FDA Freedom of Information Distribution

VAERS Line List Report

Report run on: 30 MAR 2010 09:46 Page 1
Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 264745-2 (S) Related reports: 264745-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
-0.6 M 31-Aug-2006 31-Aug-2006 0 09-Feb-2010 10-Feb-2010 ME WAES0609USA02871B1 12-Mar-2010
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0637F 0 Right arm Intramuscular

Seriousness: ER VISIT, HOSPITALIZED, SERIOUS

MedDRA PT Drug exposure during pregnancy, Gastroschisis

Symptom Text: Information has been received from a consumer's OB-GYN, for GARDASIL (Lot # 653937/0637F), a Pregnancy Registry product, concerning a baby boy. The
boy's 15 years old mother with no known drug allergies, and with depression who on 31-AUG-2006 at 3:00 PM was vaccinated intramuscularly in the right
deltoid with the first dose of with GARDASIL (Lot # 653937/0637F). llinesses at time of vaccination included flu symptoms and a breast lump. Concomitant
therapy included ZOLOFT. Other vaccinations given on 06-SEP-2006 included DTAP (unspecified). It was reported that the patient was aware that she was
pregnant but did not disclose this information to her health care provider until after vaccination. Subsequently the patient delivered via vaginal delivery a
"healthy baby boy but had gastroschisis". The baby was born on 07-APR-2007 and APGAR scores were 8 and 9 at one and five minutes, respectively. The
nurse was unable to provide the infant's birth weight and indicated that infants born with this congenital anomaly are generally hospitalized for 12 weeks. The
nurse could not confirm when and if this infant had been discharged from the hospital. The mother's experience has been captured in WAES #0609USA02871.
The baby's experiences were previously reported in WAES #0609USA02871 on 22-AUG-2007. Additional information is not expected. The mother's experience
has been captured in WAES #0609USA02871. The baby's experiences were previously reported in WAES #0609USA02871 on 22-AUG-2007.

Other Meds: Zoloft

Lab Data: Unknown
History:
Prex lliness: Flu symptoms; Breast lump; Depression

Prex Vax llins:
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Vaers Id: 285693-3 (S) Related reports: 285693-1; 285693-2

Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id
17.0 F 30-Jun-2007 30-Jun-2007 0 05-Jan-2010 06-Jan-2010 NJ
VAX Detail: Type Manufacturer Lot Prev Doses Site Route

HPV4 MERCK & CO. INC. 0523U 0 Right arm Unknown

Seriousness: ER VISIT, HOSPITALIZED, PERMANENT DISABILITY, SERIOUS

MedDRA PT Confusional state, Delusion, Derealisation, Disturbance in attention, Flight of ideas, Mania, Speech disorder

Last Edit Date
12-Jan-2010

Other Vaccine

Symptom Text: Confusion,word usage problems, flight of ideas, lack of concentration,within 2 days total manic episode, delusions,did not realize we were her parents, etc.

Other Meds: Had never been on any medicines at any time

Lab Data: all physical tests possibe, hormonal, thyroid, etc. Blood work, brain scans
History: None

Prex lliness: None

Prex Vax llins:
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Report run on: 30 MAR 2010 09:46 Page 3
Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 295242-2 Related reports: 295242-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
13.0 F 17-Oct-2007 17-Oct-2007 0 11-Mar-2010 22-Mar-2010 - 200901323 22-Mar-2010
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
MNQ SANOFI PASTEUR NULL Unknown Intramuscular
HPV4 MERCK & CO. INC. NULL Unknown Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Encephalitis, Facial palsy, Hypoaesthesia, Hypoaesthesia facial, Hypoaesthesia oral

Symptom Text: This serious case was extracted from VAERS on 28 March 2009 (VAERS reference number 295242). A 13-year-old female patient with no reported medical
history had received a first dose intramuscular injection of MENACTRA (lot number and site of administration not reported) and a second dose intramuscular
injection of GARDASIL (HPV, manufacturer Merck, lot number and site of administration not reported) on 17 October 2007. On the day of vaccination (also
reported as 28 October 2007), the patient complained of numbness to her hands and feet. She later developed numbness in her lower arms, lips and face. She
was seen by a neurologist on 12 November 2007 and had been diagnosed with post infection "cerebellitis" and right Bell's Palsy and she was noted to be
improving. Laboratory testing included CBC, Chem 16 and ESR; results were reported as lymph %51, alk phos 180 and ESR 2. According to the reporter, the
current clinical events were not related to vaccination with GARDASIL. The onset date of 28 October 2007 was reported for the events of numbness to lower
arms, lips and face; right Bell's Palsy, and post infection cerebellitis. The patient's recovery status was not reported.

Other Meds:

Lab Data: CBC, Chem 16 and ESR; lymph, %51, alk phos 180, ESR 2.

History:
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 295507-4 (S) Related reports: 295507-1; 295507-2; 295507-3
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
12.0 F 24-Jul-2007 07-Aug-2007 14 11-Mar-2010 15-Mar-2010 - 200901318 29-Mar-2010
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
MNQ SANOFI PASTEUR NULL 0 Unknown Intramuscular
HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular

Seriousness:

MedDRA PT

Symptom Text:

Other Meds:
Lab Data:
History:

Prex lllness:
Prex Vax llins:

HOSPITALIZED, SERIOUS

Acute disseminated encephalomyelitis, Ataxia, Azotaemia, Clonus, Diplopia, Dysphagia, Eye movement disorder, Fall, Fatigue, Gait disturbance, Ilird nerve
paralysis, Intensive care, Muscular weakness, Pain, Renal disorder, Renal impairment, Strabismus

This case was extracted from the VAERS database on 28 March 2009 (reference number 295507). A 12-year-old female patient received an intramuscular first
dose of MENACTRA (lot not reported) and an intramuscular first dose of GARDASIL (Merck, lot not reported) on 24 July 2007. On approximately 07 August
2007, 14 days post-vaccination, the patient began developing diplopia, ataxia, and weakness in the extremities. She was seen by a physician on 13 August
2007 and noted to have an unsteady gait and abnormal eye movements. She had reportedly began "running into things and falling”, with worsening weakness
and pain. Physical exam was remarkable for decreased strength in the upper and lower extremities, 1-beat clonus bilaterally, cranial nerve Il palsy, and right
exotropia. MRI of the brain was markedly abnormal involving midbrain and base of brain. BUN and creatinine were increased. She was admitted to the PICU on
14 August 2007 after becoming increasingly more encephalopathic during admission. She developed deteriorating renal function/azotemia, which worsened
following a CT with contrast. Treatment included intravenous and oral steroids, and she was discharged on hospital day 10 with aspiration precautions.
Treatment included intravenous and oral steroids, and she was discharged on hospital day 10 with aspiration precautions. No formal discharge diagnosis was
noted, but a diagnosis of acute disseminated encephalomyelitis was proposed following diagnostic studies. As of a follow-up phone call on 28 December 2007,
the patient still had occasional double vision when tired. Other symptoms, including ataxia, dysphagia, and renal dysfunction, had resolved. Final outcome was
not reported. Follow up information was received on 10 April 2009 from the Food and Drug Administration (FDA). Per the FDA, this case did not meet probable
or confirmed ADEM case definition of diagnostic certainty for level 1 or 2. Documents held by sender: None.

MRI of the brain was markedly abnormal involving midbrain and base of brain. BUN and creatinine were increased.
None reported.
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Report run on: 30 MAR 2010 09:46 Page 5
Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 295876-3 Related reports: 295876-1; 295876-2
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
Unknown F Unknown Unknown 23-Sep-2009 24-Sep-2009 -- WAES0909USA02424 24-Sep-2009
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, Economic problem, Mental disorder, Pain

Symptom Text: Information has been received from a lawsuit concerning a female who on an unspecified date was vaccinated with a dose of GARDASIL. Subsequently the
patient suffered damages including but not limited to seizures, pain and suffering, mental anguish and economic losses. At the time of the report, the patient
continued to experience the residual effects of taking the product. 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: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 305606-4 Related reports: 305606-1; 305606-2; 305606-3
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
Unknown F 01-Nov-2007 01-Nov-2007 0 30-Sep-2009 01-Oct-2009 - WAES0909USA04165 01-Oct-2009
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 Abasia, Arthralgia, Gastrointestinal disorder, Loss of consciousness, Migraine, Monoplegia, Myalgia, Neuropathy peripheral, Rash, Skin papilloma, Sleep
- apnoea syndrome, Syncope, Visual field defect

Symptom Text: A consumer obtained the information from a news article that her daughter who in November 2007, was vaccinated with a dose of GARDASIL (lot humber not
provided). The patient was vaccinated the next two doses of GARDASIL on unspecified dates. The patient was constantly fainting. When she fainted, she lost
her ability to walk. On approximately 15-SEP-2009, "just two days ago”, the patient was found unconscious in the hall at school and was brought back by a
paramedic. The patient was diagnosed with peripheral neuropathy in both feet, migraine headaches, fainting (syncope) and sleep apnea. The patient has lost
peripheral vision in her left eye and reported that her joints and muscles hurt constantly. The patient also had gotten warts, rashes and digestive illnesses. The
patient has not had a period since November of 2007. The patient's arm became paralyzed after her third shot. It was unknown if the patient sought medical
attention. At the time of the report, the outcome of the event was unknown. Upon internal review, sleep apnea and lost peripheral vision in her left eye were
determined to be other important medical events. 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: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 307394-6 Related reports: 307394-1; 307394-2; 307394-3; 307394-4; 307394-5
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
Unknown U Unknown Unknown 28-0ct-2009 29-Oct-2009 RI WAES0910USA02713 30-Oct-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 Amyotrophic lateral sclerosis

Symptom Text: Information has been received from a physician who reported that a report was posted about two patients who developed amyotrophic lateral sclerosis 4
months after receiving their second dose of GARDASIL. At the time of the report, the patient's status was unknown. Attempts are being made to verify the
existence of an identifiable patient and reporter. 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: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 307835-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
13.0 F 01-Feb-2008 01-Feb-2008 0 17-Mar-2008 11-Apr-2008 X WAES0802USA06097 01-Mar-2010
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 Caesarean section, Delivery, Drug exposure during pregnancy, Metrorrhagia, Muscle spasms, Pre-eclampsia

Symptom Text: Information has been received from a nurse concerning a 13 year old female who on 01-FEB-2008 was vaccinated with the first dose of Gardasil and is now
pregnant. Concomitant therapy included MIRALAX. The patient is currently spotting and cramping which is relieved by rest. Medical attention was sought at
the school nurse. Patient outcome is unknown. No product quality complaint was involved. Additional information has been requested. This is in follow-up to
report (s) previously submitted on 3/14/2008. Additional information has been received from the physician who stated that the patient "had no complications
from the vaccine" and she and the baby were fine. The physician reported that the patient was diagnosed with pre-eclampsia and delivered at about 30-32
weeks gestation by cesarean section. The physician also added the mother and the baby were both doing fine now. The mother was physically fine. The
reporter also added that the baby had no anomalies "nothing untoward because of the vaccine". Upon internal review, pre-eclampsia and delivered at about
30-32 weeks gestation by cesarean section were considered to be Other Important Medical Events. Additional information is not expected.

Other Meds: Unknown

Lab Data: None

History:

Prex lliness: Pregnancy NOS (LMP = 1/12/2008)
Prex Vax llIns:
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Report run on: 30 MAR 2010 09:46 Page 9
Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 310953-2 Related reports: 310953-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
13.0 F 20-Aug-2007 Unknown 11-Mar-2010 18-Mar-2010 - 200901328 19-Mar-2010
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: NO CONDITIONS, NOT SERIOUS
MedDRA PT Blunted affect, Condition aggravated, Conversion disorder, Decreased eye contact, Dysphemia, Encephalopathy, Headache, Hypoaesthesia, Induration,

Muscle twitching, Sensory loss, Speech disorder, Stress, Tremor, Vertigo

Symptom Text: A 13-year-old female patient received MENACTRA and GARDASIL (Merck); lot numbers not reported) on 20 August 2007. On an unreported date, she
developed left-sided numbness, left hand, face, and leg tremors, twitching, periodic vertigo, headache, and her left arm was "hard". Upon examination she was
noted to have blunted affect, poor eye contact, slow speech, and mild decreased sensation of the left upper extremity with normal strength, tone, and reflexes.
She was seen in a neurology clinic from 20 January through 21 February 2008, and during that time her tremors increased and she had begun stuttering. An
EEG was abnormal, with mild encephalopathy and abnormalities suggesting a risk for focal seizures. CBC, chemistry, UA, urine culture and sensitivity,
monospot, and MRI of the brain and spine were all within normal limits. The final diagnosis was stress-induced conversion reaction. The patient was referred

for counseling; outcome was not reported.

Other Meds:

Lab Data: An EEG was abnormal, with mild encephalopathy and abnormalities suggesting a risk for focal seizures. CBC, chemistry, UA, urine culture and sensitivity,
monospot, and MRI of the brain and spine were all within normal limits.

History: None reported.

Prex lllness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 312548-2 Related reports: 312548-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
19.0 F 28-Feb-2008 15-Mar-2008 16 17-Jul-2009 19-Aug-2009 VA WAES0805USA00164 20-Aug-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1287U 1 Unknown Unknown

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

Symptom Text: Information has been received from an office manager for the pregnancy registry for GARDASIL concerning a 20 year old female with no medical history and
no known allergies who on 28-FEB-2008 was vaccinated with the second dose of GARDASIL (Lot # 655327/1287U). There was no concomitant medication.
The reporter indicated that the patient was pregnant with an expected due date of 02-DEC-2008. Unknown medical attention was sought in the office. Patient
outcome was unknown. No product quality complaint was involved. Follow up information received from a nurse revealed that the patient had a spontaneous
vaginal birth on 25-NOV-2008 and delivered a healthy, normal, female weighing 7 pounds and 4 ounces. There were no prenatal complications. The only
additional note was that of "maternal fever" in labor, with no further explanatory information. The patient was seen for her post partum visit and was fine. No

further information is available.
Other Meds: None
Lab Data: Beta-human chorionic, 04/07/2008, posit
History:
Prex lliness: Pregnancy NCS (LMP - 3/15/2008)
Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 312938-2 (S) Related reports: 312938-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
15.0 F Unknown Unknown 28-Aug-2009 31-Aug-2009 - WAES0908USA03988 31-Aug-2009
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 Activities of daily living impaired, Back pain, Dizziness, Migraine

Symptom Text: Information has been reported in non medical media article that a 15 year old consumer and her mother reported that on an unknown date the patient was
vaccinated with a first and second dose of GARDASIL. It was reported in the news media that after two doses, the vaccine knocked the patient "on her back for
two months". It was also reported that the patient stated that though better now "I still have a lot of terrible migraine headaches and back pain, dizziness". The
patient's mother also stated that: "That hits close to home in the sense of when your daughter's laying in a hospital's bed". It was not specified if the patient was
hospitalized. Upon internal review "on her back for two months" was considered as disabling. 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: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 318483-2 (S) Related reports: 318483-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
15.0 F 02-May-2007 24-Jun-2007 53 29-Jan-2010 01-Feb-2010 - WAES0807USA05072 01-Feb-2010
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0524U 1 Left arm Intramuscular

Seriousness:

MedDRA PT

Symptom Text:

Other Meds:
Lab Data:
History:

Prex lllness:
Prex Vax llIns:

ER VISIT, LIFE THREATENING, SERIOUS

Abdominal pain, Abdominal pain upper, Asthenia, Chest pain, Computerised tomogram, Delusion, Disorientation, Dizziness, Hot flush, Hyperhidrosis, Loss of
consciousness, Malaise, Myalgia, Nausea, Syncope, Ultrasound scan, Visual impairment, X-ray

This report was identified from a line listing obtained on request by the Company from the FDA under the Freedom of Information Act concerning a 15-year-old
female with no known allergy nor illness, who on 02-MAY-2007 was vaccinated IM in her left arm with the second dose of GARDASIL vaccine (lot #
658094/0524U). Concomitant medication included albuterol. On 24-JUN-2007, the patient experienced lightheadedness, dizzy, seeing spots, abdominal pain,
nausea and left upper quad pain. It was not reported whether medical attention was sought. In July of 2007 after the vaccination, she experienced all of these
(lightheadedness, dizzy, seeing spots, abdominal pain, nausea and left upper quad pain) plus severe hot flushes, sweats, severe muscle pain and weakness,
collapsing and passing out as well as chest pain. According to the report: "she was now sick on a monthly basis and her sickness usually last 7-8 days. She
also becomes delusional at times and spacey." The report also stated: "Several different lab studies, ultra sounds, x-rays, CT scans and an appointment with
the endocrinologist which didn't do us any good. She was a perfectly healthy kid until she received this vaccine." The original reporting source was not
provided. The VAERS ID # is 318483. No further information is available. A standard lot check investigation was performed. All in-process quality checks for the
lot number in question were satisfactory. In addition, an expanded lot check investigation was performed. The testing performed on the batch prior to released
met all release specifications. The lot met the requirements of the research center and was released.

albuterol
Unknown
Unknown
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Vax Type: HPV4

VAERS Line List Report
Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND

Page 13

Vaers Id: 320257-2 Related reports: 320257-1
Age Gender Vaccine Date Onset Date
21.0 F 28-Nov-2007 10-Dec-2007
VAX Detail: Type Manufacturer

HPV4 MERCK & CO. INC.

Seriousness: NO CONDITIONS, NOT SERIOUS

26-Aug-2009

Received Date Status Date State Mfr Report Id
27-Aug-2009 PA
Prev Doses Site Route
0 Unknown Unknown

MedDRA PT Arthropathy, Burning sensation, Joint stiffness, Joint swelling, Oedema, Rheumatoid arthritis, Weight increased

Last Edit Date
28-Aug-2009

Other Vaccine

Symptom Text: 3 weeks after the first vaccine | had gained 25 pounds in excess fluid on my joints. | had 3 hours + of morning stiffness, hot and red joints (predomint in my
hands, wrists, toes, and ankles)- bilateral swelling. Severe edema, etc. | was treated with steroids and passed around as a mystery illness until almost 1 year
later, where | was diagnosed with rheumatoid arthritis at the clinic. | am currently (and have been for a year) taking plaquenil, humira. | did take methotrexate

for about 6 months, but it caused too much nausea.

Other Meds: nuva ring

Lab Data: elevated rheumatoid factor for the first 8 months following the first shot, now the level is normal, but | am still symtematic
History: allergic to sulfa drugs

Prex lllness: none

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 321767-2 (S) Related reports: 321767-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
9.0 F 01-May-2007 01-Jun-2007 31 25-Aug-2009 31-Aug-2009 IL 01-Sep-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
Seriousness: ER VISIT, HOSPITALIZED, SERIOUS
MedDRA PT Abdominal pain upper, Arthralgia, Pancreatitis, Small intestine ulcer, Vaccine positive rechallenge

Symptom Text: Received 1st shot in May 2007. Shortly after started complaining of stomach pains. Pain lasted for several months. Pain stopped Jan. 2009. Received 2nd shot
1-28-08. Shortly after stomach pain returned. Was hospitalized 4-08 with pancreatitis. Found small intestinal ulcers 9-08. Still has continual pain with no known

cause. Also has some knee pain.
Other Meds: No

Lab Data: Endoscopy/Colonoscopy; Pill cam endoscopy; Blood; Stool; Urine
History: None
Prex lliness: None

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 322400-3 (S) Related reports: 322400-1; 322400-2; 322400-4
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
21.0 F 15-Jun-2007 22-Jun-2007 7 22-May-2009 26-May-2009 NY WAES0905USA02258 31-Jul-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0469U 0 Right arm Intramuscular

Seriousness: ER VISIT, HOSPITALIZED, PERMANENT DISABILITY, SERIOUS

Angiogram, Computerised tomogram, Condition aggravated, Conversion disorder, Deafness, Echocardiogram, Electroencephalogram, Epistaxis, Gait
disturbance, Lumbar puncture, Migraine, Muscular weakness, Myalgia, Nuclear magnetic resonance imaging, Nuclear magnetic resonance imaging brain,
Palpitations, Regressive behaviour, Syncope, Vaginal odour

MedDRA PT

Symptom Text: Information has been received from a physician concerning a 21 year old female with partial hearing loss due to congenital sensory nerve damage, irritable
bowel syndrome and gastrooesophageal reflux disease and a history of gastric ulcer perforation who was vaccinated IM with the first dose of GARDASIL, 0.5ml
on 15-JUN-2007. There was no concomitant medication. Starting on 22-JUN-2007 the patient experienced migraine headaches and palpitations. In October
2007 the patient received her second IM dose of GARDASIL 0.5 ml, but has not had her third dose. In January 2008, the patient started having syncopal
episodes and pseudoseizures. The patient, who was born with hearing loss due to sensory nerve damage, lost her remaining hearing in March 2008. Since the
beginning of 2009, the patient had experienced episodes of behavioral regression as well as muscle pain and weakness. Due to the muscle weakness, the
patient had limited ambulation. Since April 2009 the patient had recurrent nosebleeds. The patient has required multiple hospitalizations and office visits. The
patient had MRI/MRA of head, CT Scan/CTA of head, EEG, echocardiogram, lumbar puncture and angiogram performed (results not reported). At the time of
the report (on 18-MAY-2009) the patient was not recovered. The reporter considered the events to be disabling. Additional information has been requested.
7/9/09 Medical records received DOS 6/5/07 to 10/5/07. Patient complains of vaginal odor.

Other Meds: None

Lab Data: Unknown. 7/9/09 Medical records received DOS 6/5/07 to 10/5/07. LABS and Diagnostics: All pending. PAP, GC, Vaginitis Panel, Thyroid panel, Glucose,
endocrine studies.

History: Gastric ulcer perforation

Prex lliness: Nerve damage; Irritable bowel syndrome; Partial hearing loss; Gastrooesophageal reflux disease

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 322400-4 (S) Related reports: 322400-1; 322400-2; 322400-3
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
21.0 F 15-Oct-2007 17-Oct-2007 2 25-Jun-2009 26-Jun-2009 NY WAES0906USA03810 01-Feb-2010
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0742U 1 Unknown Unknown

Seriousness:

MedDRA PT

Symptom Text:

Other Meds:
Lab Data:
History:

Prex lliness:
Prex Vax llIns:

HOSPITALIZED, SERIOUS

Abasia, Alopecia, Autism spectrum disorder, Blood testosterone increased, Chest pain, Convulsion, Deafness, Emotional disorder, Epistaxis, Flushing,
Foaming at mouth, Gastrooesophageal reflux disease, Hallucination, Irritable bowel syndrome, Malaise, Migraine, Nausea, Oedema peripheral, Pain,
Paraesthesia, Regressive behaviour, Syncope, Tonic clonic movements, Tremor, Weight increased, Wheelchair user

Information has been received from a consumer concerning her 21 year old daughter with "immune deficiency runs in family" who on 15-JUN-2007 and on 15-
OCT-2007 was vaccinated with first dose (route not reported, lot number 0469U) and second dose (route not reported, lot number 654539/0742U) respectively
of GARDASIL. The patient's mother reported that her daughter has been severely ill since receiving the second dose of the vaccine. It was reported that on 17-
OCT-2007, the patient's symptoms started with chest pain, migraines, fainting, facial flushing, seizure and nausea. It was reported that she now has emotional
regression and spectrum disorder, swelling of legs and feet, inability to walk, pain all over her body, felt "shocks to her brain", clonic tonic symptoms, hair loss,
foaming from mouth, nosebleeds, hallucinations, hearing loss, weight gain, shaking like PARKINSON's disease, acid reflux, irritable bowel and high
testosterone levels. She reported that her daughter was gone to the hospital over fifteen times and had been admitted nine times to three different hospitals.
The patient has been seen by many doctors including neurologist and neuropsychiatrist. She had also had alternative medicine treatments including
detoxification, cranial massage and reflexology. It was reported that she was now using a wheelchair and needed to be carried. Lab tests performed included
lumbar puncture, cerebral angiogram, EEG and many others which were all negative. As of 19-JUN-2009, the patient had not recovered from the events.
Additional information has been requested. 02/01/2010 Seizures, syncope, numbness, tingling, profound deafness, hair loss, bloddy nose, chronic pain,
fatigue, shortness of breath, regression occassional inability to walk, legs give out, brain fog, confusion.

Unknown
spinal tap, Negative; cerebral angiography, Negative; electroencephalography, Negative
Unknown
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Report run on: 30 MAR 2010 09:46 Page 17
Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 323863-2 (S) Related reports: 323863-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
18.0 F 17-Jun-2008 11-Aug-2008 55 15-Jun-2009 15-Jul-2009 - WAESO0905USA00591 26-Jan-2010
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
MNQ SANOFI PASTEUR NULL Unknown Unknown
HPV4 MERCK & CO. INC. 0063X 0 Unknown Unknown
Seriousness: ER VISIT, HOSPITALIZED, SERIOUS
MedDRA PT Blood product transfusion, Depressed level of consciousness, Electroencephalogram, Fatigue, Gait disturbance, Guillain-Barre syndrome, Headache, Lumbar

puncture, Myalgia, Nausea, Nuclear magnetic resonance imaging, Ultrasound scan

Symptom Text: Information has been received from a Registered Nurse (R.N.) concerning a 19 year old female who on 17-JUN-2008 was vaccinated with the first 0.5 ml dose
of GARDASIL (lot number not provided). Concomitant therapy included MENACTRA. On 11-AUG-2008 the patient experienced fatigue and walking problem.
The patient was hospitalized from 21-AUG-2008 to 24-AUG-2008 and on 24-AUG-2008 the patient was diagnosed with Guillain Barre syndrome. At the time of
reporting the patient was not recovered. Follow up information was received from a Registered Nurse (R.N.) on 06-MAY-2009 via telephone provided the
patient's name and date of birth. She confirmed that the patient received the first and only dose of GARDASIL on 17-JUN-2008 (lot# 660391/0063X) along with
concomitant vaccine MENACTRA. The AE onset date was 11-AUG-2008 around 1:00 am. She went to the emergency room via ambulance with intolerable
head and muscle pain, difficulty walking, nausea, and change of responsiveness. At the emergency room she was told that it was "viral" and was sent home.
On 21-AUG-2008 she had a follow up doctor visit and she went into another hospital, while there she was referred to a neurologist. A CAT scan (negative
results), EEG, Spinal Tap, MRI, and ultrasound of her bladder were performed. She was diagnosed with Guillain Barre syndrome. She was hospitalized from
21-AUG-2008 to 24-AUG-2008. She received globulin intravenously, pain medication, and physical therapy. Prior to this the patient had a baby. It was reported
that as of 17-MAR-2009 the patient was still recovering and still going to physical therapy. Additional information has been requested.

Other Meds:

Lab Data: computed axial, negative
History: Unknown

Prex lliness:

Prex Vax llins:
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Vaers Id: 324299-2 Related reports: 324299-1

Age Gender Vaccine Date Onset Date

15.0 F 15-Jul-2008 15-Jul-2008

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

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Abortion induced, Drug exposure during pregnancy

Received Date Status Date State Mfr Report Id Last Edit Date
28-May-2009 29-May-2009 NY WAES0809USA00278 29-May-2009
Lot Prev Doses Site Route Other Vaccine
0085X Unknown Unknown
NULL Unknown Unknown
NULL Unknown Unknown

Symptom Text: Information has been received from a physician for VARIVAX, a pregnancy registry product, concerning a 15 year old female patient who on 15-JUL-2008 was
vaccinated with a dose of VARIVAX (lot #659844/0085X) when she was pregnant. That same day, she was vaccinated with hepatitis A virus vaccine
(unspecified) and MENACTRA. On 26-AUG-2008, the patient had a urine pregnancy test done confirming the pregnancy. No adverse event was reported. The
patient sought medical attention informing staff she missed her period after she was vaccinated. Follow up information received on 20-MAY-2009 from the
physician stated that the patient received a dose of VARIVAX, GARDASIL, and MENACTRA at the same medical center. Two weeks after the pregnancy was
confirmed the patient had an elective termination of pregnancy. At the time of reporting the patient's outcome was unknown. Upon internal review elective
termination was determined to be an other important medical event. Additional information has been requested.

Other Meds:

Lab Data: urine beta-human, 08/26/08, positive
History:

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: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 327120-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
26.0 F 17-Sep-2008 18-Sep-2008 1 06-Oct-2008 15-Oct-2008 MI M12008022 03-Nov-2008
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
TDAP SANOFI PASTEUR C2844AA Left arm Intramuscular
HPV4 MERCK & CO. INC. 0245U 0 Right arm Intramuscular
Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Injection site erythema, Injection site mass, Injection site pain, Musculoskeletal discomfort, Pain in extremity, Pharyngolaryngeal pain

Symptom Text: Soreness right arm injection site and redness with lump. Lump above collar bone inner aspect near neck. Soreness of right arm. C/O discomfort right side of
neck when move head. Advised to consult with healthcare provider - provided with resources. Had viral infection 6 weeks prior to moving to another city. Has
been in city for 3 weeks. Complains now of sore throat.

Other Meds:

Lab Data:

History: Poly Cystic ovarian syndrome; history of migraine; PCN; Ceclor
Prex lliness: Sinus drainage

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 329280-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
14.0 F 02-Jan-2008 09-Apr-2008 98 17-Oct-2008 11-Feb-2009 NY WAES0809USA00346 22-Mar-2010
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1522U 1 Unknown Intramuscular

Seriousness:
MedDRA PT

Symptom Text:

Other Meds:
Lab Data:
History:

Prex lliness:
Prex Vax llins:

ER VISIT, NOT SERIOUS
Drug exposure during pregnancy, Inappropriate schedule of drug administration, Ovarian cyst

Initial and follow-up information has been received from a licensed practical nurse for the pregnancy registry GARADASIL concerning a 14 year old white
female with asthma and no allergies, no previous pregnancies and a history of appendicectomy who on 23-MAY-2007 was vaccinated with the first dose of
GARDASIL, IM 0.5 mL (lot # 654535/0960F). On 02-JAN-2008 the patient was vaccinated with the second dose of GARDASIL, IM 0.5 mL (lot #
659055/1522U). On 09-APR-2008, the patient was noted to have a right ovarian cyst. On 07-MAY-2008 the patient vaccinated with the third dose of
GARDASIL, IM 0.5 mL (lot # 659964/1978U). Concomitant therapy included FLOVENT and albuterol. The patient's last menstrual period was 17-MAY-2008.
The estimated due date is 21-FEB-2009. The patient had a positive urine pregnancy test on 14-AUG-2008. The ultrasound was performed on 26-AUG-2008 for
dates with the results of 11 week 2 day fetus. No problems reported. The patient sought medical attention in the office visit. Additional information has been
requested. This is in follow-up to report (s) previously submitted on 10/14/2008; 7/8/2009. Follow-up information was received from the LPN via a preghancy
guestionnaire. Other medication used during pregnancy included TYLENOL for headache as needed. On 17-MAR-2009 the patient delivered a normal male
baby weighing 7 pounds 14 ounces with apgar score 8/9 at 40 weeks and 2 days. The length of the baby was 20.25 inches and head circumference was 33.5
cm. There were no congenital anomalies or other complications or abnormalities. There was no complication during pregnancy and labor/delivery. There was
no diagnostic test during pregnancy. Follow-up information was received from a physician via pediatric medical records. The baby with no known drug
allergies was treated with erythromycin (05-APR-2009) (reason not reported). On 23-MAR-2009, the baby was seen by the physician with the assessment of a
well physical examination. On 30-MAR-2009 the baby was seen with results of weight normal an

albuterol; FLOVENT

ultrasound, 08/26/08, 11 week 2 day fetus; urine beta-human, 08/14/08, positive
Appendicectomy

Pregnancy NOS (LMP = 5/17/2008); Asthma
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 334285-2 (S) Related reports: 334285-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
14.0 F 22-Aug-2008 08-Sep-2008 17 03-Nov-2009 04-Nov-2009 X TX090051PU 04-Feb-2010
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
MNQ SANOFI PASTEUR U2662AA 0 Right arm Intramuscular
HPV4 MERCK & CO. INC. 0507X 1 Left arm Intramuscular

Seriousness: HOSPITALIZED, SERIOUS

MedDRA PT Balance disorder, Gait disturbance, Sensory loss

Symptom Text: RECEIVED 8/22/08 TWO WEEKS AFTER RECEIVING HPV#2 AND MENACTRA (9/8/08)SYMPTOMS CONSISTED OF LOSS OF SENSATION IN FEET,
LOSS OF BALANCE DUE TO NO FEELING IN FEET, WALKS ONLY WITH ASSISTANCE. 1/29/2010 | know that within a few months after these vaccines
were administered she couldn't walk and was going through testing at hospital.

Other Meds: NONE

Lab Data: CAT SCANS, SPINAL TAP, NERVE INDUCTION TESTS
History: ALLERGIC TO TREE POLLEN

Prex lliness: NONE
Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 335340-3 (S) Related reports: 335340-1; 335340-2
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
23.0 F 15-Jul-2008 10-Nov-2008 118 21-Aug-2009 25-Aug-2009 NJ 26-Aug-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Left arm Intramuscular

Seriousness: ER VISIT, HOSPITALIZED, LIFE THREATENING, SERIOUS
MedDRA PT B-cell ymphoma, Chemotherapy, Lymphadenopathy, Mediastinal mass, Neck mass, Non-Hodgkins lymphoma

Symptom Text: | received my first dose of Gardasil in July 2008 and my second dose in September 2008. | was diagnosed with a primary mediastinal B cell lymphoma (non-
Hodgkin's) after feeling an enlarged supraclavicular lymph node in November 2008. CT/PET scan results showed a mass in my mediastinum as well as in my
neck. | received 5 cyles of chemotherapy with cyclophosphamide, doxorubicin, vincristine, prednisone, methotrexate, and rituxan, as well as prophylactic
intraspinal chemotherapy. | was declared cancer-free in February 2009 and am currently in remission.

Other Meds: None at the time

Lab Data: All lab values were normal prior to chemotherapy.
History: None

Prex lllness: None

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND

Vaers Id: 335410-2 Related reports: 335410-1

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

16.0 F 01-Aug-2007 01-Nov-2007 92 17-Aug-2009 18-Aug-2009 GA WAESO0908USA01127 03-Feb-2010

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 Cancer in remission, Chemotherapy, Chest X-ray, Computerised tomogram, Fatigue, Lymphadenopathy, Migraine, Non-Hodgkins lymphoma, Pain, Positron
- emission tomogram, Pruritus generalised

Symptom Text: Information has been received from a consumer concerning a her 19 year old daughter with pertinent medical history reported as none and drug reactions or
allergies reported as none who in January or February 2007, was vaccinated with a first dose of GARDASIL (lot # not reported). In April 2007 she received
second dose of GARDASIL (lot # not reported). In August 2007 she received third dose of GARDASIL (lot # not reported). In November 2007 after vaccination
with GARDASIL the patient developed non-Hodgkin's lymphoma. The first symptoms were itching all over her body, swollen lymph nodes and fatigue. She had
3A nodular sclerosing lymphoma. She had undergone 6 cycles of chemotherapy in 2008. At the time on the report on 07-AUG-2009 she was currently in
remission. Upon internal review non-Hodgkin's lymphoma was determined to be an other important medical event. Follow up information has been received via
telephone call from a nurse who refused to give any information concerning the patient without written authorization from the patient. Also the nurse stated that
the patient received GARDASIL vaccinations at another physician's office. All telephone attempts to obtain follow up information have been unsuccessful.
Additional information has been requested. 02/01/2010 Follow-up: Currently in remission. Requires regular CT, PET and chest x-rays for the next for years.
She has recently had sever migraines and this pain.

Other Meds: Unknown

Lab Data: Unknown
History: None
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 337242-2 (D) Related reports: 337242-1; 337242-3; 337242-4
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
20.0 F Unknown 15-Nov-2008 07-Jul-2009 08-Jul-2009 - WAES0906USAQ5777 08-Jul-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL Unknown Unknown

Seriousness: DIED, SERIOUS
MedDRA PT Death

Symptom Text: It was reported from an article published on 29-JUN-2009 that a 20 year old patient was vaccinated with a dose of GARDASIL. On 15-NOV-2008 the patient
deceased due to undetermined cause. This is one of several reports received from the same source. Attempts are being made to verify the existence of an
identifiable patient and reporter.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 337242-3 (D) Related reports: 337242-1; 337242-2; 337242-4
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
20.0 F 01-Sep-2008 01-Sep-2008 0 06-Jul-2009 07-Jul-2009 - WAES0906USA05351 07-Jul-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL Unknown Unknown

Seriousness: DIED, SERIOUS
MedDRA PT Abdominal pain upper, Autopsy, Death, Migraine

Symptom Text: Information has been received from a consumer, via a transcript of TV program concerning her 20 year old daughter who in September 2008 was vaccinated
with GARDASIL (lot# not reported). The mother stated that almost immediately after receiving the vaccine, the patient suffered "unusual symptoms". In
November 2008, two months later, the patient died without any apparent reason. The mother reported the autopsy revealed an "undetermined cause of death".
The mother stated that her daughter was complaining of having migraine headaches and she had severe stomach pains the night before she passed away.
The mother suspected her daughter's death as a result of GARDASIL. No further information is available at this time.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 337242-4 (D) Related reports: 337242-1; 337242-2; 337242-3
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
20.0 F Unknown Unknown 19-May-2009 20-May-2009 - WAES0905USA01652 06-Aug-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL Unknown Unknown

Seriousness: DIED, LIFE THREATENING, SERIOUS
MedDRA PT Convulsion, Death

Symptom Text: Information has been received from the office receptionist concerning her friend's girlfriend, an around 20 or 21 years old female, who was vaccinated via
injection route with a dose of GARDASIL. Subsequently, the patient had a seizure and died. The patient sought unspecified medical attention. Seizure was
considered to be immediately life-threatening. 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: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 337797-3 (D) Related reports: 337797-1; 337797-2; 337797-4
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
18.0 F Unknown 31-Aug-2007 09-Jul-2009 10-Jul-2009 - WAES0906USAQ05773 10-Jul-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL Unknown Unknown

Seriousness: DIED, SERIOUS
MedDRA PT Death, Epistaxis, Feeling cold

Symptom Text: Information has been received from an article published on 29-JUN-2009 concerning an 18 years old female who was vaccinated with a dose of GARDASIL.
On 31-AUG-2007 the patient died in her sleep after a quiet night of dinner and videos with her family. When her mother found her in bed, her body was cold
and blood was puddling from her nose. The death reason was unknown. This is one of several reports received from the same source. Attempts are being
made to verify the existence of an identifiable patient and reporter. 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: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 337797-4 (D) Related reports: 337797-1; 337797-2; 337797-3
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
18.0 F Unknown Unknown 22-Mar-2010 23-Mar-2010 - WAES1003USA02416 23-Mar-2010
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL Unknown Unknown

Seriousness: DIED, SERIOUS
MedDRA PT Autopsy, Cardiomegaly, Death, Ventricular arrhythmia

Symptom Text: Information has been received from a consumer through an article on the internet concerning an 18 year old female who on an unspecified date was
vaccinated with the dose of GARDASIL. On an unspecified date the patient died. The autopsy was performed and it was revealed that there was biventricular
cardiomegaly, transmural replacement of myocytes by fibro-fatty tissue in the right ventricular wall and also diffuse variable myocyte hypertrophy. The
arrhythmogenic right ventricular dysplasia (ARVD) was reported as a possible diagnosis. It was stated that because of the extensive tissue degeneration that
had occurred prior to autopsy, some of these diagnostic findings could not be definitely identified. The cause of death was unspecified. This is one of several
cases from the same source. Additional information has been requested.

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

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 337805-2 Related reports: 337805-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
12.0 F 14-Oct-2008 14-Oct-2008 0 17-Jul-2009 19-Aug-2009 NY WAES0906USA02071 20-Aug-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0548X 0 Unknown Unknown
Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Injected limb mobility decreased, Injection site pain, No reaction on previous exposure to drug, Pain, Pain in extremity

Symptom Text: Information has been received from a physician concerning a 13-year-old female with no medical history or allergies who on 14-OCT-2008 was vaccinated with
the first dose of GARDASIL (Lot# 661044/0548X) 0.5ml. There were no concomitant medications. Patient didn't experience an AE after first dose. On 16-DEC-
2008 the patient received the second dose of GARDASIL (Lot# 661764/0650X) 0.5ml. Subsequently, the patient developed pain at the injection site. The
patient was recovered in January 2009. Additional information provided from a nurse indicated that the patient received her first dose of GARDASIL (Lot#
661044/0548X) 0.5ml on 14-OCT-2008. Following that injection she experienced "soreness to the touch" for 2 months (injection site reaction). The patient
received her second dose of GARDASIL (Lot# 661764/0650X) 0.5ml on 17-DEC-2008. Right after the injection the patient experienced "shooting pains from the
injection site to her fingertips". This had continued for several months. The patient was currently stating that the "shooting pain” has resolved, but she is not
able to keep her arm raised because it bothers her. "It feels weird." The example the nurse provided is "she can not keep her arm raised while she is in school."
The patient had sought unspecified medical attention. Additional information has been requested.

Other Meds: None

Lab Data: Unknown
History: None
Prex lliness:

Prex Vax llins:
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Vaers Id: 338247-3 (S)

Related reports: 338247-1; 338247-2

Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
17.0 F 23-Jan-2007 16-Jul-2007 174 28-Sep-2009 29-Sep-2009 - WAES0902USA02812 24-Mar-2010
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine

HPV4 MERCK & CO. INC. 0961F 0 Unknown Intramuscular

HEPA MERCK & CO. INC. 1209F 0 Unknown Intramuscular

MNQ SANOFI PASTEUR U2107AA 0 Unknown Intramuscular

Seriousness:
MedDRA PT

Symptom Text:

Other Meds:
Lab Data:
History:

Prex lliness:
Prex Vax llins:

ER VISIT, LIFE THREATENING, SERIOUS
Alopecia, Chest X-ray, Contusion, Diarrhoea, Dyspnoea, Ear infection, Influenza like illness, Nasopharyngitis, Pneumonia, Pyrexia, Sinusitis, Vomiting

This report was identified from a line listing obtained on request by the Company from the FDA under the Freedom of Information Act. A 17 year old female with
an allergy to amoxicillin and AUGMENTIN who on 23-JAN-2007 was vaccinated intramuscularly with a first dose of GARDASIL (lot # 654389/0961F). Suspect
therapy given intramuscularly included a first dose of VAQTA (lot #656495/1209F). Other concomitant therapy included a first dose of MENACTRA (lot #
U2107AA) vaccinated intramuscularly on 23-JAN-2007. On 16-JUL-2007 the patient developed severe case of pneumonia with fever, no cough or cold prior.
The patient was sent to hospital for chest X-ray where she was given inhalation therapy and prescribed cefdinir (300 mg) and albuterol (90 mg). In the evening
of 16-JUL-2007, the patient went to emergency room when she couldn't breath. The patient received inhalation therapy and Z-PAK. On 18-JUL-2007 the
patient was checked at doctor's office for improvement. On 19-JUL-2007 the patient was given additional albuterol (0.83 mg) and told to use one vial every 4
hours. It was reported that in July 2007, the patient was given refill of Z-PAK. On approximately 07-SEP-2007 the patient experienced fever. On 28-SEP-2007
the patient experienced sinus infection and was prescribed Z-PAK. It was also reported that in September 2007, the patient began losing substantial amounts
of hair that continued for approximately 4 months. On 07-MAR-2008 the patient was seen for ear and sinus infection and fever and was prescribed Z-PAK. On
19-DEC-2008 the patient developed flu-like symptoms with vomiting, diarrhea and fever. The patient was given PHENERGAN (25 mg) and was sent to hospital
when vomiting continued. The patient was given 3 bags of IV fluid and treated for vomiting and diarrhea. On 20-JAN-2009 the patient developed cold symptoms
and fever. It was also reported that the patient had chronic bruising. Alopecia, contusion, diarrhoea, ear infection, influenza like illness, nasopharynagitis,
pneumonia, pyrexia, respiratory arrest, sinu

Unknown

Allergic reaction to antibiotics
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Vax Type: HPV4
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Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
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Vaers Id: 338306-1

Age Gender Vaccine Date Onset Date
20.0 F 27-Jun-2008 09-Oct-2008
VAX Detail: Type Manufacturer
HEPA GLAXOSMITHKLINE
BIOLOGICALS
HPV4 MERCK & CO. INC.

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Lip swelling, Urticaria

Days Received Date Status Date

104 26-Jan-2009 04-Feb-2009
Lot Prev Doses Site
AHAVB137AA 0 Unknown
0063X 2 Unknown

Symptom Text: W/ 1st dose broke out in hives, w/2nd dose lips swelled as well as mouth.

Other Meds: Orthocyclin

Lab Data: None
History: None
Prex lliness: None

Prex Vax llins:

State
NH

Mfr Report Id

Route
Unknown

Unknown

Last Edit Date
04-Mar-2009

Other Vaccine
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 338733-2 (S) Related reports: 338733-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
17.0 F Unknown Unknown 23-Sep-2009 24-Sep-2009 NY WAES0909USA02817 25-Sep-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown
Seriousness: ER VISIT, HOSPITALIZED, LIFE THREATENING, SERIOUS
MedDRA PT Autoimmune thyroiditis, Convulsion, Electroencephalogram, Encephalitis, Endotracheal intubation, Laboratory test, Lumbar puncture, Respiratory arrest,

Weight increased

Symptom Text: Information has been received from a nurse concerning a 17 year old female with no medical history or drug allergies, who over a year ago was vaccinated with
a 0.5 mL second dose of GARDASIL. Two months later the patient started experiencing "major seizures". With her first seizure she went to the emergency
room and later she was diagnosed with Hashimoto's encephalitis. The nurse mentioned that the patient was hospitalized and intubated twice because the
seizures would cause her to go into respiratory arrest. She was placed on steroids as well as other medications (manufacturers unspecified) and steroids
caused her to gain weight. The patient had a series of spinal taps, electroencephalographies, and other unspecified laboratory tests done. Therapy with
GARDASIL was discontinued. At the time of this report the patient had not recovered. Hashimoto's encephalitis, gain weight and respiratory arrest were
considered to be immediately life-threatening. Additional information has been requested.

Other Meds: Unknown

Lab Data: Unknown
History: None
Prex lliness:

Prex Vax llins:
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Report run on: 30 MAR 2010 09:46 Page 33
Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 339375-2 (S) Related reports: 339375-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
10.0 F 15-Jan-2009 28-Jan-2009 13 10-Dec-2009 11-Dec-2009 - WAES0903USA04975 05-Jan-2010
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0719X 0 Right arm Intramuscular

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

MedDRA PT Areflexia, Asthenia, Ataxia, Blood product transfusion, Dizziness, Guillain-Barre syndrome, Headache, Vertigo, Vomiting

Symptom Text: This report was identified from a line listing obtained on request by the Company from the FDA under the Freedom of Information Act. On 15-JAN-2009, a 10
year old female with allergy to AMPICILLIN SULBACTAM was vaccinated IM into the right arm with the first dose of GARDASIL (lot # 0719X). There was no
concomitant therapy. There was no preexisting illness. Thirteen days later on 28-JAN-2009 and for 3 days the patient had vomit, dizziness and cephalgia, later
vertiginous sensation. On 31-JAN-2009, the patient presented a frank ataxia gait and progressive loss of strength in lower and upper extremities almost totally
in the following 3 days with loss of osteotendinous reflexes. They had taken a normal brain computed axial tomography (CT) scan, a normal magnetic
resonance imaging (MRI) and nerve conduction studies compatible with GBS. She started treatment with immunoglobulin with a response in 72 hours and
almost total recovery of the motor function. Vertiginous felling and cephalgia still persisted. The listing indicated that one or more of the events required
hospitalization, was considered to be immediately life-threatening. No further information is available. The original reporting source was not provided. The
VAERS ID # is 339375. A standard lot check investigation has been finalized. All in-process quality checks for the lot number in question were satisfactory. In
addition, an expanded lot check investigation was performed. The testing performed on the batch prior to release met all release specifications. The lot met the

requirements of the Center and was released.

Other Meds: None

Lab Data: nerve conduction study, compatible with GUILLAIN-BARRE Syndrome; head computed axial, normal; magnetic resonance, normal
History:
Prex lllness: Drug hypersensitivity

Prex Vax llins:
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Report run on: 30 MAR 2010 09:46 Page 34
Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 339421-2 Related reports: 339421-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
15.0 F 22-Apr-2008 22-Apr-2008 0 02-Jul-2009 06-Jul-2009 CA WAES0804USA06217 06-Jul-2009
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 0 Unknown Intramuscular
HEPA MERCK & CO. INC. NULL Unknown Unknown

Seriousness: ER VISIT, NOT SERIOUS

MedDRA PT Arrested labour, Caesarean section, Drug exposure during pregnancy

Symptom Text: Information has been received from a nurse and a doctor for the Pregnancy Registry for GARDASIL regarding a 15 year old female with of depression and
stress gastritis (no medication prescribed) who on 22-APR-2008 was vaccinated intramuscularly with her first dose of GARDASIL (Lot # and site not reported).
Concomitant therapy included VAQTA (Lot, site and route not reported). Other concomitant therapy included MENACTRA and Tdap (unspecified). Later on the
evening of 22-APR-2008 the patient had a urine pregnancy test which was positive (not further specified). On 24-APR-2008, the patient returned to the office
and a urine pregnancy test was performed which was positive (LMP "late February 2008"). No adverse effects were reported. The patient outcome was not
reported. No additional information was provided. Follow-up information was received from a charge nurse who reported the patient delivered a male baby on
16-NOV-2008, at 38+1 weeks gestation. The patient was in labor, but experienced an "arrest of descent" in second stage, with a failed attempt at a vacuum
delivery, and ultimately had a cesarean delivery. The baby weighed 6LBS 150z. The baby was healthy and didn't have any problems. Upon internal review,
arrest of descent was determined to be an other important medical events. No additional information was expected.

Other Meds:

Lab Data: Urine beta-human, 04/22/08, positive; Urine beta-human, 04/24/08, positive
History:

Prex lliness: Pregnancy NOS (LMP = 2/25/2008); Depression; Gastritis

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 339652-2 (S) Related reports: 339652-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
17.0 F 02-Jan-2009 02-Feb-2009 31 29-Aug-2009 03-Sep-2009 MO 03-Sep-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. DON'T KNOW 2 Left arm Intramuscular

Seriousness:

MedDRA PT

Symptom Text:

Other Meds:
Lab Data:
History:

Prex lllness:
Prex Vax llins:

ER VISIT, HOSPITALIZED, SERIOUS

Abdominal pain upper, Arthralgia, Chills, Convulsion, Dyskinesia, Dyspnoea, Gaze palsy, Headache, Joint lock, Muscle spasms, Muscle twitching,
Musculoskeletal pain, Nervous system disorder, Opisthotonus, Ovarian cyst, Paraesthesia, Screaming, Speech disorder, Throat tightness, Tremor

Reported once to Vaers, after first hospitalization. #E-28199 02/16/2009. My daughter continues having the violent seizure like episodes. Severe muscle
spasms in her low back, making her fold backward, screaming in pain. Was hospitalized again on 4/02 through 4/05, again on 4/12 through 4/14. Her seizure
episodes continued to get worse, even at times making her struggle for air. Felt like her throat was closing. Still having headaches. We then went to Mayo
Clinic in MN, they slowly removed her from her medicines, she continued to have the episodes, but frequency was slowing down. Her eyes would also roll back
into her head, and her speaking became "jibberish" while she was having the episodes. She also started complaining of stabbing pains in her lower stomach.
That turned out to be an Ovarian Cyst. She was in the ER 3 times, after initial vaers report, 2 via ambulance. 6/01/2009, things seem to start getting better,
episodes are limited to when she goes to bed, and drifts off to sleep. Her muscles twitch, jerk, and seem to have a mind of their own. She does not have control
of her body, her muscles do. Still having headaches. 8/29/2009, things are mellowing out from 2/2009, but she still has neurological problems. Her head and
neck twitch together, eyes roll back, electric volts feel like they go through her body, she shivers and it travels through her body, hands fold in, arms & legs
shake uncontrollably. Her hips lock up, she cannot move, it hurts her very bad. It lasts from 7-10 minutes. Sometimes her arm just starts moving in all
directions, she cannot stop it, today, it twisted itself so bad that her elbow, shoulder and wrist are very sore. It is the strangiest thing | have ever seen. The
muscles have a mind of their own~ that is the only way | know how to explain it.

Oral Contraceptives

The hospital did tons of testing, blood, ua, bonescan, x-rays, cat scan, EEG, EKG, with video. PT
Allergic to Penicillin. Seasonal allergies

none
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Vax Type: HPV4

VAERS Line List Report
Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND

Page 36

Vaers Id: 340758-2 Related reports: 340758-1

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

Seriousness: ER VISIT, NOT SERIOUS

MedDRA PT

Received Date Status Date State Mfr Report Id
25-Jun-2009 07-Jul-2009 AR ARQ927
Lot Prev Doses Site Route
U2617AA 0 Left arm Intramuscular
0843X 1 Right arm Intramuscular
C2997AA 0 Right arm Intramuscular

Abdominal pain upper, Chest pain, Depression, Headache, Mood swings, Palpitations, Pyrexia

Last Edit Date
04-Jan-2010

Other Vaccine

Symptom Text: Mother reports approx. 3wks after the injection, that her daughter with complaint of increase depression, mood swings, headache, stomach pain and developed
chest pain in Jan 2009. Went to Emergency Room in 8/13/08. May 8, 2009 with chest pain and heart racing. Fever. 104 still.

Other Meds: none
Lab Data: EKG on 5/8/09
History: none
Prex lllness: none

Prex Vax llins: ~HPV (no brand name)~2~12.00~Patient
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Report run on: 30 MAR 2010 09:46 Page 37
Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND

Vaers Id: 340882-3 (S) Related reports: 340882-1; 340882-2

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

17.0 F 13-Mar-2007 13-Mar-2009 731 11-Jun-2009 15-Jun-2009 NV 15-Jun-2009

VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0263U 2 Left arm Intramuscular

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

Abdominal pain, Alopecia, Arrhythmia, Arthralgia, Asthenia, Blood pressure decreased, Body temperature decreased, Cardiovascular insufficiency, Coeliac
disease, Constipation, Dizziness, Face oedema, Fatigue, Feeling abnormal, Headache, Heart rate decreased, Hypoaesthesia, Musculoskeletal stiffness,
Nausea, Pain in extremity, Paraesthesia, Syncope, Tinnitus

MedDRA PT

Symptom Text: 2007-2009 - Light-headed/dizziness/pain in extremities/headache/nausea- ringing in ears/numbness/tingling/weakness/chronic fatigue-joint pain/abdominal
pain/ chronic constipation/hair loss/facial edema/heart arrythmia/gluten intolerance/brain fog/collapsed 3X/stiffness/low body temperature/low heart rate/low
blood pressure/poor circulation. Treatment: Detox therapy/colon hydrotherapy/supplementation and digestive aid.

Other Meds: None

Lab Data: Diagnosis: Thrombocytopenia/Chronic hypothermia/hypothyroidism/ammenorrhea/HCV  pancytopenia/gastrointestinal disorder/ hormonal P.V. autoimmune
disease imbalance.

History: None

Prex lllness: None

Prex Vax llins:
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Report run on: 30 MAR 2010 09:46 Page 38
Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 342045-2 (S) Related reports: 342045-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
13.0 F 18-Oct-2007 18-Oct-2007 0 19-May-2009 20-May-2009 -- WAES0904USA01472 20-May-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
TD UNKNOWN MANUFACTURER C2778AP Unknown Unknown
FLU UNKNOWN MANUFACTURER 500487P 0 Unknown Unknown
HPV4 MERCK & CO. INC. 1265U 0 Left arm Unknown
MEN UNKNOWN MANUFACTURER NULL Unknown Unknown

Seriousness:

MedDRA PT

Symptom Text:

Other Meds:
Lab Data:
History:

Prex lllness:
Prex Vax llins:

ER VISIT, HOSPITALIZED, SERIOUS

Abdominal pain, Asthma, Biopsy skin, Computerised tomogram, Hyperhidrosis, Lethargy, Myalgia, Ovarian cyst ruptured, Pyrexia, Scar, Skin disorder, Skin
lesion, Vertigo

This report was identified from a line listing obtained on request by the Company from the FDA under the Freedom of Information Act. A 13 year old very
healthy and athletic female patient, allergic to the fruit formula given before having a CAT scan, was vaccinated in the left arm with the first dose of GARDASIL
(Lot # 659435/1265U). Concomitantly, the first dose of influenza virus vaccine (unspecified) (manufacturer unknown) (Lot # 500487P) was given. It was
reported that the patient experienced fever, severe abdominal pain and muscle aches. The patient was lethargic and had asthma. The patient also developed
skin indentations (tissue break down up underneath the skin). The indentations were circular in size, starting around the injection site and had spread
throughout entire body. A specialist stated that had never seen anything like it. The patient was referred for further testing. The indentations were not going
away but permanently scarring the patient. The patient was also experiencing vertigo. Records received on 23-MAR-2009 from date of Service of 10-NOV-2008
presented a patient complaining of lesions to trunk and extremities. Records received on 30-MAR-2009 from Emergency Department visit on 02-NOV-2008
showed a patient complaining of abdominal pain and a diagnosis of ruptured ovarian cyst. Doctor's office records showed two other shots of Td adult vaccine
given on 17-OCT-2008 (Lot # C2778AP) and also MONOTZ (Lot # U2426AA) given on 18-OCT-2007. Several biopsies were performed by two dermatologist
(specialist) and regular dermatologist with unreported results. The patient did several regular doctor visits. An ultrasound and CAT scan of abdomen-biopsy
were performed, which records were received on 23-MAR-2009, with unreported results. The listing indicated that one or more of the events required
hospitalization. No further information is available. The original reporting source was not provided. The VAERS ID # 342045. Follow up information was
received on 01-MAY-2009 via a senator's office, from a constit

Unknown
Unknown

Contrast media allergy
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Vax Type: HPV4

VAERS Line List Report
Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND

Page 39

Vaers Id: 342159-2 Related reports: 342159-1
Age Gender Vaccine Date Onset Date
16.0 F 01-Jul-2009 02-Jul-2009
VAX Detail: Type Manufacturer

HPV4 MERCK & CO. INC.

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Arthralgia, Fatigue, Nausea

Days Received Date Status Date State Mfr Report Id
1 21-Aug-2009 01-Sep-2009 PA
Lot Prev Doses Site Route
0315Y 2 Left arm Unknown

Symptom Text: Severe joint pain/nauseated/fatigue for weeks after shot. ADVIL or NAPROXYN to make comfortable.

Other Meds:

Lab Data:

History:

Prex lliness: None
Prex Vax llins:

Last Edit Date
01-Sep-2009

Other Vaccine
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND

Vaers Id: 342520-3 (S) Related reports: 342520-1; 342520-2
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
13.0 F 24-May-2007 01-Sep-2007 100 18-Jun-2009 19-Jun-2009 NC WAES0906USA01931 19-Jun-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine

HPV4 MERCK & CO. INC. 0186U 0 Unknown Unknown

HEPA GLAXOSMITHKLINE 0001U 0 Unknown Unknown

BIOLOGICALS

Seriousness:

MedDRA PT

Symptom Text:

Other Meds:
Lab Data:

History:
Prex lliness:

Prex Vax llins:

ER VISIT, HOSPITALIZED, SERIOUS

Abdominal pain, Abdominal pain upper, Burning sensation, Chest pain, Conversion disorder, Convulsion, Fatigue, Gallbladder operation, Headache, Heart rate
increased, Hypotension, Inappropriate schedule of drug administration, Ovulation pain, Pain in extremity, Peripheral coldness, Syncope, Vaccine positive
rechallenge, Vomiting

Initial information has been received from a consumer concerning her 13 year old daughter who in May 2007 was vaccinated with the first dose of GARDASIL
(lot # 655618/0186U) along with HAVRIX. Then about four months after the first dose in approximately September 2007 she experienced abdominal pain and
soreness in the arm. Then On 24-JUN-2008, the patient was vaccinated with the second dose of GARDASIL (lot # 660555/0279X) along with HAVRIX and
about four months after receiving the second dose in approximately October 2008 the patient collapsed on the basketball court with abdominal pain and chest
pain which kept on getting worse. Then she received her third dose of GARDASIL (lot # 661044/0548X) along with MENGITIS (manufacturer unspecified) and
HAVRIX and was experiencing abdominal pain, low blood pressure, high heart rate, legs feet and stomach felt like they were burning, but were cold to the
touch and she had seizure like symptoms, fatigue and throwing up bile. The consumer reported that the patient has been in hospital from October, 2008 till
March, 2009, went to the emergency room 8 times and was in the hospital for 25 days. The consumer also reported that after receiving the third dose of
GARDASIL the patient had her gall bladder removed and was hospitalized for four days. Consumer reported that the patient has had many test done, which
came back negative, and she was still experiencing abdominal pains. No further AE information provided. The consumer had completed the online document
on the MERCK VAERS website. She provided reference # E28764. Follow up information has been received from a physician concerning the 13 year old
female patient with a history of attention deficit disorder who on 24-MAY-2007 was vaccinated with the first dose of GARDASIL (lot # 655618/0186U) and
concomitantly received the first dose of HAVRIX (lot # 0001U) (previously reported as Hep A). On 24-JUN-2008, the patient was vaccinated with the second
dose of GARDASIL (lot # 660555/0279X) and concomitantly received the second dose o

pelvic ultrasound, normal; abdominal computed, 09/10/08, normal; magnetic resonance, 11/20/08, magnetic resonance imaging brain normal;
electroencephalography, 05/09/09, EEG kidneys were "OK"
Attention deficit disorder
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 343340-2 Related reports: 343340-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
23.0 F 23-Mar-2009 01-Apr-2009 9 04-Aug-2009 05-Aug-2009 NY WAES0907USA05389 05-Aug-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0651X 1 Unknown Unknown

Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Facial palsy

Symptom Text: Information has been received from a nurse practitioner concerning a 23 year old female who on 23-MAR-2009 was vaccinated with the second dose of
GARDASIL (lot# 661703/0651X). On 01-APR-2009 the patient was diagnosed with BELLS palsy after the second dose of vaccination. The patient was sent to
the emergency room but was not admitted. The patient is now being treated by a neurologist. At the time of the report, the patient had not recovered. Upon
internal review, the BELLS palsy was considered to be 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: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 343494-2 (S) Related reports: 343494-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
14.0 F 03-Sep-2008 18-Sep-2008 15 05-Jun-2009 08-Jun-2009 - WAES0905USA02610 08-Jun-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0843X 0 Left arm Unknown
MNQ SANOFI PASTEUR U2570AA Unknown Unknown

Seriousness:
MedDRA PT

Symptom Text:

Other Meds:
Lab Data:
History:

Prex lllness:
Prex Vax llins:

ER VISIT, LIFE THREATENING, SERIOUS
Convulsion, Generalised non-convulsive epilepsy, Headache, Speech disorder, Staring, Tremor, Unresponsive to stimuli

This report was identified from a line listing obtained on request by the Company from the FDA under the Act. A 14 year old female with a history of premature
birth (36 weeks) on 03-SEP-2008 was vaccinated into the left arm with GARDASIL (lot # 659184/0843X). Concomitant therapy included MENACTRA.
Approximately two weeks after the patient got the 1st GARDASIL she started having seizures. The patient had no family history of seizures (also reported as
has family history of seizures in paternal aunt) and had always been a healthy person. She was now on medication to help control the seizures (KEPPRA) 500
mg in the morning and 1000 mg at night. On 08-APR-2009 neuroconsults received which was dated from 30-DEC-2008 and 20-JAN-2009. The patient was for
evaluation of seizures following multiple episodes of shaking of left arm, staring and unresponsiveness. Episodes first began in late summer 2008 which
consisted of just arm shaking lasting less than a minute. In November 2008 the patient complained of headache and the parents noticed the patient with left
arm a shaking, dropped the object which the patient was holding, staring and unresponsive. The patient had awareness of event but was unable to speak. And
it was resolved after approximately 1 minute. In early December 2008 the patient was found apparently sleeping on bathroom floor and slept two hours after
event. The patient was sent for EEG (electroencephalography) which was abnormal and c/w non-convulsive primary generalized epilepsy. Brain MRI (magnetic
resonance imaging) was within normal limits. Head CT (computed axial tomography) was within normal limits. Follow up on 20-JAN-2009 with continued
episodes. In addition, the patient again found on bath room floor apparently sleeping. So the patient started on KEPPRA although unclear if episodes were
seizures. Generalised non-convulsive epilepsy, staring, headache, speech disorder, tremor and unresponsive to stimuli was considered to be immediately life-
threatening and other important medical events. A standard lot

electroencephalography, abnormal X2; magnetic resonance, within normal limits; head computed axial, within normal limits
Premature birth
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VAERS Line List Report
Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND

Page 43
Vax Type: HPV4

Vaers Id: 343764-2 (S) Related reports: 343764-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
12.0 F 19-Dec-2008 28-Feb-2009 71 08-Jun-2009 09-Jun-2009 -- WAES0905USA02608 09-Jun-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine

HPV4 MERCK & CO. INC. 1311X 0 Right arm Intramuscular

HEPA GLAXOSMITHKLINE AHAVB258AA 1 Unknown Intramuscular

BIOLOGICALS
TDAP SANOFI PASTEUR C3032AA 5 Unknown Intramuscular

Seriousness:

MedDRA PT

Symptom Text:

Other Meds:
Lab Data:

History:
Prex lliness:

Prex Vax llins:

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

Abdominal pain, Biopsy bone marrow, Biopsy liver abnormal, Diarrhoea, Fatigue, Gallbladder disorder, Hepatic failure, Hepatitis acute, Hepatomegaly,
Jaundice, Pharyngitis, Rash erythematous, Rash papular, Rash pruritic, Splenomegaly, Transaminases increased, Vomiting

This report was identified from a line listing obtained on request by the Company from the FDA under the Freedom of Information Act. A 12 year old female on
19-DEC-2008 was vaccinated intramuscularly into right arm with a first dose of GARDASIL (lot # 661531/1311X). Concomitant therapy included ADACEL and
HAVRIX. At time and the months up to March the patient was no local or systemic reaction to any of the Immunizations. On 03-March-2009 the patient came to
the office with s/sx of fatigue, abdominal pain and jaundice. UA was done and showed 3 plus Bilirubin and 2 plus urobilirubin. She had hepatomegaly and
splenomegaly and pharyngitis. Labs revealed Epstein Barr Positive IgG antibody which may indicate a past infection-mono. The patient returned to the clinic
with severe jaundice. The patient had negative Hepatitis panel with abnormal Hepatic levels. The patient consulted Pediatric Infectious Disease Specialist, and
repeat labs showed increases in liver enzymes and bilirubin level and US showed enlarged grossly thickened gallbladder wall, mild hepatomegaly and mod
splenomegaly. There was no evidence of bilary duct obstruction or pancreatic abnormality noted. Hospital was consulted and patient was admitted where her
hepatic levels continued to rise as well as her INR. She was at hospital for almost three weeks and a bone marrow was done. She was discharged 05-APR-
2009 and her hepatic functions and INR are continuing to be monitored. This form is filled out at the request of physicians in the event the vaccines contributed
to the illness. Doctor called this "seronegative hepatitis”. On 16-APR-2009, records was received-for DOS from 17-MAR-2009 to 05-APR-2009: DC DX: DC DX:
Liver failure, rash. The patient's Transaminases elevated. Needle biopsy showed acute hepatitis without necrosis. Hepatitis differential diagnosis is infectious
versus autoimmune. Skin biopsy showed slig. The patient was presented with sudden onset of emesis, abdominal pain, diarrhea and jaundice 3 weeks prior to
admission. The patient developed

ultrasound, enlarged grossly thickened gallbladder wall, mild hepatomegaly and mod splenomegaly; biopsy, needle biopsy showed acute hepatitis without
necrosis; urinalysis, 3 plus Bilirubin and 2 plus Urobilirubin; serum Epstein-Barr VCA, po
Unknown
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 344295-2 Related reports: 344295-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
16.0 F 16-Apr-2009 Unknown 15-Jun-2009 14-Jul-2009 - WAES0905USA02915 14-Jul-2009
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 Immediate post-injection reaction, Loss of consciousness, Syncope

Symptom Text: Information has been received from a registered nurse concerning a 16 year old female patient who on 16-APR-2009 was vaccinated with the first dose of
GARDASIL. There was no concomitant vaccines administered when the patient received GARDASIL. The patient fainted immediately after receiving the
vaccination. The patient lost consciousness for a couple of seconds and then regained consciousness. The patient was evaluated within the office in the
Extended Care area. The patient was fine and had recovered. The patient was not hospitalized. The R.N. did not feel that the incident was life-threatening or
disabling. The R.N. did not think the patient would continue the GARDASIL series. Additional information has been requested.

Other Meds: None

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 344440-2 (S) Related reports: 344440-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
12.0 F 23-Aug-2007 Unknown 02-Jun-2009 03-Jun-2009 - WAES0905USA02596 03-Jun-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
VARCEL MERCK & CO. INC. 0780U 1 Unknown Unknown
HPV4 MERCK & CO. INC. 0012U 0 Unknown Intramuscular

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

Abdominal pain, Adhesiolysis, Anaemia, Cholecystectomy, Colectomy total, Colitis ulcerative, Cough, Crohns disease, Diarrhoea, Explorative laparotomy,
MedDRA PT  Gastroenteritis, Gastrointestinal haemorrhage, Haematochezia, lleostomy, Inflammatory bowel disease, Intestinal anastomosis, Intestinal obstruction,
Laparotomy, Oropharyngeal pain, Pancreatitis, Rectal haemorrhage, Surgery, Transfusion, Urinary tract infection

Symptom Text: This report was identified from a line listing obtained on request by the Company from the FDA under the Freedom of Information Act. A 12 year old female with
environmental allergies as well as an allergy to penicillin and a history of tonsillectomy was vaccinated intramuscularly with the first dose of GARDASIL (lot#
655503/0012U) on 23-AUG-2007. She was vaccinated with the second dose of VARIVAX (Oka/Merck) (lot# 657752/0780U) on the same date. After receiving
vaccine, the patient started having bouts of rectal bleeding and diarrhea. In additional to this she had a very loud barking "chronic" cough. She was finally
diagnosed with ulcerative colitis. She had to have a total colectomy resulting with an ostomy and several blood transfusions. On 28-APR-2009 extensive
medical record was received for multiple hospital admissions and emergency room visits from MAY 2008-APRIL 2009 with the following discharge diagnoses.
Date of service: 03-OCT-2008 to 05-OCT-2008 for inflammatory bowel disease and anemia status post PRBC transfusions. Date of service: 08-OCT-2008 to
31-OCT-2008 for ulcerative colitis, pancreatitis status post laparotomy colectomy with ileostomy, explorative laparotomy with adhesiolysis and wash out. Date
of service: 5-JAN-2009 to 08-JAN-2009 ulcerative colitis status post colectomy, acute pancreatitis, pancreas divisum and urinary tract infection. Date of service:
16-FEB-2009 to 22-FEB-2009 for laparotomy cholecystectomy, laparotomy assisted J-pouch ileorectal anastomosis, anorectal pull through, loop ileostomy.
Date of service: 03-APR-2009 to 06-APR-2009 for ulcerative colitis, pancreatitis, bowel Obstruction. Multiple emergency room visits with diagnose: on 25-APR-
2008 the patient was diagnosed with cough and hematochezia. On 04-MAY-2008 the patient was diagnosed with gastrointestinal bleed and abdominal
cramping. On 22-MAY-2008 the patient was diagnosed with Crohn's exacerbation and on 08-JUN-2008 rectal bleeding. On 26-JUL-2008, 27-JUL-2008, and
08-SEP-2008 the patient was diagnosed with Crohn's Fla

Other Meds: Unknown

Lab Data: KUB X-ray, within normal limit; computed axial, (+) for bowel obstruction; ultrasound, GB (+) for thickening; hemoglobin, 9.7; WBC count, 19.8; serum LDH,
540, high; serum lipase test, 1279-, high; serum pancreatic, increased; erythrocyte,

History: Tonsillectomy

Prex lllness: Environmental allergy; Penicillin allergy

Prex Vax llins:



FDA Freedom of Information Distribution

VAERS Line List Report

Report run on: 30 MAR 2010 09:46 Page 46
Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers |d: 344486-2 Related reports: 344486-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
13.0 F 17-Apr-2009 17-Apr-2009 0 17-Jul-2009 19-Aug-2009 RI WAESO0905USA02749 20-Aug-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1312X 1 Left arm Intramuscular
MNQ SANOFI PASTEUR U2877AA 0 Right arm Intramuscular
Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Facial bones fracture, Fall, Loss of consciousness, Syncope

Symptom Text: This report was identified from a line listing obtained on request by the Company from the FDA under the Freedom of Information Act. It has been received
from a physician concerning a 13 year old female with none preexisting illness who on 17-APR-2009 was vaccinated intramuscularly into the left arm with the
second 0.5ml dose of GARDASIL (lot # 661846/1312X). Concomitant therapy included the first dose of MENACTRA (Lot # U2877AA), given intramuscularly
into the right arm, Post vaccines administration the patient experienced a syncope, fell and fractured nose during syncope event (hit office counter during fall).
On an unspecified date a X-ray of nasal bones was performed (results not provided). The listing indicates that one or more of the events required ER visit. At
the time of the report, the patient had recovered. The VAERS ID # 344486. In follow-up received 22-JUN-2009, a physician reported that "a few months ago",
when a 15 year old female was given 0.5 ml dose of GARDASIL, the child passed out and fell face first resulting in a broken nose. The patient was brought to
an unspecified hospital but was not admitted. An x-ray was performed (results not reported). On an unspecified date, the patient recovered. The doctor
reported this to VAERS back when it happened. The doctor does not wish to be contacted about this adverse experience. This is a consolidation of two
reports concerning the same patient. No further information is available.

Other Meds:

Lab Data: X-ray
History: Unknown
Prex lllness:

Prex Vax llins:



FDA Freedom of Information Distribution

VAERS Line List Report

Report run on: 30 MAR 2010 09:46 Page 47
Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 344503-2 (S) Related reports: 344503-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
15.0 F 04-Jan-2008 Unknown 25-Nov-2009 01-Dec-2009 CA 02-Dec-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 14464 2 Left arm Unknown

Seriousness: ER VISIT, PERMANENT DISABILITY, SERIOUS

MedDRA PT Arthralgia, Condition aggravated, Joint swelling, Knee operation, Rheumatoid arthritis

Symptom Text: joint pain in all extremities, fingers, wrists, shoulders, toes, ankles, knees. pain began after second shot, worsened and spread after third and final shot. had
knee surgery to remove scar tissue (of unknown origin) in left knee on 12/16/2008. Pain and swelling of joints continued and worsened over time. Patient
diagnosed with rheumatoid arthritis on 07/14/2009. Is now being treated for RA with medication and observation. Pain persists and worsens everyday and has

become a daily struggle.

Other Meds:

Lab Data:

History: none
Prex lllness: none

Prex Vax llins:



FDA Freedom of Information Distribution

VAERS Line List Report

Report run on: 30 MAR 2010 09:46 Page 48
Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 345872-2 Related reports: 345872-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
20.0 F 28-Apr-2009 28-Apr-2009 0 15-Jun-2009 14-Jul-2009 - WAES0905USA01060 14-Jul-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1968U 0 Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Arthralgia, Back pain, Blister, Gait disturbance, Genital rash, Pyrexia

Symptom Text: Information has been received from a registered nurse concerning a 20 year old female with allergy to (BENADRYL) who on 28-APR-2009 was vaccinated with
the first dose of GARDASIL (lot # 660389/1968U) (route not reported). There was no concomitant medication. " 3 hours after getting vaccine" the patient
experienced fever, low back pain, hip pain difficulty walking. The patient also mentioned that she had blisters on her labia (she stated she had not had them
before). The patient stated she called the pharmacy hot line and was told that this was normal reaction and told to take (TYLENOL) (manufacturer unspecified)
after that patient stated she started feeling better. Follow-up information received from registered nurse revealed that the patient had no pertinent medical
history. No other vaccines were administered at the same date as GARDASIL. The condition was not considered disabling or life threatening. The patient
recovered on an unspecified date. It was unknown if a second dose of GARDASIL will be given. No further information is available.

Other Meds: None

Lab Data: None
History:
Prex lliness: Drug hypersensitivity

Prex Vax llins:
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Report run on: 30 MAR 2010 09:46 Page 49
Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 345916-2 Related reports: 345916-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
19.0 F 29-Apr-2009 29-Apr-2009 0 17-Jul-2009 19-Aug-2009 OH WAES0906USA02943 20-Aug-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0651X 1 Unknown Unknown
Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Hypoaesthesia, Injected limb mobility decreased, Musculoskeletal pain

Symptom Text: Information has been received from a registered nurse concerning a 19 year old female with drug reaction/allergy to SUPRAX who on 24-FEB-2009 as
vaccinated with the first dose of GARDASIL (lot # 661703/0651X), intramuscularly. On 29-APR-2009, the patient received the second dose of GARDASIL (lot #
661703/0651X). Concomitant therapy included RECOMBIVAX. On 29-APR-2009 the patient developed a shoulder pain and their arm went numb after receiving
her second dose of GARDASIL. The pain disappeared for 2 days and it came back again. The patient had trouble lifting her arm. At the time of reporting, the
patient had not recovered. The patient contacted nurse by phone. Additional information has been requested.

Other Meds:

Lab Data: None

History:

Prex lliness: Drug hypersensitivity

Prex Vax llins:
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Report run on: 30 MAR 2010 09:46 Page 50
Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 346229-2 (S) Related reports: 346229-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
12.0 F 16-Aug-2007 19-Sep-2007 34 30-Jun-2009 01-Jul-2009 - WAES0906USA02199 01-Jul-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0930U 1 Right arm Intramuscular

Seriousness:

MedDRA PT

Symptom Text:

Other Meds:
Lab Data:
History:

Prex lllness:
Prex Vax llins:

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

Anorexia, Back pain, Brain lobectomy, Cellulitis, Cerebral atrophy, Choreoathetosis, Convulsion, Coordination abnormal, Dehydration, Developmental delay,
Dysarthria, Embolism, Encephalitis, Encephalitis viral, Fatigue, Febrile infection, Gaze palsy, Head injury, Hypercoagulation, Infection, Inflammation, Lethargy,
Lymphadenopathy, Motor dysfunction, Muscle twitching, Musculoskeletal stiffness, Neck pain, Oropharyngeal pain, Photophobia, Pyrexia, Respiratory failure,
Skin graft, Speech disorder developmental, Surgery, Tachycardia, Venous thrombosis, Viral pharyngitis

This report was identified from a line listing obtained on request by the Company from the FDA under the Freedom of Information Act. On 08-JUN-2007, a 12
year old female with a history of idiopathic thrombocytopenia purpura (ITP) was vaccinated with the first dose of GARDASIL (route and vaccination site not
reported) and a dose of VARIVAX (Merck) (route and vaccination site not reported). Concomitant therapy included MENACTRA given also on the same date.
On 16-AUG-2007, the patient was vaccinated with the second dose of GARDASIL via intramuscular route into her right arm (lot # 658488/0930U). The patient
was diagnosed with encephalitis etiology unknown. Five weeks after administration the patient experienced stiffness of neck, neck pain, back pain, lethargy, no
appetite fever for 7 days, then began having seizures which lead to respiratory failure. 1 1/2 year later seizures are ongoing and numerous developmental
problems due to brain atrophy. On 13-MAY-2009, the patient's records were received which concern her emergency room (ER) visit on 22-SEP-2007. The
patient had a past medical history of idiopathic thrombocytopenia purpura (ITP). The patient presented with complaint of one day history of fever, sore throat
and right-sided neck pain. She was diagnosed with viral pharyngitis, right cervical adenopathy most likely due to viral etiology. The patient had an office visit on
26-SEP-2007, with complaint of fever and sore throat, stiff back and shoulders for 4 days, tiredness, decreased appetite, no neck pain. The patient underwent a
throat culture which result was negative. The patient had an office visit on 08-JUN-2007: the patient had an immunization visit and received GARDASIL,
MENACTRA and VARIVAX (Merck). Assessment: viral infection, pharyngitis. On 20-MAY-2009, ICD-9 codes were received: Infection and inflammatory reaction
due to other internal prosthetic device/implant/graft; Unspecified delay in development; Surgical operation, anastomosis/bypass/graft, with abnormal
reaction/later complication, no surgical

throat culture, 09/22/07, negative
Idiopathic thrombocytopenic purpura
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Vax Type: HPV4

VAERS Line List Report
Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND

Page 51

Vaers Id: 346290-2 Related reports: 346290-1
Age Gender Vaccine Date Onset Date
17.0 F 23-Apr-2009 15-May-2009
VAX Detail: Type Manufacturer
HPV4 MERCK & CO. INC.
MNQ SANOFI PASTEUR

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Papilloma viral infection

Days Received Date Status Date
22 03-Jun-2009 04-Jun-2009
Lot Prev Doses Site
U2668AA 0 Left arm
0570X 0 Left arm

Symptom Text: Patient saw OB-GYN after receiving vaccine and was diagnosed with HPV.

Other Meds: LEKAPRO; Birth Control (by Gyn)
Lab Data:

History: NKDA,; allergy to poison lvy; smokes
Prex lliness: Bladder Infection; UTI

Prex Vax llins: HPV~HPV (no brand name)~1~17~Patient

State
VA

Mfr Report Id

Route
Intramuscular
Intramuscular

Last Edit Date
04-Jun-2009

Other Vaccine
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Report run on: 30 MAR 2010 09:46 Page 52
Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 346308-2 (S) Related reports: 346308-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
18.0 F 29-Aug-2007 Unknown 08-Jun-2009 09-Jun-2009 - 200902272 09-Jun-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
MNQ SANOFI PASTEUR u2381B Unknown Unknown
HPV4 MERCK & CO. INC. 0927U 0 Unknown Unknown

Seriousness:
MedDRA PT

Symptom Text:

Other Meds:
Lab Data:
History:

Prex lllness:
Prex Vax llins:

HOSPITALIZED, PERMANENT DISABILITY, SERIOUS
Abasia, Arthralgia, Back pain, Gait disturbance, Inflammation, Juvenile arthritis, Laboratory test, Musculoskeletal pain, Pain in jaw, Pelvic pain

Initial report received on 26 May 2009 from another manufacturer, report # WAES0905USA01139. The initial reporter to the manufacturer had been a health
care professional. Verbatim from the report: "Information has been received from a nurse practitioner concerning her 18 year old daughter who on 29-AUG-
2007 was vaccinated with her first dose of GARDASIL. Concomitant therapy included MENACTRA. On approximately 05-SEP-2007 the patient experienced
lower back, butt, pelvis, and hip pain. The patient was hospitalized from 28-DEC-2008 to 31-DEC-2008 because she could not walk. She had since been
diagnosed with juvenile rheumatoid arthritis. The reporter considered the events to be disabling. Follow up information was received from this nurse
practitioner. She reported that her daughter on 29-AUG-2007 was vaccinated with GARDASIL (Lot # 658222/0927U). Secondary suspect therapy included
MENACTRA (U2381BA). Within a week of the two vaccinations the patient complained of pain in the jaw, lower back, pelvis, hips and buttocks. The symptoms
became more severe in about 3.5 months. By December of 2007, the patient had two episodes of difficulty walking and needed help to walk. The patient had
an MRI which revealed inflammation with no confirmed diagnosis. The patient was hospitalized in December 2007. In January of 2008 the patient was seen by
an Orthopedic Specialist. The patient received joint injections and had a bone marrow biopsy. The patient was also seen by an Oral surgeon and received jaw
injections, IM and methotrexate injections, SC. In March of 2008, the patient was seen by a Pediatric Rheumatologist. The nurse stated that she thought that
the Rheumatologist reported the case about her daughter to the CDC. The patient was started on HUMIRA injections, IM and methotrexate injections, SC. In
June of 2008, the patient was started on REMICADE by infusion every 4 weeks. Laboratory evaluation were performed every 4 weeks. The patient did not have
another episode where she could not walk but the patient was never pain free

MRI: December 2007: revealed inflammation with no confirmed diagnosis.
Unknown
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VAERS Line List Report

Report run on: 30 MAR 2010 09:46 Page 53
Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 346438-2 Related reports: 346438-1; 346438-3; 346438-4
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
13.0 F 12-May-2009 12-May-2009 0 21-May-2009 22-May-2009 CA 200902144 24-Jul-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
MNQ SANOFI PASTEUR U2870A Right arm Intramuscular
HEPA GLAXOSMITHKLINE AHAB3334LA Left arm Intramuscular
BIOLOGICALS
HPV4 MERCK & CO. INC. 1130X Left arm Intramuscular
VARCEL MERCK & CO. INC. 0228Y Right arm Intramuscular
Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Loss of consciousness, Syncope

Symptom Text: This serious case was received on 13 May 2009 from a health care professional. A 13 year old patient received MENACTRA (lot number U2870AA)
intramuscularly in the right deltoid, HAVRIX (manufacturer GSK, lot number AHAB3334LA) intramuscularly in the left deltoid, GARDASIL (manufacturer Merck,
lot number 1130X) intramuscularly in the left deltoid, and VARIVAX (manufacturer Merck, lot number 0228Y) intramuscularly in the right arm on 12 May 2009.
On 12 May 2009 post vaccination, the patient fainted in the lobby while leaving the Doctor's office. The patient was unconscious for approximately 2-3 minutes.
The patient was observed for an hour in the office. The patient sat in a chair and after 10 minutes the patient " pinked up ". The patient recovered and left the
doctor's office in stable condition. List of Documents held by sender: None.

Other Meds:

Lab Data: None
History:

Prex lllness:

Prex Vax llIns:
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Report run on: 30 MAR 2010 09:46 Page 54
Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 346438-3 Related reports: 346438-1; 346438-2; 346438-4
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
13.0 F 12-May-2009 12-May-2009 0 15-Jun-2009 14-Jul-2009 CA WAESO0905USA01622 14-Jul-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
VARCEL MERCK & CO. INC. 0228Y Right arm Unknown
MNQ SANOFI PASTEUR NULL Unknown Unknown
HPV4 MERCK & CO. INC. 1130X 0 Left arm Unknown
HEPA GLAXOSMITHKLINE NULL Unknown Unknown
BIOLOGICALS
Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Immediate post-injection reaction, Pallor, Syncope

Symptom Text: Information has been received from an office manager concerning a 13 year old female with no pertinent medical history or drug reactions or allergies who on
12-MAY-2009 was vaccinated with the first 0.5 ml dose of GARDASIL (lot # 661953/1130X) in the left arm. Concomitant suspect therapy included a dose of
VARIVAX (lot # 659455/0228Y) administered in the right arm. Other concomitant therapy included (MENACTRA) and (HAVRIX). On 12-MAY-2009, “after
receiving all of these vaccinations”, the patient became pale and fainted. The patient was still at the physician's office when the symptoms occurred and began
to recover within ten minutes. At the time of this report, the patient's final outcome was not specified. No lab tests were done. The patient was seen at the office
and sought unspecified medical attention. Additional information has been requested.

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

Prex Vax llins:
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Report run on: 30 MAR 2010 09:46 Page 55
Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 346438-4 Related reports: 346438-1; 346438-2; 346438-3
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
13.0 F 12-May-2009 12-May-2009 0 15-Jun-2009 14-Jul-2009 NV WAES0906USA00070 14-Jul-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
VARCEL MERCK & CO. INC. 0228Y 1 Unknown Unknown
MNQ SANOFI PASTEUR M2870AA 0 Unknown Unknown
HPV4 MERCK & CO. INC. 1130X 0 Unknown Unknown
HEPA GLAXOSMITHKLINE AHAV33341A 0 Left arm Unknown
BIOLOGICALS

Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Fall, Pallor, Syncope, Tremor

Symptom Text: This report was received from GlaxoSmithKline and was assigned manufacturer report number A0784405A for (HAVRIX). On 12-MAy-2009, a 13 year old
female was vaccinated with the first dose of GARDASIL (lot # 661953/1130X). Concomitant suspect vaccination included the second dose of VARIVAX (lot #
659455/0228Y0 given on the same day. Other concomitant vaccinations included the first dose of (HAVRIX) (lot # AHAV33341A) given at 15:30 in the left arm
and the first dose of (MENACTRA) (lot # M2870AA) given on the same day. On 12-MAY-2009 at 16:22, 52 minutes after vaccination, the patient experienced
fainting, became pale, shaky and fell. The patient required emergency room and/or doctor visit. She had to suit for 10 minutes with her head between her legs
and was given an energy bar and an unspecified drink. At the time of the report, the patient recovered from the events. This was originally reported by a
healthcare professional. Additional information has been requested.

Other Meds:

Lab Data:

History: Unknown
Prex lllness:

Prex Vax llins:
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Report run on: 30 MAR 2010 09:46 Page 56
Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 346454-2 Related reports: 346454-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
23.0 F 13-Jul-2007 13-Jul-2007 0 15-Jun-2009 14-Jul-2009 KS WAES0905USA01417 14-Jul-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0523U 1 Unknown Unknown

Seriousness:
MedDRA PT

Symptom Text:

Other Meds:
Lab Data:
History:

Prex lliness:
Prex Vax llins:

NO CONDITIONS, NOT SERIOUS

Anaemia of pregnancy, Drug exposure during pregnancy, Inappropriate schedule of drug administration, Uterine atony

Information has been received from a registered nurse and a staff member in a office, for the pregnancy registry for GARDASIL, concerning a 24 year old
female with renal disease - glomerulonephritis, post partum anemia and history of 5 previous pregnancies, 4 live births, 1 spontaneous abortion who on 20-
Sep-2006 was vaccinated with the first dose of GARDASIL (lot# 653735/0688F). On 05-Apr-2007 the patient delivered a normal, healthy male baby (WAES#
0707USA01442). On 20-Nov-2006, the patient was vaccinated with dose of FLUVIREIN (lot# 7135). On 13-Jul-2007 the patient was vaccinated with the second
dose of GARDASIL (lot# 657868/0523U). The patient was pregnant, patient's date of last menstrual period was 04-Feb-2008, estimated delivery date 10-Nov-
2008. Medication used during pregnancy included prenatal vitamin, iron. On 13-May-2008 24 hour urine cr / cl (creatinine clearance) was performed due to
history of renal disease with result WNL. On 05-Sep-2008 ultrasound was performed due to history of renal disease with result within normal limit (WNL). On
11-Sep-2008 non stress test (NST) was performed with result reactive/reassessing. Patient declined MSAFP testing. On 04-Nov-2008, the patient was admitted
to the hospital for a repeat C-section and delivered a normal, healthy female baby weighing 7 pounds 11 ounces at 39 week and 1 day pregnancy. The agars
score test was preformed with result 9/9. The patient was diagnosed with uterine atony after the delivery of the baby on 04-Nov-2008 and was treated with
METHERGINE injection. The patient was also diagnosed with post partum anemia from which she recovered (not considered to be life threatening; no date
provided, she had this with a previous pregnancy as well) the patient was discharged from the hospital on 07-Nov-2008 and therefore did not require prolonged
hospitalization for any reason. On 20-Nov-2008 the patient was vaccinated with the third dose of GARDASIL (lot# 661531/1311X) No further information is
available.

Iron (unspecified) ; Vitamins (unspecified)

Ultrasound, 09/05/08 - WNL; Fetal non stress test , 09/11/08 - reactive/ reassessing ; Apgar score, 11/04/08 , 9/9 ; Urine creatinine, 05/13/08 - WNL.
Anemia; Postpartum

Pregnancy NOS (Lmp = 2/4/2008); Glomerulonephritis

Vaccine exposure during~HPV (Gardasil)~1~22~Patient



FDA Freedom of Information Distribution

Report run on: 30 MAR 2010 09:46
Vax Type: HPV4

VAERS Line List Report
Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND

Page 57

Vaers Id: 346466-1

Age Gender Vaccine Date Onset Date
13.0 F 13-May-2009 13-May-2009
VAX Detail: Type Manufacturer
TDAP GLAXOSMITHKLINE
BIOLOGICALS
HPV4 MERCK & CO. INC.
HEPA GLAXOSMITHKLINE
BIOLOGICALS
MNQ SANOFI PASTEUR

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Eye swelling, Hypoacusis, Lip swelling

Days Received Date Status Date
0 18-May-2009 26-May-2009
Lot Prev Doses Site
AC52B036BA 0 Unknown
0070X 0 Unknown
AHAVB247AA 0 Unknown
U2616AA 0 Unknown

State Mfr Report Id
1A 1A090005
Route

Intramuscular

Intramuscular
Intramuscular

Intramuscular

Last Edit Date
05-Jan-2010

Other Vaccine

Symptom Text: Pt. at clinic received HPV, MENACTRA, Hep A, Tdap - observed pt. 15 min. after vaccinations. Pt. later reported she couldn't quite hear several hours later at
softball practice noted lips swollen (unsure if biting on lip or not). The next morning pt. woke with puffy eyes. Mother reported no respiratory difficulty. Gave

BENADRYL with relief.

Other Meds:

Lab Data: None

History: Similar experience with TYLENOL
Prex lllness: No

Prex Vax llins:
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Report run on: 30 MAR 2010 09:46 Page 58
Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 346476-1 Related reports: 346476-2
Age Gender Vaccine Date Onset Date Received Date Status Date State Mfr Report Id Last Edit Date
11.0 F 14-May-2009 14-May-2009 18-May-2009 20-May-2009 NY 20-May-2009
VAX Detail: Type Manufacturer Route Other Vaccine
MNQ SANOFI PASTEUR Unknown Intramuscular
HPV4 MERCK & CO. INC. Unknown Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Convulsion, Gaze palsy, Malaise

Symptom Text: Patient tolerated vaccine well, but upon leaving office (within 5 minutes) was "not feeling well* per mom. While in car, continued to complain of not feeling well
and then had a seizure(convulsions of arms, legs, eyes rolled back). The episode lasted approximately one minute. Patient still seemed a little "out of it" for a
few hours but by 9 pm, was back to normal. Vaccine was given around 5 pm. Mother had called emergency line, but did not require evaluation in emergency

room or office.

History: History of syncope. evaluated by cardiology and neurology. Two episodes were following blood draws

Other Meds: none
Lab Data: none
Prex lliness: no, well check up

Prex Vax llins:



FDA Freedom of Information Distribution

VAERS Line List Report
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 346476-2 Related reports: 346476-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
11.0 F 14-May-2009 14-May-2009 0 05-Aug-2009 06-Aug-2009 NY WAES0907USA05628 06-Aug-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0570X 0 Unknown Intramuscular
MNQ SANOFI PASTEUR U2875AA Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Convulsion

Symptom Text: Information has been received from a physician concerning a 11 year old (also reported as 15 year old) female with allergy to penicillin (PCN) and POLYTRIM
eye drops and a medical history of syncope (cleared by neurologist and cardiologist) who on 14-MAY-2009 was vaccinated IM with the first 0.5ml dose of
GARDASIL (lot# 660616/0570X). Concomitant therapy included MENACTRA (lot# U2875AA). The physician reported that the patient received the first dose of
GARDASIL "2 months ago" (on 14-MAY-2009). The office was busy and was unable to observe the patient after vaccination (was not observed for 15 minutes
post vaccination). When the patient went to the car, she had a 30-second seizure in the parking lot. No treatment was required. The patient recovered. The
patient's mother sought medical attention through a telephone call. Upon internal review, seizure was determined to be an other important medical event.

Additional information is not expected.

Other Meds:

Lab Data: Unknown

History: Syncope

Prex lliness: Penicillin allergy; Hypersensitivity

Prex Vax llins:
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Vaers Id: 346485-1

Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
25.0 F 10-May-2007 11-Jun-2007 32 18-May-2009 26-May-2009 NC 26-May-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine

HPV4 MERCK & CO. INC. NULL 3 Right arm Intramuscular
Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Arthralgia, Back pain, Dizziness, Dyspnoea, Epistaxis, Fatigue, Feeling abnormal, Gastric ulcer, Hypoaesthesia, Irritability, Memory impairment, Migraine,

Mood swings, Myalgia, Pancreatitis, Paraesthesia, Photophobia, Rash, Tremor

Symptom Text: extreme fatigue, migraines, nose bleeds, muscle & joint pain, sensitivity to light, mood swings, irritable, brain fog, dizzy spells, trembles, numbness, back pain,

pins & needles, memory fog, skin rashes, pancreatitis, stomach ulcers, shortness of breath

Other Meds:

Lab Data: EEG's, CT scan, Utrasounds, Gl problems,
History: none

Prex lllness: none

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 346500-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
15.0 F 11-Jun-2008 12-Jun-2008 1 18-May-2009 26-May-2009 Wi 29-Jun-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 4757U 2 Left arm Intramuscular

Seriousness:

MedDRA PT

Symptom Text:

Other Meds:
Lab Data:

History:
Prex lliness:

Prex Vax llins:

ER VISIT, NOT SERIOUS

Amnesia, Catatonia, Communication disorder, Convulsion, Dissociation, Dyspnoea, Fatigue, Headache, Hyperventilation, Palpitations, Respiratory arrest,
Social avoidant behaviour, Unresponsive to stimuli, Vaccine positive rechallenge

Shortly after her first shot patient started having episods of what we thought were panic attacks. She had a hard time breathing, her heart would race and she
could not catch her breath. After the second shot this so called panic attacks seemed to get worse and she was having them more fregently. She was tired all
the time and a bit withdrawn. She had her third shot on June 9th of 2008 and on June 12th | saw one of these episods for the first time. | was stunned. This was
no panic attack. She knows it going to happen she get a real intense pain on the top right side of her head. Usually within 30 to 60 seconds of the pain she
becomes completly catatonic like. She is unable to comunicate at all. Then she goes into seizure like activity. But, during these seizures she goes into a
breathing pattern, she will seizure like activity for about 45 seconds and then she will stop breathing for anywhere from 30 to 40 seconds and this will continue
for anywhere from 2 mins to 50 mins. This has been going on for almost a year. She will have these episodes anywhere from 2 to 4 a week. 6/25/09 Hospital
records and DC summary received DOS 6/4/09 to 6/9/09. Assessment: Paroxysmal disturbance, etiology indeterminate. Patient presents with stereotypical
episodes consisting of sharp stabbing incapacitating discomfort in right parietal or temporal area. Hyperventilation, irregular breathing, unresponsive,
dissociated, amnestic. Gardasil Dose #1 (0211U) LA 8/13/07 Gardasil Dose #2 (12660) RA 1/21/08

6/25/09 Hospital records and DC summary received DOS 6/4/09 to 6/9/09. LABS and DIAGNOSTICS: Total Protein 8.4 (H) Globulin 4.1 (H). Video EEG
Monitoring - Normal. Pulmonary function test - Mildly increased residual volume otherwise WNL.
none. 6/25/09 Hospital records and DC summary received DOS 6/4/09 to 6/9/09. Migraine

none
seizures~HPV (Gardasil)~~15~Patient
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 346501-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
13.0 F 16-Mar-2009 02-Apr-2009 17 18-May-2009 26-May-2009 NY 17-Mar-2010
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0652X 0 Left arm Intramuscular

Seriousness:

MedDRA PT

Symptom Text:

Other Meds:
Lab Data:
History:

Prex lllness:
Prex Vax llins:

ER VISIT, NOT SERIOUS

Abdominal pain, Cough, Dehydration, Dizziness, Facial pain, Fatigue, Gastritis, Lethargy, Malaise, Nasal oedema, Nausea, Oropharyngeal pain, Pharyngeal
erythema, Pruritus, Pyrexia, Respiratory tract congestion, Rhinitis allergic, Rhinorrhoea, Tonsillitis, Upper respiratory tract infection, Vomiting

She has had dizziness, nausea and vomiting on and off since HPV was given 3/16/09, associated with body malaise. There was no reported fever. she had
visited the ER 2x and had received IV hydration in 1 occasion. 7/3/09 ER records received DOS 5/15/09. Assessment: Gastritis - acute, no bleeding. Patient
presents with vomiting, abdominal pain, dizziness, tired, lethargic, dizziness, facial pain. Dehydration. Posterior pharynx injected. Returned 5/28/08 with c/o
sore throat, cough and fever. DX: Tonsillitis. T=102'F. Throat injected with exudate with swelling of R tonsil. D/C on amoxicillin. ~ 7/8/09 PCP recs received. Pt
in for OV 3/16/08 with cough, congestion, fever and sore throat. Dx with viral throat infection. HPV#1 given. On 4/6/08 parent reported that pt had experienced
dizziness, nausea and vomiting since receiving the HPV vax. Been 2 ER twice. In for OV with c/o congestion, scratchy throat. itchy nose x 2 days. nasal
turbinates and mucosa boggy with mucoid nasal drip. DX: Allergic rhinitis. Acute URI.

7/3/09 ER records received DOS 5/15/09. LABS and DIAGNOSTICS: All labs normal. Throat cx (-)
7/3/09 ER records received DOS 5/15/09. Seasonal Allergies.
She had a sore throat no fever. rapid strep assay was negative and so was the throat culture. Pt in for OV 3/16/08 with cough,
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 346563-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
20.0 F 25-Jun-2008 25-Jun-2008 0 19-May-2009 20-May-2009 FR WAES0807AUS00043 20-May-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 Drug exposure during pregnancy, Foetal disorder, Inappropriate schedule of drug administration

Symptom Text: Information has been received from a physician via CSL as part of a business agreement (manufacturer control # GARD 2008 07 02 001) concerning a 20 year
old female with a history of 1 pregnancy and 1 live birth who on 03-JAN-2008 was vaccinated with the first dose of GARDASIL. On 25-JUN-2008 the patient
was vaccinated with the second dose of GARDASIL (considered inappropriate schedule of vaccine administration). On 30-JUN-2008 the patient found out that
she was 4.5 weeks pregnant. No adverse event was reported. Follow-up information has been received from a completed First Encounter Questionnaire. The
date of the patient's last menstrual period was 26-JUN-2008. The patient's pregnancy was confirmed by a urine test. The estimated delivery date is 04-MAR-
2009. No further vaccination was administered following the second dose of GARDASIL. Follow-up information has been received from a completed Use in
Pregnancy - Pregnancy Outcome Questionnaire. It was reported that the patient did not had any diagnostic tests and the patient had not taken any prescription
drugs during her pregnancy. It was also reported that the patient did not have any infections/ilinesses during her pregnancy. The patient did not have any
complications during pregnancy, labor or delivery. On 28-FEB-2009, the patient had a liveborn female baby weighing 3.1kg who was found to have bilateral
talipes positional. The infant did not have any complications other than congenital anomalies. The reporter did not specify whether the infant's bilateral talipes
positional was related to therapy with GARDASIL or not. Additional information is not expected.

Other Meds: Unknown

Lab Data: urine beta-human chorionic gonadotropin, ??08, pregnancy confirmed

History:
Prex lllness: Pregnancy NOS (LMP = 26Jun08)

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 346564-1
Age Gender Vaccine Date Onset Date Received Date Status Date State Mfr Report Id Last Edit Date
23.0 F 30-Apr-2008 19-Jun-2008 19-May-2009 20-May-2009 -- WAES0808USA00976 20-May-2009
VAX Detail: Type Manufacturer Route Other Vaccine
HPV4 MERCK & CO. INC. Unknown Intramuscular

Seriousness: ER VISIT, NOT SERIOUS

MedDRA PT Abortion induced, Drug exposure during pregnancy

Symptom Text: Information has been received from a nurse practitioner (N.P.), for the Pregnancy Registry for GARDASIL, concerning a 23 year old female with no pertinent
medical history, drug reactions or allergies who on 30-APR-2008 was vaccinated intramuscularly with a first 0.5 ml dose of GARDASIL (Lot #656372/0243U).
There was no concomitant medication. Subsequently the patient was discovered that she was pregnant. On 05-AUG-2008 a urine pregnancy test was
performed at the office and result was positive. Her LMP was 19-JUN-2008. Expected date of delivery was 26-MAR-2009. No adverse effects were reported.
The patient had office visit. Follow-up information was received from the N.P. indicating that the patient terminated her pregnancy. The date of the termination
was not available. No further information was provided. Upon internal review, pregnancy termination was determined to be an other important medical event.

Additional information has been requested.
Other Meds: None
Lab Data: urine beta-human, 08/05/08, positive
History:
Prex lliness: Pregnancy NOS (LMP = 6/19/2008)
Prex Vax llIns:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 346565-1
Age Gender Vaccine Date Onset Date Received Date Status Date State Mfr Report Id Last Edit Date
12.0 F 07-Oct-2008 07-Oct-2008 19-May-2009 20-May-2009 FR WAES0905USA01341 20-May-2009
VAX Detail: Type Manufacturer Route Other Vaccine
HPV4 MERCK & CO. INC. Unknown Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Dyspnoea, Suffocation feeling

Symptom Text: Information has been received from a Health Authority (case # 98376, local case # 1T192/09) concerning a 12 year old female with no previous history reported
who on 07-OCT-2008 was vaccinated intramuscularly with a first dose of GARDASIL (lot # 1358F, batch # NG05620). On the same day, 4 hours post-
vaccination, the patient experienced dyspnea and suffocation feeling. She was treated with cortisone per os. The outcome was recovered. Dyspnea and
suffocation feeling was reported as an other important medical event. Other business partner numbers included E2009-03988. 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: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 346566-1
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-Jun-2008 61 19-May-2009 20-May-2009 FR WAES0905USA01509 20-May-2009
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 Familial risk factor, Limb reduction defect

Symptom Text: Information has been received from a general practitioner concerning an 18 year old female patient who on 01-APR-2008 was vaccinated with GARDASIL (lot #
not reported). Two months after vaccination, the patient developed a deficiency of the lower limbs. Neurological work-up did not show anything in particular. It is
noteworthy that the patient's cousin has developed multiple sclerosis. At the time of reporting, the outcome was not provided. Transverse deficiency of lower
limb was considered to be an other important medical event by the general practitioner. Additional information has been requested. Other business partner

numbers include E2009-03926.
Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND

Vaers Id: 346568-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
12.0 F 24-Mar-2009 24-Mar-2009 0 19-May-2009 20-May-2009 FR WAES0905USA01785 20-May-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine

HPV4 MERCK & CO. INC. 1648U 1 Unknown Intramuscular

HEPAB GLAXOSMITHKLINE AHABB144AD Unknown Intramuscular

BIOLOGICALS

Seriousness: HOSPITALIZED, SERIOUS

MedDRA PT Conversion disorder, Crying, Dizziness, Headache, Syncope

Symptom Text: Information has been received from a health authority concerning a 12 year old female adolescent who on 24-MAR-2009 was vaccinated with a second dose of
GARDASIL (lot # 1648U; batch # NH55600, site of administration not reported) and one dose of TWINRIX 720/20 (batch # AHABB144AD, site of administration
not reported). Both vaccines were administered by intramuscular route. Before leaving the physician office after vaccination the patient experienced orthostatic
syncope lasting for approximately 15 seconds (also reported as 5 seconds). She recovered quickly when legs were put in an elevated position. The patient left
the doctor's office 15 minutes after vaccination. 10 minutes later she revisited the doctor's office, complaining about headaches, dizziness, hysterical
excitement and crying abnormal. The circulation was always stable. The patient was hospitalized. Subsequently the symptoms disappeared completely and the
girl was discharged from hospital. Duration of hysterical excitement, crying abnormal and dizziness reported as 2 hours. On 31-MAR-2009 her doctor reported
ongoing headache (outcome not reported). The patient was otherwise healthy and does not take any medication, drugs or alcohol. All vaccinations were well
tolerated to date. Causality as per HA of GARDASIL was possible to all events, of TWINRIX was possible to all events except hysterical excitement that was
assess as probable. Other business partner's numbers includes: E2009- 03918. Additional information has been requested.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vaers Id: 346592-1

Age Gender Vaccine Date Onset Date
17.0 F 14-Apr-2009 15-Apr-2009
VAX Detail: Type Manufacturer

HPV4 MERCK & CO. INC.

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Condition aggravated, Headache

Days Received Date Status Date State Mfr Report Id
1 19-May-2009 26-May-2009 TX
Lot Prev Doses Site Route
0653X 2 Right arm Intramuscular

Symptom Text: HPV #3 GIVEN 4-14-09 AND PATIENT REPORTS ONSET OF SEVERE HEADACHE ON 4-15-09.

Other Meds: MIDRIN

Lab Data: MIGRAIN
History: MIGRAINS

Prex lliness: DENIED COMPLAINTS OF ILLNESS
Prex Vax llins:

Last Edit Date
26-May-2009

Other Vaccine
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Vax Type: HPV4
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Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND

Page 69

Vaers Id: 346603-1

Age Gender Vaccine Date Onset Date
16.0 F 18-May-2009 18-May-2009
VAX Detail: Type Manufacturer
VARCEL MERCK & CO. INC.
HPV4 MERCK & CO. INC.
TDAP GLAXOSMITHKLINE
BIOLOGICALS

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Erythema, Nodule, Pyrexia, Swelling

Symptom Text: Patient had baseball size knot with redness, swelling and fever noted. Pt taking benadryl.

Other Meds:

Lab Data:

History:

Prex lllness: none
Prex Vax llins:

Days Received Date Status Date State
0 19-May-2009 26-May-2009 OK
Lot Prev Doses Site
0339Y 1 Left arm
0653X 1 Left arm
AC52B030AA 0 Right arm

Mfr Report Id

Route
Subcutaneously
Intramuscular
Intramuscular

Last Edit Date
26-May-2009

Other Vaccine
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 346608-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
11.0 F 18-Apr-2008 18-Apr-2008 0 19-May-2009 26-May-2009 CA 13-Jul-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0388U 1 Right arm Intramuscular
Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Ataxia, Condition aggravated, Dizziness, Ear, nose and throat examination normal, Headache, Nausea, Neurological examination normal

Symptom Text: 3 days after second gardasil, pt went to ER for dizziness, ataxia and severe headache. Skull x ray, ct head and lab work all negative. 7/2/09 Received ER
medical records of 4/22/2008. FINAL DX: Records reveal patient experienced dizziness, ataxia, nausea, HA x 1 day. Tx w/antivert & d/c to home w/PCP f/u.
5/21/09 Received PCP office record of 4/23/08 s/p ER visit day before for HA & dizziness. ENT & Neuro exams WNL. Dx w/HA.

Other Meds: none

Lab Data: ct head, skull xray, cbc, chem 12, ua, urine tox all negative Medical records received LABS: CBC, CMP WNL. Drug screen (+) for ethanol 2.3 & phenobarbital
1.0

History: none Medical records received PMH: frequent HA, thigh abscess w/hospitalization.

Prex lllness: none, healthy check at that time with normal vision, hearing and urine screen

Prex Vax llins:
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Vaers Id: 346629-2 Related reports: 346629-1; 346629-3
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id
13.0 F 05-May-2009 06-May-2009 1 23-May-2009 28-May-2009 NC
VAX Detail: Type Manufacturer Lot Prev Doses Site Route
MEN UNKNOWN MANUFACTURER NULL Unknown Unknown
HPV4 MERCK & CO. INC. NULL Unknown Unknown
TD UNKNOWN MANUFACTURER NULL Unknown Unknown

Seriousness: ER VISIT, NOT SERIOUS

Last Edit Date
05-Jun-2009

Other Vaccine

MedDRA PT Abdominal pain, Chest pain, Chills, Cough, Gait disturbance, Hyperaesthesia, Myalgia, Nausea, Pain in extremity, Pyrexia, Tremor, Urine colour abnormal

Symptom Text: The day after the HPV vaccination patient started to complain of pain in both arms at appprox 5:30 PM on May 6, 2009. Within 20 minutes she had pain in both
arms and both legs. Within another 10 minutes she had pain in her arms, legs, chest, and abdomen. Her hands curled into claws due to the severe amount of
pain. We rushed her to the hosital were she was taken in immediately and started on IV pain medication. She had also developed a fever and nausea. Blood
and urine tests were clean. She stayed on IV pain medication for another 2 hours or so and then was released with a bottle of vicodin to take every four hours.
She had diminishing pain for the next four days. Her family physician said that this "might" be a reaction to the HPV injection and recommended that no further
injections of Gardisil be administered. Exactly two weeks later patient had a relapse with associated arm and leg pain, fever and nausea. A return trip to the
family Doctor left us with no further explanation than prescriptions for 800 mg Ibuprofin, muscle relaxers, antiinflamitories, and nausea medication and the
suggestion that we see a neurologist. |s there an antidote to Gardisil? 6/4/09 ER records received DOS 5/6/09. FINAL DIAGNOSIS: Myalgia. Post vaccination
presented with chest and full body pain. Pain occures when touched. Shaking, chills, cough. Painful to walk. States she has dark colored urine.

Other Meds: 6/4/09 ER records received DOS 5/6/09. Dilaudid, Zofran, Vicodan. Flovert, albuterol, guaifenesin.

Lab Data: 6/4/09 ER records received DOS 5/6/09. Blood, Urine. LABS and DIAGNOSTICS: CBC - Neutrophils 73.2% (H) Lymphocytes 17.3% (L). Urinalysis WNL.
History: Mild Asthma. 6/4/09 ER records received DOS 5/6/09. Allergies to: Bees, pineapple, cephalosporins. Asthma, seizure, tonsillectomy.
Prex lliness: Bronchitis

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND

Vaers Id: 346629-3 Related reports: 346629-1; 346629-2
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
13.0 F 05-May-2009 06-May-2009 1 15-Jun-2009 14-Jul-2009 NC WAES0905USA03238 14-Jul-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine

HPV4 MERCK & CO. INC. 1129X 0 Unknown Unknown

TDAP GLAXOSMITHKLINE AC52B030AA Unknown Unknown

BIOLOGICALS
MNQ SANOFI PASTEUR U2875AA Unknown Unknown

Seriousness:

MedDRA PT

Symptom Text:

Other Meds:
Lab Data:
History:

Prex lliness:
Prex Vax llIns:

ER VISIT, NOT SERIOUS

Abdominal pain, Chest pain, Chills, Chromaturia, Cough, Feeling hot, Full blood count, Laboratory test normal, Metabolic function test, Nausea, Pain, Pain in
extremity, Pain of skin, Tremor, Urine analysis

Information has been received from a consumer concerning his daughter, a 13 year old female who was allergic to pineapple and CEPHALOSPORIN and with
a mild asthma, received the first dose of GARDASIL on 05-MAY-2009. Concomitant therapy included FLOVENT. On 06-MAY-2009, the patient experienced
severe pain in both arms, legs, chest, and abdomen. Her skin could not be touched because she was in so much pain. She was taken to the Emergency
Room where she was given pain medication and tests were done for 5 hours. All tests came back negative. About 3-4 days the pain seemed to have gone
away. On 20-MAY-2009, the severe pain came back. The patient would not be receiving her second or third dose of GARDASIL. No lot number was
provided. At the time of reporting, the patient's severe pain persisted. Follow- up information has been received from a medical assistant who stated that the
lot # of GARDASIL was 661952/1129X. The patient received the following vaccines concomitantly on 05-MAY-2009: MENACTRA, (lot # U2875AA) and
BOOSTRIX, (Lot # AC52B030AA). On 06-MAY-2009 the patient went to a hospital and complained of shaking, chills, cough and dark colored urine. The
patient was treated with 1V fluids, DILAUDID and ZOFRAN. The patient had a urine analysis test and a CBC blood test (results not reported). The patient was
not admitted to the hospital. On 07-MAY-2009 the physician evaluated the patient. The patient did not received any treatment at the time. On 22-MAY-2009,
the patient was seen by the physician's assistant. The patient stated that she was improving but had body aches, nausea, and had a warm feeling with no
associated fever. The patient had a CBC, Complete Metabolic Panel (CMP) and CK blood tests. The patient's CK was slightly lower than normal (other results
not reported). The patient was not treated at the time. The patient was referred to a neurologist. Additional information has been requested. The patient was
seen at hospital.

FLOVENT
Serum creatine kinase 05/??/09 - slightly lower than normal

Food allergy; Drug hypersensitivity; Asthma
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 346632-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
9.0 F 27-Feb-2009 27-Feb-2009 0 19-May-2009 26-May-2009 ND 26-May-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0652X 2 Right leg Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Asthenia, Chills, Dizziness, Ear pain, Eye pain, Injection site haematoma, Injection site pain, Oropharyngeal pain, Pallor, Pyrexia

Symptom Text: - Pain & bruised at injection site - high fever - Paleness, Weak, dizzy - Sore throat, ear ache, sore eyes - chills 3 days MOTRIN & TYLENOT given
Other Meds: None

Lab Data:
History: None
Prex lliness: None

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 346643-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
17.0 F 18-May-2009 18-May-2009 0 19-May-2009 26-May-2009 CA 26-May-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1130X 2 Left arm Intramuscular
HEPA MERCK & CO. INC. AHAVB329CA 1 Right arm Intramuscular
Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Feeling abnormal, Sensation of heaviness, Syncope, Tremor

Symptom Text: Patient received Hep A on right arm and HPV on Left arm a few seconds later while nurse in room had dazed look and feeling a heavy feeling lay back some
shaking + fainted nurse put her feet up she woke up and said she had a weird feeling + no treatment walked out of clinic given water felt better.

Other Meds: None

Lab Data: None
History: None
Prex lliness: Cough; Nasal congestion

Prex Vax llins:
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Vaers Id: 346644-1

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

15.0 F 19-May-2009 19-May-2009 0 19-May-2009 26-May-2009 CA

VAX Detail: Type Manufacturer Lot Prev Doses Site Route
HPV4 MERCK & CO. INC. o0100Y 1 Left arm Intramuscular
MNQ SANOFI PASTEUR U2927AA 0 Right arm Intramuscular
TDAP SANOFI PASTEUR C3070AA 5 Left arm Intramuscular

Seriousness:
MedDRA PT

NO CONDITIONS, NOT SERIOUS

Crying, Dyskinesia, Hypotonia, Unresponsive to stimuli

Symptom Text:

Last Edit Date
26-May-2009

Other Vaccine

Pt received Tdap, HPV and Menactra and then slumped over into mother's arms motionless, then jerked involuntarily and was layed down with eyes open &

unresponsive. About 10 sec. later pt. jerked again and sat up crying and wanting to know what was happening. Pt was kept approx. 20 min. VS stable and
accucheck done- 131. Was allowed to leave after taking po fluids.

Other Meds:

Lab Data: Accucheck - 131
History: None

Prex lliness: None

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 346674-1 (D)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
12.0 F Unknown Unknown 20-May-2009 21-May-2009 - WAES0905USA01825 21-May-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL Unknown Unknown

Seriousness: DIED, SERIOUS
MedDRA PT Death

Symptom Text: Information has been received from a Registered Nurse (R.N) who heard that a 12 year old female patient, who on an unspecified date was vaccinated with a
dose of GARDASIL. It was reported that the patient died on an unspecified date after receiving the vaccine. It was noted that the death occurred over one year
ago. Attempts are being made to verify the existence of an identifiable patient. 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: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 346691-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
15.0 F 22-Apr-2009 22-Apr-2009 0 20-May-2009 21-May-2009 FR WAES0905USA01980 21-May-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL Unknown Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Dizziness, Loss of consciousness, Nausea, Vomiting

Symptom Text: Information has been received from a Health Authority (HA reference number ES-AGEMED-020958341) concerning a 15 year old female who was
administered on the 22-APR-2009 one dose of GARDASIL (lot number not reported) by intramuscularly route (site not reported). It was reported that on the 22-
APR-2009, after vaccine administration, the patient presented loss of consciousness for a few seconds, nausea, vomiting and dizziness. The patient fully
recovered after three hours. The patient received an ampoule of PRIMPERAN to treat the adverse event. Arterial pressure was 110/60mm Hg, a second
reading marked 120/60mm Hg. Cardiac frequency 60ppm, O2 saturation 98%, capillary glucose 75mg/dL. The case reported serious by the Health Authority
with other medically important condition as criteria. Other business partner numbers included: E2009-04073. Additional information is not expected. The file is

Lab Data: blood pressure measurement, 22Apr09, 110/60 mm Hg; blood pressure measurement, 22Apr09, 120/60 mm Hg, second reading; arterial blood O2 saturation,
22Apr09, 98%,; blood glucose, 22Apr09, 75 mg/dL; total heartbeat count, 22Apr09, 60 ppm

closed.
Other Meds: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 346693-1 Related reports: 346693-2
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
24.0 F 02-Apr-2008 Unknown 20-May-2009 21-May-2009 FR WAES0905USA01954 03-Jun-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
DTAP SANOFI PASTEUR NULL Unknown Unknown
HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown

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

Symptom Text: Information has been received from a gynaecologist concerning a 24 year old female who was vaccinated with a first dose of GARDASIL (dose, route and lot
number not reported) on 02-APR-2008. The same day, the patient received a booster dose of COVAXIS (SANOFI PASTEUR). Subsequently, in April 2008
(exact latency not reported), the patient developed arthralgia and arthritis in different joints. Nevertheless, the patient received a second dose of GARDASIL
(dose, route and lot number not reported) on 19-MAY-2008. Serology for Borrelia and rheumatic disorder was negative (date not reported). Symptoms were
ongoing. Upon internal review, arthralgia and arthritis in different joints were determined to be an other important medical events. Other business partner
numbers included: E2009-04104. Additional information has been requested.

Other Meds: Unknown

Lab Data: diagnostic laboratory test, Rheumatic disorder serology: negative; diagnostic laboratory test, Borrelia serology: negative
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 346693-2 Related reports: 346693-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
24.0 F 02-Apr-2008 Unknown 21-May-2009 22-May-2009 FR E200904104 27-May-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
TDAP SANOFI PASTEUR NULL Unknown Unknown
HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown

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

Symptom Text: Case received from a healthcare professional on 12-May-2009. It was reported by a gynaecologist that a 24-year-old female patient was vaccinated with a first
dose of GARDASIL (lot# not reported) on 02-Apr-2008. The same day, the patient received a booster dose of COVAXIS (lot# not reported). Subsequently, in
April 2008 (exact latency not reported), the patient developed arthralgia and arthritis in different joints. Nevertheless, the patient received a 2nd dose of
GARDASIL, lot# not reported, on 19-May-2008. Serology for Borrelia and rheumatic disorder was negative (date not reported). Symptoms are ongoing.

Other Meds:

Lab Data: Borrelia and rheuma serology were negative (date not reported).
History: No information reported.

Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 346694-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
14.0 F 07-Mar-2008 Unknown 20-May-2009 21-May-2009 - WAES0905USA01925 21-May-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1060U 2 Unknown Unknown

Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Lupus-like syndrome

Symptom Text: Information has been received from a registered nurse concerning an approximately 14 year old female patient who on 22-AUG-2007, 19-OCT-2007 and 07-
MAR-2008 was vaccinated with the series of GARDASIL (lot#: 658556/1060U) of all doses) at another office experienced lupus like symptoms with neurological
issues. The patient did see a neurologist. The patient also received MENACTRA and DTAP on 15-AUG-2007 (confirmed different data than initial GARDASIL).
Nurse did not wish to be contacted. No further information available at the time of reporting. Upon internal review, lupus like symptoms was determined to be an
other important medical event. No further information is available.

Other Meds: diphtheria toxoid (+); MENACTRA

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 346695-1
Age Gender Vaccine Date Onset Date Received Date Status Date State Mfr Report Id Last Edit Date
15.0 F 26-Jan-2009 Unknown 20-May-2009 21-May-2009 NY WAESO0905USA01680 22-Jul-2009
VAX Detail: Type Manufacturer Route Other Vaccine
HPV4 MERCK & CO. INC. Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Convulsion

Symptom Text: Information has been received from a physician concerning a 15 year old female patient who was vaccinated with the first dose of GARDASIL IM, 0.5ML on 31-
MAY-2008 (lot#: 659441/1446U), the second dose IM, 0.5ML on 26-JAN-2009. After the second dose, the patient developed seizures twice. Concomitant
therapy included meningococcal vaccine (manufacturer unknown) and Hep A vaccine (manufacturer unknown). The patient had sought unspecified medical
attention. No further information is available at the time of reporting. Upon internal review, Seizures were determined to be an other important medical event.
Additional information has been requested. 7/21/09 Medical records received DOS 5/31/08 to 6/27/09. Assessment: Seizures. Parents of patient report several

ER visits for seizures.

Other Meds:

Lab Data: Unknown. 7/21/09 Medical records received DOS 5/31/08 to 6/27/09. LABS and DIAGNOSTICS: CBC - WBC 3.4 x10E3/uL (L) Neutrophils 33% (L) Lymphs
51% (H) Monocytes 15% (H) Neutrophils (ABS) 1.1 x10E3/uL (L). CHEM - Glucose 55 mg/dL (L) Postas

History: None. Strep throat pharyngitis.

Prex lliness:

Prex Vax llins:



FDA Freedom of Information Distribution

VAERS Line List Report

Report run on: 30 MAR 2010 09:46 Page 82
Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 346696-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
18.0 F 17-May-2007 12-Dec-2007 209 20-May-2009 21-May-2009 IL WAES0812USA03680 21-May-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown

Seriousness: EXTENDED HOSPITAL STAY, SERIOUS

MedDRA PT Drug exposure during pregnancy, Foetal growth retardation, Premature labour, Vaginal laceration

Symptom Text: Information has been received from a physician concerning a 19 year old female with no known medical history, allergies or drug reactions who in March 2007,
was vaccinated with the first dose of GARDASIL (lot no. route and site not reported) second dose (lot no. route and site not reported) was given in May 2008.
There was no concomitant medication. No adverse effects were reported. Subsequently, she became pregnant. The patient's LMP was in April 2008. On 10-
JAN-2008 the patient delivered a baby. No laboratory tests were performed. Follow-up information has been received from a nurse who reported that the
patient had received the first and second doses of GARDASIL on 13-MAR-2007 and 17-MAY-2007 at another practice. The nurse confirmed the LMP was in
April 2007 and the EDD was 25-JAN-2008. The nurse reported that the patient had come late in her pregnancy at 33 weeks of gestation. The nurse reported
that the patient was admitted to the hospital on 12-DEC-2007 for preterm contractions and intrauterine growth restriction (IUGR). The nurse did not know how
long hospitalization lasted. The nurse stated that the patient delivered early on 10-JAN-2008. It was a vaginal delivery with repair of a laceration. The patient
was discharged from the hospital on 12-JAN-2008 following the birth. The patient did not return for her postpartum visit. The patient was seen in July 2008 for a
non-pregnancy issue and her annual exam in December 2008. The nurse reported that the baby "seemed to be doing well", no problems were reported for the
baby. Additional information has been requested.

Other Meds: None

Lab Data: None

History:

Prex lllness: Pregnancy NOS (LMP = 4/1/2007)
Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 346697-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
14.0 F 19-May-2008 03-Jul-2008 45 20-May-2009 21-May-2009 FR WAES0809USA00534 21-May-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular

Seriousness: HOSPITALIZED, SERIOUS

MedDRA PT Back pain, Encephalomyelitis, Hyporeflexia, Paraesthesia, Paralysis flaccid, Sensorimotor disorder

Symptom Text: Information has been received from health authorities (reference number RN20080332), concerning a 14 year old female patient (weight=55kg, height
=160cm), other relevant history not reported who on 19-MAY-2008 was vaccinated intramuscularly with a first dose of GARDASIL 0.5mL (batch number not
reported). During the week end of 28-JUN-2008 and 29-JUN-2008, she suffered from paraesthesia of her lower limb. Dorsal pain were persisting. On 03-JUL-
2008 she developed a flaccid paralysis of lower limbs with sensori-motor deficit, sphincter troubles and suppression of tendon reflex of lower limbs leading to
establish a diagnosis of GUILLIAN BARRE SYNDROME. At the time of reporting the patient had not recovered. Follow up information has been received for the
Health Authorities on 14-MAY-2009: The patient's date of birth was added. Further investigation were performed with electromyography. The results called into
question the previous diagnosis. The accepted diagnosis was now post-infectious acute encephalomyelitis. The patient's condition was slowly improving as she
was hospitalized. At the time of the reporting, the outcome was unknown. The Health Authorities assessed the causal relationship between the reported
reactions and vaccination as doubtful (C1 S1 I) according to the method of assessment. Other business partner numbers included: E2008-08280. The case is
closed. No further information is available.

Other Meds: Unknown

Lab Data: electromyography, encephalomyelitis
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 346723-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
15.0 F 06-May-2009 07-May-2009 1 20-May-2009 28-May-2009 FL 08-Jun-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0702X 0 Right arm Intramuscular

Seriousness: ER VISIT, NOT SERIOUS

MedDRA PT Dizziness, Fall, Gait disturbance, Hypoaesthesia, Joint injury, Mobility decreased, Muscle spasms, Myalgia, Pain in extremity, Paraesthesia

Symptom Text: Patient received the HPV vaccine in the late afternoon of Wednesday, May 6, 2009. Early on Thursday morning she woke up with pain in her right leg which
had started during bedtime. She went to school, and there patient experienced severe pain in her right leg accompanied with pain and numbness on her left
arm. she said she couldn't move her forearm and her ring and pinky fingers fo a period of about 5 minutes. About an hour later, around 9 to 9:30 a.m. patient
had such pain in her right leg that she fell down. That pain was accompanied by spams in her lower leg and in her foot and toes. She could not walk without
help and she was taken to the school nurse from where they called patient's mother. Mother picked her up in less than 20 minutes and took her to the ER. No
tests (blood nor ultrasound) were performed. She was given Motrin for the pain and was dismissed with instructions to see pediatrician if she got worse. From
Friday through Sunday patient stayed home resting her leg. She had pain on and off and she had difficulty walking most of the weekend. On Monday, May 11,
at school, patient's pain got severe again, Mother picked patient up and took her to the pediatrician. Pediatrician ordered blood to be drawn for tests and said
she would refer patient to a specialist. On Tuesday, May 12, patient's pain was so severe that she was taken in a wheelchair from the classroom to the nurse's
office. Mother picked her up and had to take her home since specialists were not going to see her until the coming week. On Wednesday, May 13, patient had
severe pain in the morning while at school, she fell down, Mother picked her up from nurse's office where they had lent her a pair of cruthches to be able to get
to the car. Parents called pediatrician to request testing to rule out DVT and parents requested an order for crutches for patient to be able to move around in
school. Thursday, May 14, patient was still in pain, and was taken for an ultrasound. No DVT was found. Friday, May 15, patient was able to stay in school with
t

Other Meds: 6/4/09 Hospital records received DOS 5/7/2009 and 5/18/09. Motrin. Tylenol. Several years previously - oxandrolone, Lupron.

Lab Data: Normal Ultrasound of the bilateral lower extremity venous system. Normal comprehensive metabolic panel, normal sed rate, normal cbc, normal rheumatoid
factor, normal c-reactive protein, negative anachoice screen. 6/4/09 Hospital records

History: 6/4/09 Hospital records received DOS 5/7/2009 and 5/18/09. Evaluation for short stature. Seizure-like activity when very young.

Prex lllness:

Prex Vax llins:
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Vaers Id: 346738-1

Age Gender Vaccine Date Onset Date
12.0 F 20-May-2009 20-May-2009
VAX Detail: Type Manufacturer
HPV4 MERCK & CO. INC.
MNQ SANOFI PASTEUR
VARCEL MERCK & CO. INC.
TDAP SANOFI PASTEUR

NO CONDITIONS, NOT SERIOUS

Dizziness, Hypoaesthesia

Seriousness:
MedDRA PT

Days Received Date Status Date State Mfr Report Id
0 20-May-2009 27-May-2009 Ml
Lot Prev Doses Site Route
1702X 0 Left arm Intramuscular
U2668AA 0 Left arm Intramuscular
0306Y 1 Right arm Subcutaneously
UF457DA 0 Right arm Intramuscular

Last Edit Date
27-May-2009

Other Vaccine

Symptom Text: C/O OF ARM NUMBNESS AFTER RECEIVING VACCINATIONS, THEN 2.5 MINUTES AFTER C/O BECOMING LIGHTHEADED AND DIZZY

Other Meds: NASAL SPARY AND QV4
Lab Data:

History: N/A

Prex lliness: N/A

Prex Vax llins:
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Vaers Id: 346763-1

Age Gender Vaccine Date Onset Date
12.0 F 19-May-2009 19-May-2009
VAX Detail: Type Manufacturer
MNQ SANOFI PASTEUR
VARCEL MERCK & CO. INC.
HEPA GLAXOSMITHKLINE
BIOLOGICALS
HPV4 MERCK & CO. INC.

Seriousness: ER VISIT, NOT SERIOUS

MedDRA PT

Days Received Date Status Date State Mfr Report Id
0 20-May-2009 27-May-2009 MD
Lot Prev Doses Site Route
U2826CA 0 Right arm Intramuscular
0336Y 1 Left arm Subcutaneously
AHAVB334CA 0 Right arm Intramuscular
0650X 1 Left arm Intramuscular

Abdominal rigidity, Anxiety, Dizziness, Feeling hot, Injected limb mobility decreased, Muscular weakness, Paraesthesia, Presyncope

Last Edit Date
09-Jun-2009

Other Vaccine

Symptom Text: 15-20 minutes after vaccine administered Pt began c/o dizziness and weakness in upper extremities. Pt. then began c/o weakness in lower extremities. Pt
examined by Dr. . 911 called and ambulance requested. Pt still c/o of weakness and dizziness. Pt A/O x3 with equal strength bilat. Pt transferred to medical
center via ambulance. 6/5/09-records received for DOS 5/19/09 began to cry and felt dizzy and hot unable to lift left hand. Required time to calm her down,
neuro exam within normal limits, and moving all extremities well. Family history of WPW syndrome. 5/26/09 ED records received DOS 5/19/09. PRIMARY
DIAGNOSIS: Vasovagal reaction to an immunization. Presented with dizziness and weakness 18-20 minutes post vaccination. Anxious, abdominal guarding.

Tingling left leg and right arm.
Other Meds:
Lab Data:
History:
Prex lllness:
Prex Vax llIns:

5/26/09 ED records received DOS 5/19/09. LABS and DIAGNOSTICS: None
WOLFE-PARKINSON-WHITE syndrome6/5/09-records received-Family history of WPW syndrome.
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Vax Type: HPV4

Vaers Id: 346765-1 Related reports: 346765-2
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
18.0 F 19-May-2009 19-May-2009 0 20-May-2009 27-May-2009 CT CT200910 16-Nov-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
MNQ SANOFI PASTEUR U2842AA 0 Left arm Intramuscular
HPV4 MERCK & CO. INC. 1130X 0 Left arm Intramuscular
TDAP SANOFI PASTEUR UF452CA 0 Right arm Intramuscular

Seriousness:
MedDRA PT

Symptom Text:

Other Meds:
Lab Data:
History:

Prex lliness:
Prex Vax llins:

NO CONDITIONS, NOT SERIOUS

Dizziness, Dyskinesia, Gaze palsy, Hyperhidrosis, Loss of consciousness, Nausea, Opisthotonus, Pallor, Salivary hypersecretion, Syncope, Visual impairment

Pt felt faint after receiving ADACEL, MENACTRA and GARDASIL. She then became opisthotonic, began salivating, eyes rolled back. Episode lasted about 15
sec. Pt c/o not being able to see. She recovered completely. Vision normalized. 11/02/02 Medical record received for DOS 06/15/09. Neuro visit. Patient
passed out s/p vaccines. Brief dizziness before. Diaphoretic after. Pale. No postictal confusion. Nausea/dizziness x1hr after. One or two arm/leg jerks in phase.
No rhythmic jerking. No pain. PE wnl. Neuro exam wnl. EEG abnormal but not relevant. Syncopal episode. 11/4/09 Medical records received for date 6/15/09.
Neuro consult. DX: syncope. Presenting SX: episodes of passing out following vax, menactra, hepatitis, gardasil. Pt recalls brief dizziness prior to passing out,
after passing out pt. states (+)sweating, (+)pale, (+)nausea and dizziness after episode. Parent witnessed 1 or 2 jerks of arms and legs in phase. Assessment:
PE WNL, EEG abnormal, showed some sharp waves in the left temporal region.

None
Pt to have EEG

~Meningococcal (Menactra)~1~0.00~Sibling|~HPV (no brand name)~1~0.00~Sibling|High fever~Tdap (no brand name)~1~11.00~Sibling
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Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND

Vaers Id: 346765-2 Related reports: 346765-1

Age Gender Vaccine Date Onset Date Days Received Date Status Date

18.0 F 19-May-2009 19-May-2009 0 06-Oct-2009 07-Oct-2009

VAX Detail: Type Manufacturer Lot Prev Doses Site
HPV4 MERCK & CO. INC. 1130X 0 Unknown
MNQ SANOFI PASTEUR U2842AA Unknown
TDAP SANOFI PASTEUR UF452CA Unknown

Seriousness:
MedDRA PT

Symptom Text:

Other Meds:
Lab Data:
History:

Prex lllness:
Prex Vax llIns:

NO CONDITIONS, NOT SERIOUS

State

Last Edit Date
16-Nov-2009
Other Vaccine

Mfr Report Id
- WAESO0909USA04826

Route
Unknown
Unknown
Unknown

Convulsion, Dizziness, Dyskinesia, Electroencephalogram abnormal, Hyperhidrosis, Nausea, Pallor, Syncope

Information has been received from a Nurse practitioner concerning a 17 year old female patient with no pertinent medical history and with no known drug
reactions/allergy who on 19-MAY-2009 was vaccinated with a first and only dose of GARDASIL (route unspecified and lot number: 661953/1130X).
Concomitant vaccinations on 19-MAY-2009 included a dose of (lot number: U2842AA) MENACTRA, a dose of ADACEL (lot number: UF452CA). Other
concomitant therapy include loratadine (unspecified date). The nurse practitioner reported that after the patient's vaccination on 19-MAY-2009, she experienced
seizure. An electroencephalography (EEG) was reported as abnormal (also reported as negative). The patient was referred to a Neurologist who suggested the
event was due to anxiety/nervousness. While in the physician office on 29-SEP-2009, the patient refused subsequent vaccination with GARDASIL, due to the
seizure. It was reported the patient did not need treatment and that she recovered by the time she left the office on 19-MAY-2009. Upon internal review, seizure

was determined to be an other important medical event. Additional information is not expected.
loratadine

10/13/09 Vaccine records received.

electroencephalography, abnormal-negative results. Labs & Diags: EEG- A few sharp waves L temporal region.

Allergies: none.
Anxiety
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Vaers Id: 346814-1

Age Gender Vaccine Date Onset Date
12.0 F 19-May-2009 19-May-2009
VAX Detail: Type Manufacturer
HEPA GLAXOSMITHKLINE
BIOLOGICALS
HPV4 MERCK & CO. INC.
MNQ SANOFI PASTEUR
VARCEL MERCK & CO. INC.
TDAP SANOFI PASTEUR

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Convulsion, Dizziness, Headache

Symptom Text: 5 vaccines were administered to this chld. Immediately after the 5th vaccine,

Days

Received Date

0

21-May-2009
Prev Doses

Lot

AHAVB336AA

0650X
U2842AA
1384X
C2773AA

0

o B O O

27-May-2009 Ml

Status Date State Mfr Report Id
Site Route
Right arm Intramuscular
Right arm Intramuscular
Left arm Intramuscular
Left arm Subcutaneously
Left arm Intramuscular

Last Edit Date
27-May-2009

Other Vaccine

the pt. displayed mild seizure activity lasting about 5 seconds. She awoke

immediately. Was alittle dizzy and complained of a headache. She did not sustain any injuries. She layed on an exam table for about 15 minutes and seated for
another 10 minutes. The family declined emergency care. Spoke to the childs mother the next day. The child felt well enough to attend school.

Other Meds:
Lab Data:
History:

Prex lliness:
Prex Vax llIns:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 346815-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
15.0 F 26-Feb-2009 26-Feb-2009 0 21-May-2009 27-May-2009 AL AL0908 17-Mar-2010
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0570X 1 Right arm Intramuscular

Seriousness: ER VISIT, NOT SERIOUS

MedDRA PT Abdominal pain upper, Back pain, Body temperature increased, Injection site reaction, Oropharyngeal pain, Pain

Symptom Text: Received HAV and Depo Provera at doctor visit on a.m. In p.m. state symptoms of back pain, epigastric pain, temp. high 105 degrees ache all over, sore
throat. Went to ER. Had test for strep, mono- neg. MD told client she had reaction to HPV.

Other Meds: Depo given 2/26/09, other not known

Lab Data: strep and mono
History: NA
Prex lllness: not known (denies)

Prex Vax llins: nausea, dizziness~HPV (Gardasil)~1~15.00~Patient
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 346822-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
17.0 F 21-May-2009 21-May-2009 0 21-May-2009 27-May-2009 NM 27-May-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
VARCEL MERCK & CO. INC. 0385Y 0 Right arm Subcutaneously
HPV4 MERCK & CO. INC. 0650X 0 Left arm Intramuscular

Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Convulsion, Fall, Muscle twitching, Syncope

Symptom Text: Administered vaccines at 11:40; promptly fainted; as she fainted she fell from the chair to the floor; had approx 2-3 second duration seizure with twitching of
head; first aid administered; VSS with T 97.4 (O); P 82; BP 110/72; notified primary care provider; In speaking with parent who was with the student at time
vaccines administered, she indicated that student has history of fainting spells and had not had breakfast.

Other Meds: None

Lab Data: Primary care provider will follow up with parent regarding status/appt
History: Headaches; seasonal allergies;
Prex lliness: No

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
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Vaers Id: 346825-1

Age Gender Vaccine Date Onset Date Days Received Date Status Date State
13.0 F 20-May-2009 20-May-2009 0 21-May-2009 27-May-2009 MD
VAX Detail: Type Manufacturer Lot Prev Doses Site
PV SANOFI PASTEUR A0492 2 Right arm
HPV4 MERCK & CO. INC. 0525U 0 Right arm
Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Dizziness

Symptom Text:
Other Meds:
Lab Data:
History:

Prex lllness:
Prex Vax llins:

After receiving vaccinations, patient felt faint lightheaded

No

No
No

Mfr Report Id

Route
Subcutaneously
Intramuscular

Last Edit Date
27-May-2009

Other Vaccine
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 346829-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
24.0 F 12-Aug-2008 27-Apr-2009 258 21-May-2009 22-May-2009 MO 22-May-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
VARCEL MERCK & CO. INC. 0335X 1 Left arm Subcutaneously
HPV4 MERCK & CO. INC. 0072X 1 Left arm Intramuscular

Seriousness: HOSPITALIZED, SERIOUS

MedDRA PT Drug exposure during pregnancy, Neonatal disorder

Symptom Text: Patient came in on 8/12/08 for Gardasil and Varivax. Patient was counseled for pregnancy. Patient called on 5/21/09 and stated that she had been pregnant
on 8/12/08 and did not know it. She stated she had not missed her period yet when she came in for the vaccinations so she did not think she was pregnant at
the time. She delivered twin boys at on 3/23/09 but her EDC was 4/13/09. Baby A weighed 5 pounds 10 ounces at birth and Baby B weighed 5 pounds 7
ounces. Patient took Baby A to pediatrician on 4/27/09 with what she thought was a respiratory illness. Doctor heard a murmur and upon further evaluation
was admitted to hospital and flown to another hospital. Infant was diagnosed with Total Anomalous Pulmonary Venous Return and had surgery on 4/29/09.
Infant was discharged from the hospital on 5/4/09. Baby B was found to have an innocent heart murmur. Patient also has a 5 year old son and 2 year old

daughter who are healthy.
Other Meds: None

Lab Data:
History: Client states she has an allergy to Ibuprofen but no other medical conditions or birth defects.
Prex lliness: Denies any illness at time of vaccination.

Prex Vax llins:
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Vaers Id: 346839-1 Related reports: 346839-2
Age Gender Vaccine Date Onset Date
16.0 F 11-May-2009 Unknown
VAX Detail: Type Manufacturer

HPV4 MERCK & CO. INC.

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Injection site rash, Injection site urticaria

Days Received Date Status Date
21-May-2009 27-May-2009
Lot Prev Doses Site
1497Y 0 Left arm

Symptom Text: Urticaria, rash, hives around injection site not sure when it started per patient

Other Meds: Allegra; Nasonex
Lab Data:

History:

Prex lliness:

Prex Vax llins:

State
TX

Mfr Report Id

Route
Unknown

Last Edit Date
27-May-2009

Other Vaccine
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 346839-2 Related reports: 346839-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
16.0 F 11-May-2009 12-May-2009 1 28-May-2009 29-May-2009 X WAES0905USA02912 29-May-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1497X 0 Left arm Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Rash pruritic, Urticaria

Symptom Text: Information has been received from a physician concerning a 16 year old female with seasonal allergy and no know drug allergies who on 11-MAY-2009 was
vaccinated intramuscularly in the left arm with first dose of GARDASIL (lot number 662229/1497X). Concomitant therapy included ALLEGRA and NASONEX.
Within one or two days after vaccination, on approximately 12-MAY-2009, the patient experienced rash and hives on the left arm that was also pruritic. The
physician believed that the patient using BENADRYL was an intervention to prevent serious criteria. As of 20-MAY-2009, the patient was recovering. The
patient sought medical attention by making a phone call. The reporting physician considered the pruritic rash and hives to be other important medical events.

Additional information has been requested.
Other Meds: ALLEGRA; NASONEX

Lab Data: None
History:
Prex lliness: Seasonal allergy

Prex Vax llins:



FDA Freedom of Information Distribution

VAERS Line List Report

Report run on: 30 MAR 2010 09:46 Page 96
Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 346844-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
16.0 F 18-May-2009 18-May-2009 0 21-May-2009 27-May-2009 IN 27-May-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1129X 1 Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Crying, Immediate post-injection reaction, Muscle twitching, Staring, Syncope

Symptom Text: The patient fainted immediately (30 secs) after the vaccine, she twitched for 15-20 secs then staring forwards, and then started crying. PR = 72/min, BP - 90/60
mmHg.

Other Meds:

Lab Data:

History:

Prex lliness:

Prex Vax llins:
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Vaers Id: 346846-1

Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id
16.0 F 18-May-2009 18-May-2009 0 21-May-2009 27-May-2009 IN
VAX Detail: Type Manufacturer Lot Prev Doses Site Route

HPV4 MERCK & CO. INC. 1129X 1 Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Mydriasis, Pallor, Paraesthesia, Vision blurred

Symptom Text: The patient turned pale, felt tingling all over, pupil dilated and was blurring over. PR = 80 / mier Bp = 90/60.
Other Meds:

Lab Data:

History:

Prex lliness:

Prex Vax llins:

Last Edit Date
27-May-2009

Other Vaccine
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 346850-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
19.0 F 20-May-2009 20-May-2009 0 21-May-2009 27-May-2009 VA 27-May-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0074Y 0 Left arm Intramuscular

Seriousness: ER VISIT, NOT SERIOUS

MedDRA PT Fall, Skin laceration, Suture insertion, Syncope, Tooth fracture

Symptom Text: HPV vaccine number 1 given . Syncope 5 minutes after vaccine. Fell to floor hit head laceration required sutures broken incisor # 1 Rt upper.
Other Meds:

Lab Data: glucose finger stick, 80+; None

History:

Prex lliness:

Prex Vax llins:
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Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND

Page 99
Vax Type: HPV4

Vaers Id: 346920-2 Related reports: 346920-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
11.0 F 21-Apr-2009 21-Apr-2009 0 09-Jul-2009 10-Jul-2009 NY 200901706 10-Jul-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
MNQ SANOFI PASTEUR U2866A 0 Unknown Intramuscular
HPV4 MERCK & CO. INC. 0650X Unknown Intramuscular
TDAP SANOFI PASTEUR C3004 0 Unknown Intramuscular

Seriousness:
MedDRA PT

Symptom Text:

Other Meds:
Lab Data:
History:

Prex lllness:
Prex Vax llins:

ER VISIT, NOT SERIOUS
Expired drug administered, Fall, Hypotonia, Loss of consciousness, No reaction on previous exposure to drug, Syncope, Vision blurred

Initial report received on 21 April 2009 from a health care professional. An 11-year-old female patient had received a first dose of ADACEL (lot number
UF455BA, Lot number C3044), a first dose of MENACTRA (lot number U2866AA) and a dose of GARDASIL (manufacturer Merck, lot number not reported) on
21 April 2009. The routes and sites of administration were not reported for any of the vaccines. After receiving the vaccine (time not reported) the patient "went
limp;" and was caught by the physician as she fell to the ground. There was no loss of consciousness, but the patient had blurred vision prior to the collapse. It
was not reported whether any diagnostic tests or laboratory data were performed. The recovery status of the patient was not reported. Follow up information
received on 15 June 2009 from a health care professional who stated the patient did not have a medical history or prior reactions with past vaccinations. The
patient received GARDASIL (manufacturer Merck, lot number 0650X) which was noted to have an expiration date of 18 February 2009. ADACEL, MENACTRA,
and GARDASIL were all received intramuscularly. The onset time of the symptoms was 2 minutes post vaccination. The reporter stated that the patient
recovered after sitting down. No further information was reported. Follow-up information received on 02 and 07 July 2009 from a health care professional and a
physician respectively. From the following information received, the case was determined to meet seriousness criteria and was upgraded to serious. Per the
reporters, It was unknown which "deltoid muscle" the vaccines were administered into at the well child visit on 21 April 2009. After receiving the vaccines on 21
April 2009, the patient dropped into the nurse's arms losing consciousness for approximately three seconds. No diagnostic tests or laboratory data were
completed or performed as they were not needed. The final diagnosis was determined to be syncope. Documents held by sender: None.

No diagnostic or laboratory work was needed.
Not reported
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 346956-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
22.0 F 26-Oct-2007 01-Mar-2008 127 22-May-2009 26-May-2009 - WAES0905USA01493 26-May-2009
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 induced, Drug exposure during pregnancy

Symptom Text: Information has been received from a nurse practitioner and a healthcare worker for GARDASIL, a Pregnancy Registry product, concerning a 23 year old
female with no medical history who on 26-OCT-2007 was vaccinated with the first dose of GARDASIL (lot# not reported). There was no concomitant
medication. In March 2008, the patient became pregnant. It was reported that the patient did not complete the pregnancy and had TOP (termination of
pregnancy) but the reason was unknown. It was unspecified if the patient sought medical attention. Upon internal review, the pregnancy termination was
considered to be an other important medical event. Additional information has been requested.

Other Meds: None

Lab Data: Unknown

History:

Prex lliness: Pregnancy NOS (LMP = Unknown)
Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 346958-1
Age Gender Vaccine Date Onset Date Received Date Status Date State Mfr Report Id Last Edit Date
15.0 F 03-Apr-2009 01-May-2009 22-May-2009 26-May-2009 FR WAES0905USA02120 26-May-2009
VAX Detail: Type Manufacturer Route Other Vaccine
HPV4 MERCK & CO. INC. Unknown Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Juvenile arthritis, Tendonitis

Symptom Text: Information has been received from Health Authority on 13-MAY-2009 (reference no. # PEI2009010031) concerning a 15 year old female with no reported
medical history who on 03-APR-2009 was intramuscularly vaccinated with a dose of GARDASIL (manufacturer unknown). Four weeks post vaccination, on
approximately 01-MAY-2009, the patient experienced manifestation of juvenile idiopathic arthritis associated with enthesitis. The outcome was not reported.
Juvenile idiopathic arthritis and enthesitis were considered to be other important medical events. Other business partner numbers include E2009-04080. File is

closed.
Other Meds: Unknown
Lab Data: Unknown
History: None

Prex lliness:
Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 346961-1 (S) Related reports: 346961-2
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
21.0 F 15-Jun-2007 22-Jun-2007 7 22-May-2009 26-May-2009 NY WAES0905USA02258 13-Jul-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0469U 0 Right arm Intramuscular

Seriousness: ER VISIT, HOSPITALIZED, PERMANENT DISABILITY, SERIOUS

Angiogram, Computerised tomogram, Condition aggravated, Conversion disorder, Deafness, Echocardiogram, Electroencephalogram, Epistaxis, Gait
disturbance, Lumbar puncture, Migraine, Muscular weakness, Myalgia, Nuclear magnetic resonance imaging, Nuclear magnetic resonance imaging brain,
Palpitations, Regressive behaviour, Syncope, Vaginal odour

MedDRA PT

Symptom Text: Information has been received from a physician concerning a 21 year old female with partial hearing loss due to congenital sensory nerve damage, irritable
bowel syndrome and gastrooesophageal reflux disease and a history of gastric ulcer perforation who was vaccinated IM with the first dose of GARDASIL, 0.5ml
on 15-JUN-2007. There was no concomitant medication. Starting on 22-JUN-2007 the patient experienced migraine headaches and palpitations. In October
2007 the patient received her second IM dose of GARDASIL 0.5 ml, but has not had her third dose. In January 2008, the patient started having syncopal
episodes and pseudoseizures. The patient, who was born with hearing loss due to sensory nerve damage, lost her remaining hearing in March 2008. Since the
beginning of 2009, the patient had experienced episodes of behavioral regression as well as muscle pain and weakness. Due to the muscle weakness, the
patient had limited ambulation. Since April 2009 the patient had recurrent nosebleeds. The patient has required multiple hospitalizations and office visits. The
patient had MRI/MRA of head, CT Scan/CTA of head, EEG, echocardiogram, lumbar puncture and angiogram performed (results not reported). At the time of
the report (on 18-MAY-2009) the patient was not recovered. The reporter considered the events to be disabling. Additional information has been requested.
7/9/09 Medical records received DOS 6/5/07 to 10/5/07. Patient complains of vaginal odor.

Other Meds: None

Lab Data: Unknown. 7/9/09 Medical records received DOS 6/5/07 to 10/5/07. LABS and Diagnostics: All pending. PAP, GC, Vaginitis Panel, Thyroid panel, Glucose,
endocrine studies.

History: Gastric ulcer perforation

Prex lliness: Nerve damage; Irritable bowel syndrome; Partial hearing loss; Gastrooesophageal reflux disease

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 346961-2 (S) Related reports: 346961-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
21.0 F 15-Oct-2007 17-Oct-2007 2 25-Jun-2009 26-Jun-2009 NY WAES0906USA03810 26-Jun-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0742U 1 Unknown Unknown

Seriousness: HOSPITALIZED, SERIOUS

Abasia, Alopecia, Autism spectrum disorder, Blood testosterone increased, Chest pain, Convulsion, Deafness, Emotional disorder, Epistaxis, Flushing,
Foaming at mouth, Gastrooesophageal reflux disease, Hallucination, Irritable bowel syndrome, Malaise, Migraine, Nausea, Oedema peripheral, Pain,
Paraesthesia, Regressive behaviour, Syncope, Tonic clonic movements, Tremor, Weight increased, Wheelchair user

Symptom Text: Information has been received from a consumer concerning her 21 year old daughter with "immune deficiency runs in family" who on 15-JUN-2007 and on 15-
OCT-2007 was vaccinated with first dose (route not reported, lot number 0469U) and second dose (route not reported, lot number 654539/0742U) respectively
of GARDASIL. The patient's mother reported that her daughter has been severely ill since receiving the second dose of the vaccine. It was reported that on 17-
OCT-2007, the patient's symptoms started with chest pain, migraines, fainting, facial flushing, seizure and nausea. It was reported that she now has emotional
regression and spectrum disorder, swelling of legs and feet, inability to walk, pain all over her body, felt "shocks to her brain", clonic tonic symptoms, hair loss,
foaming from mouth, nosebleeds, hallucinations, hearing loss, weight gain, shaking like PARKINSON's disease, acid reflux, irritable bowel and high
testosterone levels. She reported that her daughter was gone to the hospital over fifteen times and had been admitted nine times to three different hospitals.
The patient has been seen by many doctors including neurologist and neuropsychiatrist. She had also had alternative medicine treatments including
detoxification, cranial massage and reflexology. It was reported that she was now using a wheelchair and needed to be carried. Lab tests performed included
lumbar puncture, cerebral angiogram, EEG and many others which were all negative. As of 19-JUN-2009, the patient had not recovered from the events.
Additional information has been requested.

Other Meds: Unknown

MedDRA PT

Lab Data: spinal tap, Negative; cerebral angiography, Negative; electroencephalography, Negative
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 346963-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
16.0 F 05-May-2009 05-May-2009 0 22-May-2009 26-May-2009 FR WAES0905USA02370 26-May-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1201U 0 Gluteous maxima Intramuscular

Seriousness: HOSPITALIZED, SERIOUS

MedDRA PT Disturbance in attention, Headache, Incorrect route of drug administration, Nausea, Syncope

Symptom Text: Information has been received from Health Authority on 15-MAY-2009 (reference no. # PEI2009010030) regarding a case of misuse (inappropriate site
(gluteal)) concerning a 16 year old female with no reported medical history who on 05-MAY-2009 was intramuscularly vaccinated with the first dose of
GARDASIL (lot #1201U, batch #NG29050) into the right gluteal. On 06-MAY-2009, during sports lessons at school, the patient developed decreased vigilance
with a short syncope, subsequently nausea and headache. The decreased vigilance and the syncope lasted for minutes. The patient was hospitalized on an
unspecified date. Cardiac dysrhythmias, ventilation disorder and infections were ruled out. The patient recovered "soon". Other business partner numbers
include E2009-04171. Case is closed.

Other Meds: Unknown

Lab Data: Unknown
History: None
Prex lliness:

Prex Vax llins:



FDA Freedom of Information Distribution

VAERS Line List Report

Report run on: 30 MAR 2010 09:46 Page 105
Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 346964-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
13.0 F Unknown Unknown 22-May-2009 26-May-2009 - WAES0905USA01937 26-May-2009
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 13 year old female with cerebral palsy, hydrocephalus and shunt which has became occluded
about a year ago and who was a premature infant (24 weeks, weight 11 pounds) who "a couple of months ago" was vaccinated with a dose of GARDASIL
(dose, route and lot number not reported). Two weeks later, the patient had a "syncopal episode and possibly seizure". It was reported the patient improved,
she did not have any more episodes since. The neurosurgeon told the patient's parents that he could not rule out GARDASIL as a possible cause of the
episode. The patient sought unspecified medical attention. Upon internal review possibly seizure was determined to be an other important medical event.

Additional information has been requested.
Other Meds: Unknown

Lab Data: Unknown
History: Premature baby
Prex lliness: Cerebral palsy; Shunt occlusion; Hydrocephalus

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 346965-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
Unknown F Unknown Unknown 22-May-2009 26-May-2009 -- WAES0905USA01916 26-May-2009
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 female concerning her daughter, for a pregnancy registry for GARDASIL, who on an unspecified date was vaccinated
with the first dose of GARDASIL. The reporter stated that the patient did not know at the time of the vaccination that she was pregnant. The patient had the
baby 3 weeks after the vaccination. It was reported the patient sought unspecified medical attention. It was reported that the baby died. The patient was 9
weeks pregnant. Upon internal review, baby died at 9 weeks was determined to be an other important event. No further information is available.

Other Meds: Unknown

Lab Data: Unknown

History:

Prex lliness: Pregnancy NOS (LMP = Unknown)
Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 346967-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
19.0 F Unknown Unknown 22-May-2009 26-May-2009 - WAES0905USA01868 26-May-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown

Seriousness: ER VISIT, LIFE THREATENING, SERIOUS

MedDRA PT Convulsion, No reaction on previous exposure to drug

Symptom Text: Information has been received from a pharmacist concerning a 19 year old female with no pertinent medical history who was vaccinated with the second dose
of GARDASIL (lot#, dose, route and site of administration not reported). There was no concomitant medication. The patient experienced seizures after
receiving the second dose, and she went to an emergency room for treatment. The patient recovered from seizure. Seizure was considered to be life
threatening by the pharmacist who stated that this case might have been already reported by the patient's physician. 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: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 346979-1
Age Gender Vaccine Date Onset Date Received Date Status Date State Mfr Report Id Last Edit Date
Unknown F 24-Mar-2009 24-Mar-2009 22-May-2009 26-May-2009 FR WAES0905USA02472 26-May-2009
VAX Detail: Type Manufacturer Route Other Vaccine
HPV4 MERCK & CO. INC. Unknown Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Convulsion, Fatigue, Headache

Symptom Text: Information has been received via a GARDASIL Access Program concerning a female child (age not reported) who on 24-MAR-2009 was intramuscularly
vaccinated with the first 0.5 ml dose of GARDASIL. Later that night she was brought to the hospital complaining of tiredness, headache and had seizures. She
was observed and no treatment was given. Observations of the child were continued at home and the child was fine. Upon internal review, seizures was
determined to be an other important medical event. This is one of several reports received from the same source. 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
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Vaers Id: 346992-1

Age Gender Vaccine Date Onset Date
23.0 F 22-May-2009 22-May-2009
VAX Detail: Type Manufacturer

HPV4 MERCK & CO. INC.

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Dizziness

Days Received Date Status Date State Mfr Report Id
0 22-May-2009 27-May-2009 GA
Lot Prev Doses Site Route
0558X 1 Left arm Intramuscular

Last Edit Date
27-May-2009

Other Vaccine

Symptom Text: As medication was being injected, became faint. Has not done this with other injections. Once patient sat for a few minutse and sipped on Coke, felt much

better.
Other Meds:
Lab Data:
History:
Prex lllness:
Prex Vax llins:
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Vaers Id: 346997-1

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

27.0 F 15-Apr-2009 16-Apr-2009 1 22-May-2009 27-May-2009 MD

VAX Detail: Type Manufacturer Lot Prev Doses Site Route
ANTH EMERGENT BIOSOLUTIONS FAV164 0 Right arm Intramuscular
MNQ SANOFI PASTEUR U2735AA 1 Left arm Intramuscular
TYP SANOFI PASTEUR B0347-2 1 Left arm Intramuscular
HPV4 MERCK & CO. INC. 0572X 2 Right arm Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Inappropriate schedule of drug administration, Pain in extremity

Symptom Text: Ptc/o painin left arm after receiving her first dose of anthrax. The pain started one day after receiving the dose and lasted for 3 days.

Other Meds:

Lab Data:

History: Latex Allergy
Prex lliness: Good health

Prex Vax llins:

Last Edit Date
05-Feb-2010

Other Vaccine
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Vaers Id: 346998-1

Age Gender Vaccine Date Onset Date
20.0 F 19-May-2009 19-May-2009
VAX Detail: Type Manufacturer
HPV4 MERCK & CO. INC.
MNQ SANOFI PASTEUR
TDAP GLAXOSMITHKLINE
BIOLOGICALS
VARCEL MERCK & CO. INC.

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT

Days Received Date Status Date State Mfr Report Id
0 22-May-2009 27-May-2009 TX
Lot Prev Doses Site Route
0653X 0 Right arm Intramuscular
U2872AA 0 Left arm Intramuscular
AC52B030AA 0 Left arm Intramuscular
MO0O055Y 2 Right arm Subcutaneously

site swelling, Injection site warmth, Nausea, Photophobia, Pyrexia

Symptom Text: CLIENT RECEIVED VACCINE ON 5/18/2009 ON THE LEFT ARM ONE INCH BELOW THE TDAP. SHE EXPERIENCED FEVER OF 102, CHILLS,
SENSITIVITY TO LIGT, HEADACHES, LOSS OF APPETITE, NAUSEA,NUMBNESS TO SITE AND LOSS OF FEELING IN ARM. TODAY THE SITE IS 3"X 3.5"
RED,WARM, SLIGHTLY SWOLLEN AND VERY PAINFUL TO SLIGHT TOUCH. PULSE OF 88, TEMPERATURE OF 97 DEGREES. FINGERS TO LEFT
HAND ARE PINK, WARM, CAPILLARY REFILL <3 SECONDS. ABLE TO MOVE FINGERS FREELY. ABLE TO LIFT LEFT ARM BUT C/O PAIN WHEN ARM
IS LIFTED ABOVE SHOULDER LEVEL. REVIEWED THE SIDE EFFECTS LISTED IN THE PRODUCT FOLDER WITH CLIENT. INFORMED CLIENT NOT TO
SCRATCH SITE AS SITE CAN BECOME INFECTED. INFORMED CLIENT IF SITE BECOMES MORE PAINFUL AND OOZES PUS AND HAS ODOR AND
INCREASES IN SIZE AND HAS A THROBBING SENSATION TO SEE PHYSICIAN. REVIEWED THE SIGNS AND SYMPTOMS OF INFECTION WITH
CLIENT. INFORMED CLIENT IF FINGERS BECOME COOL AND FEEL NUMB TO SEE PHYSICIAN. ADMITS TO HAVING HEADACHE BECAUSE WISDOM
TEETH ARE COMING OUT. INFORMED CLIENT TO CHECK ARM WITH BROTHER IN LAW WHO IS A NURSE IF HAVING MORE PROBLEMS OR SEE

HER PHYSICIAN.
Other Meds:
Lab Data:

History:

Prex lliness: WISDOM TEETH COMING OUT

Prex Vax llins:

Last Edit Date
27-May-2009

Other Vaccine

Anorexia, Chills, Headache, Hypoaesthesia, Injected limb mobility decreased, Injection site anaesthesia, Injection site erythema, Injection site pain, Injection
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND

Vaers Id: 346999-1

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

15.0 F 22-May-2009 22-May-2009 0 22-May-2009 27-May-2009 NJ 08-Jul-2009

VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
VARCEL MERCK & CO. INC. 1318X 1 Right arm Subcutaneously
HPV4 MERCK & CO. INC. 1496X 2 Left arm Intramuscular

Seriousness: ER VISIT, NOT SERIOUS

MedDRA PT Bradycardia, Dizziness, Heart rate decreased, Hyperhidrosis, Hypotension, Immediate post-injection reaction, Orthostatic hypotension, Pallor, Presyncope,

Syncope

Symptom Text: Immediately after administering the vaccine, the patient experienced near-syncope: pallor, diaphoresis, hypotension and bradycardia. This lasted over 1.5
hours until she was transported by EMS to the ED. Her BP baseline was 125/75 with pulse 108, but during the event BP was 80's/50's with pulse in the 50's.
Standing caused dropping of BP and pulse and diaphoresis and near-syncope. 7/7/09 ER records received DOS 5/22/09. Assessment: Vasovagal Syncope.
Patient instantly developed lightheadedness and had syncopal episode. Presented with low blood pressure and pulse.

Other Meds: Vyvanse - not taken on day of vaccine
Lab Data:
History: allergy to fruit; attention-deficit disorder; Kawasaki disease as a child that led to coronary aneurysm that completely resolved per cardiologist. 7/7/09 ER

records received DOS 5/22/09. ADD, T&A.

Prex lliness: no acute iliness. 7/7/09 ER records received DOS 5/22/09. LABS and DIAGNOSTICS: None.

Prex Vax llins:
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Vaers Id: 347002-1 Related reports: 347002-2
Age Gender Vaccine Date Onset Date
18.0 F 20-May-2009 21-May-2009
VAX Detail: Type Manufacturer
MNQ SANOFI PASTEUR
TDAP GLAXOSMITHKLINE
BIOLOGICALS
HEP MERCK & CO. INC.
HPV4 MERCK & CO. INC.

Seriousness:
MedDRA PT

Symptom Text:
Other Meds:
Lab Data:
History:

Prex lliness:
Prex Vax llins:

NO CONDITIONS, NOT SERIOUS

Dizziness, Nausea, Retching

Days Received Date Status Date State Mfr Report Id
1 22-May-2009 27-May-2009 IN
Lot Prev Doses Site Route
U2819AA 0 Right arm Intramuscular
AC52B030AA 0 Left arm Intramuscular
1040X 0 Left arm Intramuscular
0558X 0 Right arm Intramuscular

Patient complained of dizziness, nausea and dry heaves. The symptoms lasted approximately 8 hours. No treatment

None
Hypoglycemic
No

Allergic to sulfa

Last Edit Date
27-May-2009

Other Vaccine
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 347002-2 Related reports: 347002-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
18.0 F 20-May-2009 21-May-2009 1 17-Jul-2009 19-Aug-2009 - WAES0906USA02396 20-Aug-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
MNQ SANOFI PASTEUR U2819AA 0 Unknown Intramuscular
HPV4 MERCK & CO. INC. 0558X 0 Right arm Intramuscular
HEP MERCK & CO. INC. 1040X 0 Left arm Intramuscular
TDAP GLAXOSMITHKLINE AC52B030AA 0 Unknown Intramuscular
BIOLOGICALS

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Dizziness, Nausea, Retching

Symptom Text: This report was identified from a line listing obtained on request by the Company from the FDA under the Freedom of Information Act., concerning an 18 year
old female patient with hypoglycaemia and sulfonamide allergy who on 20-MAY-2009 was vaccinated with the first dose of GARDASIL (lot n. 658271/0558X),
intramuscularly in the right arm. Secondary suspect therapy included the first dose of RECOMBIVAX HB (lot n. 662421/1040X), intramuscularly in the left arm.
Concomitant therapy included BOOSTRIX (lot n. AC52B030AA) and MENACTRA (lot. U2819AA0029). On 21-MAY-2009, the patient complained of dizziness,
nausea and dry heaves. The symptoms lasted approximately 8 hours. The patient did not receive any treatment. The original reporting source was not
provided. The VAERS ID # 347002. No further information is available.

Other Meds:

Lab Data: None

History: Hypoglycaemia
Prex lliness: Sulfonamide allergy

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
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Vaers Id: 347030-1

Age Gender Vaccine Date Onset Date
11.0 F 21-May-2009 Unknown
VAX Detail: Type Manufacturer
HPV4 MERCK & CO. INC.
VARCEL MERCK & CO. INC.
MMR MERCK & CO. INC.
MNQ SANOFI PASTEUR

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

Received Date Status Date State Mfr Report Id
22-May-2009 27-May-2009 IL
Lot Prev Doses Site Route
0100Y Left arm Intramuscular
0222Y 1 Right arm Subcutaneously
1727X 1 Left arm Subcutaneously
U2906AA Right arm Intramuscular

Last Edit Date
27-May-2009

Other Vaccine

Symptom Text: (R) Posterior arm - 1 area maculopapular 5 cm diam. erythema (MENACTRA) (B) Posterior arm - 1 area maculopapular 15 cm diam. (VARICELLA)

Other Meds:

Lab Data:

History: None
Prex lliness: None

Prex Vax llins:
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Vaers Id: 347058-1

Age Gender Vaccine Date Onset Date

10.0 F 14-May-2009 15-May-2009

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

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

Days Received Date Status Date State Mfr Report Id
1 22-May-2009 27-May-2009 AR
Lot Prev Doses Site Route
0339Y 1 Left arm Subcutaneously
0651X 1 Left leg Intramuscular

Symptom Text: Redness and swelling to left arm approximately 12-15 hours after injection, warm compress, Allgrax X 48

Other Meds:
Lab Data:
History:

Prex lllness:
Prex Vax llins:

Last Edit Date
27-May-2009

Other Vaccine
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 347170-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
16.0 F 01-Mar-2009 01-Apr-2009 31 26-May-2009 27-May-2009 FR WAES0905P0OL00002 27-May-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular

Seriousness: HOSPITALIZED, SERIOUS
MedDRA PT lleitis

Symptom Text: Information has been received from a patient's mother concerning a 16 year old female who in approximately March 2009, was vaccinated with the first dose of
GARDASIL. In the beginning of April 2009 the patient was admitted to the hospital. lleitis was diagnosed. The patient was treated with antibiotic (unspecified).
After week the patient was discharged from the hospital with recommendation of continuing therapy with antibiotic. The patient's mother was not sure if ileitis
was related to therapy with GARDASIL. 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: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 347171-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
15.0 F Unknown 01-Dec-2008 26-May-2009 27-May-2009 FR WAES0905USA02375 27-May-2009
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 Abdomen scan normal, Abdominal pain, Oral contraception, Pelvic pain, Personality change

Symptom Text: Information has been received from a gynecologist concerning a 15 year old female patient with no relevant medical history who had received the three doses
of GARDASIL (lot# not reported) in 2008. In December 2008, the patient experienced abdominal pain episode and acute enteric intussusception was
suspected which was not found after an abdominal pelvic scan. Any anomaly was found. Pelvic pains occurred for which, no etiology was found. Oral
contraceptive was given. In April 2009, the patient went to physician's office for character disorder. At the time of the report the outcome was not reported. The
adverse experiences were determined to be other important medical events. Other business partner numbers include: E2009-04157. 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: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 347173-1
Age Gender Vaccine Date Onset Date Received Date Status Date State Mfr Report Id Last Edit Date
14.0 F 03-Apr-2009 03-Apr-2009 26-May-2009 27-May-2009 FR WAES0905USA02587 01-Dec-2009
VAX Detail: Type Manufacturer Route Other Vaccine
HPV4 MERCK & CO. INC. Unknown Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Myoclonus, Syncope

Symptom Text: Initial information received by Health Authority (reference number ES-AGEMED-419167244) regarding a 14 year old female who was administered on 03-APR-
2009 a dose of a GARDASIL (lot# not reported) 0.5mL by intramuscular route (site of administration not reported). It was reported that after vaccine
administration, on the 03-APR-2009, the patient presented a syncope with myoclonic jerks. The patient recovered spontaneously on the same date. Case
reported as serious by the HA with other medically important condition as criteria. Other business partner number included: E2009-04217. Case is closed.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 347183-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
12.0 F 22-Apr-2009 22-Apr-2009 0 26-May-2009 27-May-2009 FR WAES0905USA02589 27-May-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1882U 2 Right arm Intramuscular
Seriousness: HOSPITALIZED, SERIOUS
MedDRA PT Arthropathy, Electromyogram normal, Injection site oedema, Injection site reaction, Mononeuritis, Paraesthesia

Symptom Text: Information has been received from a health agency (case n. 98687) (Local case n. IT205/09) concerning a 12 year old female patient who on 22-APR-2009
was vaccinated with the third dose of GARDASIL IM In the right deltoid (batch#: NJ21670; lot#: 1882U). No other vaccines administered during the 4 weeks
prior to vaccination. On the same day 22-APR-2009 the patient presented with an adverse reaction for which she was evaluated at the vaccination clinic and
admitted to the hospital on the following day (23-APR-2009). She was discharged on 26-APR-2009 with the diagnosis of circumscribed edema and
mononeuritis of the upper right limb. She was treated with prednisone and paracetamol. On 06-MAY-2009 an electromyography was performed in day hospital
and resulted within limits, however objective exam revealed a persistence of paresthesia and disturbance of the metacarpal and interphalangeal section of the
right hand precluding the normal opposition of the thumb and index. At the time of reporting the patient's condition had improved. The final outcome was not
reported. Other business partner numbers include E2009-04191. The case is closed.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 347184-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
15.0 F 26-Mar-2009 02-Apr-2009 7 26-May-2009 27-May-2009 FR WAES0905USA02369 27-May-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1695U 1 Unknown Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Facial palsy, No reaction on previous exposure to drug

Symptom Text: Information has been received from Health Authority on 15-MAY-2009 (reference no. # PEI2009009746) concerning a 15 year old female who on 26-MAR-2009
was intramuscularly vaccinated with the second dose of GARDASIL (Lot #1695U, batch #NH25730) into the deltoid muscle. On 02-APR-2009 the patient
developed central facial palsy (left side). Lumbar puncture, magnetic resonance imaging (MRI) and laboratory findings showed normal results. The patient had
not recovered at the time of reporting. It was also reported the patient was vaccinated with the first dose of GARDASIL (Lot #1427U, batch #NH15200) on 20-
JAN-2009 and was well tolerated. Facial palsy was considered to be an other important medical event. Other business partner numbers include E2009-04170.

File is closed.
Other Meds: Unknown
Lab Data: Spinal tap, 2?09, normal; magnetic resonance imaging, ??09, normal; diagnostic laboratory test, 2?09, normal
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 347186-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
15.0 F 10-Mar-2009 06-May-2009 57 26-May-2009 27-May-2009 FR WAES0905USA02151 27-May-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1883U 0 Right arm Intramuscular

Seriousness: HOSPITALIZED, SERIOUS
MedDRA PT Sudden hearing loss, Vertigo, Vomiting

Symptom Text: Information has been received from a health professional concerning a 15 year old female who on 10-MAR-2009 was vaccinated with a first dose of GARDASIL
(lot# 1883U, batch # NH50860, intramuscularly in right upper arm). On 06-MAY-2009 the patient experienced vertigo that aggravated within 1.5 hours. The
patient vomited after feeling as if sitting on a swing moving backwards and as if the entire room had a heavy list to the right. She also experienced a sudden
hearing loss on the right ear. The patient was examined at the Ear, Nose and Throat at the hospital, where it was established that the problem originated from
the auditory organ and that there was no brain damage. The patient was hospitalized at the children's clinic for a data tomography (DT, normal) and a lumbar
puncture (quick test was normal). The hospital will return the final results of the lumbar puncture. Due to the hospitalization the case was considered serious.
The outcome was at the time of reporting not yet recovered. Case is closed. Other business partner numbers included E2009-04117. Additional information has
been requested.

Other Meds: Unknown

Lab Data: computed axial tomography, normal; spinal tap, quick test was normal
History: Unknown
Prex lllness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 347187-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
18.0 F 06-Apr-2009 07-Apr-2009 1 26-May-2009 27-May-2009 FR WAES0905USA01981 27-May-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown

Seriousness: HOSPITALIZED, SERIOUS
MedDRA PT Chills, Headache, Nausea, Pain, Pyrexia

Symptom Text: Initial information received from a foreign Health Authority (Reference number ES-AGEMED-524959332) on 11-MAY-2009 regarding an 18 year old female who
was administered on the 06-APR-2009 the second dose of a GARDASIL (Lot not reported), route and site not reported. One day after vaccine administration,
on 07-APR-2009, the patient presented a frontal progressive cephalea, fever and nausea. It is also reported that the patient had shivers, events did not stop
after taking GELOCATIL. The patient was hospital admitted on an unspecified date, a lumbar puncture was performed. The patient was diagnosed with a febrile
clinical picture after vaccination with GARDASIL and with pain after lumbar puncture. Cephalea, fever and nausea are the only adverse events coded in the
Health Authorities report. The patient recovered on April 2009, exact date not reported. According to the regional pharmacovigilance center this case was
notified by fax on 30-APR-2009 by GSK (possible mistake, they are referring to agency). "Further information is expected when we receive the case through the
electronic transmission" is written in the Health Authorities report. This case is probably a duplicate of case WAES: 0904USA03703 (E-2009-03957).
Confirmation from the Health Authorities is pending. Other business partner numbers include E2009-4128. Additional information has been requested.

Other Meds: Unknown

Lab Data: spinal tap, ??Apr?09, febrile clinical picture; body temp, ??Apr?09, Fever
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 347189-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
12.0 F 01-Mar-2009 01-Mar-2009 0 26-May-2009 27-May-2009 FR WAES0903AUS00046 27-May-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL Unknown Unknown

Seriousness: HOSPITALIZED, SERIOUS
MedDRA PT Headache, Hypoaesthesia, Syncope, Vomiting

Symptom Text: Information has been received from a pharmacist, via CSL as part of a business agreement (manufacturers control No. CSL 2009 03 10 LS 2) concerning a
female student who on approximately 10-FEB-2009, "approximately four weeks ago" was vaccinated with GARDASIL as part of a school vaccination program.
Subsequently the patient fainted. At the time of reporting on 10-MAR-2009, the patient had fully recovered. The vaccination program included approximately
100 students and there was one other adverse event reported of a female who was hospitalised (NWAES 0903AUS00045). Follow up information has been
received from a pharmacist. The patient was reported as a 12 year old female with no previous allergies who in March 2009, was vaccinated with GARDASIL.
Subsequently, in March 2009, the patient fainted, started vomiting, had a numb arm and headache and was hospitalized. Subsequently, 72 hours later, the
patient recovered from fainting, vomiting, numb arm and headache. Additional information has been requested.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vaers Id: 347196-1

Age Gender Vaccine Date Onset Date
12.0 F 31-Mar-2009 02-Apr-2009
VAX Detail: Type Manufacturer
TDAP GLAXOSMITHKLINE
BIOLOGICALS
HPV4 MERCK & CO. INC.

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Pyrexia, Rash generalised

Days Received Date Status Date State
2 26-May-2009 28-May-2009 NM
Lot Prev Doses Site
AC52B030AA 0 Right arm
1311X 0 Left arm

Mfr Report Id

Route
Intramuscular

Intramuscular

Last Edit Date
28-May-2009

Other Vaccine

Symptom Text: Adolescent received vaccines on 3/31/09. Mother called on 4-2-09 morning with adolescent having fever, rash all over the body. However no difficulty

breathing. Instructed to bring to office same day. However mother decided to keep her home. Obviously she got better within 2-3 days.

Other Meds:

Lab Data: None
History: None
Prex lliness: None

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 347245-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
25.0 F 16-Mar-2009 17-Mar-2009 1 26-May-2009 28-May-2009 MD 28-May-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0525U 0 Right arm Unknown

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

Symptom Text: 24 hours after receiving GARDASIL # 1, developed redness and itching both legs (thigh to ankle). Skin became more red with NIVEA. No fever.

Other Meds:
Lab Data:
History:

Prex lliness:
Prex Vax llins:
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Vaers Id: 347279-1

Age Gender Vaccine Date Onset Date
10.0 F 30-Mar-2009 04-Apr-2009
VAX Detail: Type Manufacturer

HPV4 MERCK & CO. INC.

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Oral papilloma

Days Received Date Status Date State Mfr Report Id
5 26-May-2009 28-May-2009 TX
Lot Prev Doses Site Route
1311X 1 Left arm Intramuscular

Symptom Text: Patient developed mucosal wart inside lower lip 5 days after receiving second HPV vaccine.

Other Meds:

Lab Data:

History: none
Prex lliness: none

Prex Vax llins:

Last Edit Date
28-May-2009

Other Vaccine
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Vaers Id: 347497-1

Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id
0.3 M 11-May-2009 Unknown 27-May-2009 29-May-2009 AR
VAX Detail: Type Manufacturer Lot Prev Doses Site Route
HPV4 MERCK & CO. INC. 0651X 0 Right leg Unknown
PNC7 WYETH PHARMACEUTICALS, INC 018704 1 Left leg Unknown
ROTHB5 MERCK & CO. INC. 0066Y 1 Unknown By Mouth

NO CONDITIONS, NOT SERIOUS

Wrong drug administered

Seriousness:
MedDRA PT

Symptom Text: This patient was accidently given HPV

Other Meds: None
Lab Data:

History: None
Prex lliness: None

Prex Vax llins:

Last Edit Date
12-Mar-2010

Other Vaccine
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 347548-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
26.0 F 01-Nov-2008 01-Feb-2008 -274 27-May-2009 28-May-2009 TN 06-Jul-2009
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 Anxiety, Dyskinesia, Infertility, Muscle spasms, Muscle twitching, Panic attack

Symptom Text: | have random twitches and involuntary muscle movement/spasms in my legs, calves, quads, ankles, feet, and toes and sometimes in my fingers and bottom.
The date I've listed below was the 3rd Gardasil shot. The first shot was September 2007. Without looking at the doctor records, | don't have the date, but |
remember the month and year. Also, the adverse affect was just sometime in between the first and 2nd shot in 2008 7/1/09 Consultant OB-GYN records
received DOS 5/28/09 to 6/9/09. Assessment: Twitches. Twitches in legs and fingers. Concerns about infertility. Anxiety, panic attacks.

Other Meds: 7/1/09 Consultant OB-GYN records received DOS 5/28/09 to 6/9/09. Oral contraceptives, multivitamin, prenatal vitamin.

Lab Data: 7/1/09 Consultant OB-GYN records received DOS 5/28/09 to 6/9/09. LABS and DIAGNOSTICS: PAP test (-), Progesterone.
History: 7/1/09 Consultant OB-GYN records received DOS 5/28/09 to 6/9/09. Allergy to codeine.
Prex lliness:

Prex Vax llins:
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VAERS Line List Report
Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
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Vaers Id: 347553-1 Related reports: 347553-2
Age Gender Vaccine Date Onset Date
21.0 F 21-May-2009 24-May-2009
VAX Detail: Type Manufacturer

HPV4 MERCK & CO. INC.

Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Chest pain, Chills, Dyspnoea, Pain, Pyrexia

Days Received Date Status Date State Mfr Report Id
3 27-May-2009 28-May-2009 MA
Lot Prev Doses Site Route
NULL 0 Right arm Intramuscular

Symptom Text: Three days after experienced fever of 103, chills, body aches, chest pain and shortness of breath.

Other Meds: None

Lab Data:
History: None
Prex lliness: None

Prex Vax llins:

Last Edit Date
28-May-2009

Other Vaccine
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 347553-2 Related reports: 347553-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
21.0 F 21-May-2009 24-May-2009 3 15-Jun-2009 14-Jul-2009 - WAES0905USA03645 14-Jul-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1130X 0 Unknown Unknown

Seriousness: ER VISIT, NOT SERIOUS

MedDRA PT Chest pain, Diarrhoea, Dyspnoea, Headache, Pyrexia, Viral infection

Symptom Text: Information has been received from a nurse practitioner concerning a 23 year old female with papanicolaou smear abnormal and a colposcopy (21-MAY-2009),
who on 21-MAY-2009 was vaccinated with 0.5 ml of the first dose of GARDASIL (Lot. 661953/1130X), no other vaccine was administered at the same time.
Concomitant therapy included multiple vitamins (unspecified). On 24-MAY-2009, the patient experienced a headache, slight diarrhea and fever. The patient
went to the emergency room (ER), but was not admitted. The patient did not have a urinary tract infection (UTI) or a cervical infection. Her white blood cell
count (WBC) was normal. The ER's discharge summary stated, "viral illness". On 26-MAY-2009, the nurse practitioner spoke with the patient who reported an
intermittent fever of about 100 degrees, chest pain and some difficulty breathing. The patient was told to contact her primary care physician. At the time of this
report, the patient's status was unknown. Additional information has been requested.

Other Meds: vitamins (unspecified)

Lab Data: cervical smear, 05/??/09, No cervical infection; WBC count, 05/??/09, normal; urinalysis, no UTI
History: Colposcopy

Prex lliness: Papanicolaou smear abnormal

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 347717-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
Unknown F Unknown Unknown 28-May-2009 29-May-2009 -- WAES0905USA02514 29-May-2009
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 No reaction on previous exposure to drug, Pain in extremity, Paralysis, Pyrexia

Symptom Text: Information has been received from a registered nurse (R.N.) concerning a female patient who received two doses of GARDASIL. The patient had no difficulties
after the first dose. After the second dose the patient experienced a high fever, soreness in her arm and temporary paralysis. The patient sought medical
attention through an office visit. Upon internal review, temporary paralysis was determined to be an other important medical event. 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: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 347718-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
16.0 F 12-Jul-2007 01-Sep-2007 51 28-May-2009 29-May-2009 FR WAES0905USA02367 29-May-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown

Seriousness: HOSPITALIZED, SERIOUS

MedDRA PT Infection susceptibility increased, Tension headache

Symptom Text: Information has been received from a Health authority (reference number PEI2009009794) concerning a 16 year old female who on 12-JUL-2007 was
vaccinated with the first dose of GARDASIL (lot number, injection route and site not reported). In autumn 2007, the patient developed chronic tension
headaches and increased infection susceptibility. The patient was hospitalized on an unspecified date. Thorough investigation including physical examination,
MRI and X-ray showed normal results. Sinusitis, tumor, inflammatory events, migraine, epilepsy and metabolic disorder were ruled out. But a postural deformity
was diagnosed (not otherwise specified). As tat the time the complaints were not attributed to the vaccination, the second dose of GARDASIL (lot number
1536F and batch number NG01520) (injection route and site not reported) was administered on 05-NOV-2007. The symptoms were persisting after this second
dose. The patient has not recovered at the time of reporting. The case was closed. Other company numbers included: E2009-04168. No further information is

available.
Other Meds: Unknown
Lab Data: magnetic resonance imaging, normal; X-ray, normal
History: Unknown

Prex lliness:
Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 347719-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
17.0 F 17-Mar-2009 28-Apr-2009 42 28-May-2009 29-May-2009 uTt WAES0905USA02266 29-May-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1312X 0 Unknown Intramuscular

Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Convulsion, Dizziness, Vertigo

Symptom Text: Information has been received from a certified medical assistant concerning a 17 year old female who on 17-MAR-2009 was intramuscular vaccinated with the
first 0.5mlI GARDASIL vaccine (Lot # 661846/1312X). The patient has no medical history. There was no concomitant medication. Approximately 6 weeks after
administration, the patient developed a "seizure-like activity" and "dizziness" when she was getting out of the bathtub. She saw a neurologist and had an MRI
which was negative. The patient now has occasional vertigo. The patient was considered to be recovering at the time of the report. The patient has not received
any additional doses yet. Follow up information has been received from this certified medical assistant. She reported that no other vaccines were administered
at the time of GARDASIL dose. She could not confirm that the patient actually had a seizure (stating that "seizure-like activity" was what was reported by the
patient's mother), and could not give a more definitive AE onset date. Upon internal review, "seizure-like activity" was determined to be an other important
medical event. Additional information has been requested.

Other Meds: None

Lab Data: Magnetic resonance, negative
History: None
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 347720-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
22.0 F 19-Mar-2008 04-May-2009 411 28-May-2009 29-May-2009 Ml WAES0905USA02293 29-May-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1978U 2 Unknown Unknown

Seriousness: PERMANENT DISABILITY, SERIOUS

MedDRA PT Carcinoma in situ, Cervical dysplasia, Loop electrosurgical excision procedure

Symptom Text: Information has been received from a physician concerning a 22 year old female with no medical history who was vaccinated with her first (lot# 658222/0927U),
second (lot# 658222/0927U) and third (lot# 659964/1978U) dose of GARDASIL on 22-AUG-2007, 08-SEP-2007 and 19-MAR-2008, respectively. On 04-MAY-
2009 the patient was diagnosed with high grade squamous intraepithelial lesion carcinoma in situ after a PAP test. The patient had a LEEP Procedure done on
15-MAY-2009. The patient sought unspecified medical attention. Additional information received via telephone from a medical assistant on 19-MAY-2009.
Medical assistant reported that the patient's second dose of GARDASIL was administered on 08-NOV-2007 (not 08-SEP-2007 as previous reported). There
were no concomitant vaccines administered with GARDASIL vaccinations. The medical assistant confirmed that the patient had a PAP smear test on 04-MAY-
2009 and had a LEEP on 15-MAY-2009. The reporter did not know the patient's recovery status. The patient did not have a scheduled follow up visit with
physician at the time. The reporter considered high grade squamous intraepithelial lesion carcinoma in situ to be an other important event and disabling.
Additional information has been requested.

Other Meds: None

Lab Data: cervical smear, 05/04/09, diagnosed with high grade squamous intraepithelial lesion carcinoma in situ
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 347721-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
19.0 F 13-May-2009 13-May-2009 0 28-May-2009 29-May-2009 - WAES0905USA02211 29-May-2009
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 Dyspnoea, Pyrexia, Throat tightness

Symptom Text: Information has been received from a nurse practitioner concerning a 19 year old female who experienced fever a few hours after receiving the first dose of
GARDASIL. The patient received the second dose of GARDASIL on 13-MAY-2009 and after a few hours, the patient's mother called in stating that the patient
felt like her throat was closing that she couldn't breathe. Lot #'s were not available. Patient was brought to the emergency room but she was not admitted in the
hospital. At the time of the report the patient's AE improved. Follow-up information has been received from a nurse practitioner who stated that the patient was
treated in the emergency room. The patient was treated with BENADRYL IV and fluids. The patient was not admitted to the hospital. The patient had recovered.
Follow-up information received from a medical assistant at the nurse practitioner's office stated that the patient's mother called the office and reported that her
daughter felt as if her throat was closing. The physician then advised that the patient be taken to the hospital. Upon internal review, felt like throat was closing
and couldn't breath, requiring treatment with IV antihistamine, were considered to be other important medical events. 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: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 347722-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
35.0 F 12-Jan-2009 04-May-2009 112 28-May-2009 29-May-2009 - WAES0905USA01582 29-May-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown

Seriousness:
MedDRA PT

Symptom Text:

Other Meds:
Lab Data:
History:

Prex lliness:
Prex Vax llins:

NO CONDITIONS, NOT SERIOUS

Breast cancer in situ, Breast mass, Breast tenderness, Inappropriate schedule of drug administration

Information has been received from an investigator concerning a 35 year old female with no known drug allergies, with HIV and alcohol use who entered a
study. On 16-JUL-2008 the patient was vaccinated with the first dose of GARDASIL 0.5 mL via injection. On 11-SEP-2008, she was vaccinated with the second
dose of GARDASIL 0.5 mL via injection and the third dose of GARDASIL was administered on 12-JAN-2009. Concomitant therapy included Kaletra, Truvada
and Loestrin. Approximate duration of use of concomitant medications was reported as 2 months. On 09-APR-2009, the patient presented to the clinic for a
non-study visit with complaints of feeling a lump on her right breast for three weeks. Upon evaluation by provider, the subject was referred for a mammogram
for diagnosis. The mammogram was performed on 16-APR-2009 and revealed an abnormality in the right breast that was highly suspicious for ductal
carcinoma in situ. On 20-APR-2009 the patient was seen for the right breast lump and right breast tenderness. There was no nipple discharge, no axillary
nodes of skin changes were noted. There was no family history of breast cancer. A biopsy was recommended by clinic provider. The biopsy was performed on
04-MAY-2009. On 07-MAY-2009 the patient received pathology results from the breast biopsy that confirmed the lump was ductal carcinoma in situ (grade 4).
The patient was scheduled to visit with specialist to explore treatment options on 12-MAY-2009. Follow-up information was received in a pathology report. The
patient had 1x1 cm palpable mass. On 04-MAY-2009, a right breast core needle biopsy was performed and ductal carcinoma in situ, high grade) was
diagnosed. The patient's ductal carcinoma in situ (grade 4) persisted. The reporting investigator classified the event of ductal carcinoma in situ (grade 4) as
possibly related to study therapy with GARDASIL. The patient's ductal carcinoma in situ (grade 4) was considered to be an other important medical event.
Additional information is expected.

Truvada; Loestrin; Kaletra
Mammography, 04/16/09, abnormality in R breast/highly suspicious for ductal carcinoma in situ; Biopsy, 05/04/09, confirmed lump as ductal carcinoma

Alcohol use; Acquired immunodeficiency syndrome
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 347729-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
22.0 F 11-Feb-2009 11-Feb-2009 0 28-May-2009 29-May-2009 - WAES0903USA01606 29-May-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
TDAP UNKNOWN MANUFACTURER NULL Unknown Unknown
MMR MERCK & CO. INC. 1366X Unknown Unknown
HPV4 MERCK & CO. INC. 0843X 0 Unknown Intramuscular

Seriousness: ER VISIT, NOT SERIOUS

MedDRA PT Abortion spontaneous, Drug exposure during pregnancy

Symptom Text: Information has been received from a licensed practical nurse for GARDASIL and MMR Il, Pregnancy Registry products, concerning a female patient with no
known drug allergies who on 11-FEB-2009 was vaccinated with the first dose of GARDASIL (lot# 659184/0843X), 0.5 mL, intramuscular administration.
Concomitant therapy administered on 11-FEB-2009 included MMR Il (lot # 662817/1366X) albumin status rHA, and Tdap (unspecified). It was reported that the
patient was pregnant. LMP was in January 2009, EDD was 08-OCT-2009. No adverse effect was reported. The patient sought medical attention at the
physician's office. Follow up information was received from a licensed practical nurse. She reported that the patient received the GARDASIL, MMR Il and Tdap
(manufacturer unknown) early in her pregnancy. The licensed practical nurse stated that this patient had her pregnancy confirmed at the health department
(urine hCG test) and after a few weeks, she called to report that she had a miscarriage (specific date not provided). The licensed practical nurse reported she
requested that the patient come in for follow up, but she had not seen or heard from her since the phone call. Upon internal review miscarriage was determined
to be an other important medical event. No further information is available. Additional information has been requested.

Other Meds:

Lab Data: urine beta-human, 02/??/09, Positive
History:

Prex lllness: Pregnancy NOS (LMP = 1/1/2009)
Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 347730-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
24.0 F 31-Oct-2008 01-Nov-2008 1 28-May-2009 29-May-2009 FR WAES0904USA03856 29-May-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL Unknown Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Anaphylactic reaction, Enlarged uvula, Oropharyngeal swelling

Symptom Text: Information was obtained on request by the company from the agency, via a Public Case Details forms, concerning a 24 year old female who on 31-OCT-2008
was vaccinated with GARDASIL IM (therapy dose, site and lot number unknown). Subsequently the patient experienced swollen uvula of which presents like
anaphylaxis, 24 hours post injection. On 02-NOV-2008 the patient recovered. The agency considered the event was possibly related to therapy with
GARDASIL. The agency considered oropharyngeal swelling to be an other important medical event. The original reporting source was not provided. 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

VAERS Line List Report

Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND

Page 140

Vaers Id: 347734-1

Age Gender Vaccine Date Onset Date
22.0 F 28-May-2009 28-May-2009
VAX Detail: Type Manufacturer

HPV4 MERCK & CO. INC.

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Loss of consciousness

Symptom Text: Pt passed out

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

Prex Vax llins:

Days Received Date Status Date
0 28-May-2009 29-May-2009
Lot Prev Doses Site
1129X 0 Left arm

State
VA

Mfr Report Id

Route
Intramuscular

Last Edit Date
29-May-2009

Other Vaccine
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 347923-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
12.0 F 12-Feb-2009 Unknown 28-May-2009 02-Jun-2009 CA 22-Dec-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1129X 2 Left arm Unknown
Seriousness: HOSPITALIZED, SERIOUS
MedDRA PT Asthenia, Chest pain, Dyspnoea, Hypoaesthesia, Limb discomfort, Nodule on extremity, Paraesthesia, Rash, Rash erythematous, Rash macular, Sensory loss

Symptom Text: Rash, decreased sensation and decreased strength in the left arm. 7/7/09 Hospital records received DOS 5/11/09 to 5/15/09. Assessment: Disturbed sensory
perception, mononeuropathy. Patient presented with blotchy streaked erythematous left upper arm rash, raised nodule. Left arm numbness C5-T1
dermatomes. Complaints of tingling and pain. Swelling. No sensation to sharp or dull touch. Episode of chest pain and shortness of breath. 7/20/09 ICD-9
Codes: 354.9, 782.1, 346.90, 781.3, 781.2, 787.91, 723.1, 789.00, 782.0

Other Meds:

Lab Data: MRI C-Spine & MRA Brain/brainstem are normal. 7/7/09 Hospital records received DOS 5/11/09 to 5/15/09. LABS and DIAGNOSTICS: Electromyogram and
Nerve Conduction tests pending. Multiple immunological tests pending. CT scan pending. MRI and

History: none. 7/7/09 Hospital records received DOS 5/11/09 to 5/15/09. Bilateral wrist fractures. Abdominal pain and fever. Milk allergy. Fell on head several times.
Vertical nystagmus. Neck pain.

Prex lliness: no

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 347924-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
24.0 F 22-Jan-2009 05-Feb-2009 14 28-May-2009 29-May-2009 OR 01-Jun-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NOT 1 Right arm Intramuscular
DOCUMENTED

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

Symptom Text: patient had rash ¢/ second injection, but thought it was due to starting a new OTC product. 3rd immunization given, and rash reappeared.

Other Meds:

Lab Data:

History: hyperlipidemia, generalized anxiety d/o
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4

VAERS Line List Report
Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND

Page 143

Vaers Id: 347953-1

Age Gender Vaccine Date Onset Date
18.0 F 14-Jan-2009 14-Jan-2009
VAX Detail: Type Manufacturer

HPV4 MERCK & CO. INC.

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Hyperhidrosis, Hypoaesthesia, Insomnia, Paraesthesia, Pyrexia

Days Received Date Status Date
0 28-May-2009 29-May-2009
Lot Prev Doses Site
0570X 1 Left arm

State
FL

Mfr Report Id

Route
Unknown

Last Edit Date
29-May-2009

Other Vaccine

Symptom Text: Patient complained of "high" fever several hours after injection (although did not have a thermometer). Sweating, could not sleep, numbness and tingling in

both legs. Symptoms resolved in approximately 24 hours. Was patient's 2nd injection.

Other Meds: Low-ogestrel
Lab Data:

History: none

Prex lllness: Possible URI

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348102-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
14.0 F 11-Mar-2009 11-Mar-2009 0 29-May-2009 01-Jun-2009 FR WAES0903USA05356 01-Jun-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HEP GLAXOSMITHKLINE 508BB 0 Right arm Intramuscular
BIOLOGICALS
HPV4 MERCK & CO. INC. 0779X 0 Left arm Intramuscular
MEN UNKNOWN MANUFACTURER XA0013A 0 Right arm Intramuscular
Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Dizziness, Erythema, Localised oedema, Musculoskeletal pain, Oedema peripheral, Peripheral coldness, Rash, Skin discolouration

Symptom Text: Case received from a nurse on 12-MAR-2009. A 14 year old female patient with no relevant medical history received the first dose of GARDASIL (batch
number: NJ328320, lot #: 0779X) via intramuscular route in her left deltoid on 11-MAR-2009, and the first dose of MENINGITEC (batch #: not reported) via
intramuscular route in her right deltoid on 11-MAR-2009 and the first dose of ENGERIX-B (batch number not reported) via intramuscular route in her right
deltoid. 3 minutes later the patient experienced bilateral oedema and redness on her hands, with shoulder pain and rash on her left wrist. She had recovered
on the same day from shoulder pain and rash on her wrist but on 13-MAR-2009 from bilateral oedema and redness. Steroid treatment with prednisolone was
given on the same day of the vaccination without success. The patient recovered spontaneously. The reporter was not sure of which vaccine might have
originated the reaction. She had no concomitant treatment. Re-challenge information expected in May 2009. Additional information received through PV form
received on 16-MAR-2009: The nurse was also contacted by phone on the same day to confirm all the data. Initials of the patient were modified. Suspect
vaccine previously reported as MENINGITEC was in fact MENJUGATE (batch number XA0013A) and the batch number of ENGERIX-B was SO8BB. The
prednisolone was SOLU-DACORTINA 50 mg. Posture of patient was changed to drain the oedema. The patient recovered on the following day (previously
reported on 13-MAR-2009). The form completed by the nurse did not mention the adverse effect reported in the initial version (shoulder pain and rash on the
left wrist previously reported), however this information was confirmed through the phone call made on the same day the form was received. Case originated
from medical information query (09/031). Follow-up information was received from the health authorities on 18-MAR-2009: The batch number for ENGERIX-B
was SO8BB was modified into 508BB. Following GARDASIL, MENJUGATE and ENGERIX-B, the pati

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348105-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
22.0 F 06-Apr-2009 30-Apr-2009 24 29-May-2009 01-Jun-2009 -- WAES0905USA03370 03-Jun-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1129X 1 Unknown Intramuscular
Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Chiropractic, Fatigue, Headache, Lymphadenopathy, Musculoskeletal stiffness, Nausea, Neck pain, Vaginal discharge, Vaginal infection, Vomiting,

Vulvovaginal dryness

Symptom Text: Information has been received from a nurse practitioner concerning a 22 year old female with unspecified drug reactions/allergies and medical history who on
13-FEB-2009 was vaccinated IM with 0.5ml first dose of GARDASIL (lot number:661531/1311X) and second dose on 6-APR-2009 (Lot number 661952/1129X).
Concomitant therapy included hormonal contraceptives (unspecified) and Adderall. Laboratory test were not performed. The nurse practitioner stated the
patient received the second dose of the vaccine and experienced swollen glands on the left side of the neck. On 30-APR-2009, the patient went to see her
primary care physician with neck pain and then a chiropractor. Subsequently on 6-MAY-2009, the patient came to see the nurse practitioner and she felt that
intervention to prevent serious criteria was referring the patient to an ENT physician (Ears, nose, throat physician) to determine if a biopsy was needed. The
outcome of the patient was not recovered and she sought medical attention by nurse and physician's office. Additional Information has been requested. 6/2/09
Medical records received DOS 2/13/09 to 5/27/09. FINAL DIAGNOSIS: Lymphadenopathy. Post vaccination reports feeling tired, sits with head turned to left,
neck pain. Took several doses of Advil followed by nausea and vomiting. Headaches. Tenderness left lateral neck, palpable lymph node. Later several swollen
glands. Chiropractic adjustments. Vaginal discharge. Vaginitis. Vaginal dryness.

Other Meds: Adderall tablets; Hormonal contraceptives. 6/2/09 Medical records received DOS 2/13/09 to 5/27/09. Imitrex, Advil, Keflex, Ortho Tri-Cyclen, Advair, Adderal

Lab Data: None. 6/2/09 Medical records received DOS 2/13/09 to 5/27/09. LABS and Diagnostics: Pending - CBC, monospot, HIV.
History: None 6/2/09 Medical records received DOS 2/13/09 to 5/27/09. Migraine, bacterial vaginosis, asthma, ADD, appendectomy.
Prex lllness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348108-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
14.0 F 21-Apr-2009 21-Apr-2009 0 29-May-2009 01-Jun-2009 FR WAESO0905USA03436 01-Jun-2009
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 Anterograde amnesia, Loss of consciousness, Presyncope, Syncope, Tremor

Symptom Text: Information has been received from a health authority (reference # ES-AGEMED-019209344) concerning a 14 year old female who was administered on 21-
APR-2009 the first dose of GARDASIL (batch number not reported) by intramuscular route (site of administration not reported). After administration of the first
dose of GARDASIL, on 21-APR-2009, the patient suffered a syncope with a vasovagal reaction which the patient recovered from spontaneously. According to
the patient's father, 10 minutes later, the patient presented tremors and loss of consciousness. The patient says that she dreamt of male nurses not
remembering where she was or what she was doing in a health center. In the health authorities' report, only anterograde amnesia, tremor and syncope are
coded. The patient recovered on that same date. No further information reported. Case reported as serious by the HA with other medically important condition
as criteria. Case is closed. Other business partner numbers include E200904319.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Report run on: 30 MAR 2010 09:46 Page 147
Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348110-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
12.0 F 13-May-2009 13-May-2009 0 29-May-2009 01-Jun-2009 FR WAES0905USA03440 01-Jun-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL Unknown Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Headache, Vertigo

Symptom Text: Information has been received from the Health Authority (reference number ES-AGEMED-506465248) concerning a 12 years old female who on 13-MAY-2009
was vaccinated with a dose of GARDASIL (batch number not reported) by intramuscular route (site of administration not reported). On 13-MAY-2009, the
patient presented with cephalea and night vertigo after vaccine administered. It was unknown if the patient sought medical attention. The patient recovered
from vertigo on 14-MAY-2009, and recovered from cephalea on 16-MAY-2009. Case reported as serious by the HA with other medically important condition as
criteria. The case was closed. Other company numbers included: E2009-04316. 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: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348111-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
14.0 F 18-May-2009 18-May-2009 0 29-May-2009 01-Jun-2009 FR WAES0905USA03443 01-Jun-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NJ14700 2 Unknown Unknown
Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Asthenia, Cold sweat, Immediate post-injection reaction, Loss of consciousness, Malaise, Mydriasis, No reaction on previous exposure to drug, Pain,

Resuscitation

Symptom Text: Information has been received from a pediatrician concerning a 14 year old female patient who on 18-MAY-2009 was vaccinated with the third dose of
GARDASIL (Batch # NJ14700). No reaction reported following the first two doses. Immediately after third dose of vaccination, the patient experienced pain. Ten
minutes later, according to the reporter, the patient presented vagal malaise with sensation of weakness, cold sweat, then total loss of consciousness with
bilateral mydriasis. There was no dribbling or urinary emission. Considering the seriousness of the reactions, the pediatrician gave a punch in the heart of the
patient to resuscitate her. The patient had regained consciousness after a short period of time that the reporter could not quantify. Pain, malaise, weakness,
cold sweat, loss of consciousness and mydriasis were considered to be other important medical events by the pediatrician. Other business partner numbers
include: E2009-04247. Additional information has been requested.

Other Meds: Unknown

Lab Data: Unknown
History: None
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348113-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
15.0 F 01-Oct-2008 01-Oct-2008 0 29-May-2009 01-Jun-2009 FR WAES0905USA03590 01-Jun-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular

Seriousness:
MedDRA PT

Symptom Text:

Other Meds:
Lab Data:

History:
Prex lliness:

Prex Vax llins:

HOSPITALIZED, SERIOUS

Balance disorder, Dysarthria, Eye pain, Fatigue, Grip strength decreased, Paraesthesia, Sensory loss

Information has been received from a health authority concerning a 15 year old female who was vaccinated with the first dose of GARDASIL (i.m, batch number
and site of administration not reported) primo October 2008. In October 2008 (not further specified), the patient experienced sensation loss of hands and feet. It
was reported that the patient had problems to hold the cutlery properly. The symptoms lasted for 2-3 weeks. In February 2009, the patient experienced the
similar symptoms (not further specified), but this time, sensation loss of feet disseminated proximally to the middle of the thighs during the following 2-3 after
start of symptoms. On 08-APR-2009, the patient was seen by a physiotherapist who noticed impaired balance. During the following days, the patient
experienced paraesthesia of hands, feet, nose, and of the back of the head. In addition, the patient experienced articulation problems and tiredness. On 23-
APR-2009, the patient experienced pain behind left eye. Subsequently, the patient also experienced pain behind right eye. MR scan of the cerebrum on 28-
APR-2009 revealed increased signal intensity in the periventricular, corpus callosum and subcorticalis. Several lesions in brainstem. MR scan of spinal column
was performed on 28-APR-2009. Increased signal intensity was observed posterior medulla at Th9 and C4. Blood samples (not further specified) revealed no
abnormalities. No concomitant medicine or concurrent diseases. The patient was vaccinated with the second and third dose of GARDASIL (i.m., batch nhumber
and site of administration not reported) in the second week of December 2008 and ultimo March 2009, respectively. It was reported that the patient was
hospitalized (not further specified) and had not recovered. Other business partner's numbers included: E2009-04267. Additional information has been
requested.

None

magnetic resonance imaging, 28Apr09, increased signal intensity, several lesions in brainstem; magnetic resonance imaging, 28Apr09, spinal MRI: increased
intensity posterior medulla at Th9 and C4
None
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Report run on: 30 MAR 2010 09:46 Page 150
Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348150-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
26.0 F 20-May-2009 20-May-2009 0 29-May-2009 02-Jun-2009 CA 04-Jan-2010
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0387U 0 Right arm Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Convulsion, Eye movement disorder, Feeling hot, Paraesthesia

Symptom Text: a few minutes after i got the 1st shot, body felt warm and tingly. then i had a small seizure according to the tech, but did not lose consciousness. the whole
incident was less than 10 secs. he said my eye movement rapid. 9 days later, felt the same previous symptoms, but did not have a seizure.

Other Meds:

Lab Data:

History:

Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348166-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
12.0 F 27-May-2009 28-May-2009 1 30-May-2009 02-Jun-2009 MN 02-Jun-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
DTAP SANOFI PASTEUR C3158AA Left arm Intramuscular
HPV4 MERCK & CO. INC. 1130X 0 Right arm Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Fatigue, Headache, Hypersomnia, Hypophagia, Pyrexia

Symptom Text: Fever - 102.7; Headache; Fatigue; Was given tylenol 480 mg every 4-6 hours for 16 hours; slept most of the day; drank liquids but did not eat; no other
symptoms; headache only lasted a few hours; fever and fatigue lasted ~16 hours

Other Meds: Multivitamin with Fluoride

Lab Data:
History: None
Prex lliness: None

Prex Vax llins: None~ ()~NULL~~In Patient|None~ ()~NULL~~In Siblingl
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348189-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
24.0 F 19-May-2009 19-May-2009 0 29-May-2009 02-Jun-2009 Ml 06-Jan-2010
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1061U 0 Right arm Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Dizziness, Immediate post-injection reaction, Loss of consciousness, Tremor

Symptom Text: Patient was given initial dose of Gardasil vaccine in (R) deltoid. Almost immediately after vaccine was given she c/o dizziness & then lost consciousness. Was
sitting in a chair and was able to elevate her legs on another chair. Regained consciousness after about 10 secs. Transferred her to a table where she laid
with legs elevated 10 min. Provided juice to client. Cont'd to feel shaky after 25 min. Phoned he mom who picked her up & drove her home. B/P 110/70

HR50.
Other Meds: Birth control pills
Lab Data:
History: None Known
Prex lllness: None

Prex Vax llins: felt faint~Hep B (no brand name)~UN~0.00~Patient
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Report run on: 30 MAR 2010 09:46 Page 153
Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348237-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
16.0 F 08-Apr-2009 22-Apr-2009 14 01-Jun-2009 02-Jun-2009 FR WAES0905USA03442 02-Jun-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1316U 1 Unknown Unknown
Seriousness: HOSPITALIZED, SERIOUS
MedDRA PT Acute disseminated encephalomyelitis, Demyelination, Diplopia, Headache, No reaction on previous exposure to drug, Paraesthesia

Symptom Text: Information has been received from a hospital paediatrician concerning a 16 year old female with a medical history of epileptic seizure (once) in the course of
idiopathic partial epilepsy and a flu-like infection at the end of January 2009 who was vaccinated with a second dose of GARDASIL (Lot#, injection site and
route not reported) on 08-APR-2009. About 2 weeks past of vaccination the patient experienced double version, cephalgia and paraesthesia of the right hand
and was hospitalized on 04-MAY-2009. Magnetic resonance imaging showed several demyelinating foci of the brain and of thoracic segment 12 (th12).
Tentative diagnosis was acute demyelinating encephalomyelitis. The symptoms resolved spontaneously and the girl recovered completely (duration not
reported). The patient was discharged on an unspecified date. Follow-up Magnetic resonance imaging and neurological examination are planned after 3
months. The first dose of GARDASIL (Lot#1316U, Batch#45640) administered on 07-JAN-2009 was well tolerated. Additional information has been requested.
Other business partner numbers include E2009-04245.

Other Meds: Unknown

Lab Data: Magnetic resonance imaging, MRI showed central demyelinating foci and foci at thoracic segment 12 (th12)
History: Epileptic seizure; Flu-like iliness
Prex lllness:

Prex Vax llins:
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Vax Type: HPV4

VAERS Line List Report
Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND

Page 154

Vaers Id: 348238-1

Age Gender Vaccine Date Onset Date
18.0 F 28-Apr-2009 29-Apr-2009
VAX Detail: Type Manufacturer
MNQ SANOFI PASTEUR
HPV4 MERCK & CO. INC.

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Injection site pain, Myalgia

Days Received Date Status Date State Mfr Report Id
1 01-Jun-2009 02-Jun-2009 FL
Lot Prev Doses Site Route
U2823AA 0 Right arm Intramuscular
1129X 0 Left arm Intramuscular

Symptom Text: Patient complain of muscle pain in left deltoid muscle. Pain persists one month after injection.

Other Meds:

Lab Data:

History:

Prex lliness: NONE- physical exam
Prex Vax llins:

Last Edit Date
02-Jun-2009

Other Vaccine
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348240-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
Unknown F Unknown Unknown 01-Jun-2009 02-Jun-2009 NY WAES0905USA03626 02-Jun-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 Convulsion

Symptom Text: Information has been received from a physician concerning a female patient who on an unspecified date was vaccinated with the second dose of GARDASIL. It
was reported that "3 weeks after getting the second dose of GARDASIL" the patient experienced a seizure. The outcome of the patient was unknown. Upon
internal review seizure was determined to be 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: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348253-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
Unknown F Unknown Unknown 01-Jun-2009 02-Jun-2009 FR WAES0905USA03741 02-Jun-2009
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 Autoimmune disorder

Symptom Text: Information has been received from a general practitioner concerning a female patient, who (reporter's daughter, age unspecified) experienced either
Basedow's disease, Crohn's disease or other autoimmune disease after receiving the first dose of GARDASIL (batch number not reported) on an unspecified
date. It is noteworthy that the physician decided to stop the vaccination following to that reaction. Furthermore, the reporter mentioned that the patient had
received the first dose more than one year ago. At the time of reporting, the outcome was not provided and the reporter could not be reached. The reporting
general practitioner considered Autoimmune disorder to be other important medical event. Other business partner numbers include E2009-04452. 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: 16-MAY-09 - 30-MAR-10 All comb. w/AND
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Vaers Id: 348260-1

Status Date Mfr Report Id

Age Gender Vaccine Date Onset Date Days Received Date
12.0 F 20-May-2009 20-May-2009 0 01-Jun-2009
VAX Detail: Type Manufacturer Lot Prev Doses
TDAP GLAXOSMITHKLINE AC52B030AA
BIOLOGICALS
HPV4 MERCK & CO. INC. 1130X
MNQ SANOFI PASTEUR U2877AA

Seriousness:
MedDRA PT

Symptom Text:

ER VISIT, NOT SERIOUS

Crying, Fall, Head injury, Nervousness, Pain in extremity

02-Jun-2009

Intramuscular

Intramuscular
Intramuscular

Last Edit Date
04-Jun-2009

Other Vaccine

| assessed a 12 year old female who was alert and oriented but appeared nervous, comfort measures were taken. | proceded to administer the vaccines. |
asked the child if she was okay, she replied that she was alright, but her left arm was in pain. The child left the room as | began to provide vaccines for the third
child in the family. She was out in the hallway near the exam room. We heard a loud thump,the father abruptly left the room and was beside his child. She
was awake and cyring and responded with a nonverbal manner by nodding her head to the questions being asked of her. Dr. came and asses the child. After
the assessment, Dr. recommended that the child be taken to the emergency room; for she had sustained a lump on her back of her head. 911 was called.

Shortly after the call was placed the paramedic arrived and took the child.

Other Meds:

Lab Data: UNKNOWN
History: NONE KNOWN
Prex lliness: NONE KNOWN

Prex Vax llins:
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Report run on: 30 MAR 2010 09:46 Page 158
Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348262-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
12.0 F 30-Dec-2008 31-Dec-2008 1 01-Jun-2009 02-Jun-2009 CA 02-Jun-2009
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 swelling, Injection site warmth, Lymphadenopathy

Symptom Text: severe swelling in lympyh node on side of chest. Site swollen, warm to the touch. Lasted approx. 5 days. Doctors perplexed at the location of the swollen
node(s) since they bypassed others before settling a distance away for the shot site, but on the same side of the body as injection site.  Problem appeared
within 48 hours

Other Meds: none
Lab Data:

History: none
Prex lliness: none

Prex Vax llins:
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Report run on: 30 MAR 2010 09:46
Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348281-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
12.0 F 29-May-2009 29-May-2009 0 01-Jun-2009 02-Jun-2009 X 22-Jun-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1497X 0 Right arm Unknown
MNQ SANOFI PASTEUR 0124y 0 Left arm Unknown
TDAP SANOFI PASTEUR C3158AA 0 Left arm Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT

Symptom Text:
exposing pt to smelling salt pt upper.

Other Meds:

Lab Data:

History:

Prex lliness: None, Dr Appointment

Prex Vax llins:

Dyskinesia, Immediate post-injection reaction, Loss of consciousness, Syncope

Immediately following injection patient had syncopal episode for 15 seconds. She had Flailing of arms/ Legs when she was unconscious, as nurse was
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348291-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
13.0 F 20-May-2009 21-May-2009 1 02-Jun-2009 04-Jun-2009 IL 07-Jul-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1130X 0 Left arm Unknown
Seriousness: ER VISIT, HOSPITALIZED, SERIOUS
MedDRA PT Asthenia, Balance disorder, Convulsion, Disorientation, Dizziness, Dysarthria, Fall, Fatigue, Headache, Inappropriate affect, Staring, Unresponsive to stimuli

Symptom Text: Pt had unwitnessed seizure on 5/21/09. H/O probable seizure activity in the past 6 wks. After seizure, pt has had complaint of headache, dizziness, weakness,
balance difficulty. 7/6/09 MR received for DOS 5/21-24/2009 with D/C DX: Seizure. Headache. Pt presented to ER after episode of unresponsiveness with
limb flexion, staring, and fall. Disoriented with slurred speech, inappropriate affect, weakness, tiredness and severeH/A after. Recent episodes of involuntary
fluttering of R hand. Started on Depakote.

Other Meds:

Lab Data: EEG: 5/22/09, irregular diffuse spikes, polyspikes, generalized synchronized spikes suggestive of generalized seizure disorder. labs and Diagnostics: Head CT
(-). EKG WNL. EEG abnornmal. MRI brain WNL.

History: Near-syncope episodes. PMH: Allergy to Amoxicillin

Prex lliness: No

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348310-1 (S) Related reports: 348310-2; 348310-3
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
14.0 F 21-May-2009 21-May-2009 0 02-Jun-2009 03-Jun-2009 TX WAES0905USA03247 09-Jul-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1130X 2 Left arm Intramuscular
MNQ SANOFI PASTEUR U2877AA Right arm Intramuscular

Seriousness:
MedDRA PT

Symptom Text:

Other Meds:
Lab Data:

History:
Prex lliness:

Prex Vax llins:

HOSPITALIZED, SERIOUS
Blood pressure decreased, Contusion, Dizziness, Fall, Head injury, Headache, Loose tooth, Mouth injury, Syncope, Toothache, Vaccination complication

Information has been received from a physician concerning a 24 year old female patient who on 26-AUG-2008 was vaccinated with the first dose of GARDASIL
(Lot#660557/0072X), 0.5ml. On 27-OCT-2008 the patient was vaccinated with the second dose of GARDASIL (Lot#660557/0072X), 0.5ml, and on 21-MAY-
2009 the patient was vaccinated with the third dose of GARDASIL (Lot#661953/1130X), 0.5ml. MENACTRA (Lot#U2877AA) was administered during the same
visit. There was no other concomitant medication. On 21-MAY-2009, 5 minutes after receiving her third dose of GARDASIL, the patient fainted and fell on the
floor. She was now experiencing severe headache and she also had a "busted lip" and her upper tooth was loose. The patient was not recovered now and she
had sought medical. Additional information was received from a medical assistant that the patient was admitted to a hospital on 21-May-2009. The admitting
diagnoses were reported as syncope, head trauma, severe headache, reaction to vaccine, contusion to mouth, and laceration to lower lip. It was also noted
that the patient's two front teeth were loose. When the patient was discharged and the patient's recovery status were both unknown. The patient was not
scheduled for a follow-up visit with the physician. Additional information has been requested. 7/8/09 Received PCP & vaccine records. Patient was seated
during injection of vaccines and after 5 min, fell onto the floor sustaining facial injuries. Observed in office 40 min. BP prior ro vaccines 110/80; after fall 8/40;
then returned to 110/70. Stable & d/c to home w/parents. Phone contact w/parent that evening revealed patient c/o HA, toothache & dizziness. Admitted to
hospital for 23 hr observation. Remained stable & d/c to home. Seen again in PCP office for cellulitis/abscess left thigh/hip. No further problems. 6/9/09
Hospital records received DOS 5/21/09. Admitting diagnosis: syncope, head trauma, headache, reaction to immunizations.

None. 6/9/09 Hospital records received DOS 5/21/09. LABS and DIAGNOSTICS: CHEM - Sodium 143 mml/L (H) Carbon Dioxide 26 mml/L (H). CBC -
Hematocrit 30.7% (L) RBC Morph 1+ Aniso. CT Brain - Normal. Pregnancy Test (-).
None
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
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Vaers Id: 348310-2 (S) Related reports: 348310-1; 348310-3

Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id
14.0 F 21-May-2009 21-May-2009 0 28-Jun-2009 30-Jun-2009 X
VAX Detail: Type Manufacturer Lot Prev Doses Site Route
MNQ SANOFI PASTEUR U2877AA 0 Right arm Intramuscular
HPV4 MERCK & CO. INC. 1130X 2 Left arm Intramuscular

Seriousness: HOSPITALIZED, SERIOUS

MedDRA PT

Contusion, Dizziness, Face injury, Headache, Syncope

Symptom Text: SYNCOPE,CONTUSION TO FACE,HEADACHE,DIZZINESS

Other Meds: NONE
Lab Data: CT HEAD WO CONTRAST,BASIC METABOLIC PANEL,CBC
History: NONE
Prex lllness: NONE

Prex Vax llins:

Last Edit Date
30-Jun-2009

Other Vaccine
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348310-3 Related reports: 348310-1; 348310-2
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
14.0 F 21-May-2009 21-May-2009 0 06-Jul-2009 07-Jul-2009 X 200902740 07-Jul-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
MNQ SANOFI PASTEUR U2877A 0 Unknown Unknown
HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown

Seriousness: ER VISIT, NOT SERIOUS

MedDRA PT Computerised tomogram, Fall, Head injury, No reaction on previous exposure to drug, Syncope

Symptom Text: This case was received from a physician on 26 June 2009. A 14-year-old female, with a history of shrimp allergy, received the following vaccinations on 21 May
2009: a first dose of MENACTRA (lot number U2877AA) and a third dose of GARDASIL (Merck, lot number not reported). The patient was in a seated position
two minutes post-vaccination, when she experienced a syncopal episode, fell to the floor, and hit her head. She had a possible injury to her tooth, and
underwent a CT of the head. The patient had not experienced any adverse reactions following her first two doses of GARDASIL. At the time of the report,
outcome was unknown.

Other Meds:

Lab Data:

History: Allergy to shrimp.
Prex lllness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348311-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
19.0 F 01-Oct-2008 01-Oct-2008 0 02-Jun-2009 03-Jun-2009 FR WAES0905USA03755 03-Jun-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown

Seriousness:
MedDRA PT

Symptom Text:

Other Meds:
Lab Data:

History:
Prex lliness:

Prex Vax llins:

HOSPITALIZED, SERIOUS

Arthralgia, Inflammation, Musculoskeletal pain

Information has been received from Health Authorities in a foreign country (BX20090316, BX0900344) concerning a 19 year-old female patient who received
the first, second and third dose of GARDASIL respectively in July 2008, October 2008 and January 2009. In October 2008, one to two weeks after receiving the
second dose, the patient presented with progressive pain in the posterior face of the right knee. The evolution was progressive until January 2009. At that time,
the patient had developed pain in both knees, in the lateral face of hips and in the right shoulder. The patient was a HLA-B27 antigen carrier. Biologically, a
slight inflammatory syndrome was noticed on 8-APR-2009 with an erythrocyte sedimentation rate (ESR) at 27 and C-reactive protein at 8. It is noteworthy that
her father, grand father had a medical history of spondylarthropathy non designated. Knees ultrasonography was normal. Standards X-rays showed moderate
troubles of the static lumbopelvic without sacroilitis. Other investigations (cutaneous, abdominal, neurological, cardiopulmonary) were normal. There was no
arguments in favor of a spondylarthropathy. Pain persisted but improved with NSAID treatment. At the time of the reporting, the patient had not yet recovered.
The Health Authorities assessed the causal relationship between the reported reaction and vaccination as doubtful (C2 S1 11) according to foreign method of
assessment. Other company numbers included: E2009-04462. No further information is available.

Unknown

ultrasound, Knees-Normal; X-ray, Moderate tumbles-see narrative; diagnostic laboratory test, Other investigations-Normal see narrative; serum C-reactive
protein, 08Apr09, 8; erythrocyte sedimentation rate, 08Apr09, 27

Leukocyte antigen B-27 positive; Immunisation
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348312-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
16.0 F 11-May-2009 16-May-2009 5 02-Jun-2009 03-Jun-2009 FR WAES0905USAQ03775 03-Jun-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NJ00020 0 Unknown Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Epistaxis, Fall, Haematoma, Headache, Injection site erythema, Injection site inflammation, Injection site swelling, Loss of consciousness, Pyrexia,
- Somnolence, Syncope

Symptom Text: Information has been received from a health professional concerning a 16 year old female with a history of WOLFF-PARKINSON-WHITE syndrome who was
administered on 11-MAY-2009 the first dose of GARDASIL (batch humber NJ00020) by intramuscular route on the deltoid muscle. It was reported that on 16-
MAY-2009, the patient suffered a syncope while she was in the bathroom, suffering a nose bleed and a face hematoma. The patient lost consciousness for
about half an hour. It was also reported that she had somnolence, a headache and febricula since the fall occurred. Since Sunday (17-MAY-2009) injection site
was a little swollen with some redness. The patient received ibuprofen to treat the adverse events (start and stop dates had not been reported). The events
were not considered serious by the reporter. The reporter was contacted again on the 22-MAY-2009. He reported that the patient was almost completely
recovered from the injection site inflammation but she continued with a headache. A CAT scan had not been realized yet. After internal review, the case was
upgraded to serious. Other business partner numbers included: E2009-04284. Additional information has been requested.

Other Meds: Unknown

Lab Data: Unknown
History: WOLFF-PARKINSON-WHITE syndrome
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348313-1(S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
27.0 F 22-Jun-2008 28-Jun-2008 6 02-Jun-2009 03-Jun-2009 FR WAES0905HUNO0008 11-Jun-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 2 Unknown Intramuscular

Seriousness:
MedDRA PT

Symptom Text:

Other Meds:
Lab Data:
History:

Prex lllness:
Prex Vax llins:

HOSPITALIZED, SERIOUS

Arthralgia, Collagen disorder, Cushings syndrome, Joint stiffness, Polyarthritis

Information has been received from a physician concerning a 27 year old female weight not reported, healthy, was administered all 3 recommended dosages of
GARDASIL for cervical cancer due to HPV infection prevention, on following dates 22-JAN-2008, 22-MAR-2008 and 22-JUN-2008, respectively. On 28-JUN-
2008 the patient experienced latrogenic Cushing syndrome and poly-arthralgia (generalized joints pain) post vaccination. After about one week after the last
administration dose of GARDASIL, the patient presented clinical signs of poly-arthritis that required hospitalizations and deeply investigations. Hospitalization
periods and performed investigations were not provided by the physician. There were several hospitalization periods in different hospitals for investigations and
starting treatments. After the performed investigations in the hospital, the clinical status was considered for diagnosis of non differentiated (unspecified)
collagenosis for which treatment with MEDROL, calcium, vitamin D, VIGNEFOL, SPIRONOLACTONE, PIAQUENIL was administered. The dosages and
periods of administrations were not provided. The evolution was slightly favorable. In present the general status of the patient was good with remission in
proportion of 98% of the clinical symptomatology. A mild stiffness at the small joints was still persisting. At the time of the report the patient had not recovered.
The reporting physician considered the adverse events of latrogenic Cushing syndrome and poly-arthralgia (generalized joints pain) post vaccination to be
related to GARDASIL based on the discharge diagnosis from the hospital. The prophylaxis with GARDASIL was performed with all the recommended
administrations- 3 dosages. There can not be discussion about action taken for interrupting, permanently discontinuing or continuing the prophylaxis treatment.
Additional information has been requested.

Unknown
Unknown
Unknown
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348314-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
15.0 F 23-Jul-2007 23-Jul-2007 0 02-Jun-2009 03-Jun-2009 FR WAES0905USA03951 03-Jun-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown

Seriousness: HOSPITALIZED, SERIOUS

MedDRA PT Circulatory collapse, Loss of consciousness, Syncope

Symptom Text: Case received from a healthcare professional in a foreign country on 26-MAY-2009. This case is poorly documented. It was reported by a general practitioner
that a 15 year old female patient was vaccinated with the first dose of GARDASIL (lot number, injection route and site not reported) on 23-JUL-2007.
Approximately 2 hours post vaccination, the patient developed unconsciousness. The patient was hospitalized twice on an unspecified date. Diagnoses were
vasovagal syncope and circulatory collapse. Findings (no otherwise specified) showed normal results. The outcome was not reported. A blood sample taken by
the reporter on an unknown date showed increased IgE (no value reported). Other business partner numbers include E2009-04400.

Other Meds: Unknown

Lab Data: Diagnostic laboratory test, IgE increased (no value reported); Diagnostic laboratory test, findings (no otherwise specified) showed normal results
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348315-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
Unknown F Unknown Unknown 02-Jun-2009 03-Jun-2009 FR WAES0905USA03954 03-Jun-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown

Seriousness: HOSPITALIZED, SERIOUS
MedDRA PT Breast discharge, Breast swelling

Symptom Text: Information has been received from a gynaecologist on 26-MAY-2009. It was reported that a female adolescent patient (exact age at onset not reported) was
vaccinated with a first dose of GARDASIL (Lot #, injection route and site not reported) on an unspecified date. Two days p.v., the patient developed swelling of
the breasts with secretion. The patient was hospitalized on an unspecified date. Prolactin was normal, otherwise normal findings (not otherwise specified). The
patient did not take any oral contraceptive. The patient recovered within an unspecified time. Other business partner numbers included E2009-04406. No

further information is available.
Other Meds: Unknown

Lab Data: Serum prolactin test, normal
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348323-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
Unknown F 28-Apr-2009 28-Apr-2009 0 02-Jun-2009 03-Jun-2009 FR WAES0905MEX00018 03-Jun-2009
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 Anaphylactic shock

Symptom Text: Information has been received from a physician concerning a female who on 28-APR-2009 was vaccinated with GARDASIL first dose. On 28-APR-2009 the
patient experienced anaphylactic shock (details not reported). The outcome and causality were not reported. Upon internal review anaphylactic shock was
considered other important medical event. 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: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348341-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
17.0 F 01-Jun-2009 01-Jun-2009 0 02-Jun-2009 03-Jun-2009 MO 10-Jun-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
TDAP SANOFI PASTEUR C3098AA Left arm Intramuscular
HPV4 MERCK & CO. INC. 1312X 2 Right arm Intramuscular

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

Symptom Text: Headache and dizziness s/p Tdap and HPV #3. Immunization given at 1515, gradual onset of headache over course of the day. Patient to ED at 2205 6/8/09
Received ER medical records 6/2/2009. FINAL DX: Headache & dizziness Records reveal patient experienced HA, lightheadedness, feeling like going to pass
out approx 4 hrs s/p vaccination. Improved while in ER w/o treatment & d/c to home.

Other Meds:

Lab Data: unknown

History: PMH: fainting w/immunizations. Acne on doxycycline. Allergic rhinitis.
Prex lllness: none noted

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348352-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
14.0 F 01-Jun-2009 02-Jun-2009 1 02-Jun-2009 03-Jun-2009 CA 23-Jul-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0558X 2 Right arm Intramuscular
TDAP SANOFI PASTEUR C3068AA 2 Left arm Intramuscular
Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Dizziness, Fall, Headache, Loss of consciousness, Pyrexia, Syncope

Symptom Text: My daughter fainted and was taken to the ER to be monitored, after going home she began with a fever... this is the day after receiving her rd HPV shot... not
sre what other symptoms may arise... too soon to tell. 7/21/09 ER records received DOS 6/2/09. Assessment: Transient loss of consciousness. Patient
presents with syncope. Was taking hot shower and felt light headed. Fell, took about 60 seconds to be fully alert, had not eaten. Headache. Dizziness and loss

of consciousness.

Other Meds:

Lab Data: 7/21/09 ER records received DOS 6/2/09. LABS and DIAGNOSTICS: Neutrophils 89.4% (H) Lymphocytes 4.8% (L). Urinalysis - Protein (+1), Bacteria Few,
Mucous / Hyaline Casts / sediment Present. CHEM - Glucose 172 mg/dIl (H). CT Brain - Normal.

History: None

Prex lliness: None

Prex Vax llins:
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Vax Type: HPV4

VAERS Line List Report
Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
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Vaers Id: 348357-1

Age Gender Vaccine Date Onset Date

16.0 F 18-May-2009 18-May-2009

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

Seriousness:
MedDRA PT

NO CONDITIONS, NOT SERIOUS

Received Date Status Date State Mfr Report Id
02-Jun-2009 03-Jun-2009 CA
Lot Prev Doses Site Route
00564 1 Left arm Subcutaneously
U2827CA 0 Right arm Intramuscular
0652X 0 Left arm Intramuscular

Asthenia, Blood pressure decreased, Dizziness, Heart rate decreased, Presyncope, Sinus bradycardia

Last Edit Date
03-Jun-2009

Other Vaccine

Symptom Text: After 3 vaccines given Pt c/o dizziness, fan on pt - cool cloth on forehead - B/P checked, decreased 88/46 -head of bed down - foot of bed elevated. Remained
alert, oriented, c/o weak, MD notified -vital signs monitored B/P slowly rising - HR decreased 46 - Oxygen offered 0.5, sips of water offered - Pt remained less
than 1 1/2 hrs monitoring vital signs. EKG done. Sinus brady/borderline per MD. Vasovagal episode - D/C home at 4:50 - B/P 107/60- HR 63 - Pt feels much

better.
Other Meds: Ibuprofen for cramps monthly prn
Lab Data: EKG per MD order
History:
Prex lllness:

Prex Vax llins:
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Vax Type: HPV4
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Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND

Page 173

Vaers Id: 348359-1

Age Gender Vaccine Date Onset Date
21.0 F 21-May-2009 23-May-2009
VAX Detail: Type Manufacturer
MNQ SANOFI PASTEUR
HPV4 MERCK & CO. INC.
TDAP SANOFI PASTEUR

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

Days Received Date Status Date State Mfr Report Id
2 02-Jun-2009 03-Jun-2009 IA
Lot Prev Doses Site Route
0570X 0 Right arm Intramuscular
U2815AA 0 Left arm Intramuscular
AC52B039BA Left arm Intramuscular

Last Edit Date
03-Jun-2009

Other Vaccine

Symptom Text: Given Immunizations Thurs. PM 5/21/09, but didn't notice swelling & erythema until Saturday 5/23. Pt reports "extreme pain” Sat/Sunday but feels better today;
denies being seen by physician. No treatment to arm. No fever.

Other Meds:

Lab Data: None
History: None
Prex lllness: None

Prex Vax llins:
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Vaers Id: 348360-1

Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id
18.0 F 20-May-2009 21-May-2009 1 02-Jun-2009 03-Jun-2009 Wi
VAX Detail: Type Manufacturer Lot Prev Doses Site Route

HPV4 MERCK & CO. INC. 0653X 2 Left arm Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Dizziness, Hyperhidrosis, Hypersomnia, Muscle spasms, Pyrexia

Last Edit Date
03-Jun-2009

Other Vaccine

Symptom Text: 5/21/09 Midmorning patient developed a fever and sweats (soaked clothes), dizziness and felt like she would blackout if stood up. Also started menstrual
period with cramps- took MIDOL. PHN recommended take TYLENOL for fever and call MD if symptoms persist. 5/26/09 phone call with patient- she felt it was a

combination of the shot, cramps and MIDOL. Did not see medical provider. Slept all day and was fine.

Other Meds: SYNTHROID; CONCERTA

Lab Data: None

History: thyroid condition; Attention deficit disorder
Prex lliness: No

Prex Vax llins:
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Vaers Id: 348368-1

Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id
13.0 F 01-Jun-2009 02-Jun-2009 1 02-Jun-2009 03-Jun-2009 AZ
VAX Detail: Type Manufacturer Lot Prev Doses Site Route

HPV4 MERCK & CO. INC. 1497X 0 Left arm Intramuscular
Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Asthenia, Body temperature increased, Decreased appetite, Rhinorrhoea, Sneezing, Urticaria

Symptom Text: Day after HPV she was weak, T.100, decreased eating, hives runny nose & sneezing.

Other Meds: None

Lab Data: None
History: None
Prex lliness: None

Prex Vax llins:

Last Edit Date
03-Jun-2009

Other Vaccine
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Vaers Id: 348389-1

Age Gender Vaccine Date Onset Date
14.0 F 01-Jun-2009 01-Jun-2009
VAX Detail: Type Manufacturer

HPV4 MERCK & CO. INC.

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Dizziness, Syncope

Days Received Date Status Date State Mfr Report Id
0 02-Jun-2009 03-Jun-2009 NY
Lot Prev Doses Site Route
1497X 2 Left arm Intramuscular

Symptom Text: Pt felt lightheaded & thinks she may have fainted (briefly) while sitting in chair 3-4 min. after HPV #3 inject.

Other Meds: None

Lab Data: None
History: None
Prex lliness: None

Prex Vax llins:

Last Edit Date
03-Jun-2009

Other Vaccine
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348399-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
16.0 F 04-Mar-2009 01-Apr-2009 28 03-Jun-2009 04-Jun-2009 FR WAES0905USA03441 05-Jun-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 1 Unknown Unknown

Seriousness:

MedDRA PT

Symptom Text:

Other Meds:
Lab Data:

History:
Prex lliness:

Prex Vax llins:

HOSPITALIZED, SERIOUS

Anorexia, Asthenia, Cell death, Choluria, Hepatitis acute, Hepatitis viral, Hypergammaglobulinaemia, Jaundice, Lymphadenopathy, Lymphocytosis, Malaise,
Mucosal discolouration, Odynophagia, Pyrexia, Rash erythematous, Vasculitis, Yellow skin

Information has been received on 19-MAY-2009 through a Medical Services department from a health care professional concerning a 16 year old female with
no medical history or allergies who on 04-MAR-2009 was administered the second dose of GARDASIL (batch number not reported, site and route not
reported). It was reported that in early April, the patient started with symptoms that were compatible with an acute hepatitis: asthenia, febricula, anorexia... It
was later on confirmed through a biochemistry test performed in late April. Serologies were all negative. Bilirubin levels were high. During the patient's first
episode the glutamic oxaloacetic transaminase (GOT) levels rosed up to 500. Afterwards they dropped to 200. Later on the patient had another episode where
the GOT rosed to 3000. The patient was diagnosed with an acute viral hepatitis. Test results were pending. The reporter considered that due to the lack of an
evident etiology for this adverse event, and taking in account that the patient was a healthy girl, vaccination could be the cause of the hepatitis. According to the
reporter, it was very unlikely for this to be an autoimmune disease. An Hepatitis C Polymerase Chain Reaction and Citomegalovirus test had been ordered.
Last test was performed on the 18-MAY-2009. GOT 1000, bilirubin levels were almost normal. The patient has been hospital admitted (date not reported). It is
informed that the patient will be discharged from hospital next week (exact date not specified). On 18-MAY-2009 the patient was asymptomatic. On the 22-
MAY-2009 the hospital report was received from the health care professional: Reason of admittance: Jaundice. Medical history: No previous relevant
pathological medical records. No known allergies. The patient's sister had an infectious mononucleosis 4 months ago with an acute hepatitis. The patient was
not taking any medication and did not have toxic habits. The patient was currently being administered the GARDASIL vaccines, first dose was administered on
the 02-JAN-2009 and the sec

None

diagnostic laboratory test, acute hepatitis confirmed; chest x-ray, no significant findings; abdominal computed axial tomography, no significant findings;
activated coagulation time, ??Apr09, normal; examination of blood cell morphology, ??
None
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348400-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
Unknown F Unknown Unknown 03-Jun-2009 04-Jun-2009 AR WAES0905USA03655 04-Jun-2009
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

Symptom Text: Information has been received from a physician, for GARDASIL, a Pregnancy Registry product, concerning a female patient who was vaccinated with
GARDASIL when she was on her first trimester gave birth to a healthy baby but the baby was born without arms and legs. Lot # is not available. The patient
had sought physician for medical attention. No further information provided at the time of reporting. Additional information has been requested.

Other Meds: Unknown

Lab Data: Unknown

History:

Prex lliness: Pregnancy NOS (LMP = Unknown)
Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348401-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
22.0 F Unknown Unknown 03-Jun-2009 04-Jun-2009 - WAES0905USA04021 04-Jun-2009
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 Multiple sclerosis

Symptom Text: Information has been received from a registered nurse who heard from another contact concerning a 22 year old female patient who was vaccinated with a
dose of GARDASIL. After receiving vaccine, the patient experienced multiple sclerosis. The nurse stated that this was not one of their patients. At the time of
reporting, the outcome was unknown. The patient sought unspecified medical attention. Attempts to verify the existence of an identifiable patient has been
unsuccessful. Upon internal review, multiple sclerosis was determined to be an other important medical event. 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: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348402-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
23.0 F 15-Dec-2008 01-Jan-2009 17 03-Jun-2009 04-Jun-2009 FR WAES0905USA04115 04-Jun-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 1 Left arm Unknown
Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Brachial plexopathy, Mobility decreased, Muscular weakness, Nerve conduction studies, No reaction on previous exposure to drug, Pain in extremity, Paresis

Symptom Text: Information has been received from a 23 year old female pharmacist with history of frequently upper respiratory tract infections that she was vaccinated with a
second dose of GARDASIL (Lot # and injection route not reported) into the left upper arm on 15-DEC-2008. On an unspecified date in January 2009, the
patient experienced severe pain in the right arm, with weakness and decreased mobility. In May 2009, a neurologist diagnosed a right arm plexus paresis. A
nerve conduction velocity had been carried out (not otherwise specified). Treatment with vitamin B and physiotherapy was recommended by the neurologist. At
the time of reporting, the patient had not yet recovered. Concomitant therapy included hormonal contraceptives (unspecified). A third dose of GARDASIL was
administered into the left upper arm in April 2009. It was well tolerated. The first dose of GARDASIL administered on 13-OCT-2008 into the left upper arm was
well tolerated. Brachial plexus lesion was considered to be an other important medical event. Other business partner numbers include E200904450.

Other Meds: Hormonal contraceptives (unspecified)
Lab Data: Unknown

History: Upper respiratory tract infection

Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348403-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
13.0 F 12-May-2009 12-May-2009 0 03-Jun-2009 04-Jun-2009 FR WAES0905USA04118 04-Jun-2009
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 Immediate post-injection reaction, Loss of consciousness, Tonic clonic movements

Symptom Text: Initial information was received on the 25-May-2009 by the foreign Health Authority (reference number ES-AGEMED-813211338). Information has been
received from a physician concerning a 13 year old female patient (weighing 54 kilograms) with a history of dermatitis atopic who on 12-MAY-2009 was
vaccinated with the first dose of GARDASIL vaccine by intramuscular route (site of administration not reported). There was no concomitant medication.
Immediately after vaccine administration, the patient presented with an episode of tonic clonic movements and loss of consciousness for 3 to 4 seconds. The
episode was self-limiting and the patient recovered spontaneously within a few minutes, no medication was used to treat adverse events. There were no
personal nor family records of convulsive disorders. On the 01-MAY-2009 the patient took HIBITANE on her own. It hasn't been reported whether the patient
presented any adverse event after this administration or not. It's reported that the physician that reported this adverse event had come across similar
experiences after the administration of other vaccine. The reporter believed that these adverse events were related to the route of administration
(intramuscular) rather than with the vaccine itself. Reported as serious by the HA with other medically important condition as criteria. Other business partner
numbers include: E2009-04460. Case is closed.

Other Meds: None

Lab Data: Unknown
History: Dermatitis atopic
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348418-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
18.0 F 20-Aug-2008 20-May-2009 273 03-Jun-2009 05-Jun-2009 - 05-Aug-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
VARCEL MERCK & CO. INC. 0135X 1 Left arm Subcutaneously
HPV4 MERCK & CO. INC. 0279X 0 Left arm Intramuscular

Seriousness: HOSPITALIZED, SERIOUS

Abdominal pain, Asthenia, Blood pressure abnormal, Brachial plexopathy, Chest pain, Diarrhoea, Dizziness, Eructation, Fatigue, Gastrooesophageal reflux
disease, General physical health deterioration, Headache, Lethargy, Long thoracic nerve palsy, Migraine, Muscular weakness, Musculoskeletal pain, Nausea,
Neuralgic amyotrophy, Pain in extremity, Palpitations, Paraesthesia, Presyncope, Sensation of heaviness, Soft tissue neoplasm, Thyroiditis acute, Toothache

Symptom Text: The date above is simply the most recent event, one of many throughout the past 9 months. This date reflects the diagnosis given by a neurologist of
Parsonage Turner syndrome, a rare neurological syndrome which impairs her left arm and shoulder which she first noticed with chest, arm and shoulder pain in
March. It has left her left arm and shoulder weak. Her left scapula is markedly bigger and different than her right. My daughter received her first GARDASIL shot
in August, right before she left for college. Within two weeks she began having loose bowel movements, fatigue, and complaining of her "legs feeling heavy".
She is a runner and was in excellent physical condition. By early October, she had her thyroid levels tested. Normal levels are between 0.5 and 4.5. Her level
was 24 leaving extremely fatigued. By the time | got her home and seen by her own physician the levels had dropped dramatically and seemed to have remain
now in the normal level. This "acute thyroiditis” is caused by a "virus". Shortly thereafter, she began have dizzy spells, nausea, near fainting spells, often but not
exclusively concurring in the middle of the night while lying down heart racing and dysregulation of blood pressure. Along with nausea she had and continues to
have burbing/acid reflux symptoms. She was hospitalized by a cardiologist and they found nothing wrong with her heart. They did try her on a bp regulation
medication-FLORINET-which seem to make things worse not better. She was referred to and electro physiologist, who met with her but only recommended that
she continue to monitor her bp. She had tingling in her face and arms, toothache, nausea - which she has-, migraine like headaches, and then most recently
the diagnosis of Parsonage Turner syndrome. Most of these symptoms came and went...the dizzy spells lasted for about 3 months, the headaches have not
occurred since April. The Nausea continues as does the tingling in her left hand and left arm weakness. Her stamina is not what it used to be. She tires easily.

MedDRA PT

7/27/0

Other Meds: not known. 8/4/09 PCP medical records received DOS 8/20/08 to 10/25/08. Etodolac, multivitamin with iron. Fish oil. Synthroid.

Lab Data: EKG; Echo cardiogram; Blood work; Chest x ray, done with nothing notable seen; Blood work for thyroid levels were done and were elevated but have since
dropped and remained normal; Lyme's blood work was done and and results were negative. M

History: My daughter was a healthy teen female with stable weight over her high school years. She was a runner who competitively raced and took remarkably good

care of herself, ate well and exercised regularly. Her medical history was remarkable only for a history of strep throat and resulting tonsillectomy and
adnoidectomy at age 10 and a knee injury from a bike accident after her sophomor
Prex lliness: Achilles tendinitis.

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND

Vaers Id: 348424-1

Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
15.0 F 01-Jun-2009 01-Jun-2009 0 03-Jun-2009 04-Jun-2009 Mi 04-Jun-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
TDAP GLAXOSMITHKLINE AC52B040AB 1 Right arm Intramuscular
BIOLOGICALS
HPV4 MERCK & CO. INC. 02944 1 Left arm Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Fatigue, Nausea, Vomiting

Symptom Text: Nausea, vomiting, fatigue.

Other Meds:

Lab Data: None
History: None
Prex lllness: None

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348425-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
14.0 F 18-May-2009 18-May-2009 0 03-Jun-2009 04-Jun-2009 NY 24-Jun-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1311X 0 Unknown Unknown
TDAP SANOFI PASTEUR C277BBA 0 Unknown Unknown

Seriousness:

MedDRA PT

Symptom Text:

Other Meds:
Lab Data:

History:
Prex lliness:

Prex Vax llins:

ER VISIT, NOT SERIOUS

Abasia, Abdominal pain, Abdominal pain upper, Asthenia, Chest pain, Cold sweat, Depressed mood, Dizziness, Fatigue, Feeling hot, Hypersensitivity,
Immediate post-injection reaction, Limb discomfort, Lymphadenopathy, Malaise, Muscular weakness, Myalgia, Nausea, Pain in extremity, Pyrexia, Vomiting

| took my daughter to a physician she had never been to before. While we were there the nurse suggested my daughter get the GARDASIL injection. | asked
her 2 X's what are the side effects of this injection and she said only a slight chance of redness and swelling at the injection site. The Dr came in and AGA IN |
asked her about ANY side effect of the GARDASIL, shot and she assured me that there was SIDE EFFECT. | said yes IF you ARE SURE there is NO CHANCE
of any side effects.. 3 times | asked her BEFORE the injection. As soon as my daughter got the shot within SECONDS she felt sick. She became hot and
clammy. At the check out desk at the Dr's, she felt very weak and dizzy..| asked the receptionists to call back and tell the Dr how my daughter was feeling, the
Dr said it would pass. Within 10 minutes after the shot my daughter had extremely bad leg pain on the right side and could not walk. When we got home she
felt very SAD and tired. During the night my daughter started throwing up. | called the ER and they said that that was not a normal reaction to an injection. That
was Monday night, today is Wednesday and she still is having A LOT of symptoms and problems including muscle weakness, feeling sick, nauseous, chest
pain, swollen glands, stomach pain. She went for blood work today and tomorrow a visit to the Dr who gave her the shot. This is CRAZY, she is suffering for
what reason???? Because a Dr gave an injection WITHOUT either knowing- ignorantly-what can happen as a side effect on just not TELLING us. THIS
MEDICATION SHOULD BE REMOVED..I my daughter should continue to suffer ANYTHING from this injection the makers will be SUED by US. 6/9/09 Medical
records received DOS 5/18/09 to 5/20/09. Pt in for 14 yr WCC with 2-3 c/o coughing congestion. Vax given. Returned next day with c/o arm not feeling right
since injections. Returned again 5/21/09 with c/o myalgias, abdominal pain and R-sided (illegible) pain and feeling ill since vax. PE . T=99.9. Assessment:
Allergy. Myalgia. H/A. ? reaction to Gardasi

6/9/09 Medical records received DOS 5/18/09 to 5/20/09. Tylenol

6/9/09 Medical records received DOS 5/18/09 to 5/20/09. LABS and DIAGNOSTICS: Urine - blood (+) CBC - Lymph 30.1% (L) ALT 28 U/L (L) Results Pending:
C3, C4, Insulin Level. 6/22/09 Labs received: C3 131 (N), C4 30 (N), Insulin 3 (N).
6/9/09 Medical records received DOS 5/18/09 to 5/20/09. PMH: legally blind R eye.
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Vaers Id: 348433-1

Age Gender Vaccine Date Onset Date
22.0 F 29-May-2009 29-May-2009
VAX Detail: Type Manufacturer

HPV4 MERCK & CO. INC.

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Convulsion, Headache, Syncope

Symptom Text: | feltintense headaches and fainted and had a seizure.

Other Meds: none
Lab Data:

History: none
Prex lliness: none

Prex Vax llins:

Days Received Date Status Date
0 03-Jun-2009 04-Jun-2009
Lot Prev Doses Site
NULL 1 Left arm

State
OH

Mfr Report Id

Route
Intramuscular

Last Edit Date
04-Jun-2009

Other Vaccine
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348434-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
22.0 F Unknown 23-May-2009 03-Jun-2009 04-Jun-2009 -- 04-Jun-2009
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 Back pain, Headache, Musculoskeletal stiffness, Myalgia, Neck pain, No reaction on previous exposure to drug

Symptom Text: About 5 hours after receiving the third of three injections of GARDASIL, | began to experience intense muscular pain and headache which continued for about
24 hours. After that time the majority of muscle pain subsided, although my lower back and neck - particularly the levator scapulae- were still sore and stiff. | did
not experience any adverse side effects after the first two injections of GARDASIL

Other Meds:
Lab Data:
History:

Prex lliness:
Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348435-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
34.0 F 07-May-2007 25-Nov-2008 568 03-Jun-2009 04-Jun-2009 MA 12-Mar-2010
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0314U 0 Right arm Unknown

Seriousness: ER VISIT, NOT SERIOUS

Adverse drug reaction, Anal pruritus, Arthralgia, Chemotherapy multiple agents systemic, Decreased appetite, Diarrhoea, Fatigue, Hodgkins disease,
Hypoaesthesia, Inappropriate schedule of drug administration, Lymphadenopathy, Muscular weakness, Musculoskeletal discomfort, Night sweats, Pyrexia,
Rectal fissure

MedDRA PT

Symptom Text: Close to 9 months after being given the GARDASIL vaccine. | had a ct scan done, which showed that my lymph nodes were enlarged. A little over a year later. |
was diagnosed with Hodgkin's Lymphoma -HL-. | am now undergoing chemotherapy treatment for this illness. This vaccine needs to be researched properly. |
am convinced there is an increased risk for Lymphoma in women who were vaccinated. How many people have to die or get seriously sick for this vaccine to
be investigated? | known of several women who became sick with Lymphoma months following vaccination with GARDASIL. | do not believe this is a mere
coincidence. Statistical data would prove a connection, I'm certain. No oncologist or other doctor has ever asked me whether | was vaccinated with GARDASIL.

6/15/09 Oncology records received DOS 12/23/08 to 5/5/09. FINAL DIAGNOSIS: Hodgkin's Disease Lymphocytic Depletion, Unspec Site. Presented with
complaints of fever and swollen cervical lymph nodes. Fatigue, pain/discomfort right neck. Night sweats. Decreased appetite. Muscle weakness and soreness
in joints. Numbness right hand. Peri-anal itching, diarrhea, rectal fissure pain. Undergoing six cycles of chemotherapy. Has chemotherapy related side effects.
ICD-9 Code: 201.70 6/19/09 PMH records received. PMH: Appy, ankle fx, ovarian cyst, blocked duct, UTI. 6/24/09 Medical, vaccine records received. DOS
4/23/07 to 5/17/07. Medical records consist of laboratory studies only.

Other Meds:

Lab Data: 6/15/09 Oncology records received DOS 12/23/08 to 5/5/09. LABS and DIAGNOSTICS: CT Scan - paratracheal, pretracheal and prevascular lymph nodes.
Nodules in lungs. MRI Brain - WNL. PET - involvement in mediastinal, pretacheal, and cervical

History: 6/19/09 PMH records received. PMH: Appy, ankle fx, ovarian cyst, blocked duct, UTI.

Prex lliness:

Prex Vax llins:
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Vaers Id: 348469-1

Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id
10.0 F 31-Dec-2008 18-Mar-2009 77 04-Jun-2009 08-Jun-2009 AZ
VAX Detail: Type Manufacturer Lot Prev Doses Site Route
MMR MERCK & CO. INC. 1369X 1 Right arm Subcutaneously
HPV4 MERCK & CO. INC. 0575X 0 Right arm Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Abortion, Drug exposure during pregnancy, Foetal disorder

Symptom Text: Ptdenied being preg. 12/31/08. Had US on Feb'2009 and was informed baby had problems and abortion done 3/18/09 at OB.
Other Meds: None

Lab Data:
History: None
Prex lliness: None

Prex Vax llins:

Last Edit Date
08-Jun-2009

Other Vaccine



FDA Freedom of Information Distribution
VAERS Line List Report
Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND

Report run on: 30 MAR 2010 09:46
Vax Type: HPV4
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Vaers Id: 348475-1 (S)

Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id
13.0 F 03-Jun-2009 03-Jun-2009 0 04-Jun-2009 08-Jun-2009 IN
VAX Detail: Type Manufacturer Lot Prev Doses Site Route
MNQ SANOFI PASTEUR U2686AA 0 Left arm Intramuscular
TDAP GLAXOSMITHKLINE AC528029AA Left arm Intramuscular
BIOLOGICALS
HPV4 MERCK & CO. INC. 0072X 0 Right arm Intramuscular

Seriousness: ER VISIT, HOSPITALIZED, SERIOUS

MedDRA PT ; ; . :
- Swelling, Syncope, Visual impairment

Last Edit Date
17-Jul-2009

Other Vaccine

Concussion, Convulsion, Crying, Dizziness, Dyskinesia, Emotional distress, Head injury, Hypoaesthesia, Loss of consciousness, Post-traumatic headache,

Symptom Text: RECIEVED TDAP, GARDISIL, MENINGOCOCCAL INJECTION, TOLERATED WELL, WALKED OUT OF EXAM ROOM AND PASSED OUT (5 -7 MINUTES
AFTER INJECTIONS) 6/10/09 Hospital records received DOS 6/3/09 to 6/4/09. FINAL DIAGNOSIS: Syncope, closed head injury. Post vaccination patient
passed out, hit back of head, had brief jerking activity. Emotional, crying, headache, left hand numbness. Nausea, visual changes, lightheaded. Tenderness,

swelling over occiput. 7/16/09 ICD-9 Codes: 780.2, 959.01, 784.0, 780.4

Other Meds:

Lab Data: TO EMERGENCY ROOM FOR EVALUATION. 23 HOUR OBSERVATION IN HOSPITAL, CONCUSSION.CT HEAD. 6/10/09 Hospital records received DOS
6/3/09 to 6/4/09. LABS and DIAGNOSTICS: Head CT (-). CBC, metabolic panel unremarkable.

History: ACNE, BACK-MILD

Prex lliness: NONE

Prex Vax llins:
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Vaers |d: 348485-1 Related reports: 348485-2
Age Gender Vaccine Date Onset Date
13.0 F 01-Jun-2009 01-Jun-2009
VAX Detail: Type Manufacturer
MNQ SANOFI PASTEUR
HPV4 MERCK & CO. INC.
VARCEL MERCK & CO. INC.
TDAP GLAXOSMITHKLINE

Seriousness:

MedDRA PT

Symptom Text:

Other Meds:
Lab Data:

History:
Prex lliness:

Prex Vax llins:

BIOLOGICALS
ER VISIT, NOT SERIOUS

Days Received Date Status Date State Mfr Report Id
0 04-Jun-2009 08-Jun-2009 CA
Lot Prev Doses Site Route
U2683AA 0 Right arm Intramuscular
1130X 0 Right arm Intramuscular
1005X 0 Right arm Subcutaneously
AC52B029AA Left arm Intramuscular

Last Edit Date
15-Jun-2009

Other Vaccine

Convulsion, Dizziness, Dyskinesia, Fall, Hypotension, Hypotonia, Hypovolaemia, Loss of consciousness, Lumbar puncture, Mental status changes, Pallor,
Pyrexia, Syncope, Tonic clonic movements, Urinary incontinence, Viral infection

Approx 5 min after receiving immz, pt appeared to have a seizure; loss of consciousness <45 seconds, jerky movements, urinated on self. Ammonia inhalant
used, pt. conscious, pale color, O2 given-approx after 1 minute pt AOX3. However, approx in the next 3 minutes pt again appears to have another seizure in
the same manner as above, lasting approx <45 seconds. 911 called, pt stabilized and transported to ER. | spoke with the parent the next day and she advises
that they discharged her and diagnosed her as having a seizure and the follow up; the parent advised she will follow up. 6/10/09 Received ER medical records
of 6/1/2009. FINAL DX: acute syncopal episode, mild volume depletion Records reveal patient experienced altered mental status x 2 episodes, dizziness,
hypotonia & orthostatic collapse wi/fall, tonic-clonic seizure-like activity, urinary incontinence. Was hypotensive in ER. Tx w/IVF, improved & d/c to home

w/PCP f/lu. Returned to ER on 6/2/09. FINAL DX: Fever, viral syndrome. Experienced low-grade fever. Tx w/IV antibiotic. LP performed.

unknown

Medical Center did lab work and CT scan, per parent unknown results. Medical records state LABS: CT head WNL.CBC, BMP & CSF tests WNL. CSF c/s

neg.

None known of. Parent advises no previous adverse signs and symptoms with immunizations.

None known of.
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Vaers Id: 348485-2 Related reports: 348485-1

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

13.0 F 01-Jun-2009 01-Jun-2009 0 08-Jun-2009 09-Jun-2009 CA

VAX Detail: Type Manufacturer Lot Prev Doses Site Route
HPV4 MERCK & CO. INC. 1130X 0 Right arm Intramuscular
TDAP UNKNOWN MANUFACTURER AC52B028AA 0 Left arm Intramuscular
MNQ SANOFI PASTEUR U263BAA 0 Unknown Intramuscular
VARCEL MERCK & CO. INC. 1005X 0 Right arm Subcutaneously

Seriousness: ER VISIT, NOT SERIOUS

MedDRA PT Balance disorder, Convulsion, Headache, Pyrexia, Syncope, Vomiting

Last Edit Date
09-Jun-2009

Other Vaccine

Symptom Text: Pt had vaccines administered at Health Department on 6/1/09, within 5 minutes pt had syncope and seizure, lasted under 1 minute then pt had additional
seizure. Pttransported to ER. CT normal. EEG pending. | saw pt on 6/2/09 (day after vaccines), she was not feeling steady, no fever. She was seen again in

ER that night for headache vomiting and 100.3 fever per moms call. CT and Spinal tap done and reported as negative.
Other Meds: none

Lab Data: awaiting EEG CT scan and spinal tap
History:
Prex lliness: none known

Prex Vax llins:
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Vaers Id: 348487-1

Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id
14.0 F 29-May-2009 29-May-2009 0 04-Jun-2009 08-Jun-2009 CA
VAX Detail: Type Manufacturer Lot Prev Doses Site Route

HPV4 MERCK & CO. INC. 1129X 0 Left arm Intramuscular

ER VISIT, NOT SERIOUS

Depressed level of consciousness, Loss of consciousness, Tonic clonic movements

Seriousness:
MedDRA PT

Last Edit Date
08-Jun-2009

Other Vaccine

HEPA
TDAP

Symptom Text: Was standing in line 5-10 minutes after the injection making an appointment when she lost conciousness and suffered tonic clonic movements for 30 seconds

and then did not respond completely with alertered conciousness.
Other Meds: None

Lab Data: Normal EEG and Echocardiogram
History: None - local reaction to bee stings
Prex lllness: None

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348488-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
12.0 F 27-May-2009 28-May-2009 1 04-Jun-2009 08-Jun-2009 CA 04-Jan-2010
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0940X 2 Unknown Unknown

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Erythema, No reaction on previous exposure to drug, Swelling

Symptom Text: Given 3rd GARDASIL on 5/27/2009 - swelling/ redness started within 24 hours - seen 5/29/09 - treated with MOTRIN, BENADRYL. No previous Rxn to
GARDASIL

Other Meds:

Lab Data: None

History: None

Prex lliness: None

Prex Vax llins:
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Vaers Id: 348490-1

Age Gender Vaccine Date Onset Date
26.0 F 28-May-2009 29-May-2009
VAX Detail: Type Manufacturer

HPV4 MERCK & CO. INC.

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Urticaria

Symptom Text: Hives all over body.
Other Meds: Nuvaring

Lab Data:
History: None
Prex lliness: None

Prex Vax llins:

Days Received Date Status Date State
1 04-Jun-2009 08-Jun-2009 PA
Lot Prev Doses Site

0162Y 0 Right arm

Mfr Report Id

Route
Intramuscular

Last Edit Date
08-Jun-2009

Other Vaccine
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348550-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
11.0 F 02-Jun-2009 02-Jun-2009 0 05-Jun-2009 08-Jun-2009 LA 08-Jun-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1311X 0 Right arm Unknown
Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Blood pressure decreased, Cold sweat, Fall, Hearing impaired, Muscle rigidity, Musculoskeletal stiffness, Pallor, Somnolence, Tinnitus

Symptom Text: Approx 5 minutes after injection Pt became rigid all over, very stiff, and fell down to table. After several minutes then began to arise but was very groggy,
clammy, pale and c/o ringing ears and could not hear. BP decrease 80/50.Watched and monitored over 30 minutes which at which time was lunching and felt
better and released to home with mother. 12:45PM called Pt to check on her and mom states was doing very well.

Other Meds:

Lab Data: None
History: None
Prex lliness: None

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348552-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
16.0 F 29-May-2009 29-May-2009 0 05-Jun-2009 08-Jun-2009 AZ 08-Jun-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0558X 1 Left arm Unknown

Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Fall, Head injury, Nausea, Syncope, Vomiting

Symptom Text: Ptwas injected with 2nd GARDASIL inj. About 30 seconds later pt fainted fell head first off of bed. Pt hit right forehead on floor and ice was applied. Pt became
nausea and vomited. Pt was sent to Hospital for evaluation.

Other Meds: Trinessa 28d Birth Control

Lab Data: UA; UOS; CT head/brain w/o contrast, Chest
History: None
Prex lliness: None

Prex Vax llins:
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Vaers Id: 348554-1

Age Gender Vaccine Date Onset Date
11.0 F 27-May-2009 29-May-2009
VAX Detail: Type Manufacturer
TDAP SANOFI PASTEUR
MNQ SANOFI PASTEUR
HPV4 MERCK & CO. INC.

Seriousness:
MedDRA PT

NO CONDITIONS, NOT SERIOUS

Injection site cellulitis, Injection site urticaria

Received Date Status Date State Mfr Report Id
05-Jun-2009 08-Jun-2009 LA
Lot Prev Doses Site Route
UF451AA 0 Right arm Intramuscular
U2910AA 0 Left arm Intramuscular
0652Y 1 Left arm Intramuscular

Symptom Text: 9 ¢cm X 5cm red whelp to (R) deltoid, not tender to touch, cellulitis. Treatment - BACTRIM DS

Other Meds:

Lab Data:

History:

Prex lliness: None
Prex Vax llins:

Last Edit Date
08-Jun-2009

Other Vaccine
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Vaers Id: 348559-1

Age Gender Vaccine Date Onset Date
18.0 F 27-May-2009 27-May-2009
VAX Detail: Type Manufacturer
HEPA GLAXOSMITHKLINE
BIOLOGICALS
HPV4 MERCK & CO. INC.
MNQ SANOFI PASTEUR

NO CONDITIONS, NOT SERIOUS
Urticaria

Seriousness:
MedDRA PT

Days Received Date Status Date State Mfr Report Id
0 05-Jun-2009 08-Jun-2009 NJ
Lot Prev Doses Site Route
AHAVB336AA 0 Left arm Intramuscular
1130X 0 Left arm Intramuscular
U2872AA 0 Right arm Intramuscular

Symptom Text: Urticaria on arms / legs about 1 hour after receiving, MENACTRA, HPV #1, HEP A #1, on 5/27/09 no other complaint.

Other Meds: None
Lab Data:

History:

Prex lllness: None

Prex Vax llins:

Last Edit Date
25-Jun-2009

Other Vaccine
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348568-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
25.0 F 27-Mar-2009 30-Apr-2009 34 05-Jun-2009 08-Jun-2009 FR WAES0905TUR00004 08-Jun-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL Unknown Subcutaneously

Seriousness: HOSPITALIZED, LIFE THREATENING, SERIOUS

MedDRA PT Fibrin D dimer increased, Pulmonary embolism

Symptom Text: Information has been received from a physician concerning a 25 year old female with oral contraception who on 27-MAR-2009 was vaccinated with GARDASIL.
Concomitant therapy included JASMINE for 4 months. On 30-APR-2009 the patient experienced pulmoner emboli and was hospitalized. On the angiography,
there was pulmoner emboli in dextra inferior lob; invasive lesions in sinistra. D-dimer value was 1800 microgram/ml. Subsequently, on 6th May 2009 the patient
recovered from pulmoner emboli. On 16th of May 2009 the patient was discharged from hospital. The reporter felt that pulmoner emboli was not related to
therapy with GARDASIL. Therapy with human papillomavirus was discontinued. Pulmoner emboli was considered to be immediately life-threatening. Additional
information is not expected.

Other Meds: Unknown

Lab Data: angiography, 06May09, 1800 MICROGRAM/ML
History:
Prex lliness: Oral contraception

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348569-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
Unknown F Unknown Unknown 05-Jun-2009 08-Jun-2009 -- WAES0905USA03885 08-Jun-2009
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 Electrocardiogram QT prolonged, Torsade de pointes

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 (Lot # not
provided). The physician reported that the patient experienced long QT interval and torsade de pointes after getting the vaccine. At the time of reporting the
outcome of the event was unknown. The patient sought medical attention. Upon internal review torsade the pointes was considered to be an other important
medical event. This is an amended report. The adverse event Torsade de Pointes was added in the AE info screen as other important medical event. No further

information is available.
Other Meds: Unknown

Lab Data: electrocardiogram, long QT interval
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348571-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
17.0 F Unknown 29-Jan-2009 05-Jun-2009 08-Jun-2009 FR WAES0906USA00369 08-Jun-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 Ataxia, Gait disturbance, Hiccups, Myoclonus

Symptom Text: Information has been received from a health authority concerning a previously healthy 17 year old female patient who was vaccinated with two doses of
GARDASIL (lot #, injection route and site not reported) on not assignable dates (written as "11/7" and "2/8" in the reporting form). On 29-JAN-2009 she
developed segmental myoclonus, ataxia, gait disorder and singultus. The patient has not recovered at the time of reporting. Segmental myoclonus, ataxia, gait
disorder and singultus were determined to be other important medical events. Other business partner's numbers included: E2009-04330 and PEI2009010690.

Further information was requested.
Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348572-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
14.0 F Unknown Unknown 05-Jun-2009 08-Jun-2009 FR WAES0905CAN00098 08-Jun-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 2 Unknown Unknown

Seriousness: HOSPITALIZED, SERIOUS
MedDRA PT Bone disorder

Symptom Text: Information has been received from a physician concerning a 14 year old female who was vaccinated with the third dose of GARDASIL, lot # not available.
Subsequently the patient developed "the bones of an 80 year old" and was hospitalized. 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: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348607-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
15.0 F 04-Jun-2009 04-Jun-2009 0 05-Jun-2009 08-Jun-2009 - 08-Jun-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0653X 2 Right arm Intramuscular
MNQ SANOFI PASTEUR U2662AA 2 Right arm Intramuscular
TDAP SANOFI PASTEUR C3097AA 5 Left arm Intramuscular
HEPA GLAXOSMITHKLINE AHAVB258AA 0 Left arm Intramuscular
BIOLOGICALS
Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Dizziness, Fall, Headache, Hypotension, No reaction on previous exposure to drug

Symptom Text: 06052009@9:16am MOC t.c. c/o mild dizziness 1 hours post vaccinations then severed ha, Ibp and dizziness with falling this morning on ambulation. had
previous HPV vaccinations w/o issue, suspect menactra but referred to pmd for evaluation of any possible underlying medical conditions prior to this conclusion
for patient safety and care. MOC stated verbal understanding of instruction and will call pmd immediately. per MOC pt is not suffering any breathing or chest
pain currently but is aware to take to ER immediately if it occurs, MOC stated verbal understanding.

Other Meds: nothing per MOC

Lab Data: pending with pmd
History: nothing per MOC
Prex lliness: no per moc

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
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Vaers Id: 348652-1

Age Gender Vaccine Date Onset Date
22.0 F 04-Jun-2009 05-Jun-2009
VAX Detail: Type Manufacturer
TDAP SANOFI PASTEUR
HPV4 MERCK & CO. INC.

NO CONDITIONS, NOT SERIOUS
Dizziness, Dyspnoea

Seriousness:
MedDRA PT

Symptom Text: Shortness of breath and dizziness
Other Meds:

Lab Data:

History: none

Prex lllness:

Prex Vax llins:

Days Received Date Status Date State Mfr Report Id
1 05-Jun-2009 08-Jun-2009 CA
Lot Prev Doses Site Route
UF486DA 0 Left arm Unknown
1130X 0 Left arm Unknown

Last Edit Date
08-Jun-2009

Other Vaccine
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Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
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Vaers Id: 348676-1

Age Gender Vaccine Date Onset Date
11.0 F 26-May-2009 27-May-2009
VAX Detail: Type Manufacturer
MNQ SANOFI PASTEUR
VARCEL MERCK & CO. INC.
HPV4 MERCK & CO. INC.

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT

Received Date Status Date State Mfr Report Id
08-Jun-2009 08-Jun-2009 OR OR200923
Lot Prev Doses Site Route
U2875AA 0 Right arm Intramuscular
00424 1 Right arm Subcutaneously
1312X 1 Left arm Intramuscular

Injection site erythema, Injection site induration, Injection site swelling, Pyrexia

Symptom Text: Has hard, red swollen area at one injection site (believes to be varicella) running fever. (Right arm site of injection).

Other Meds: None

Lab Data:
History: None
Prex lliness: None

Prex Vax llins:

Last Edit Date
08-Jun-2009

Other Vaccine
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348678-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
14.0 F 03-Jun-2009 03-Jun-2009 0 08-Jun-2009 09-Jun-2009 PA 09-Jun-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1130K 0 Right arm Intramuscular
Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Arthralgia, Dizziness, Fall, Gaze palsy, Inmediate post-injection reaction, Syncope

Symptom Text: Immediately following administration of GARDASIL she was sitting on exam table, felt lightheaded and fainted. falling to floor. Mother in room reported patients
eyes rolled back - immediately was awake & alert to place - Right hip sore from fall. Had normal vital signs. Rested , drank fluids & went home within 30

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

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348682-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
17.0 F 28-May-2009 28-May-2009 0 08-Jun-2009 09-Jun-2009 GA WAES0906USA00554 09-Jun-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0294Y 2 Unknown Intramuscular

Seriousness: ER VISIT, NOT SERIOUS

MedDRA PT Convulsion, Immediate post-injection reaction, No reaction on previous exposure to drug, Syncope

Symptom Text: Information has been received from a medical assistant concerning a 17 year old female with a history of convulsions and under the care of an unspecified
neurologist who was vaccinated with the first (lot # 0947X), the second (lot # 1423X) and the third (lot # 0294Y) dose of GARDASIL (IM, 0.5ml) on 28-NOV-
2008, 28-JAN-2009 and 28-MAY-2009 respectively. Concomitant therapy included Yaz. On 28-MAY-2009 the patient "fainted and then went into convulsions"
immediately after receiving her third dose of GARDASIL. The patient roused after 60 seconds and was fully recovered within 1 hour. The patient did not have
lab diagnostics studies performed. The patient did not experience adverse symptoms after the first and second dose of GARDASIL. Follow-up information has
been received from a medical assistant who stated that the patient did not receive any concomitant vaccines when she received the GARDASIL. The reporter
stated that the patient was on the exam table when she fainted and went into convulsions. The nurse was able to lay the patient down on the exam table. The
reporter stated that the patient's neurologist was not documented in the patient's chart. Upon internal review, convulsions was determined to be an other
important medical event. Additional information has been requested.

Other Meds: Yaz

Lab Data: None
History: Convulsion
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348684-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
17.0 F 01-Dec-2007 01-Dec-2007 0 08-Jun-2009 09-Jun-2009 - WAES0906USA00298 24-Jul-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0825U 3 Unknown Unknown

Seriousness: ER VISIT, HOSPITALIZED, SERIOUS

Abdominal injury, Abdominal pain, Abdominal pain upper, Accident at home, Anxiety, Cervical discharge, Cervix dystocia, Chest discomfort, Contusion, Cough,
MedDRA PT Dysmenorrhoea, Dyspnoea, Dysuria, Ecchymosis, Face injury, Inappropriate schedule of drug administration, Infertility female, Leukocytosis, Menstruation
- irregular, Muscle spasms, Musculoskeletal chest pain, Nausea, Neck pain, Ovarian cyst, Pelvic pain, Pyrexia, Respiratory fume inhalation disorder, Tobacco
abuse, Urinary tract infection, Victim of crime, Vomiting

Symptom Text: Information has been received from a 17 year old female with no medical history or drug allergy who was vaccinated with 1st, 2nd and 3rd doses of GARDASIL
in April 2007, October 2007 and December 2007, respectively. There was no concomitant therapy. In December 2007, after receiving the third dose of
GARDASIL, the patient experienced irregular periods and severe pain during menstruation. She was hospitalized on 01-JAN-2008 and informed that she had
cysts in her ovaries and she would no longer be able to conceive. The doctor advised her that GARDASIL had caused these problems. She was not recovered
at time of reporting. The patient went to hospital for medical attention. Additional information is not expected. 6/12/09 Medical records received DOS 2/7/08.
Referred to OB-GYN for management of ovarian cyst. 7/23/09 Hospital records received, consist of multiple ER visits, DOS 6/25/08 to to 4/18/09. Assessment:
Anxiety Attack, Chest Wall Pain, Tobacco Abuse Disorder. Urinary Tract Infection. Smoke Inhalation. Facial contusion, chest wall contusion. Patient presents
with shortness of breath and chest discomfort, anxiety. Pelvic pain and cramping, distressed. Inside burning home, cough, smoke inhalation. Dysuria,
distressed, UTI. Assault, hit in face and abdomen, face pain, ecchymosis, neck pain. Abdominal pain, nausea, vomiting, fever, leukocytosis, cervical
tenderness on motion, purulent discharge from cervix. Epigastric pain. ICD-9 Codes: 786.50 300.00 786.52 305.1 465.9 789.00 786.09 987.9 E890.2
786.05 599.0 V71.6 920 922.1 E960.0 288.60

Other Meds: Unknown

Lab Data: Unknown. 7/23/09 Hospital records received DOS 6/25/08 to to 4/18/09. LABS and DIAGNOSTICS: Urinalysis - Cloudy, 25-50 WBC's, 2-5 RBC's, 1+
Epithelials, 4+ Bacteria, Culture Ordered. CBC - WBC 15.8 10"3/uL (H) Lymph 12.4% (L) Eosin 10.6% (
History: Unknown. 6/12/09 Medical records received DOS 2/7/08. History of heart murmur and ovarian cyst. 7/23/09 Hospital records received DOS 6/25/08 to to

4/18/09.PMH: Asthma, tobacco use.
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348696-1
Age Gender Vaccine Date Onset Date Received Date Status Date State Mfr Report Id Last Edit Date
14.0 F 19-May-2009 19-May-2009 08-Jun-2009 09-Jun-2009 FR WAES0906USA00370 09-Jun-2009
VAX Detail: Type Manufacturer Route Other Vaccine
HPV4 MERCK & CO. INC. Unknown Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Loss of consciousness, Mydriasis, Syncope

Symptom Text: Initial information received from the Health Authority (reference number ES-AGEMED-921102341) regarding a 14 year old female who was administered on 19-
MAY-2009 a dose of GARDASIL (Lot not reported) by intramuscular route. On the same date of vaccination, 19-MAY-2009, the patient lost of consciousness,
had a syncope, and presented dilated pupils. She recovered from all these events in 15 minutes. Case reported as serious by the HA with other medically
important condition as criteria. Other business partner numbers include: E2009-04579. Case is closed.

Other Meds: Unknown

Lab Data: Unknown
History: None
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
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Vaers Id: 348701-1

Age Gender Vaccine Date Onset Date Days Received Date Status Date State
18.0 F 03-Jun-2009 04-Jun-2009 1 08-Jun-2009 09-Jun-2009 IA
VAX Detail: Type Manufacturer Lot Prev Doses Site
VARCEL MERCK & CO. INC. 0049Y 1 Right arm
MNQ SANOFI PASTEUR U2663AA 0 Right arm
HEP GLAXOSMITHKLINE AHBVB706AA 0 Left arm
BIOLOGICALS
HPV4 MERCK & CO. INC. 0652X 0 Right arm
HEPA MERCK & CO. INC. 1605X 0 Left arm
Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Injection site erythema, Injection site pain, Injection site swelling, Injection site warmth, Nausea

Mfr Report Id
1A090006

Route
Subcutaneously
Intramuscular
Intramuscular

Unknown
Intramuscular

Last Edit Date
16-Jun-2009

Other Vaccine

Symptom Text: Reddened, raised, tender, warm to touch area approx 2" x 3" at Varicella injection site. T. 99.3. C/o slight nausea, seen in our Public Health Office at 10 AM 6-

5-09. Recovered cold to site and TYLENOL or MOTRIN as directed. Phone call on 6-8 reports much improved.

Other Meds: None

Lab Data: None
History: Allergy to; Pertussis, PENICILLIN, AMOXICILLIN
Prex lllness: None

Prex Vax llins:
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Vaers Id: 348710-1

Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
12.0 F 05-Jun-2009 05-Jun-2009 0 08-Jun-2009 09-Jun-2009 FL 09-Jun-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HEPA GLAXOSMITHKLINE AHAVB281BB 1 Right arm Intramuscular
BIOLOGICALS
HPV4 MERCK & CO. INC. 1130X 2 Left arm Intramuscular
TDAP GLAXOSMITHKLINE AC52B030AA 0 Right arm Intramuscular
BIOLOGICALS
Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT

Symptom Text:

Other Meds:
Lab Data:
History:

Prex lllness:
Prex Vax llins:

Fall

| ASSESSED A 12 YEAR OLD FEMALE WHO WAS ALERT AND ORIENTED. THE MOTHER STATED THAT THE CHILD WAS DUE HER LAST HPV SHOT
AND THERE WAS NO PROBLEM WITH THE LAST TWO DOSES. | ASKED IF THE CHILD WAS WELL TODAY, MOTHER REPLIED SHE WAS ALRIGHT. |
PROCEDED TO ADMINISTER THE VACCINES. THE CHILD SAID SHE WAS FINE AFTER RECEIVING THE VACCINES. THE CHILD SAT WITH HER
MOTHER STANDING CLOSE BESIDE HER AS | COMPLETED HER PAPER WORK AND WAS INSTRUCTED TO INFORM ME OF ANY
CHANGES(DIZZINESS, NAUSEA ETC). SHORTLY AFTER THE CHILD FELL TO THE FLOOR, MOTHER STATED SHE TAUGHT THE CHILD WAS
PLAYING. DR. CAME AND ASSESS THE CHILD. NO INJURIES NOTED. THE MOTHER OF THE CHILD STATED THAT THE CHILD HADN'T EATEN ALL
DAY EXCEPT TO DRINK A GLASS OF MILK. DR. INFORM MOTHER TO CONTINUE TO OBSERVE THE CHILD AT HOME AND ANY CHANGES TO TAKE
THE CHILD TO THE EMERGENCY ROOM.

NONE
NONE
NONE
NONE
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Vaers Id: 348712-1

Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id
12.0 F 20-May-2009 20-May-2009 0 08-Jun-2009 09-Jun-2009 NY
VAX Detail: Type Manufacturer Lot Prev Doses Site Route

HPV4 MERCK & CO. INC. 1130X 1 Left arm Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Aphonia, Injection site rash, Nasal congestion, Pain, Pyrexia

Symptom Text: fever, nasal congestion, lost voice, body aches, rash at injection site

Other Meds: unknown

Lab Data: None

History: psoriasis, seasonal allergies
Prex lliness: none

Prex Vax llins:

Last Edit Date
09-Jun-2009

Other Vaccine
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Vaers Id: 348714-1

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

18.0 F 02-Jun-2009 04-Jun-2009 2 08-Jun-2009 09-Jun-2009 Cco

VAX Detail: Type Manufacturer Lot Prev Doses Site Route
VARCEL MERCK & CO. INC. 1781X 1 Left arm Subcutaneously
HPV4 MERCK & CO. INC. 0652X 1 Right arm Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Injection site erythema, Injection site oedema, Injection site pain, Injection site warmth

Last Edit Date
09-Jun-2009

Other Vaccine

Symptom Text: Varicella administered on Tuesday,6/2/09. On Thursday a 2.5 inch x 2 inch erythematous, raised, tender, area noted around injection site. This area was warm
to touch. Denied fever, itching, streaking, or any other systemic symptoms. One tablet of Benedryl taken Friday night before bed. Woke up Saturday, 6/6/09
and less reddness and edema noted. Spoke with mother today, 6/8/09 and the area of erythema and edema has cleared. Area no longer tender.

Other Meds:

Lab Data:

History:

Prex lllness: Denies
Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348726-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
24.0 F 25-May-2009 25-May-2009 0 09-Jun-2009 10-Jun-2009 - WAES0906USA00012 10-Jun-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Unknown

Seriousness: ER VISIT, HOSPITALIZED, SERIOUS
MedDRA PT Paraesthesia

Symptom Text: Information has been received from a consumer concerning his 24 years old fiancee who on 25-MAY-2009 received the first dose (0.5ml) of GARDASIL. There
was no concomitant medication. On 25-MAY-2009 the patient experienced pins and needles feeling in her hands and tingling. The patient was admitted in
hospital (name and address unspecified) for whole day of 26-MAY-2009. A GBS test was performed (results not reported). The patient's experienced pins and
needles in her hands and tingling persisted. 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: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348727-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
14.0 F 13-Nov-2008 14-Nov-2008 1 09-Jun-2009 10-Jun-2009 FR WAES0906USA00371 10-Jun-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL Unknown Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Blindness, Dizziness, Educational problem, Electroencephalogram, Gingival swelling, Headache, Nasopharyngitis

Symptom Text: Information has been received from a Health Authority (HA reference number ES-AGEMED-221086341) concerning a 14 year old female with no pertinent
medical history reported who on 13-NOV-2008 was vaccinated with a dose of GARDASIL (batch number not reported) by intramuscular route (site of
administration not reported). The day after vaccine administration on 14-NOV-2008, the patient experienced started with frequent cephaleas and dizziness
which lasted for hours, the patient presented with loss of vision in the right eye which she recovered in a half an hour. Also it was mentioned that the patient
was having a lot of colds this winter and her gums were swollen (coded by the Health Authority as gingivitis). This had happened three times this year. The
patient was getting catastrophic school grades. All of this started the day after vaccine administration. The patient brought several emergency rooms reports
from health care centers and hospitals. An EEG was performed and the patient was sent home. At the time of reporting the patient had not recovered. The case
was reported as serious by the Health Authority with other important medical conditions as criteria. Other business partner numbers included: E2009-04580.
Additional information has been requested.

Other Meds: Unknown

Lab Data: Unknown
History: None
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348728-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
13.0 F 16-Apr-2009 16-Apr-2009 0 09-Jun-2009 10-Jun-2009 FR WAES0906USA00412 10-Jun-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1049U 0 Left arm Intramuscular

Seriousness:
MedDRA PT

Symptom Text:

Other Meds:
Lab Data:
History:

Prex lllness:
Prex Vax llins:

NO CONDITIONS, NOT SERIOUS
Erythema, Henoch-Schonlein purpura, Myalgia, Petechiae

Information has been received from a gynaecologist concerning a 13 year old female who was vaccinated with a first dose of GARDASIL (lot number not
reported) intramuscularly in the left upper arm on 16-APR-2009. About four days post vaccination, on approximately 20-APR-2009, the patient developed
muscle pain, redness and petechiae of both lower legs. After consultation of several physicians Schoenlein-Henoch purpura was diagnosed. The patient was
not hospitalized and was treated with corticoid-containing ointments (not otherwise specified). She recovered completely within an unspecified time. Follow up
information was received on 02-JUN-2009. The patient was vaccinated with dose one of GARDASIL (lot number 1049U, batch number NG46500) on 16-APR-
2009. The same day, she developed muscle pain (not four days post vaccination, as reported initially). On 20-APR-2009, purpura emerged and the patient was
diagnosed as Schoenlein-Henoch. Routine laboratory values (including CRP) were within the normal range. No information was given regarding the patient's
previous history (e.g. infections). The symptoms disappeared completely within 14 days. Upon internal review Schoenlein-Henoch purpura and muscle pain
were considered to be other important medical events. Other business partner numbers included: E2009-04481. Additional information has been requested.

Unknown
serum C-reactive protein, 20?Apr09, within normal limits
None
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348729-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
13.0 F 12-Jun-2007 01-Mar-2009 628 09-Jun-2009 10-Jun-2009 Ml WAES0906USA00536 02-Sep-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0522U 2 Unknown Unknown
Seriousness: ER VISIT, HOSPITALIZED, PERMANENT DISABILITY, SERIOUS
MedDRA PT Areflexia, Arthralgia, Asthenia, Blood product transfusion, Chronic inflammatory demyelinating polyradiculoneuropathy, Demyelination, Dysstasia, Fatigue,

Influenza, Joint range of motion decreased, Muscular weakness, Pain in extremity

Symptom Text: Information has been received from a physician concerning a 15 year old female patient who on 14-NOV-2006, 16-JAN-2007 and on 12-JUN-2007 was
vaccinated with the first, second and third doses of GARDASIL (Lot # not reported). It was reported that in "March 2009" the patient experienced weakness,
pain in her legs and hips and the patient sought medical attention with the physician, then she was admitted to the hospital for three days on 07-APR-2009. It
was reported that the patient was diagnosed with "acute demyelinating disease". The physician noted that the patient received gamma globulin for three days.
It was reported that the patient was recovering but not fully recovered. The reporting physician considered "acute demyelinating disease" to be disabling. The
Health Care Professional contacted during telephone follow up could not supply the following information: patient name and Lot numbers. Additional
information has been requested. The patient was hospitalized. 8/14/2009 MR rec'd from PCP which includes Neuro consult in f/u to hospitalization with DX:
CIDP/sub-acute polyradiculopathy. Pt developed fever, cough, cold sx, abdominal pain, H/A and stuffy ears 2/9/2009. Flu (+). Dx: Viral Flu. Returned 3/5/09
with c/o hip pain, numbness/weakness in both feet, muscle stiffness. Had recent knee injury. Worsening by 4/2/09 and referred to neurologist. Admitted 4/23-
29 with dx CIDP. Tx IVIG. Neuro f/u 5/22/09 with almost complete resolution of sx. 9/1/09 Hospital records received DOS 4/23/09 to 4/29/09 and 5/21/09 to
6/21/09. Assessment: Chronic Inflammatory Demyelinating Polyneuropathy (possibly secondary to influenza iliness) Patient presents with bilateral upper and
lower extremity weakness, influenza diagnosed 2/10/09. Fatigue, bilateral hip and calf pain. Range of motion decreased in lower extremiities. Reflexes absent.
Wide-based stance. IVIG. Improved.

Other Meds: Unknown

Lab Data: Unknown. 8/14/2009 MR rec'd from PCP. Labs and Diagnostics: EMG abnormal. CSF protein increased. 9/1/09 Hospital records received DOS 4/23/09 to
4/29/09 and 5/21/09 to 6/21/09. LABS and DIAGNOSTICS: CSF Culture - No Growth. CSF - Protei
History: Unknown 8/14/2009 MR rec'd from PCP. Allergy to Ceclor and tree nuts. 9/1/09 Hospital records received DOS 4/23/09 to 4/29/09 and 5/21/09 to 6/21/09.

Asthma, T/A, myringotomy bilateral.
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348735-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
17.0 F 09-Apr-2009 10-Apr-2009 1 09-Jun-2009 10-Jun-2009 FR WAES0906USAQ00772 10-Jun-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0779X 0 Unknown Intramuscular

Seriousness: HOSPITALIZED, SERIOUS
MedDRA PT Arthralgia, Localised oedema, Pruritus

Symptom Text: Information has been received from Health Authorities (reference number: N200905-558) concerning a 17 years old female with infection and contraception
and a history of allergies to several substances until the age of 6 years old who on 09-APR-2009 was vaccinated with a first dose of GARDASIL (lot number
0779X and batch number NJ32820) via intramuscular route. On 10-APR-2009, one day after vaccination, she developed scalp and both knees pruritus, with
oedema and articulation pain. The patient was sent to hospital where she was treated with antihistamines and corticosteroids. To be noted that she was
concomitantly taking CEFACLOR per os since March 2009 for infection, and contraceptives per os since January 2008 with DROSPIRENONE and
ETINILESTRADIOL. At the time of reporting, the outcome was unknown. Other company numbers included: E2009-04643. Additional information has been

requested.
Other Meds: CEFACLOR, Mar09-Unk; DROSPIRENONE, Jan08-Unk.
Lab Data: Unknown
History: Multiple allergies
Prex lliness: Infection; Contraception

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348737-1 Related reports: 348737-2
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
26.0 F 16-Apr-2008 16-Apr-2008 0 09-Jun-2009 10-Jun-2009 Ml 26-Jun-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0571X 2 Left arm Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS

Abdominal pain lower, Asthenia, Back pain, Endometrial hypertrophy, Flank pain, Hypoaesthesia, Keloid scar, Musculoskeletal discomfort, Neuropathy
MedDRA PT  peripheral, Ovarian cyst, Pain in extremity, Pallor, Peripheral coldness, Poor peripheral circulation, Pulse absent, Renal atrophy, Renal hypertrophy, Thoracic
outlet syndrome, Varicose vein, Venous insufficiency

Symptom Text: GARDASIL vaccine - neuritis (LUE) - thoracic outlet syndrome - no strength (L) arm/(R) arm (decrease strength)- decrease vasc (L) arm (with elevation - color
pale/cool) (L) - left more than right. Hasn't changed or lessened for 2 years. 6/25/09 PCP records received DOS 5/4/09 to 6/15/09. Assessment: Arm
numbness and pain post HPV vaccine. Patient states "feels like the blood is not in her arms." Pulses in arms disappear when in a military position. Intermittant
RLQ pain, L flank pain, back pain, R rhomboid muscle region discomfort, keloid R ankle, Venous insufficiency with varicose veins L lower extremity.
Retroverted uterus, thickening of endometrium, ovarian cysts. Congenital L renal hypoplasia, compensatory hypertrophy R kidney. Gardasil #1 (Lot# 1486U)
LA - 4/16/08. Gardasil #2 (Lot# 1486U) RA - 6/16/08.

Other Meds: None

Lab Data: None. 6/25/09 PCP records received DOS 5/4/09 to 6/15/09. LABS and DIAGNOSTICS: Ultrasound Pelvis - Abnormal. Ultrasound Abdomen - Abnormal. Chest
X-Ray - No abnormalities. CTA of abdominal aorta and renal ateries with CT of abdomen and pel

History: NKDA; No med conditions

Prex lliness: None

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348737-2 (S) Related reports: 348737-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
26.0 F 16-Apr-2008 17-Apr-2008 1 25-Jun-2009 26-Jun-2009 Ml WAES0906USA00886 26-Jun-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1486U 0 Unknown Intramuscular

Seriousness:

MedDRA PT

Symptom Text:

Other Meds:
Lab Data:
History:

Prex lllness:
Prex Vax llins:

PERMANENT DISABILITY, SERIOUS

Asthenia, Cyanosis, Flank pain, Muscular weakness, Peripheral coldness, Pulse absent, Renal atrophy, Renal hypertrophy, Thoracic outlet syndrome,
Vascular insufficiency

Information has been received from a medical assistant and a registered nurse concerning a 26 year old female with no pertinent medical history reported and
no known drug allergies who on 16-APR-2008 and 16-OCT-2008, was vaccinated intramuscularly with first 0.5mL dose (Lot number 659329/1468U, valid for
Varicella virus vaccine live (MSD) and second 0.5mL dose (Lot number 660620/0571X), respectively of GARDASIL. There was no concomitant medication. The
medical assistant reported that on 16-APR-2008, the patient developed thoracic outlet syndrome. It was reported that the patient had no strength on her left
arm and right arm. She had decreased "vascular" in her left arm with elevation. The registered nurse reported that the patient came to the office. She reported
that her arms felt like blood was draining out of them when she raised them and got blue and cold. The left arm had no strength and the right arm had little
strength. The condition had not improve since the second dose of GARDASIL. The vaccine was given to the patient consecutively in alternating arms. The
registered nurse reported that the physician was looking into other causes like conditions relating to her chest region because he did not believe that this event
was related to GARDASIL. As of 04-JUN-2009, the patient had not recovered from the event. The patient sought unspecified medical attention. Follow up
information was received from a registered nurse which revealed that no other vaccines were administered at the time of the three GARDASIL doses. No
labs/diagnostic tests were ordered for Thoracic Outlet Syndrome. No consults were requested. It was reported that the physician told the patient to be caution
when lifting or doing heavy work. The registered nurse also reported that on 04-JUN-2009, when the patient was seen for a pap smear (results not provided),
she complained of right flank pain. An ultrasound of the abdomen and pelvis, performed on 08-JUN-2009, showed severe atrophy of the left kidney with
compensatory hypertrophy of the right ki

None
Ultrasound, 06/08/09, severe athropy of left kidney, compensatory hyperthrophy of the right kidney
None
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Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
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Vaers Id: 348738-1

Age Gender Vaccine Date Onset Date
17.0 F 09-Jun-2008 14-Jul-2008
VAX Detail: Type Manufacturer
HPV4 MERCK & CO. INC.
TDAP SANOFI PASTEUR

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Arthralgia

Days Received Date Status Date
35 09-Jun-2009 09-Jun-2009
Lot Prev Doses Site
0063X 0 Left arm
C2888AA Left arm

Symptom Text: Joint pain in arms & shoulders. Evaluated by Geneticist & Rheumatologist.

Other Meds:
Lab Data:
History:

Prex lllness:
Prex Vax llins:

State
OH

Mfr Report Id

Route
Intramuscular
Intramuscular

Last Edit Date
10-Jun-2009

Other Vaccine
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348763-1
Age Gender Vaccine Date Onset Date Received Date Status Date State Mfr Report Id Last Edit Date
22.0 F 01-Jun-2009 01-Jun-2009 09-Jun-2009 09-Jun-2009 VA 10-Jun-2009
VAX Detail: Type Manufacturer Route Other Vaccine
HPV4 MERCK & CO. INC. Unknown Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Urticaria

Symptom Text: Per patient legs broke out in hives evening of injection 6/1/09. Woke up next AM & hives on arms & legs. Patient took 25 mg BENADRYL 8 AM on 06/02/09.

Instructed to take 50 mg @ 12:30. On 6/3/09 mother was called & stated pt better went back to work

Other Meds:

Lab Data:

History: TYLENOL with CODEINE

Prex lllness: Bronchitis, Asthma exacerbation

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348772-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
13.0 F 02-Jun-2009 02-Jun-2009 0 09-Jun-2009 10-Jun-2009 MA 10-Jun-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1130X 2 Right arm Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Syncope

Symptom Text: Pt fainted 5 min after 3rd GARDASIL injection - Had received injection then walked on to waiting area to get father. Fainted after return to exam soon.

Other Meds:

Lab Data:

History: Exercise induced RAD
Prex lliness: None

Prex Vax llins:



FDA Freedom of Information Distribution

VAERS Line List Report

Report run on: 30 MAR 2010 09:46 Page 224
Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348788-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
22.0 F 12-May-2009 12-May-2009 0 09-Jun-2009 10-Jun-2009 DE 10-Jun-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1702X 1 Right arm Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Dry throat, Injection site pruritus, Nausea, Pruritus

Symptom Text: Patient received #2 GARDASIL on 5-12-09 and called 5-15-2009 reporting c/o itching / have several hours after she had GARDASIL 5-12-09. Pt took Benadry!
as suggested by pharmacist per Pt. (gel + tab Benadryl Pt received relief injection site itchy on 5-14-09. Also some nausea + throat got dry on 5-12-09 per pt.

Other Meds: Orthonovum 1/35, Metformin, Effexor XR, Nexium, Clarinex D.

Lab Data:
History: Asthma, Seasonal Allergies
Prex lliness: None

Prex Vax llins:
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Vax Type: HPV4
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Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
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Vaers Id: 348790-1

Age Gender Vaccine Date Onset Date
16.0 F 08-Jun-2009 08-Jun-2009
VAX Detail: Type Manufacturer
MNQ SANOFI PASTEUR
HPV4 MERCK & CO. INC.
TDAP SANOFI PASTEUR
VARCEL MERCK & CO. INC.

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT

Received Date Status Date State Mfr Report Id
09-Jun-2009 10-Jun-2009 IA 1A090007
Lot Prev Doses Site Route
U2824AA 0 Left arm Intramuscular
1427F 0 Right arm Intramuscular
C2938AA 0 Left arm Intramuscular
1748X 1 Right arm Subcutaneously

Dizziness, Dreamy state, Feeling abnormal, Nausea, Pallor, Syncope

Last Edit Date
10-Jun-2009

Other Vaccine

Symptom Text: Pt. stated stomach felt queasy; sat down; says her vision was fuzzy; became pale; fainted; assisted to a lying position et fanned; regained consciousness within
1-2 sec.; stated "felt like a dream"; sat up after 5 min. felt faint again; lost color again; laid back down; fanned; talked to staff and family; sat up again after 5min;
ate snack good color; strong pulse; stood up - no problems; left.

Other Meds: None

Lab Data:
History: None
Prex lliness: None

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND

Page 226

Vaers Id: 348798-1

Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id
24.0 F 02-Jun-2009 02-Jun-2009 0 09-Jun-2009 10-Jun-2009 (60]
VAX Detail: Type Manufacturer Lot Prev Doses Site Route
ANTH EMERGENT BIOSOLUTIONS FAV171 4 Left arm Intramuscular
HPV4 MERCK & CO. INC. 0072X 2 Right arm Intramuscular

NO CONDITIONS, NOT SERIOUS

Drug exposure during pregnancy

Seriousness:
MedDRA PT

Symptom Text: Patient did not know she was pregnant at the time of vaccination and was vaccinated with Anthrax and HPV

Other Meds: No other medications

Lab Data: HCG positive

History: No medical problems

Prex lllness: No illness at the time - no illness

Prex Vax llins:

Last Edit Date
05-Feb-2010

Other Vaccine
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND

Vaers Id: 348801-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
20.0 F 01-Dec-2008 01-Dec-2008 0 09-Jun-2009 10-Jun-2009 FL 01-Jul-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine

HPV4 MERCK & CO. INC. 0545X 2 Unknown Intramuscular HPV4

MNQ

Seriousness: ER VISIT, NOT SERIOUS

MedDRA PT Abdominal pain, Anorexia, Arthralgia, Body temperature increased, Condition aggravated, Fatigue, Headache, Lyme disease, Malaise, Migraine, Muscular
- weakness, Myalgia, Nausea, Pain in extremity, Pelvic inflammatory disease, Pyrexia, Vaccine positive rechallenge

Symptom Text: Beginning with 2nd gardasil vaccination, been having myriad of symptoms. Initial symptoms included headaches that started after the first vaccination and
worsened after 2nd vaccination. Treated by family physician/P.A. for migraines on several occasions. After 3rd and final vaccination, symptoms included
worsening headache, severe joint pain, muscle aches, intermittent low grade fever, malaise, severe fatigue, muscle weakness, etc. 6/26/09 Received ER
medical records of 1/11/2009. FINAL DX: abdominal pain, PID; myalgias; Lyme disease. Records reveal patient experienced RLQ abdominal pain, nausea &
anorexia x 1 day. Had started period that day. Temp in ER 99.3. D/c to home. Seen in ER again on 2/11/09. Had been dx w/Lyme disease wk prior & had
pain in legs & arms, diffuse myalgias. Being tx w/oral antibiotics. Referred to Rheum.

Other Meds: Ortho Tri-Cyclene Low, Midrin

Lab Data: ** Date indicated in date of vaccination is 3rd and final dose of gardasil vaccination when existing symptoms severely worsened. 6/26/09 Received medical
records LABS: CT abd WNL.

History: Seasonal allergies only 6/26/09 Received medical records PMH: OCP. orthopedic surgery.

Prex lliness: none

Prex Vax llins: none~ ()~~0~Patient|none~ ()~~0~Sibling
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348802-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
20.0 F 09-Jun-2009 09-Jun-2009 0 09-Jun-2009 10-Jun-2009 MN 10-Jun-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
TDAP SANOFI PASTEUR UF456BA 6 Left arm Intramuscular
HPV4 MERCK & CO. INC. 0072X 2 Right arm Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Dizziness

Symptom Text: The client's sister also received an immunization and was discussing other shots she'd received in the armed forces. Client stated she felt dizzy. | had her sit
for several minutes. She said she felt better and walked to the waiting room where she began to faint. We lowered her to the floor. We sat with her for several
more minutes and gave her some cold water. She said she hadn't eaten any lunch and hadn't had much liquid today. | walked with her to the front door after
she stated she felt much better. Her sister was to drive her home. She said she would eat something when she got home.

Other Meds:
Lab Data:
History:

Prex lliness:
Prex Vax llIns:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348807-1 Related reports: 348807-2
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
17.0 F 23-Apr-2009 24-Apr-2009 1 09-Jun-2009 10-Jun-2009 X 06-Aug-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1423X 1 Right arm Intramuscular

Seriousness:

MedDRA PT

Symptom Text:

Other Meds:
Lab Data:

History:

Prex lliness:
Prex Vax llins:

ER VISIT, NOT SERIOUS

Abdominal pain upper, Allodynia, Back pain, Balance disorder, Blood immunoglobulin G, Blood immunoglobulin M, Chest pain, Dizziness, Dysphoria,
Dyspnoea, Fatigue, Flat affect, Headache, Heart rate increased, Lymphadenopathy, Muscular weakness, Musculoskeletal discomfort, Nausea, Neck pain,
Neuralgia, Neurological examination abnormal, Neuropathy peripheral, Pain in extremity, Pallor, Paraesthesia, Skin burning sensation, Vaccination complication

Gardasil #1 (1423X) given in right arm on 4/23/09. Adverse reactions symptoms began 4/24/09 exhibited by: dizziness, headache, stomach pain, nausea, chest
pains, shortness of breath, pins/needle sensations to feet, burning of skin, nerve pain to right elbow, fatigue, muscle weakness to legs, nausea, swollen lymph
nodes to neck. Physician contacted 4/28/09 because this was felt to be in direct relation to the vaccine. She felt it was viral. 6/03/09 Same physician seen due
to symptoms becoming more severe. Lab work drawn to rule out Mono due to swollen lymph nodes. 6/08/09 Pediatric Neurologist seen who confirmed that
the symptoms were directly related to the Gardasil injection. Diagnosed peripheral neuropathy. 6/17/09 Medical and immunization records received DOS
4/23/09 to 6/3/09. Assessment: Pain & tingling, fatigue, lymphadenopathy. Patient presented with fatigue, headache, dizzy, chest pain, tingly feeling in arms
and legs, pale, tender cervical lymph nodes. Referral to neurologist. LABS and DIAGNOSTICS: Planned CBC, ESR, CRP, Electrolytes, EBV, IgG, IgM 8/3/09
Consultant medical records received DOS 12/12/08 to 6/29/09. Assessment: New onset symptoms after Gardasil. Patient presents with dizziness and waves of
nausea. Chest pain, shortness of breath, and intermittent bifrontal headaches. Tingling of feet and hands with associated pain. Burning sensation in hands and
quadraceps muscles. Off balance. Back pain. EB Virus pending. Neuropathic type pain - ulnar region. Allodynic pain. Tender in C2 to C6. Heart rate 74 and
standing heart rate 100. Flat affect and dysphoric mood.

Lexapro

CBC with diff/ plt, C-reactive protein, SED rate, electrolyte panel, Epstein Barr AB panel 6/17/09 Medical and immunization records received DOS 4/23/09 to
6/3/09. LABS and DIAGNOSTICS: Planned CBC, ESR, CRP, Electrolytes, EBV, IgG, IgM.

OCD. 6/17/09 Medical and immunization records received DOS 4/23/09 to 6/3/09. OCD, depression, anxiety, suicide attempts. Kidney stones. Weakness,
dizziness. Allergy - Lamictal. 8/3/09 Consultant medical records received DOS 12/12/08 to 6/29/09. Tremor with intention, obsessive-compulsive dysfunction,
mood disturbance. Allergy to Lacmictal. Kidney stone. Flexion of torso occuring m

Healthy
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348807-2 Related reports: 348807-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
16.0 F 23-Apr-2009 23-Apr-2009 0 10-Jul-2009 22-Jul-2009 -- 29-Jul-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1423X 0 Unknown Intramuscular
Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Abdominal pain, Back pain, Chest pain, Dizziness, Fatigue, Headache, Hypoaesthesia, Muscle spasms, Muscular weakness, Nausea, Neuralgia, Neuropathy

peripheral, Paraesthesia, Presyncope, Thirst, Visual impairment

Symptom Text: She received the first GARDASIL injection on 4/23/2009. Symptoms began developing on 4/24/2009. Initially, she was only dizzy and nauseous. As time
progressed she has become sicker. She began having headaches, back pain, chest pain, abdominal pain, muscle weakness, numbness and tingling to feet,
nerve pain, near fainting, visual disturbances, back pain, muscle cramps, constant thirst, chronic fatigue. She has been diagnosed with peripheral neuropathy.
There are over 15,000 VAERS reports regarding this vaccine and that is only current since April 30. And that number is not accurate. There are many, many
more that have not made the connection of their iliness being caused by the GARDASIL. How many girls need to be injured and killed by this vaccine before
the FDA pulls it from the market? This is the organization that we depend upon to protect us - you have completely failed my once healthy daughter! She is now

"one less" healthy teenager!

Other Meds:

Lab Data: CBC, SED rate, Epstein Barre, electrolyte, c-reactive protein 6/03/09 Vit B. 12 level, Folic acid CXR, EKG 6/16/09 CBC w/differential, T3, T4, Vit. D 6/16/09
History: Allergic to LAMICTAL given for OCD symptoms

Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348830-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
16.0 F 13-Feb-2009 13-Feb-2009 0 10-Jun-2009 11-Jun-2009 FR WAES0903USA00342 11-Jun-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1202U 1 Unknown Unknown

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

Symptom Text: Information has been received from a health care professional concerning a 16 year old female who on 19-DEC-2008 was vaccinated with the first dose of
GARDASIL. On 13-FEB-2009, the patient was vaccinated with the second dose of GARDASIL. Concomitant therapy included MICROGYNON 30. The patient
was pregnant at time of the GARDASIL injection (gestation week unknown at time of reporting): date of last menstruational period was in January 2009.
Pregnancy testing has been performed by reporter on 13-FEB-2009. Pregnancy testing has been performed by reporter on 13-FEB-2009. No adverse event
reported. Follow-up information from a health care professional indicated that the patient (reference: TMI-2009-95) received the first dose of GARDASIL on 19-
NOV-2008, not on 19-DEC-2008 as was previously reported. The second dose of GARDASIL was from lot #1202U, batch #NJ31210. Concomitant treatment
included MICROGYNON 30 since August 2008. At the administration of the second dose of GARDASIL, gestation period was estimated at +/- 7 weeks. The
date of birth was foreseen in October 2009. Follow up information received from a health care professional on 11-MAR-2009: Voluntary termination of
pregnancy on 03-MAR-2009. Upon internal review, voluntary termination of pregnancy was determined to be an other medical event. Additional information has
been requested. Other business partner numbers include E2009-01434.

Other Meds: MICROGYNON 30, Aug08 - Unk

Lab Data: beta-human chorionic gonadotropin (unsp), 13Feb09
History:

Prex lliness: Pregnancy NOS (LMP = 01Jan09)

Prex Vax llIns:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348831-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
12.0 F 31-Mar-2009 08-Apr-2009 8 10-Jun-2009 11-Jun-2009 FR WAES0906USA00969 11-Jun-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0779X 0 Unknown Intramuscular

Seriousness:
MedDRA PT

Symptom Text:

Other Meds:
Lab Data:
History:

Prex lllness:
Prex Vax llins:

NO CONDITIONS, NOT SERIOUS
Abnormal behaviour, Arthralgia, Asthenia, Muscular weakness, Myalgia, Pain, Vomiting

Information has been received from a physician concerning a 12 year old female patient with no relevant medical history reported, who received the first dose
of GARDASIL (lot number 0779X, batch number NJ32820) via intramuscular route on 31-MAR-2009. Eight days after vaccination, on 08-APR-2009, the patient
experienced vomiting. On 27-APR-2009, i.e. 27 days after vaccination, she also developed myalgia, arthralgia and lower member myasthenia. She was also
found to have bilateral pain. She had been given anti-emetic therapy with PRIMPERAN and metoclopramide but with no effect. The only medication the patient
was taking at the moment was omeprazole. She was on a liquid diet, because of her symptoms. Furthermore, at the end of each day, she presented with a loss
of strength. She was not attending classes because of her symptoms. On 16-MAY-2009, she presented with behaviour changes which resolved on 17-MAY-
2009. Abdominal and muscular ultrasounds, blood analysis and medical examination were performed. The reporter considered that everything was normal
except a possible conversion disorder diagnosis written in the emergency room report, but the reporter disagreed with this possible diagnosis. To be noted that
a slight creatinine decreased (0.4 for a minimum 0.5 threshold) in a blood exam on 09-MAY-2009, was not highlighted by the reporter, considering that all the
other results were normal. It was noteworthy that the events were reported as serious due to the duration of the events, except for behaviour changes which
were reported as non serious as it was a "one-time situation”. At the time of reporting, the patient was still vomiting and had not yet recovered from the other
events either. The reporter considered myalgia, arthralgia, pain, myasthenia and strength to be other important medical events. Other business partner
numbers included: E2009-04670. Additional information has been requested.

metoclopramide
ultrasound, abdominal and muscular: Normal; diagnostic laboratory test, blood analysis: Normal; serum creatinine, 09May09, 0.4, minimum 0.5 threshold
None
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348842-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
16.0 F 12-Mar-2009 12-Mar-2009 0 10-Jun-2009 11-Jun-2009 FR WAES0906USA00763 11-Jun-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0073X 0 Left arm Intramuscular

Seriousness: PERMANENT DISABILITY, SERIOUS
MedDRA PT Dizziness, Nausea, Vomiting

Symptom Text: Initial information has been received from a health authority (HA ref. DK-DKMA-20091250). It was reported that a 16 year old female patient who on 12-MAR-
2009 was vaccinated with the first dose of GARDASIL IM left arm (batch # NJ50800, lot # 0773X). On the same day the patient experienced dizziness, nausea
and vomiting a few times. Dizziness was initially interpreted as vestibularisneuritis by an ear-nose-throat specialist (date not reported). MR-scan was ordered
(result not reported). At the time of report the patient had not recovered. Other business partner numbers include: E2009-04644. Additional information has
been requested.

Other Meds: Unknown

Lab Data: Unknown
History: None
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348843-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
14.0 F 06-Feb-2008 01-Aug-2008 177 10-Jun-2009 11-Jun-2009 FR WAES0906USA00947 01-Feb-2010
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular

Seriousness:

MedDRA PT

Symptom Text:

Other Meds:
Lab Data:

History:
Prex lliness:

Prex Vax llins:

HOSPITALIZED, PERMANENT DISABILITY, SERIOUS

Acute tonsillitis, Familial risk factor, General physical health deterioration, Ketoacidosis, Polydipsia, Polyuria, Rash pruritic, Somnolence, Type 1 diabetes
mellitus, Urticaria, Weight decreased

Information has been received from a gynecologist that a 14 year old female patient who was vaccinated IM with a first dose of GARDASIL (lot number and
injection site not reported) on 06-FEB-2008. On unspecified date ("in a temporal relationship to GARDASIL vaccination"), the patient developed diabetes
mellitus type I. The patient had not recovered at the time of reporting. Upon internal review on 04-JUN-2009, the case was considered medically significant.
Type | diabetes mellitus was considered to be disabling by the gynecologist. Other business partner numbers included (E2009-04463). No further information is
available. Follow up has been received on 16-JUN-2009. The hospital report was provided. The patient was hospitalized from 26-AUG-2008 until 12-SEP-2008.
Hospital diagnosis: "Manifestation of diabetes mellitus type | with ketoacidosis and precoma diabeticum". Since a "few weeks before hospitalization" the patient
experienced polydipsia and polyuria and lost 7 kg of weight. Since about 2 weeks before hospitalization her general condition began to reduce. Since one week
she suffered from angina tonsillaris which was treated with antibiotics. Symptoms worsened remarkably and she was hospitalized on 26-AUG-2008. At the time
the patient was slightly drowsy (Glasgow coma scale 14) showed Kussmaul respiration and signs of exsiccosis Hyperglycemia (27 mmol/L) had been
determined by the physician on emergency. Therapy was started with rehydratation and insulin intravenous. Intensive insulin therapy (LANTUS and
NOVORAPID) was started from the third day of hospitalization. In the course of the quantity of insulin could be measurably reduced. In the meantime the
patient developed a pruritic, partly urticarial rash which was successfully treated with FENYSTIL. Lab findings see lab comments: Gliadin-IgA and Gliadin-IgG,
tTG(endomysium) Ig A were normal. The patient had a family Medical history of Diabetes mellitus type 2 (maternal grand father). The patient was discharged in
a good general condition. Duration and outc

Unknown

Unknown; diagnostic laboratory test, 26Aug08, 26.1, Diabetic acidosis ABB; arterial blood pCO(2), 26Aug08, 16.7; arterial blood pH, 26Aug08, 7.04; plasma
HCO(3), 26Aug08, 44.8; serum blood urea, 26Aug08, 6.7; serum creatinine, 26Aug08, 117;
None; Family history of diabetes
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348844-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
22.0 F 20-May-2009 20-May-2009 0 10-Jun-2009 11-Jun-2009 FR WAES0906MYS00003 11-Jun-2009
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 Amnesia, Blood test, Dizziness, Epilepsy, Nausea, Syncope, Urinary incontinence

Symptom Text: Information has been received from a physician concerning a 22 year old female who on 20-MAY-2009 was vaccinated with the first dose of GARDASIL, 0.5
mL, intramuscular. On 20-MAY-2009, few seconds after vaccination, patient complained of giddiness, felt like vomiting and fainted for few seconds. Doctor
commented the patient was having epileptic experience as the patient cannot control urination and did not remember anything after regaining consciousness.
Patient was put on IV drip after regaining consciousness and was sent to hospital for further checkup & blood test. Patient was not hospitalized. Patient does
not suffer from hypoglycemic condition. Subsequently, the patient recovered from epilepsy and fainting episode. Causality is unknown. Upon internal review,
epileptic experience was determined to be an other important medical event. 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: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348845-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
13.0 F 24-Feb-2009 25-Feb-2009 1 10-Jun-2009 12-Jun-2009 FR 12-Jun-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0858X 2 Left arm Unknown

Seriousness: ER VISIT, PERMANENT DISABILITY, SERIOUS
MedDRA PT Juvenile arthritis, Pain in extremity

Symptom Text: Hands and feet hurt next morning. Started taking ADVIL, NAPROXEN with days. Within 4 weeks, full-on J/A, polyarticular. Seen at hospital. Now on
PREDNISONE and METHOTREXATE.

Other Meds:

Lab Data:

History: None
Prex lllness: None

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348852-1 Related reports: 348852-2
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
25.0 F 08-Jun-2009 08-Jun-2009 0 10-Jun-2009 11-Jun-2009 DE 11-Jun-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1312X 0 Gluteous maxima Intramuscular

Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Fall, Head injury, Presyncope, Syncope

Symptom Text: Patient had severe vaso response and fainted at check out window approximately 8 minutes after receiving vaccine. She fell hard and hit the floor with her
head. An ambulance was called due to the magnitude that she hit her head and it took her quite a long time (roughly 10 minutes) to completely come to and
know her surroundings. She had a very large knot on her forehead/temple area and we felt the need for the ER to evaluate the head for any trauma associated

with the fall.
Other Meds:
Lab Data:
History:
Prex lllness: None

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348852-2 Related reports: 348852-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
25.0 F 08-Jun-2009 08-Jun-2009 0 17-Jul-2009 19-Aug-2009 DE WAES0906USA01710 20-Aug-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1312X 0 Unknown Intramuscular

Seriousness: ER VISIT, NOT SERIOUS

MedDRA PT Fall, Head injury, Loss of consciousness, Presyncope

Symptom Text: Information has been received from a physician concerning a 25 year old female patient with no pertinent medical history or no known drug allergies, who on
08-JUN-2009 was vaccinated with the first dose of GARDASIL (Lot: 661846/1312X) intramuscularly. Concomitant therapy included hormonal contraceptives
(unspecified). After vaccination, while checking out she had a "vasovagal response" and passed out. The patient was observed in the office prior to checking
out. The patient hit her head in the fall. She was sent to the emergency room for evaluation and was discharged home. The office was going to contact her for
follow up. At the time of reporting the patient's status was unknown. Additional information has been requested.

Other Meds: hormonal contraceptives
Lab Data: Unknown

History: Unknown

Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348870-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
17.0 F 21-Apr-2009 23-Apr-2009 2 10-Jun-2009 12-Jun-2009 X 27-Jul-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 1130X 2 Left arm Intramuscular

Seriousness: ER VISIT, HOSPITALIZED, SERIOUS

MedDRA PT Asthenia, Dizziness, Fall, Rash, Rash pruritic, Syncope, Urticaria, Visual impairment

Symptom Text: Rash beginning on bilateral arms. On and off x 1 wk. Rash down bilateral legs and cont. on arms x 3-4 days. Began with rash to face and neck 6-8-09 comes
and goes. Rash seized yesterday began again today. 7/24/09 ER records received DOS 6/3/09 and 6/22/09. Assessment: Hives/Urticaria. Hypokalemia,
bulemia. Patient presents on 6/3/09 with an itchy urticarial rash on arms, legs and trunk, of one month duration. On 6/22/09 c/o syncope X2, feels weak, falling.
Lightheadedness, trouble with vision. Collapsed.

Other Meds: None

Lab Data: Immunocap. 7/24/09 ER records received DOS 6/3/09 and 6/22/09. LABS and DIAGNOSTICS: CHEM - Postassium 2.7 mmol/L (L). CBC - MCH 31.5 PG (H).
Urinalysis - pH 9.0 (H), Protein trace, Bacteria 3+, Mucous trace, Amorph Phos 2+.

History: 7/24/09 ER records received DOS 6/3/09 and 6/22/09. Chicken pox. Bulemia, depression.

Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND

Vaers Id: 348873-1

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

11.0 F 18-Dec-2008 14-Jan-2009 27 10-Jun-2009 11-Jun-2009 CA CA090005 17-Mar-2010

VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0651X 1 Left arm Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS

Activities of daily living impaired, Anxiety, Arthralgia, Back pain, Chiropractic, Depressed mood, Foot deformity, Gait disturbance, Joint swelling, Joint warmth,
Juvenile arthritis, Lymphadenopathy, Musculoskeletal pain, Myopia, Oedema peripheral, Pain in extremity, Physiotherapy, Pruritus, Rash, Screaming,
Wheelchair user

Symptom Text: Diagnose Juvenile Rheumatoid Arthritis-> seen at medical center. Tx Prednisone, Methotrexate, LEUCOVORIN. 1/09 started having back pain, unilateral
shoulder, arm pain, followed by progressive knee pain and swelling, limitation of activity. 8/4/09 Rheumatology consult records received DOS 3/5/09 to
5/15/09. Assessment: Polyarticular Juvenile Rheumatoid Arthritis. Patient presented with pain in back, knees, shoulders, ankles, feet, elbows and wrists. Pain
started in back and then started involving other joints. Difficulty with range of motion and activities in school. Involves 1 or 2 joints for 2-3 joints then moves on
to a different joint. She has noticed swelling in knees and hands. Recent URI, fever, chills, sore throat, and cough. Posterior pharynx has erythema with mucus.
Wamth of elbows with synovial boggy tissue. Swollen MCP joints. Right hip decreased ROM and pain. Warm both ankles. Synovitis PIP joints. Swelling of
knees. Slight scoliosis. Pes planus. Later refusing to walk. Screams when leg or foot touched. Difficulty with ADLs. Chiropractic treatment. Physical therapy.
Nearsighted. Rash on arms. Itchy rash on foot. Anxious, depressed affect. Cervical lymphadenopathy. Uses wheelchair.

Other Meds: None

MedDRA PT

Lab Data: Elevated ANA; Elevated Rheumatoid Factor. 8/4/09 Rheumatology consult records received DOS 3/5/09 to 5/15/09. LABS and DIAGNOSTICS: CBC - WBC
15.26 K/uL (H) RDW-CV15.3% (H) Seg 77% (H) Lymph 21% (L) Polychromasia (slight) Target Cell (few
History: None. 8/4/09 Rheumatology consult records received DOS 3/5/09 to 5/15/09. Hives - back and face. Allergic to dogs, cats, walnuts, oak tree and pollen. Claritin

for hives. Nosebleeds from Nasonex. Oral ulcer. Sinus problems, headaches, double vision. Parotitis. Tonsillectomy. Toe fracture.
Prex lliness: None

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348877-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
11.0 F 10-Jun-2009 10-Jun-2009 0 10-Jun-2009 11-Jun-2009 WA 11-Jun-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HEPA GLAXOSMITHKLINE AHAVB286AA 1 Right arm Intramuscular
BIOLOGICALS
HPV4 MERCK & CO. INC. 1130X 0 Left arm Intramuscular
TDAP SANOFI PASTEUR C3039AA 0 Right arm Intramuscular
MNQ SANOFI PASTEUR U2827CA 0 Left arm Intramuscular
Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Immediate post-injection reaction, Syncope

Symptom Text: About 5 mins after rec'vg all imm. appeared fine; started to stand then fainted x 20-30 secs. Revived w/cool water compress & light stimulation. Remained lying
then sitting x 15 more minutes then home w/mom. Sustained no injury.

Other Meds: None

Lab Data:
History: None
Prex lliness: None

Prex Vax llins:
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Page 242

Vaers Id: 348908-1

Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id
18.0 F 09-Apr-2009 Unknown 11-Jun-2009 11-Jun-2009 AR
VAX Detail: Type Manufacturer Lot Prev Doses Site Route
HEPA GLAXOSMITHKLINE AHAVB262BA 0 Unknown Intramuscular
BIOLOGICALS
HPV4 MERCK & CO. INC. 0381X 0 Unknown Intramuscular
MNQ SANOFI PASTEUR U2689AA 0 Unknown Intramuscular
TDAP GLAXOSMITHKLINE AC52B02UEA 0 Unknown Intramuscular
BIOLOGICALS
VARCEL MERCK & CO. INC. 1784X 1 Unknown Subcutaneously
HEP GLAXOSMITHKLINE AHBVB847BA 2 Unknown Intramuscular
BIOLOGICALS

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Unevaluable event

Symptom Text: None stated

Other Meds:

Lab Data: Unknown
History: She is pregnant
Prex lllness: Unknown

Prex Vax llins:

Last Edit Date
31-Dec-2009

Other Vaccine
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348918-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
23.0 F 29-May-2009 29-May-2009 0 11-Jun-2009 12-Jun-2009 X WAES0906USA00544 12-Jun-2009
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 Arthralgia, Pain in jaw, Paraesthesia oral, Sensation of foreign body, Tremor

Symptom Text: Information has been received from a nurse concerning a 23 year old female who on 29-MAY-2009 was vaccinated with the first dose of GARDASIL, 0.5ml/IM.
After about 20 minutes the patient experienced the feeling of a lump in her throat, tingling of her tongue, achy joints and body tremors. Follow up information
has been received from a physician reporting that when the patient had gone to the emergency room she was given I.V. BENADRYL and Benztropine mesylate
(MSD) and released. The physician stated that he received a call from the patient a few minutes ago and the patient said that she was starting to have body
tremors again as well as aching of her jaw. At the report time the patient was on her way to see the physician and the outcome was unknown. Upon internal
review tingling of her tongue, body tremors and lump in her throat were considered as Other Important Medical Events. 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: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348919-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
26.0 F 12-Feb-2008 12-Feb-2008 0 11-Jun-2009 12-Jun-2009 IL WAES0802USA05190 12-Jun-2009
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 Arrested labour, Caesarean section, Drug exposure during pregnancy

Symptom Text: Information has been received from a consumer, for the Pregnancy Registry for GARDASIL concerning herself, a 26 year old female, who on 12-FEB-2008 was
vaccinated with her first dose of GARDASIL (lot# not reported). Concomitant therapy included Zoloft. On 18-FEB-2008 the patient found out she was about 6
weeks pregnant. Her LMP was estimated to be 06-JAN-2008 with a due date of 12-OCT-2008. The patient had a positive home pregnancy test. Her outcome
was not reported. Follow up information was received from the consumer and the office nurse, for GARDASIL, Pregnancy Registry product. The office nurse
reported that they did not even know the patient was pregnant. The patient reported that she went into spontaneous labor, but her labor didn't progress fully,
and she had a cesarean section. On 22-OCT-2008, the patient delivered a health baby boy (8 pounds, 13 ounces) with no problems. At the time of reporting,
the patient recovered completely from the C-section, and had no complications. Upon internal review, cesarean section due to labor not progress fully was
determined to be an other important medical event. Additional information is not expected.

Other Meds: ZOLOFT

Lab Data: Beta-human chorionic, positive
History:

Prex lliness: Pregnancy NOS (LMP = 1/6/2008)
Prex Vax llIns:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348920-1 (S)
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
16.0 F 18-May-2009 28-May-2009 10 11-Jun-2009 12-Jun-2009 FL WAES0906USA01158 23-Jun-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0315Y 1 Right arm Intramuscular
Seriousness: ER VISIT, HOSPITALIZED, PERMANENT DISABILITY, SERIOUS
MedDRA PT Antinuclear antibody, Biopsy bone marrow, Blood product transfusion, Complement factor C3, Complement factor C4, Full blood count, Idiopathic

thrombocytopenic purpura, Metabolic function test

Symptom Text: Information has been received from a physician concerning a 16-year-old female patient with no medical history who was vaccinated with the second dose of
GARDASIL. Concomitant therapy included Depo-Provera. A week or two after the second dose of GARDASIL the patient developed idiopathic
thrombocytopenic purpura and was admitted to hospital and given intravenous immune globulin (IVIG) 2 doses. The following lab diagnostics studies was
performed: Complete blood count, Comprehensive Metabolic Panel, Antinuclear Antibody Test, serum complement C3/C4 ratio, Immunoglobulin A, Bone
marrow biopsy. The patient has been discharged. The patient's idiopathic thrombocytopenic purpura was considered to be disabling and an other important
medical event. The patient had not been recovered. Additional information has been requested. 6/22/09-records received for DOS 5/28-5/30/09- DC DX: ITP
status post 2 doses of IVIG with slight improvement of platelet count. Presented with newly diagnosed ITP with mild bruising. ICD-9 287.31.

Other Meds: DEPO-PROVERA

Lab Data: Unknown 6/22/09-records received-Two weeks prior platelet count of 26. Rheumatology labs negative.
History: None 6/22/09-records received- PMH Depo Provera.
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348921-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
9.0 F 29-May-2009 29-May-2009 0 11-Jun-2009 12-Jun-2009 FR WAES0906MEX00002 12-Jun-2009
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, Convulsion, Tonic clonic movements

Symptom Text: Information has been received from a physician concerning a 9 year old female with convulsion (tonic-clonic convulsions since 6 years before the report, last
episode 4 years before of this report) who on 29-MAY-2009 was vaccinated with GARDASIL. Concomitant therapy included valproate magnesium. On 29-MAY-
2009 the patient experienced seizure after the first dose of GARDASIL was administered. The convulsion was characterized by tonic-clonic movements with 5-
10 seconds to duration, without sphincter relaxation. The patient recovered from seizure on 29-MAY-2009 without additional treatment. The reporter felt that
seizure was related to therapy with GARDASIL. Upon internal review seizure was considered as other important medical event. Additional information has been

requested.
Other Meds: valproate magnesium
Lab Data: None
History:
Prex lliness: Convulsion

Prex Vax llins:
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Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348922-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
10.0 F 22-Apr-2009 22-Apr-2009 0 11-Jun-2009 12-Jun-2009 FR WAES0906MEX00003 12-Jun-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL Unknown Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Convulsion, Syncope, Tonic clonic movements

Symptom Text: Information has been received from a physician concerning a 10 year old female who on 22-APR-2009 was vaccinated with GARDASIL. There was no
concomitant medication. On 22-APR-2009 after the GARDASIL administration the patient experienced seizure characterized by tonic movements (duration not
reported), and faint (3 episodes, duration of each episode not reported). On 22-APR-2009 the patient recovered from seizure and faint without medical
treatment. The reporter felt that seizure and faint (3 episodes) were related to therapy with GARDASIL. Upon internal review seizure was considered as other
important medical event. Additional information has been requested.

Other Meds: None

Lab Data: None
History: None
Prex lliness:

Prex Vax llins:



FDA Freedom of Information Distribution

VAERS Line List Report

Report run on: 30 MAR 2010 09:46 Page 248
Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348923-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
12.0 F 13-May-2009 16-May-2009 3 11-Jun-2009 12-Jun-2009 FR WAES0906USAQ00748 12-Jun-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 0779X 0 Unknown Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Purpura, Pyrexia, Urticaria

Symptom Text: Information has been received from the Health Authorities on 29-MAY-2009 under reference number N200905557 concerning a 12 year old female with no
other relevant history who on 13-MAY-2009 was vaccinated with the first dose of GARDASIL (batch# NJ32820, lot# 0779X, intramuscular administration). On
16-MAY-2009 the patient experienced generalized purpura, urticaria and fever. She was given desloratadine, but without effect, and paracetamol as corrective
treatment. Previous adverse reactions to any drug were unknown. The patient recovered from fever within 2 days, and was on her way to recover from purpura
and urticaria. Purpura and urticaria were considered medically significant. Other business partner number included: E200904634. Additional information has

been requested.
Other Meds: Unknown

Lab Data: Unknown
History: None
Prex lliness:

Prex Vax llins:
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Report run on: 30 MAR 2010 09:46 Page 249
Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348924-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
17.0 F 01-May-2009 01-May-2009 0 11-Jun-2009 12-Jun-2009 FR WAES0906PHL00008 12-Jun-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL Unknown Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS
MedDRA PT Convulsion, Muscle twitching

Symptom Text: Information has been received from a physician concerning a 17 year old female daughter of a colleague who is a visiting physician in the same hospital who in
May 2009, was vaccinated with GARDASIL. In May 2009, the patient experienced seizure and muscle twitching. Upon internal medical review, seizure was
considered an other important medical event. No further information is available. The contact details of the primary reporter has not yet been obtained.
Information will be added if and when the physician's contact number has been acquired.

Other Meds: Unknown

Lab Data: Unknown
History: Unknown
Prex lliness:

Prex Vax llins:
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Vax Type: HPV4

VAERS Line List Report
Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND

Page 250

Vaers Id: 348929-1

Age Gender Vaccine Date Onset Date
12.0 F 29-May-2009 29-May-2009
VAX Detail: Type Manufacturer

HPV4 MERCK & CO. INC.

Seriousness: ER VISIT, NOT SERIOUS
MedDRA PT Urticaria

Symptom Text: Generalized Urticaria Patient treated with Prednisone

Other Meds: None

Lab Data:
History: None
Prex lliness: None

Prex Vax llins:

Days Received Date Status Date State
0 11-Jun-2009 11-Jun-2009 NC
Lot Prev Doses Site

0229X 1 Right arm

Mfr Report Id

Route
Intramuscular

Last Edit Date
11-Jun-2009

Other Vaccine
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Vax Type: HPV4

VAERS Line List Report

Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND

Page 251

Vaers Id: 348964-1

Age Gender Vaccine Date Onset Date
15.0 F 06-Apr-2009 06-Apr-2009
VAX Detail: Type Manufacturer
HEPA MERCK & CO. INC.
MNQ SANOFI PASTEUR
HPV4 MERCK & CO. INC.

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT

Days Received Date Status Date State
0 11-Jun-2009 15-Jun-2009 FL
Lot Prev Doses Site
1379U 0 Left arm
U2866AA 0 Right arm
1312X 0 Right arm

Dizziness, Immediate post-injection reaction, Pallor

Symptom Text: Immediately after vaccine was given, the patient developed pallor and was dizzy.

Other Meds:
Lab Data:

History:

Prex lliness: none known

Prex Vax llins:

Mfr Report Id

Route
Intramuscular
Intramuscular
Intramuscular

Last Edit Date
15-Jun-2009

Other Vaccine
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Report run on: 30 MAR 2010 09:46 Page 252
Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348965-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
17.0 F 29-May-2009 29-May-2009 0 11-Jun-2009 15-Jun-2009 PR PR0910 15-Jun-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. 01004 0 Right arm Intramuscular

Seriousness: NO CONDITIONS, NOT SERIOUS

MedDRA PT Abdominal pain upper, Anorexia, Dizziness, Headache, Nausea, Somnolence, Speech disorder

Symptom Text: HEADACHE, DIZZINESS, PROBLEMS WITH SPEECH, NAUSEA, STOMACH ACHE, SLEEPINESS, NO APPETITE. 6/12/09 Medical records received DOS
9/14/2006 to 6/4/09. Medical progress notes are illegible.

Other Meds:

Lab Data: CBC, TSH 6/12/09 Medical records received DOS 9/14/2006 to 6/4/09. LABS and DIAGNOSTICS: Thyroid Function Tests all WNL. CBC - WBC 10.1 10"3/uL
(H) NE 44.5% (L) LY 45.7% (H) MO 8.7% (H) EO 0.6% (L) BA 0.3% (L) NE 4.6 10"3/uL (L) LY 4.6

History: NO

Prex lliness: NO

Prex Vax llins:
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Report run on: 30 MAR 2010 09:46 Page 253
Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348974-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
14.0 F 29-May-2009 29-May-2009 0 11-Jun-2009 15-Jun-2009 CA 15-Jun-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. UNKNOWN 0 Left arm Intramuscular

Seriousness: ER VISIT, NOT SERIOUS

MedDRA PT Amnesia, Contusion, Gaze palsy, Grand mal convulsion, Head injury, Headache, Loss of consciousness, Muscle twitching, Neck pain, Pallor

Symptom Text: April 2009: Pt. had conjunctivitis in both eyes and was tx'd with antibiotic gtts x5 days. 8 May 09: Annual physical exam was normal. Conjunctivitis had cleared.
Gardasil vaccine was offered, but patient and parent refused. 26 May 09: Eye discharge (OU) in a.m., so made MD appt. 29 May 09: Went to physician to have
eyes checked again for conjunctivitis return. MD noticed that Gardasil had not been given at the 8 May 09 annual physical exam. MD stated that pt. really
should have the Gardasil vaccine because "it will save your life." Pt. finally consented. At 9 a.m., Gardasil was administered in the left deltoid. Pt. and mother
immediately went to front desk to schedule next appt. to receive Gardasil (2nd in a series of 3 Gardasil vaccinations). At 9:10 am, at the front desk, the nurse
who had given the vaccine came out to offer ibuprofen for deltoid pain. The pt. was pale and tried to hold onto the counter when she lost consciousness. She
hit the back of her head on the floor and sustained a contusion. The pt's mother, the RN and the MD came to the pt's side. The pt. was unconscious for about
5 minutes. During the 5 minutes of unconsciousness, she sustained clonic/tonic seizures with her hands clutching up and down. Her eyes rolled up and to the
right and she was "twitching." The RN rubbed knuckles on the pt's sternum to evaluate consciousness while an oxygen mask (100% oxygen) was applied. An
EMT who happened to be in the waiting room assisted by holding the pt's head to keep it from banging against the floor repeatedly. After 5 minutes, the pt.
spontaneously opened her eyes and was able to accurately say her name, the date and the location. She complained of neck and head pain. 911 was called
and the pt. brought to the ER at 10:30 am. Pt. kept asking what had happened and had no recollection of any events after holding onto the reception desk in
the waiting room. Neuro status was normal except for the head contusion. CV status was evaluated by ultrasound which was found to be normal (ER phy

Other Meds: last medication pt. had taken was on 24 May 09: 400 mg ibuprofen for menstrual cramps.

Lab Data: 29 May 09: cardiac ultrasound was normal. 29 May 09: CBC was normal.

History: None: Pt. has no history of seizures. She does have a history of seasonal allergies, but does not take any medication for it. Pt. had a history of allergic
reaction to bee stings (swelling and pruritis at sting site) and poison oak (both successfully treated with Benedryl).

Prex lliness: conjunctivitis, otherwise the pt. was in completely normal state of good health.

Prex Vax llins:
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Report run on: 30 MAR 2010 09:46 Page 254
Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348976-1 Related reports: 348976-2
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
16.0 F 11-Jun-2009 11-Jun-2009 0 11-Jun-2009 15-Jun-2009 AR 30-Jul-2009
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 Arthralgia, Cerumen impaction, Concussion, Contusion, Convulsion, Dizziness, Dyskinesia, Erythema, Face injury, Facial pain, Headache, Incontinence,

Injection site pain, Injury, Joint injury, Loss of consciousness, Mydriasis, Posturing, Presyncope, Pupils unequal

Symptom Text: Approx 90 seconds after the first injection my daughter became faint and passed out, she then began having a seizure, the entire episode lasted approx 2
minutes. After being treated and stabilized at the clinic, we saw our family DR approx one hour later. she had multiple xrays due to the injuries when she
fainted, she has a mild concussion with slight dialation of the left pupil. she has a lingering headache, (we are sure this is at least in part due to the facial
injuries from the fall to the tile floor). There is signigiant pain at the injection site which is being treated with ice packs and extra strenght Tylenol (no motrin
allowed due to the high level of bruising) after seeing our family DR she has refered us to a Neurologist to rule out any underlying factors leading to the fainting
and seizures that our daughter experienced today. 7/29/09 Consultant records received DOS 6/11/09. Assessment "faint" vasovagal Patient felt dizzy, passed
out, loss of consciousness, posturing, incontinence, hit (R) face, (R) hip, (R) knee, some jerking. Presents with erythema (R) cheek / skin / (R) Hip and knee.
Contusion (R) hip (R) knee (R) face. Face and knee feel sore. (L) pupil > (R) properly responding. Auditory canal blocked with wax.

Other Meds: NONE
Lab Data:

History: MILD SCOLIOSIS. 7/29/09 Consultant records received DOS 6/11/09. Similar episode Jan 08 - jerking, no loss of consciousness, seen in ER.

Prex lliness: NONE
Prex Vax llins:
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Report run on: 30 MAR 2010 09:46 Page 255
Vax Type: HPV4 Reported Date: 16-MAY-09 - 30-MAR-10 All comb. w/AND
Vaers Id: 348976-2 (S) Related reports: 348976-1
Age Gender Vaccine Date Onset Date Days Received Date Status Date State Mfr Report Id Last Edit Date
16.0 F 11-Jun-2009 11-Jun-2009 0 16-Jun-2009 22-Jun-2009 - 23-Jun-2009
VAX Detail: Type Manufacturer Lot Prev Doses Site Route Other Vaccine
HPV4 MERCK & CO. INC. NULL 0 Unknown Intramuscular

Seriousness: HOSPITALIZED, SERIOUS
MedDRA PT Convulsion, Syncope

Symptom Text: My Daughter received the GARDASIL shot this morning, she fainted and had a seizure the episode lasted approx. 2 minutes. She is receiving medical care and

under observation.

Other Meds:

Lab Data: She was advised by our family DR to disconti