008. Neurological exam was normal. Complete blood count, metabolic panel, and thyroid stimulating hormone levels were normal. The patient was examined
by an unspecified neurologist in early April 2008. Nerve conduction testing on the right leg and neurological exam were normal. The physician added that the
patient received an unspecified steroid injection in the sacr-iliac joint 2 weeks prior to the onset of symptoms. Medical attention was sought in the office. At the
time of reporting the patient was recovering. No product quality was involved. 5/27/08-records received-office visit 2/15/08-Current problems: acne vulgaris,
depression with anxiety, dizziness. 3/21/08-C/O tingling sensation began 5 days ago, mild intensity, constant. Paresthesia in both hands (stocking glove
distribution) both feet and both anterior thighs. Not associated with numbness or weakness just odd sensation. Two weeks prior had steroid injections in back
followed by week of nocturia now resolved. Currently fighting a cold. May likely be a side effect from steroid injections. Two weeks later seen for C/O nausea
and wave of dizziness, intermittent, decrease in appetite and weight loss, diarrhea. Currently on Flexeril. Heart races when dizzy. Mild cough and chest
congestion. Felt like passing out. Feet seem more cold, although hands and feet are always cold. Irregular period, 2 weeks early. spotting for 7-8 days. Skin
crawling sensation intermittent 1 month after first HPV vaccine.Symptoms worsen with fatigue and when anxious. Feels worse after eating cake. Neuro consult
4/4/08-Sensor

None
Nerve conduction study normal. Neurological exam normal. Complete blood cell count normal. Full chemistry normal. Serum TSH normal. 5/27/08-records
received-Labs WNL. EMG normal, Brain MRI normal. Neurological exam normal.

None 5/27/08-records received-PMH: abnormal pap smear. TMJ-wears splint at night. Chronic low back pain/SI since 2003. Facet joint dysfunction. Pulsing
sensation in ear. frequent otitis media as child.
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 313073-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
17.0 F 28-Mar-2008 01-Apr-2008 4 19-May-2008 16-Jun-2008 CA WAES0804USAQ03277 16-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Human papilloma virus test positive

Symptom Text: Information has been received from a mother concerning her 17 year old daughter with depression and no known drug allergies, who on 28-MAR-2008 was
vaccinated with the first dose of GARDASIL. Concomitant therapy included hormonal contraceptives (unspecified), LEXAPRO and ABILIFY. The patient also
received MENACTRA on the same day she received GARDASIL. Four days after receiving her first dose of GARDASIL the patient tested HPV positive.
Medical attention was sought via telephone. The patient had not recovered. No product quality complaint was involved. Additional information has been

requested.
Other Meds: ABILIFY; LEXAPRO; Hormonal contraceptives
Lab Data: None
History:
Prex lliness: Depression

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 313074-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
8.0 F Unknown 30-Jan-2008 19-May-2008 18-Jun-2008 FL WAES0804USA03280 07-Jul-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1486U 1 Unknown Intramuscular
Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Inappropriate schedule of drug administration, Menstruation delayed

Symptom Text: Information has been received from a health professional concerning an 8 year old female who on 30-JAN-2008 was vaccinated IM with a first dose of
GARDASIL (lot#656050/0245U). There was no concomitant medication. The patient had her period in January but did not get it in February and March. The
office did a pregnancy test before administering the second dose and it was negative. The office went ahead and administered the second dose of GARDASIL
(lot# 659655/1486U) on 31-Mar-2008. No medical attention was sought. The office did not follow up on the patient yet to see if her menstrual cycle was back to
normal. The patient's outcome is unknown. No product quality complaint was involved. Additional information has been requested.

Other Meds: None

Lab Data: beta-human chorionic, 03/??/08 - negative
History: None
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 313075-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
18.0 F Unknown Unknown 19-May-2008 16-Jun-2008 - WAES0804USA03281 16-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0171U 2 Unknown Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Amenorrhoea

Symptom Text: Information has been received from a health professional concerning an 18 year old female with no previous medical history or no known drug allergies, who
was vaccinated with 3 dose series of GARDASIL. The patient received the first two doses in an other location (lot# not provided). She also received MMR and
DTAP (manufacturer unknown) with the first dose. The patient was vaccinated IM with a 0.5 ml third dose of GARDASIL at this location (lot# 655620/0171U).
No concomitant medication. After this she experienced amenorrhea. The same happened after the second dose and she was given a PROVERA challenge to
restart the menstrual cycle, which it did. The patient's mother called the office to report the patient had amenorrhea again after receiving the third dose.
Unknown medical attention was sought via phone. The patient's outcome reported as not recovered. Additional information has been requested.

Other Meds: None

Lab Data: None
History: None
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 313076-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
11.0 F 31-Oct-2007 01-Jan-2008 62 19-May-2008 18-Jun-2008 FL WAES0804USA03287 18-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0389U 0 Unknown Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Amenorrhoea

Symptom Text: Information has been received from an office manager at the physician's office concerning a female consumer who on 31-OCT-2007 was vaccinated with a first
dose of GARDASIL (lot # 657736/0389U). It was reported that "after the 1st dose", the patient has her period in November and December; however she did not
have it in January, February and March. On 06-MAR-2008 the patient received her second dose of GARDASIL (lot # 659655/1486U). It was reported that the
patient was not pregnant. Additional information has been requested.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 313077-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
20.0 F 04-Apr-2008 04-Apr-2008 0 19-May-2008 13-Jun-2008 OH WAES0804USA03294 16-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1757U 0 Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Rash

Symptom Text: Information has been received from a nurse concerning a 20 year old female who on 04-APR-2008 was vaccinated intramuscularly in the left arm with a 0.5 mL
first dose of GARDASIL (lot # 659182/1757U). The nurse reported that by 11-APR-2008 the patient had a rash on both wrists. The nurse also reported that the
rash was more prominent on the left wrist. On 14-APR-2008 the patient called the doctor's office and reported that she will follow up with her primary care
provider. It was reported that therapy with GARDASIL will be discontinued "pending outcome". Additional information has been requested.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 313078-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
18.0 F Unknown Unknown 19-May-2008 16-Jun-2008 - WAES0804USA03295 16-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 1 Unknown Intramuscular

Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Syncope

Symptom Text: Information has been received from a registered nurse concerning an "18 to 19 year old" female consumer who on an unspecified date in April 2008, was
vaccinated intramuscularly with a "second dose" of GARDASIL (lot # not reported). There was no concomitant medication. The nurse reported that the patient
"fainted ten minutes after vaccination". The nurse noted that "the patients who read the GARDASIL fact sheet prior to vaccination seemed more prone to
fainting". It was also reported that "most of the patients did not have breakfast and this may play a role because the vaccinations were given early in the day".
The patient sought unspecified medical attention during an office visit. The patient recovered from fainting "on the same day". This is one of several reports
from the same source. Additional information has been requested.

Other Meds: None

Lab Data: None
History: None
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 313079-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
Unknown F Unknown Unknown 19-May-2008 18-Jun-2008 -- WAES0804USA03445 18-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Skin papilloma

Symptom Text: Information has been received from a physician concerning a female (age not reported) who was vaccinated with a dose of GARDASIL (lot not reported).
Subsequently the patient developed warts on her back after vaccination. It reported that the patient implied the patient was not sexually active. The warts were
treated topically. The patient's warts persisted. Additional information has been requested.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 313080-1
Age Gender Vaccine Date Onset Date Received Date Status Date State Mfr Report Id Last Edit Date
Unknown F Unknown Unknown 19-May-2008 16-Jun-2008 -- WAES0804USA03457 16-Jun-2008
VAX Detail: Type Manufacturer Route Other Vaccine
HPV4 MERCK & CO. INC. Unknown Intramuscular

Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Injection site pain

Symptom Text: Information has been received from a health professional concerning females who were vaccinated with GARDASIL (lot# not provided). Subsequently 2 out of
3 patients experienced pain at the injection site that lasted for several days post-vaccination. There was no prevalence in the series of the doses in terms of
pain intensity. Subsequently, the patients recovered from pain at the injection site. The patients sought unspecified medical attention at the doctor's office. A
phone call was placed on 22-APR-2008 to obtain more information. Additional information has been requested.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 313081-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
15.0 F Unknown Unknown 19-May-2008 16-Jun-2008 MO WAES0804USA03495 16-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0152X 0 Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Syncope

Symptom Text: Information has been received from a nurse concerning a 15 year old female with no known drug allergies, who was vaccinated with the first dose of
GARDASIL (lot# 0152X) (date and route of vaccination was not reported). There was no concomitant medication. About ten minutes after the vaccination the
patient fainted. It was unknown whether medical attention was sought. The patient's outcome is unknown. No product quality complaint was involved.

Additional information has been requested.
Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 313082-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
Unknown F Unknown Unknown 19-May-2008 18-Jun-2008 OK WAES0804USA03529 18-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Dizziness

Symptom Text: Information has been received from a physician concerning a female who on an unspecified date was vaccinated with GARDASIL (lot # not reported). The
physician reported that " the patient experienced dizziness while still in the office and this subsided". The patient sought unspecified medical attention. This is
one of several reports from the same source. Additional information has been requested.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 313083-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
11.0 F 15-Apr-2008 15-Apr-2008 0 19-May-2008 18-Jun-2008 CA WAES0804USA03577 07-Jul-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown
DTAP UNKNOWN MANUFACTURER NULL Unknown Unknown
VARCEL MERCK & CO. INC. NULL Unknown Unknown
MNQ SANOFI PASTEUR NULL Unknown Unknown

Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Inappropriate schedule of drug administration, Syncope

Symptom Text: Information has been received from a physician concerning an 11 year old female who on 15-APR-2008 was vaccinated with her first dose of GARDASIL (lot#
not provided). Concomitant therapy included VARIVAX, (duration and dose not reported). Other concomitant therapy included MENACTRA and diphtheria
toxoid (+) pertussis acellular vaccine (unspecified) (+) tetanus toxoid. On 15-APR-2008 the patient fainted after receiving the first dose of GARDASIL. The
patient was recovering from fainting. She sought medical attention in the clinic. Additional information has been requested.

Other Meds:
Lab Data: Unknown
History: Unknown
Prex lllness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 313084-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
12.0 F 14-Apr-2008 15-Apr-2008 1 19-May-2008 18-Jun-2008 NJ WAES0804USA03581 18-Jun-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown

Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Injection site rash

Symptom Text: Information has been received from a physician concerning a 12 year old female who on 14-APR-2008 was vaccinated with a third dose of GARDSIL (lot 3 not
reported). Dates and lots of the previous two vaccinations were not reported. The physician reported that the patient's "parent phoned the office on 15 or 16-
APR-2008 to state the patient had experienced a rash at injection site." The patient sought unspecified medical attention during the phone call. A the of this
report the patient had not recovered from the rash. Additional information has been requested.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 313085-1
Age Gender Vaccine Date Onset Date Received Date Status Date State Mfr Report Id Last Edit Date
17.0 F Unknown 09-Apr-2008 19-May-2008 16-Jun-2008 TX WAES0804USA03593 16-Jun-2008
VAX Detail: Type Manufacturer Route Other Vaccine
HPV4 MERCK & CO. INC. Unknown Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Nausea, Vomiting

Symptom Text: Information has been received from a 17 year old female consumer who on an unspecified day was vaccinated IM with a first dose of GARDASIL and received
her second injection approximately on 09-APR-2008. She reported that she experienced nausea and vomiting after receiving the first dose of vaccine. She
reported these side effects on 09-APR-2008 after she received the second dose of GARDASIL. No side effects had been reported from the patient after
receiving her second dose as of this date. The outcome was unknown. Additional information has been requested.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 313086-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
11.0 F Unknown Unknown 19-May-2008 18-Jun-2008 - WAES0804USA02493 07-Jul-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
DTAP UNKNOWN MANUFACTURER NULL Unknown Unknown
MNQ SANOFI PASTEUR NULL Unknown Unknown
PV UNKNOWN MANUFACTURER NULL Unknown Unknown
HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular
Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Inappropriate schedule of drug administration, Syncope

Symptom Text: Information has been received from a health professional concerning an 11 year old female who was vaccinated intramuscularly on an unspecified date with
her first dose of GARDASIL (lot# not reported). Concomitant therapy included DTAP-IPV and MENACTRA. Subsequently the patient experienced syncope after
receiving GARDASIL. She sought unspecified medical attention and her outcome was not reported. No further information is available.

Other Meds:
Lab Data: Unknown
History: Unknown
Prex lllness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 01-MAY-08 - 15-MAY-09 All comb. w/AND
Vaers Id: 313087-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
17.0 F 07-Apr-2008 08-Apr-2008 1 23-May-2008 01-Jul-2008 MO WAES0804USA02499 18-Sep-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1978U 1 Right arm Unknown

Seriousness: ER VISIT, NOT SERIOUS

MedDRA PT Hypokinesia, Muscle spasms, Musculoskeletal pain, Neck injury, Neck pain, Rhinorrhoea, Torticollis

Symptom Text: Initial and follow up information has been received from a physician and emergency room records concerning a 17 year old female student who at 3:45PM on
07-APR-2008, was vaccinated into the right arm with her second dose of GARDASIL (lot# 659964/1978U). The patient had an upper respiratory infection at the
time of vaccination. On 08-APR-2008 (reported as 2:00PM and also as "in the AM") the patient experienced severe pain in the left shoulder and had a hard
time moving her neck. She was sent to the ER where she received IV fluids. Follow up information from the physician indicated that the patient woke up in the
AM on 08-APR-2008 with a severe spasm of her left neck and left shoulder. The emergency room records indicated that the patient presented at 14:45 with
right side neck spasm which had progressively worsened through out the day. Torticollis along with palpable muscle spasms were noted in the emergency
room evaluation. There was no known trauma or abnormal activities. The patient had pain with movement and no systemic symptoms, no fever, no nausea,
vomiting or diarrhea. She denied paresthesia/weakness. She was reported to have tried heat and BENGAY with relief. Emergency room diagnosis was neck
strain. The patient was treated with one shot of TORADOL, 30 mg IV and VALIUM, 20 mg IV. She was discharged to home with instructions to take either
ibuprofen or TORADOL, apply heat and follow up with primary physician. The reporting physician also indicated that patient stayed on TORADOL for a few
days and did w