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FDA - Adverse Event Reporting System (FAERS)
FOIA Case Report Information

Case ID: 3973882

C ase In fo rm atio n

Case Type EXPEDITED (15- eSub Y  HP: N Country- USA Outcomes- OT (A)NDA'BLA: 020031 i
DAY)

FDA Rcvd Date: 15-Jun-2005 Mfr Rcvd Date: 03-J un-2005 Mfr Control#: US-GLAXOSMITHKLINE-AO36307SA

Pr c t Time: 25-AUG-2015 10.05 AM

P atient In fo rm atio n

Age. 15 YR Sex: Male W eight 68 2 KG

S uspect P ro du cts Doser
1 Product Name Frequency Route Dosage Teat Indicaticnsfs) Start Date End Date

1 PAXIL Oral PSYCHOLOGICAL 06-Fet-2001 Jul-2001
DISORDER NOS

2 RISPERDAL

Interval 1st
t  Product Name Dose to Event CeC ReC Lot# Exp Date NDC *  MFR/Labeler

1 PAXIL 43 Day U GLAXOSMITHKLINE

2 RISPERDAL U

E ven t In form ation:

Preferred Term ( MedORA A Version 170 ) R f iC

Aggression

Anger

Delusion

Dsnhi brtion

Drug withdrawal syndrome

Feeling abnormal

Headache

Homicide U

Insomnia

Mental impairment

If a field is blank there is no data for that feld Page 19 of 533
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FDA - Adverse Event Reporting System (FAERS)
FOIA Case Report Information

Case ID: 3973882

Case Information:
Case Type: EXPEDITED (15- eSub: Y HP: N Country: USA Outcomes OT (A)NDAj BLA: 020031 /

DAY]

FDA Rcvd Date: 15-Jun-2005 Mfr Rcvd Date: 03-Jun-2005 Mfr Control US-GLAXOSMITHKLINE-A0303979A

Patient Information:

Age: 16 YR Sex Male Weight 68 2 KG

Suspect Products:
Dose/

# Product Name Frequency Route Dosage Text Indications(s) Start Date End Date

1

2

PAXIL

RISPERDAL

Interval 1st

Oral PSYCHOLOGICAL 0fl-Feb-2001
DISORDER NOS

Jul-2001

#

1

Product Name

PAXIL

Dose to Event

43 Day

DeC ReC

U

Lot# Exp Date NDC # MFR/Labeler

GLAXOSMITHKLINE

2 RISPERDAL U

Event Information:
Preferred Term ( MedDRA £  Version: 17 0 )

Aggression

Anger

□elusion

□ sinhibition

□ rug withdrawal syndrome

Feeling abnormal

Headache

Homicide U

Insomnia

Mental impairment

Print Time: 25-AUG-2015 10.05 AM If a f e d is blank, there is no data for that field Page 1Q of 533
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FDA - Adverse Event Reporting System (FAERS)
FOIA Case Report Information

Case ID: 3973882

Negativism

Event/Problem Narrative:
Report number A0363979A. describes a homicide by a male, aged 16 years, prescribed paroxetine (Paxil) for
"psychological problems" and because lhe patient's parents and friends were insensitive to the patient's

* 1 This report was initially received from a lawyer and a television news report Follow-up information
was received from a variety of media broadcasts This report has been verified by a physician s and
pharmacologist's testimony at tnal Six months prior to the event the patient

Reportedly the patient was taking rispendone iRisperdal) concurrently with Paxil On 06-Feb-2001. the patient
allegedly started Paxil 20mg/day. It was reported lhe dose of Paxil was increased to 4flmg/day on 26-Feb-2001.
approximately ■ '  weeks before the homicide In ■ •  patient's

M U I :« )M

=* *  The decedent's '  ‘ and friend was charged with homicide days later and was in
custody by 1 • Paxil was discontinued at that time and he experienced discontinuation symptoms
(NOS) Paxil was restarted by a physician and he was weaned off Paxil in July 2001 The patient told police that
he and the

Reportedly that is when lhe patient hit him in lhe
• * According Io the defense, allegedly sometime after

starting Paxil lhe patient reportedly experienced becoming intoxicated with lhe antidepressant The defense was
citing temporary insanity due Io "involuntary intoxication" A defense attorney claimed the patient was "under the
influence of Paxil" when he beat the victim Io death ’ ‘  The defense said Paxil, the antidepressant he
was taking. • '«  II was alleged Paxil played a role in the patient's inability to know right
from wrong It was reported the patient was unable to appreciate the wrongfullness of his conduct or could not
conform his conduct to the requirements of lhe law Allegedly, this caused him to murder a
A news report revealed lhe defense lawyer was trying to say his client had been taking Paxil and Risperdal, which
may have affected his mental status The patient was standing trial * * '  for first degree murder and his trial
was started in late * The report revealed the defense pleaded temporary insanity due to involuntary
intoxication with antidepressant Paxil During the trial lhe patient's mother alleged her son became more defiant
and aggressive after taking Paxil The patient's psychiatrist also testified the same saying he treated the patient
after lhe murder and had to lower his dosage Reportedly, he had Io the take the patient off Paxil because it made
him violent and delusional It was reported, a pharmacologist was asked on cross examination by the prosecution
was there any scientific evidence Paxil could make one homicidal to which he answered no II was reported the
patient did not deny killing the victim He was saying he was lemporanly insane The patient claimed lhe victim

Pret Time: 25-AUG-2015 10.05 AM if a field is blank there is no data for that few Page 20 of 533



FDACDER45

FDA - Adverse Event Reporting System (FAERS)
FOIA Case Report Information

Case ID: 3973882

and himseff
and the jury found mm guilty ot murder I ne

panel deliberated approximately •*” ”  years in prison The patients mother
reported that Paxil was prescribed for a diagnosis of depression and that the patient had never

Drug Quality Reporting System iDQRS । number 2003-02081
The following information was provided by the medical records On 26 February 2001 the patient was seen by

his physician for depression with psychotic features Patient reported that Paxil had helped Paxil 20 mg daily was
continued On * 1 physician noted that the patient had been charged with murder The patient s parents
had felt the patient had improved with Paxil He learned by reading the police report that the patient had also
experienced delusions during Paxil therapy Review of the medical record indicated that during a phone
conversation between a mental health professional and the patrent s father he reported that his son (the patient)
was •  •  The patient reported to his father th al he had been
having The father also reported that he planned to fake his son to
another mental health therapist that he had seen previously On 12 December 2001 the therapist

he mental hearth professional also stated that the difficulties that the patient was having in High School
regarding social and behavioral "episodes' had caused his condition Io worsen It was noted that the patient would
have less difficulty in rcovering as long as he was also under the stress of dealing with the reactions, pressures and
expectations of his current peer group at school Documentation was not provided to indicate if and when the
patient “ ■  prior to the onsel of the events A psychiatrist who treated the
patient after the murder noted that the patient "had an adverse reaction of manic disinhrtition In that Paxil-induced
stale he was devoid of his usual appreciation of consequences and murdered another " A letter from
a clinical psychologist dated 22 March 2002 reported an interview with lhe patient afler the cnme His letter
reported that the patient started Paroxetine on 06 February 2001 and became ' ‘ •  His mood was
lifted and he no longer fell suicidal On 26 February 2001 the dose of Paroxetine was increased to 40 mg daily
The patient then became emotionally reactive and less inhibited and began to engage in risky behaviors such as

' without thinking about the consequences His behavior changed and he was defiant with his
parents and skipped school He stopped caring for any other people except for a few friends He also fell little
need for sleep. The patient was in turmoil.

■ ”  weeks afler
Paroxetine dose was increased lhe patient had an idea that he could

'  ' He did not think about consequences but it was "in his mind as a conclusion " The patient invited his
»iai •■■■

Pnot Time: 25-AUG-2015 10.05 AM tf a field is blank there is no data for that field Page 21 o f 533
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FDA - Adverse Event Reporting System (FAERS)
FOIA Case Report Information

Case ID: 3973882

:«)■ N d : >;■!
t»>w> c»>n

and acted normally the next days He denied knowing
where the victim was when the victim s mother and police questioned him The patient was arrested •  days later
Paroxetine was slopped abruptly in prison and the patient experienced withdrawal side effects or headache, in a
daze and could not think "and was unable to sleep Paroxetine was restarted at 20 mg after a few weeks and
slowly tapered off The patient's withdrawal symptoms resolved after two weeks The clinical psychologist reported
that the * * "  behavior involved in this murder was not in character for the [patient] but was instead a product
of the actions of Paxil" He believed The event would never had occurred had it not been for his ingestion of Paxil
He felt that Paxil suspended his regard for consequences and removed his inhibitions that enable a person to
conform his actions lo his values " A different psychologist examined the patient and his letter dated March 2002
reported that the patient did not indicate at any time that he was '
or expenencing any other state of mind that would suggest he was impaired" He stated that the patients was
troubled conflicted confused and angry with many psychological problems But his actions clearly revealed he
was aware of the illegal nature of his actions and he made a conscious effort to avoid calling the attention of the
victim to his intentions until he was in a postions to cany out the act He believed the patient was of "sound mind
and should be legally responsible for his actions "

R elevant M edica l H is to ry :

• •  Urine tested positive for marjuana on ■ ■ Hospitalized fo r ' 1083 Patent s
psycMog cal problems started around ■ ■' grade when be became depressed and s iioda l This was mainly from his struggles with ’  1 On 06 November 2000.
die patient's father shared hts concerns regarding his son ithe patient) with a mental health professions He vas  concerned w th  his son s nstory or depression and angry
outbursts. His son was confused about The patent had made accusations o f •  ■

I ne patent was also eaoenenang nightmares where be was being attacked by otners wgtient abused all vaneties of
alconoi marijuana aaify Xanax. LSU. agarrenes He acmtted no heavily abusing cocane prior to his criminal offense In 1M0. prior to taking Paroxetne. the patient acted on Ns
sutodal thoughts by snorting an overdose of cocaine He suffered no -e jects

DiseasefSurgical Procedure Start Date End Date Continuing"’

SUICIDAL IDEATION 1000 UhKNOWN

AGGRESSION

COCAINE ABUSE

DEPENDENCE ON MARIJUANA

DEPRESSION

UNKNOWN

UNKNOWN

UNKNOWN

UNKNOWN

UNKNOWN

P rntTm e. 25-AUG-2015 10.05 AM tf a field is blank there is no data for that fe id Page 22 of 533
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FDA - Adverse Event Reporting System (FAERS)
FOIA Case Report Information

Case ID: 3973882

HALLUCINATION

OPPOSITIONAL

OVERDOSE

POLYSUBSTANCE ABUSE

SELF ESTEEM DECREASED

SUICIDE ATTEMPT

Medical History Product) s) Start Date End Date

UNKNOWN

UNKNOWN

UNKNOWN

UNKNOWN

UNKNOWN

UNKNOWN

UNKNOWN

Indications Events

Relevant Laboratory Data:

Test Name Result Unit Normal Low Range Normal High Range Info Avail

Concomitant Products:

f  Product Name Dose/
Frequency

Route Dosage Text Indication s(s) Start Date End Date Interval 1st
Dose to Event

Reporter Source

Study Report?: No Sender Organization GLAXOSMITHKLINE

Literature Text:

Pr n t Time: 25-AUG-2015 10.05 AM If a field is blank there is no data for that feid Page 23 of 533
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FDA - Adverse Event Reporting System (FAERS)
FOIA Case Report Information

Case ID: 4118456

Case Inform ation

Case Type EXPEDITED (15- eSub Y  HP: N Country: USA Outcomes: OT
DAY)

(A)NDA'BLA: 020035 1

FDA Rcvd Date: 02-Apr-2004 Mfr Rcvd Date: 2©-Mar-2004 Mfr Control «: US-GLAXOSMlTHKLI.'f-ADeCAOSQA

Patient Information

Age. Sex: Female Weight

Suspect Products Dose*

■ Product Name Fretpency Route Dosage Text Indications^) Start Date End Date

1 PAXIL CR Oral

Interval 1st
•  Product Name Dose to Event OeC ReC Lot# Exp Date NDC # MFRJLabeler

1 PAXIL CR U GLAXOSMITI+UNE

Event Information:
Preferred Term ( MedORA A Version: 17.0

Amnesia

Hom trade

ReC

U

Event/Problem Narrative:
This case was reported by a physician and described the occurrence of homicide in an adult female patient who
received Paroxetine hydrochloride (Paxil) tablet-controlled release tablets The patient’s past medical history
included Concurrent medications included Ribavirin. Interferon and Nytol On an unknovm date, the
patient started Paroxetine hydrochloride (oral) at 25 mg On • the patient killed her husband during the
night but she did not recall committing the homicide This case was assessed as medically serious by GSK The
outcome of the event is unknown The patient is on trial for killing her husband Patient's husband had

“  •  The patient is on trial for killing her husband

Prfit Time: 25-AUG-2015 10.05 AM if a field is blank there is no data for that Seto Page 38 of 533
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FDA - Adverse Event Reporting System (FAERS)
FOIA Case Report Information

Case ID: 4136744

C ase In fo rm atio n

Case Type EXPEDITED (15- eSub Y  HP: N Country: USA Outcomes: OT
DAY)

(A)NDABLA: 020031 /

FDA Rcvd Date: 07-May-2D04 Mfr Rcvd Date: 04-May-2004 Mfr Control#: US-GLAXOSMlTHW-ir£-ADECfi770A

P atient In fo rm atio n

Age. 27 YR Sex: Weight

S uspect P roducts Dose*
■ Product Name F re g e n c y  Route Dosage Text Indicationsfs) Start Date End Date

1 PAXIL PRODUCT USED FOR
UNKNOWN
INDICATION

2 ZYPREXA PRODUCT USED FOR
UNKNOWN
INDICATION

Interval 1st
•  Product Name Dose to Event DeC ReC Lot* Exp Date NDC *  MFR’Labeler

1 PAXIL U GLAXOSMIT1-KLJNE

2 ZYPREXA U

E ven t In form ation:
Preferred Term ( MedORA A Version: 17 0 ) R e ^

Hom sc de U

Pm t Time: 25-AUG-2015 10.05 AM If a field is blank there is no data for that field Page 43 of 533
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FDA - Adverse Event Reporting System (FAERS)
FOIA Case Report Information

Case ID: 4136744

Event/Problem Narrative:
This case was reported by a consumer via a nev/spaper article and described the occurrence of homicide
committed by a 27-year-old patient who received Paroxetine hydrochloride (Paxil) for unknown indication A
physician or other health care professional has not verified this report Co-suspect medication included Zyprexa

On an unknown date the patient started Paroxetine hydrochloride At an unknown time after starting Paroxetine
hydrochloride the patient committed a homicidal act by killing his mother with ' ' The patient was sentenced
indefinitely to the The patient s father

No other information
was provided regarding treatment with Zyprexa I his case was assessed as medically serious by GSK The
outcome of the event is unknown

Relevant Medical History:

Disease/Surgical Procedure

Medical History Product! s)

Start Date End Date Continuing?

Start Date End Date Indications Events

Relevant Laboratory Data:
Test Name Result Unit Normal Low Range Normal High Range Info Avail

Concom itant Products:

t  Product Name Dose/
Frequency

Route Dosage Text Indications(s) Start Date End Date Interval 1st
Dose to Event

Reporter Source:

Study Report?: No Sender Organization GLAXOSMITHKLINE

Pent Time: 25-AUG-2015 10.05 AM If a field is blank there is no data for that Seto Page 44 of 533
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FDA - Adverse Event Reporting System (FAERS)
FOIA Case Report Information

Case ID: 4136744
Literature Text:
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FDA - Adverse Event Reporting System (FAERS)
FOIA Case Report Information

Case ID :4184936

C ase In fo rm atio n

Case Type EXPEDITED (15- eSub Y  HP: N Country: USA Outcomes: HO.LT.OT (A)NDA'BLA: 020031/
DAY)

FDA Rcvd Date: 06-Feb-2006 Mfr Rcvd Date: 28-Jan-20D5 Mfr Control#: 'JS-GLAXOSMITHKLII\E-A0371852A

P atient In fo rm atio n

Age. 26 YR Sex: Male W eight 86 4 KG

S uspect P roducts Dosei
■ Product Name Frequency Route Dosage Text Indications^) Start Date End Date

1 PAXIL Oral 20MG Per day DEPRESSION 13-Mar-2002

Interval 1st
f Product Name Dose to Event DeC ReC Lot* Exp Date NDC *  MFR/Labeler

1 PAXIL u g l axo smit i-h j n e

E ven t In form ation:
Preferred Term ( MedORA A Version: 17.0 )

Anger

Dissociation

Hallucination, auditory

Homiodal ideation

Homicide U

Injury

Insomna

Intentional overdose

Psychiatric symptom

Restfessness

Swcidat ideation

Suicide attempt

Punt Time. 25-AUG-2015 10.05 AM if a field is blank there is no data for that fe e Page 53 of 533
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FDA - Adverse Event Reporting System (FAERS)
FOIA Case Report Information

Case ID: 4184936

Preferred Term ( MedORA A Version: 18 0 ReC

Event/Problem Narrative:
Report number A0371852A describes the occurrence of attempted suicide in an adult male taking Paroxetine
(Paxil) for an unspecified indication This report was received via newspaper articles via interviews with the
patient's ■  •  Concurrent medical conditions, allergies and concurrent medications were
not provided Medical history included "deep emotional problems." The patient had been severely abused and
sexually molested as a child The patient s *  ■ stated that the childhood abuse caused the
patient to ’  * The patient's •  * stated that the patient

On an unknown date the patient began treatment with Paxil (dose and
frequency unspecified) In the patient attempted suicide by taking an intentional overdose of Paxil
(dose unspecified) The patient s b ,IB  slated that she and her found the patient

The patients stated
She reported that the patient would not - ■

The patients wife
persuaded him Io go Io the emergency room (ER) the following day The * ' reported that the ER doctor
told the patient that he had bipolar disorder The patient was checked into the county mental hospital that night
The a j "  reported that the doctors there told the patient that " " a n d  sent him
home to be treated as an outpatient She further slated that the patient seemed to gel better in the days that
followed." She reported that he was "on his meds’ (NOS) and "he was doing fine so everybody thought " It was
not specified what medication the patient was taking following his suicide attempt It is unknown if Paxil therapy
was continued The most recent information received on 17-June-2002 reported the outcome of the events as
resolved A lawyer reported via litigation proceedings that the patient started Paroxetine hydrochloride on 13
March 2002 and experienced restlessness and insomnia On * •  the patient experienced homicidal
thoughts described as " "

The patient pled
guilty to murder and is serving • • I he following information was provided by medical
records Past history of sexual and physical abuse as a child hearing voices drug abuse suicide attempt in
2000 Concurrent medical condition included bipolar disorder The patient had recent history of suicidal thoughts
and thoughts of injuring others in while taking Prozac On * ’ he took an overdose of
sleeping pills and was hospitalized for one day Patient was discharged the next day because he told the physician

Pn r  r Time: 25-AUG-2015 10.05 AM if a field is blank there is no data for that few Page 54 of 533
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FDA - Adverse Event Reporting System (FAERS)
FOIA Case Report Information

Case ID :4184936

he was safe Io go for outpatient (realment however he lold his therapist he still had thoughts of harming himseff or
others Medical notes dated " noted that the patient was having passive thoughts of wanting to harm

and '  The patient stated that "I always push these thoughts aw ay"
Patient also declined to participate in family therapy while in the psychiatric hospital A therapist noted in the
medical record that the patients wife was instructed to remove a gun from the home The medical record indicated
that the patient reported that even as a child * 1 bu! was never treated for it He feels

The patient started Paroxetine hydrochloride 20 mg daily while he was in the hospital on ’  ' The
patient shared with his * " that he had murderous thoughts towards people, and he thought that he would
never harm himself, or anyone else but just recently the thought

The medical record indicated that the patient tned to commit suicide two years ago
when he was separated from his wife, but slated "I was doing drugs then " The medical record indicated that on 16
April 2002 the patient reported to a mental health worker that he was being seen privately and on medication and
Io close his case with the county mental health department. Review of the medical record indicated that the
patient started seeing a mental health counselor privately after his suicide attempt and subsequent hospitalization in

' ■  The patient reported lo a police officer during an interview after the assault that he had lold his
therapist that he had been having strong feelings and thoughts of killing his wife Police interview notes further
indicated that the patient had shared with his

He staled that he
w •

Review of the medical record indicated that the suicide attempt by the
patient in ■ 5 was actually with over the counter sleeping pills, and not with Paroxetine as previously
reported I he patient reported to a police officer during an interview after the assault that he originally planned on
Mknghis M M  On

He left
the home lo go to his ‘  * home and then decided that he did not want to wake him up. The patient drove to
the police station and at four am reported to the police that he had killed his wife, or she was dying al home in bed

Prnt Time: 25-AUG-2015 10.05 AM if a field is blank there is no data for that fe ld Page 56 of 533
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FDA - Adverse Event Reporting System (FAERS)
FOIA Case Report Information

Case ID: 4184936

He further reported that he knew th al what he did was wrong and he was trying Io gel his wife some medical
attention The patient's wife was laken to the hospital with diagnoses of

The wife died on * • secondary Io increased *'131 and loss of *'■ blood flow An
autopsy was performed which recorded the cause of death as • • Secondary diagnoses
were •  •  A Slate of
Death certificate indicated that the patient's wife died on *  and the cause of death was

A bottle of Paroxetine 20 mg with lhe patients name on the label was obtained
from the home, and laken as evidence by the police investigating the crime scene The patient was charged with
assault v/ith a deadly weapon * ’  inflicted serious injury, and first degree homicide The patient was
convicted of first degree murder, and is serving Follow up medical records received on
05 August 2005 indicated that a psychological evaluation was performed on the patient to ascertain the
characteristics of his psychological functioning at the time that he assaulted his wife A detailed report was
completed on 23 July 2003 The results of a psychological evaluation by a psychologist indicated that the patient
suffers from severe psychopathology There is no diagnosis or combination of diagnoses that can adequately
characterize the quality and severity of his symptoms and behaviors Diagnostic impressions were posltraumatic
stress disorder, chronic major depressive disorder-recurrent severe with psychotic features and avoidant
personality disorder with

R elev a n t M ed ica l H is to ry :
Patient had history of taking Prozac and had thoughts of njuring himself wth a gun or threats of in jirng others n March 2002 before lakng Paroxetine Patient attempted suicide
by taking an overdose of seeping p ls  on ■ ”  and was hospnalced. While hospitalized, the panem indicated that he had been

Prozac was ascontmued because of complarts of some 'vague' •» twtching The patient gave msec messages wniie in nospcat cy
te ng me therapist he st had thoughts of njuring himself or others The patient told the doctor he was sa e  to go to outpatient Patient was discharged from the psychiatric
hospital ■« ■  Has a history of violence and assault when he hit a fellow R  R  He was medically discharged from the
for anide proclems m 1E96. Patient reported to a therapist that he ’  •  but he neve* received menta health treatment or evaluation The patent tortured and
. ec » 1R  numerous times d irn g  his childhood He reported that he use to kill R R  •  » - t  :
also ncuded frequent fantasies of ki ng people since childhood, frequent headaches.' migraines in adoescenoe. head m ury  concussion at age eight, multiple suicide attempts
ncfodrg at age '• w  and at age 23 by ingesting alcohol and sleeping pils His hologcal mother has been married over R tr ie s  and has a history dt
alcohol and drug abuse Patient nas not had any contact with his mother n the past three yea's When ne was ■’ yea's old his boiogcal motheFlirned over lega custody to his

■ • .  who raised him in a stnct •  81 family Patient has never had any contact wth his bcflBgieal

DiseasefSurgical Procedure Start Date End Date Continuing"’

DRUKS ABUSE 1009 'UNKNOWN

CHILD ABUSE

UNKNOWN

UNKNOWN

P m t Time. 25-AUG-2015 10.05 AM if a field is blank there is no data for that field Page 56 of 533
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FDA - Adverse Event Reporting System (FAERS)
FOIA Case Report Information

Case ID :4184936

DETACHMENT EMOTIONAL UNKNOWN

DIFFICULTY SLEEPING UNKNOWN

DRUG ABUSE UNKNOWN

HALLUCINATION AUDITORY UNKNOWN

HEAD INJURY UNKNOWN

HEADACHE UNKNOWN

HOMICIDAL IDEATON UNKNOWN

MARITAL PROBLEM UNKNOWN

PERSONALITY DISORDER UNKNOWN

PHYSICAL ABUSE UNKNOWN

SELF ESTEEM DECREASED UNKNOWN

SEXUAL ABUSE UNKNOWN

SUICIDAL IDEATON UNKNOWN

SUICIDE A T T E S T UNKNOWN

Medical History Produces) Start Date End Date Indications Events

Relevant Laboratory Data:

Test Name Result Unit Normal Low Range Normal High Range Info Avail

Concomitant Products:

Start Date End Date

13-Mar-2002

Interval 1st
Dose to Event

•  Product Name

1 PROZAC

Dose/
Frequency

Route Dosage Text Indication s(s)

Pr n t Time: 25-AUG-2015 10.05 AM If a field is blank there is no data for that feid Page 57 of 533
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FDA - Adverse Event Reporting System (FAERS)
FOIA Case Report Information

Case ID: 4184936

Reporter Source

Study Report?: No Sender Organization GLAXOSMITHKLINE

Literature Text:

Pmt Time: 25-AUG-2015 10.05 AM if a field is blank there is no data for that feid Page 58 of 533
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FDA - Adverse Event Reporting System (FAERS)
FOIA Case Report Information

Case ID: 4204324

Case Inform ation

Case Type EXPEDITED (15- eSub Y  HP: N Country- USA Outcomes- DE (AJNDA'BLA: 0200311
DAY)

FDA Rcvd Date: 07-Sep-2004 Mfr Rcvd Date: 28-Aug-2004 Mfr Control *: JS-GLAXOSMTHW.ir£-AD523522A

Patient Inform ation

Ape 37 YR Sex: Female Weight

Suspect Products Dose*
■ Product Name Frequency Route Dosage Text Indications^) Start Date End Date

1 PAXIL Oral POSTPARTUM
DEPRESSION

Interval 1st
t3 Product Name Dose to Event DeC ReC Lot* Exp Date NDC •  MFRJLabeler

1 PAXIL GLAXOSMITHKLINE

Event Information:
Preferred Term ( MedORA A Version: 18 0 )

Cam eiese a su®de

Homicide U

Intentional overdose

Event/Problem Narrative:
This case was reported in a newspaper article and described the occurrence of murder and sutcide in a 37-year-oki
female palienl who received Paroxetine hydrochloride (Paxil) for postpartum depression Concurrent conditions
included postpartum depression Concurrent medications included Darvocel On an unknown date the patient
started Paroxetine hydrochlonde (oral) On '  the palient commited suicide She was found
with a '“ w . The patient had also murdered her daughter, who was
found « ■  Large amounts of Paroxetine hydrochloride and Darvocet
were found in the palient s system after she died by the medical examiner It was reported that the drug levels
suggested that ’  " The patient died on " "  from
asphyxiation An autopsy was performed

Prfit Time: 25-ALG-2015 10.05 AM if a field is blank there is no data for that feid Page 69 of 533
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FDA - Adverse Event Reporting System (FAERS)
FOIA Case Report Information

Case ID: 4206453

Case Information

Case Type EXPEDITED (15- eSub Y  HP: N Country: USA Outcomes: OT
DAY)

(A)NDA'BLA: 020031 i

FDA Rcvd Date: D^Sep-2004 Mfr Rcvd Date: 30-Aug-2004 Mfr Control#: US-GLAXOSMlTHXLI?£-AD523'25A

Patient Information

Age Sex: Male Weight

Suspect Products Dose*
■ Product Name Frequency Route Dosage Text Indications^) Start Date End Date

1 PAXIL Oral PRODUCT USED FOR
UNKNOWN
INDICATION

•  Product Name
Interval 1st
Dose to Event DeC ReC Lot* Exp Date NOC •  MFR/Labeler

1 PAXIL U GLAXOSMITHKLINE

Event Information:

Preferred Term ( MedORA A Version 170 ) ReC

Homicide U

Memory mpa rment

Event/Problem Narrative:
This case was reported in a newspaper article and described the occurrence of murder by a male palienl who
received Paroxetine hydrochloride (Paxil) for drug use for unknown indication On an unknown dale the patient
started Paroxetine hydrochloride (oral) On * '  an unknown time after starting Paroxetine hydrochloride
the patient committed murder The patient shot al
The patient reported that he did not remember what he was dang This case was assessed as medically senous
by GSK The outcome of the event is unknown

Pert Time: 25-AUG-2015 10.05 AM if a field is blank there is no data for that few Page 61 of 533
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FDA - Adverse Event Reporting System (FAERS)
FOIA Case Report Information

Case ID: 4208287

Case Information

Case Type EXPEDITED (15- eSub Y  HP: N Country: USA Outcomes: OT
DAY)

(A)NDA'BLA: 020031 i

FDA Rcvd Date: 13-Sep-2004 Mfr Rcvd Date: 07-Sep-2004 Mfr Control *: 'JS-GLAXOSMITRKLir£-AD5247MA

Patient Information

Sex: Female Weight

Suspect Products Dose*

■ Product Name Freryiency Route Dosage Text Indications^) Start Date End Date

1 PAXIL Unknown ILL-DEFINED
DISORDER

Interval 1st
a Product Name Dose to Event OeC ReC Lot* Exp Date NDC •  MFR/Labeler

1 PAXIL U GLAXOSMITHKLINE

Event Information:
Preferred Term ( MedORA A Version: 17.0 )

Homicide U

Event/Problem Narrative:
This case was reported by a lawyer and described the occurrence of murder committed by an adult patient who
received Paroxetine hydrochloride (Paxil) for unknown drug indication. A physician or other health care professional
has not venfied this report On an unknown date the patient started Paroxetine hydrochloride (unknown)
unknown dosing Al an unknown time after starting Paroxetine hydrochloride the patient committed murder The
attorney reported that Paxil usage was implicated as the cause of a murder This case was assessed as medically
senous by GSK The outcome of the event is unknown

Prfit Time: 25-ALG-2015 10.05 AM tf a field is blank there is no data for that field Page S3 of 533
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FDA - Adverse Event Reporting System (FAERS)
FOIA Case Report Information

Case ID :4220083

Case Information

Case Type EXPEDITED (15- eSub Y  HP: N Country: USA Outcomes: OT
DAY)

(A)NDA'BLA: 020031 i

FDA Rcvd Date: 04-0ct-2004 Mfr Rcvd Date: 01-0ct-2004 Mfr Control#: US-GLAXOSMlTHXLI!'£-AD527362A

Patient Information

Age. 40 YR Sere Male Weight

Suspect Products Dos el
Frequency Route

Oral

Dosage Text Indications^) Start Date

ANXIETY

End Date1

1

Product Name

PAXIL

i Product Name
Interval 1st
Dose to Event CeC ReC Lot# Exp Date NDC # MFR/Labeler

1 PAXIL U GLAXOSMITHKLINE

Event Information:
Preferred Term ( MedORA A Version: 17 0 )

Amnesia

Anger

Gin shot wound

Homicide U

Intentional setf-rjury

Punt Time: 25-AUG-2015 10.05 AM if a field is blank there is no data for that feld Page 55 of 533
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FDACDER08

FDA - Adverse Event Reporting System (FAERS)
FOIA Case Report Information

Case ID: 5670532

Case Inform ation

Case Type EXPEDITED (15- eSub Y  HP: N Country: USA Outcomes: OT
DAY)

(A)NDA'BLA: 020035 1

FDA Rcvd Dale: 18-0ct-2004 Mfr Rcvd Date: 14-0ct-2004 Mfr Control «: US-GLAXDSMlTHrlll'£-A062eft35A

Patient Information

Age. 35 YR Sex: Male Weight

Suspect Products Dose/

I  Product Name Frequency Route Dosage Text Indications^) Start Date End Date

1 PAXIL CR Oral 12.5MGPerday DEPRESSION 02-0ct-2003

Interval 1st
I  Product Name Dose to Event DeC ReC Lot* *  Exp Date NDC *  MFR,Labeler

Event Information:
Preferred Term ( MedORA A Version: 17.0 )

Homtode U

Event/Problem Narrative:
This case was reported by a lawyer and described the occurrence of murder committed by a 35-year-old male
patient who received Paroxetine hydrochloride (Pawl) tablet-controlled release over a period of 17 Days for
depression A physician or other health care professional has not verified this report Patient had a previous
history of assault and aggressive behavior with prior convictions No concurrent medication On 2 October
2003 the patient started Paroxetine hydrochloride (oral) at 12 5 mg daily. Approximately * '  later, on *

* ■ the patient committed murder This case was assessed as medically serious by GSK Treatment
with Paroxetine hydrochlonde was discontinued The outcome of the event is unknown The patient claims

'• "  Patient was given two boxes of Paxil CR 12 5 mg samples and three
boxes of Paxil CR 25 mg samples by his physician

1 PAXIL CR 17 Day U GLAXOSMITHKLINE

P m  Time: 25-ALG-2015 10.05 AM if a field is blank there is no data for that field Page 74 of 533
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FDA - Adverse Event Reporting System (FAERS)
FOIA Case Report Information

Case ID: 5676743

Case Information

Case Type EXPEDITED (15- eSub Y  HP: N Country: USA Outcomes: DE
DAY)

(A)NDABLA: 020031 i

FDA Rcvd Date: 22-Sep-2QO3 Mfr Rcvd Date: 20-Sep-200fl Mfr Control U: US-GLAXOSMITHKLINE-AD321142A

Patient Information

Age. 60 YR Sex: Male Weight 83 9 KG

Suspect Products Zcse'
i

1

Product Name

PAXIL

Frequency Route

Oral

Dosage Text

20MG Per day

Indication's) Start Date

ANXIETY 11-Feb-IOQS

End Date

Feb-IMS

1 Product Name
Interval 1st
Dose to Event CeC ReC Lot* Exp Date NDC *  MFR’Labeler

1 PAXIL U SMITH KLINE BEECHAM

Event Information:
Preferred Term ( MedORA A Version: 17 0 )

Akathisia
Comcleiea suiade

Homicide U

Psychotic disorder

Pm t Time: 25-AUG-2015 10.05 AM if a field is blank there is no data for that feld Page 78 of 533
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FDA - Adverse Event Reporting System (FAERS)
FOIA Case Report Information

Case ID: 5679392

Case Inform ation

Case Type EXPEDITED (15- eSub Y  HP: N Country: USA Outcomes: OT
DAY)

(A)NDA'BLA: 0200311

FDA Rcvd Date: 22-Nov-2004 Mfr Rcvd Date: 1fl-Nov-20G4 Mfr Control* *: US-GLAXOSMlTI-M.II\E-AD534172A

Event Information:
Preferred Term ( MedDRA A Version: 17.0 )

Homtcde U

Overdose

Event/Problem Narrative:
This case was reported in a newspaper article and described the allegation of murder by a 31-year-old male patient
who received Paroxetine hydrochloride (Paxil fomnulation unknown) for drug use for unknown indication
Concurrent medical conditions included diabetic blindness high blood pressure and a heart condition On an
unknown date the patient started Paroxetine hydrochloride (oral) at unknown, unknown dosing On

• 1,1 the patient allegedly murdered his ex-girtfriend by shooting her numerous limes The patient was being held
under police guard after ingesting a large amount of Paxil (dose unknown) The police ruled out a suicide attempt
since the patient had the gun it was believed that he had the means to take his own life if he wanted Io This case
was assessed as medically serious by GSK The outcome of the events was unknown

Patient Information

Age 31 YR Sex: Male Weight

Suspect Products Dose*

■ Product Name Frerpency Route Dosage Teat Indications^) Start Date End Date

1 PAXIL O r i PRODUCT USED FOR
UNKNOWN
INDICATION

Interval 1st
■ Product Name Dose to Event DeC ReC Lot* Exp Date NDC *  MFR/Labeler

1 PAXIL .  GLAXOSMITHKLINE

Prnt Time: 25-AUG-2015 10.05 AM tf a field is blank there is no data for that Seto Page 80 of 533
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CaselD::5777673
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CaselD::5777673

JIIJ lJ4(JJJI-UH.UU,

ZYPREXA-ORAL ( OLANZAPINE) I O l A m t W

M W iM Lilly iind Company

2 1 /M AR/2 0 0 1 3 0 /M A A /2003
( •M fO d u C lM M

REPREBENTATIVE VTA T«AN*CRYPTB PROM LOCAL

□nknowB

y  O * « •€ ♦ * /rtW tui

Pnllent Intormntion

TELEVISION STATION. CONCERNS A MALE PATIENT

TH IS C A SE. REPORTED BY A COMPANY

Adverse event or product problorr
Ariwi'M awrtl arrW*

aangaaM immary
f»qu**d r iw w trtw  «  p * * r i
D^franart rvjtTMr4aamB0s

t h e  P X T i n r r j 8  m e d i c a l  h i s t o r y  a n d

c o n c o m i t a n t  » d i c a t i o n s  w e r e  n o t  m p o r t e d

THE PATIENT DECAN ORAL OLANZAPIKTE (ZYPREXA)
ON AM U N SPEC IFIED  DATE. THE DOSAGE. WAS NOT
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PATIENT
THE PATIENT WAS CHARGED WITH F IR ST  DEGREE

A II MO. protocol 9RECEIVED
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ODR/ ODER

7 O M

FDA

WAS NOT PROVIDED. THE LAST TWO WEEKS
(APPROXIMATED 7 -M A R -2 0 0 S  THROUGH 2 1 -MAR-
2 0 0 9 .  THE PATIENT EXPERIENCED BAD REACTION

PROVIDED. BUT HE WAS RECEIVING A DOSE EACH
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FDACDER122

FDA - Adverse Event Reporting System (FAERS)
FOIA Case Report Information

Case ID: 5790200

Case Inform ation

Case Type EXPEDITED (15- eSub Y  HP' N Country- USA Outcomes- OT (AJNDA'BLA: 020031 i
DAY)

FDA Rcvd Date: 12-May-2O>5 Mfr Rcvd Date: H-May-2005 Mfr Control#: US-GLAXOSMlTHKLI.'f-ADSSSSTftA

Patient Information

Age 35 YR Sex: Male Weight

Suspect Products

■ Product Name
Dose*
Frequency Route Dosage Text Indications^) Start Date End Date

1 PAXIL

■ Product Name
Interval 1st
Dose to Event

Unknown

DeC ReC Lot* Exp Date

PRODUCT 'USED FOR
UNKNOWN
INDICATION

NDC *  MFRLabeler

1 PAXIL GLAXOSMITJ-KLINE

Event Information:
Preferred Term ( MedDRA A Version: 17.0 )

Agg reason

Homicide

Injury U

Event/Problem Narrative:
This case was reported in a newspaper article and described the occurrence of violence in a 35-year-old male
patient who received Paroxetine hydrochloride (Paxil) for drug use for unknown indication On an unknown
date the patient started Paroxetine hydrochloride (unknown). On 1 "  the patient slabbed and killed *

‘ He was indicted for assault and murder This case was assessed
as medically senous by GSK The outcome of the events is unknown II was reported that the patient was taking
Paroxetine hydrochloride when the assaults occurred A family member subsequently reported that the
patient's attorney was considenng a 'Paxil Defense "

Pm t Time: 25-AUG-2015 10.05 AM if a field is blank there is no data for that few Page 98 of 533



FDACDER122

FDA - Adverse Event Reporting System (FAERS)
FOIA Case Report Information

Case ID: 5790200

Case Inform ation

Case Type EXPEDITED (15- eSub Y  HP' N Country- USA Outcomes- OT (AJNDA'BLA: 020031 i
DAY)

FDA Rcvd Date: 12-May-2O>5 Mfr Rcvd Date: H-May-2005 Mfr Control#: US-GLAXOSMlTHKLI.'f-ADSSSSTftA

Patient Information

Age 35 YR Sex: Male Weight

Suspect Products

■ Product Name
Dose*
Frequency Route Dosage Text Indications^) Start Date End Date

1 PAXIL

■ Product Name
Interval 1st
Dose to Event

Unknown

DeC ReC Lot* Exp Date

PRODUCT 'USED FOR
UNKNOWN
INDICATION

NDC *  MFRLabeler

1 PAXIL GLAXOSMITJ-KLINE

Event Information:
Preferred Term ( MedDRA A Version: 17.0 )

Agg reason

Homicide

Injury U

Event/Problem Narrative:
This case was reported in a newspaper article and described the occurrence of violence in a 35-year-old male
patient who received Paroxetine hydrochloride (Paxil) for drug use for unknown indication On an unknown
date the patient started Paroxetine hydrochloride (unknown). On 1 "  the patient slabbed and killed *

‘ He was indicted for assault and murder This case was assessed
as medically senous by GSK The outcome of the events is unknown II was reported that the patient was taking
Paroxetine hydrochloride when the assaults occurred A family member subsequently reported that the
patient's attorney was considenng a 'Paxil Defense "

Pm t Time: 25-AUG-2015 10.05 AM if a field is blank there is no data for that few Page 98 of 533
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FDA - Adverse Event Reporting System (FAERS)
FOIA Case Report Information

Case ID: 5790200

Relevant Medical History:

DiseasefSurgical Procedure

Medical History Produces)

Start Date End Date Continuing?

Start Date End Date Indications Events

Relevant Laboratory Data:
Test Name Result Unit Normal Low Range Normal High Range Info Avail

Concomitant Products:

t  Product Name Dose/ Route
Frequency

Dosage Text Indication's) Start Date End Date Interval 1st
Dose to Event

Reporter Source

Study Report?: No

Literature Text:

Sender Organization GLAXOSMITHKLINE

Pr r  t Time: 25-AUG-2015 10.05 AM if a field is blank there is no data for that feto Page 99 of 533
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FDA - Adverse Event Reporting System (FAERS)
FOIA Case Report Information

Case ID: 5798213

Case Information

Case Type EXPEDITED (15- eSub Y  HP: N Country: USA Outcomes: DE.HO
DAY)

(A)NDABLA: 020031 i

FDA Rcvd Date: 18-May-2005 Mfr Rcvd Date: 12-M ay-2005 Mfr Control#: US-GLAXOSMlTHWJ>'i£-AD558576A

Patient Information

Age. 41 YR Sex: Female Weight

Suspect Products Zcse'
1 Product Name Frequency Route Dosage Text Indications^) Start Date End Date

1 PAXIL Unknown ANTIDEPRESSANT
THERAPY

2 METFORMIN Unknown MEDICAL DET
HYDROCHLORIDE

3 TRAZODONE Unknown PRODUCT USED FOR
HYDROCHLORIDE

Interval 1st

UNKNOWN
INDICATION

1 Product Name Dose to Event CeC ReC Lot* Exp Date NDC *  MFR'Labeler

1 PAXIL U GLAXOSMITHKLINE

2 METFORMIN U
HYDROCHLORIDE

3 TRAZODONE u
HYDROCHLORIDE

Event Information:

Preferred Term ( MedORA A Version: 170 ) ReC

Completed suiade U

Homodal ideation

Homicide

Swcidal oeaton

Prnt Time: 25-AUG-2015 10.05 AM If a field is blank there is no data for that feld Page 104 of 533
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FDA - Adverse Event Reporting System (FAERS)
FOIA Case Report Information

Case ID: 5798213

Event/Problem Narrative:
This case was reported in a newspaper article and described the occurrence of murder/sukide in a 41-year-oki
female patient who received Paroxetine hydrochloride (Paxil) over a period of Unknown for antidepressant therapy
A physician or other health care professional has not verified this report Co-suspect medication included
Trazodone and Metformin On an unknown date (he patient started Paroxetine hydrochloride (unknown),
unknown dosing On an unknown date, the patient had been hospitalized She had told a friend (hat she intended
Io kill her children On " ■  the patient was " ■  after lelhng the doctor

On • •  lhe patient shot her
and committed suicide

R elevant Medical History:

Disease)Surgical Procedure

Medical History Produces)

Start Date End Date Continuing?

Start Date End Date Indications Events

R elevant Laboratory Data:
Test Name Result Unit Normal Low Range Normal High Range Info Avail

Print Time. 25-AUG-2015 10.05 AM

Concom itant Products:

Start Date End Date Interval 1st
Dose to Event

•  Product Name Dose/
Frequency

Route Dosage Text Indication s(s)

Reporter Source:

Study Report?: Ng Sender Organization GLAXOSMITHKLINE

if a field is blank, there is no data for that field Page 105 of 533
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FDA - Adverse Event Reporting System (FAERS)
FOIA Case Report Information

Case ID: 5798213
Literature Text:
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FDA - Adverse Event Reporting System (FAERS)
FOIA Case Report Information

Case ID :5801931

C ase In fo rm atio n

Case Type EXPEDITED (15- eSub Y  HP: N Country USA Outcomes' HO.OT (A)NDABLA: 020031/
DAY)

FDA Rcvd Date: O5-Jan-2OO0 Mfr Rcvd Date: 03-Jan-2003 Mfr Control#: US-GLAXOSMlTHKLir£-A055e41fiA

P atien t In fo rm atio n

Age. 8 YR Sei: Female W eight 38.2 KG

S uspect P ro du cts Dose/
1 Product Name Frequency Route Dosage Text Indications^) Start Date End Date

1 PAXIL Oral ANXIETY 04-Aijg-2003 20-Aug-2003

2 RISPERDAL Unknown ANXIETY 2003 2003

3 ZOLOFT Oral 25MG Unknown ANXIETY 2003 2003

f Product Name
Interval 1st
Dose to Event DeC ReC Lot* Exp Date NOC •  MFR’Labeler

1 PAXIL U GLAXOSMITHKLINE

2 RISPERDAL U

3 ZOLOFT U

E ven t In form ation:
Preferred Term ( MedORAS Version: 17.0 ) ^ e l“

Aggression

Ag Ration

Anxiety

Homicide

Insomnia

Personality change

Psychomotor hyperactivity

School refusal

Pnnt Time. 25-AUG-2015 10.05 AM If a field is blank there is no data for that feid Page 107 of 533



FDACDER132

FDA - Adverse Event Reporting System (FAERS)
FOIA Case Report Information

Case ID :5801931

SuxtdaJ tdeatwn U

Event/Problem Narrative:
This case was reported by a lawyer via the litigation process and described the occurrence of suicidality in an eight
year old female patent who received Paroxetine hydrochloride (Paxil) over an unknown period of time for treatment
of anxiety Concurrent medical conditions included anxiety disorder esotropia family history of depression and
v.ears glasses full time Co-suspect medications included Zoloft and Risperdal In 2003 the patient started
Paroxetine hydrochloride (Unknown route) at an unknown dosing Al an unknown lime after starting Paroxetine
hydrochloride the patient experienced suicidality homicidal act exacerbation of anxiety, suicidal threats violent
behavior school refusal, hyperactive anxiety and apprehension The patient was hospitalised. Treatment with
Paroxetine hydrochloride was discontinued in 2003 Review of the medical record indicated that the patient was
examined in the emergency room on for complaints of "anxiety ’  The patient was experiencing
anxiety about « ■ ’ The patient's mother informed a physician
that the patient had started Zoloft 25 mg on 29 August 2003 and became hyperactive and the medication was
discontinued approximately three days ago The physician noted in the record that the patient had 'agitation due to
medication side effects " He advised her to "discontinue SSR1" The patient's mother also reported that the patient
had previously taken Paxil and also had problems with that medication No additional information provided
regarding the patient taking Paroxetine The parent s refused inpatient hospitalization for the patient at this time,
and the patient was discharged home with her parents after contracting for safety with a psychiatrist On J

' 1 the patient became combative and violent with her mother She was hitting her mother with her
" " T h e

patient took a knife
The patient was taken Io the emergency room for evaluation The mother reported Io a physician that the patient
was on Risperdal and selective serotonin reuptake inhibitors (SSRI). but the SSRls made her more agitated She
staled that they attempted to taper them and substitute Risperdal The mother stated that the patient was off all
medication now A physician noted in the record during the emergency room visit, that the patients anxiety
started three months ago and the patient was started on Paxil The patient s behavior became worse, and she was
placed on Zoloft The mother reported that the Zoloft made her hyperactive, and was also eventually discontinued
The palient was hospitalized for four days. While in the hospital the patient was prescribed Ativan The patient was
discharged from the hospital on " *  and was not prescribed any medication The outcome of the
events is unknown Records from the licensed social worker reported that the patient recieved Paxil tablets
from 04 Augusl 2003 Io 29 August 2003 for anxiety and panic disorder The patient s anxiety had increased when it
was time to return to school and for her mother to return to work The patients behavior became worse when she
was on Paxil Paxil was discontinued and Zoloft started on 29 August 2003 Patient's behavior became * ‘

and she had increased energy to •  • Patient was admitted to the

PnrtTime: 25-AUG-2015 10.05 AM if a field is blank there is no data for that teW Page 108 of 533



FDACDER133

FDA - Adverse Event Reporting System (FAERS)
FOIA Case Report Information

Case ID :5801931

psychiatric hospital on • ' w  and through 1,1 and Zoloft was disconliued Notes
dated 02 October 2003 reported that the patient had improved Notes dated 03 February 2004 reported that lhe
patient was happy at school and home She was "functioning at age appropriate level in all areas "

R elevan t M edica l H istory:
The patient's mother has a history of depression, and has been treated with Zoloft unsuccessfully Family history cf depression ir and

The patient developed anxiety approoomately two years ago. (NOS) The patient's mother reported that during the previous school yea- the patient was fearful of a school
employee

Medical History Produces)

Disease/Surgical Procedure Start Date End Date Continuing"’

ANXIETY DISORDER UNKNOWN

ESOTROPIA UNKNOWN

EYEGLASSES WEARER UNKNOWN

FAMILIAL RISK FACTOR UNKNOWN

Start Date End Date I ndications Events

R elevan t Labo ra to ry  Data:

Test Name Result Unit Normal Low Range Normal High Range Info Avail

Pm t Time. 25-AUG-2015 10.05 AM If a field is bank there is no data for that field Page 100 of 533
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FDA - Adverse Event Reporting System (FAERS)
FOIA Case Report Information

Case ID:5801931

C o n co m itan t P roducts:

•  Product Name Dose/
Frequency

Route Dosage Text Indication s(s] Start Date End Date Interval 1st
Dose to Event

R ep o rter Source:

Study Report?: No Sender Organization GLAXOSMITHKLINE

Literature Text:

Pr n t Time: 25-AUG-2015 10.05 AM if a field is blank there is no data for that Beto Page 110 of 533
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FDA - Adverse Event Reporting System (FAERS)
FOIA Case Report Information

Case ID :5855053

C ase In fo rm atio n

Case Type EXPEDITED (15- eSub Y  HP: N Country: USA Outcomes: OT
DAY)

(A)NDA'BLA: 020031 i

FDA Rcvd Date: DSAug-2005 Mfr Rcvd Date 05-Aug-2005 Mfr Control#: JS-G LAXO SM lTHrlirf-AO M SfKO A

P atien t In fo rm atio n

Age 60 YR Sex: Male Weight:

S uspect P ro du cts Dose/
1 Product Name Frequency Route Dosage Text lndications(s) Start Date End Date

1 PAXIL Oral

2 WELLBUTRIN

Interval 1st
i  Product Name Dose to Event DeC ReC Lot# Exp Date NDC # MFR/Labeler

1 PAXIL U GLAXOSMITHKLINE

2 WELLBUTRIN U GLAXOSMITHKLINE

E ven t In form ation:

Preferred Term ( MedORA A Version: 17 0 ) R f iC

Homtode U

Event'Problem Narrative:
This case was reported in a newspaper article and described the occurrence of homicide by a 60-year-old male
patient who received Paroxetine hydrochloride (Paxil) On an unknown date, the patient started Paroxetine
hydrochloride (oral). At an unknown time after starting Paroxetine hydrochloride, the patient

The victim died from multiple gunshot wounds
* '  The patient claimed that the victim * ’■'

The newspaper
article stated that the patient was • ’ * This case was
assessed as medically serious by GSK. The outcome of the event is unknown

Pr n t Time: 25-AUG-2015 10.05 AM if a field is blank there is no data for that field Page 135 of 533
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FDACDER16S

FDA - Adverse Event Reporting System (FAERS)
FOIA Case Report Information

Case ID: 5867561

Case Information

Case Type EXPEDITED (15- eSub Y  HP: N Country: USA Outcomes: OT
DAY)

(A)NDA'BLA: 020031 i

FDA Rcvd Date: 26-Adq-2005 Mfr Rcvd Date: 22-Aj j q-2C05 Mfr Control H: US-GLAXOSMITHW.INE-AD571265A

Patient Information

Ape 30 YR Sex: Male Weight

Suspect Products Dose*
i Product Name Frequency Route Dosage Text Indications^) Start Date End Date

1 PAXIL Oral MAJOR DEPRESSION 2003

2 HEROIN Unknown PRODUCT USED FOR
UNKNOWN
INDICATION

3 METHAMPHETAMINE Unknown PRODUCT USED FOR
HYDROCHLORIDE

Interval 1st

UNKNOWN
INDICATION

S Product Name Dose to Event CeC ReC Lot* Exp Date NDC •  MFR'Labeler

1 PAXIL U GLAXOSMITHKLINE

2 HEROIN U

3 METHAMPHETAMINE
HYDROCHLORIDE

u

Event Information:
Preferred Term f MedORA A Version: 170 ) ReC

Homicide u
Mental disotde-

Print Time. 25-AUG-2015 10.05 AM If a field is blank there is no data for that feid Page 145 of 533
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FDA - Adverse Event Reporting System (FAERS)
FOIA Case Report Information

Case ID: 5872820

Case Information

Case Type EXPEDITED (15- eSub Y  HP: Y  Country: USA Outcomes: DE (A)NDA'BLA: 021340/
DAY)

FDA Rcvd Date: tB-Sep-2005 Mfr Rcvd Date: 28-Aug-2005 Mfr Control#: US-JNJFOC-2OD50SO67O7

Patient Information

Age. Sex: Female Weight

Suspect Products Dose/
■ Product Name Frequency Route Dosage Text Indication's) Start Date End Date

1 RISPERDAL CONSTA

2 RISPERIDONE

Intramuscular PRODUCT USED FOR
UNKNOWN
INDICATION
PRODUCT USED FOR
UNKNOWN
INDICATION

■ Product Name
Interval 1st
Dose to Event CeC ReC Lot* Exp Date NDC * MFR'Labeler

1 RISPERDAL CONSTA N

2 RISPERIDONE N

Event Information:

Preferred Term ( MedORA A Version 170 ) ReC

Completed suiode N

Homicide N

Pn n t Time: 25-AUG-2015 10.05 AM If a field is blank there is no data for that feid Page 148 of 533
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FDA - Adverse Event Reporting System (FAERS)
FOIA Case Report Information

Case ID: 5872820

Event/Problem Narrative:
Spontaneous report received from a physician via a company representative 1-159101492 A woman (age
weight and history unknown), received risperidone (microsptieres intra-muscular) dosage unknown initiated in
Aug-05, for an unknown indication Additional company suspect drug nspendone (unspecified) dosage unknown
initialed in Aug-05, for an unknown indication No concomitant medications were reported Two to three days after
receiving an initial injection of risperidone, the patient killed her son and then herself (exact cause of death not
provided) This report is serious (death).

R elevant Medical H is tory :

Disease/Surgical Procedure Start Date End Date Continuing?

Medical History Productfs) Start Date End Date Indications Events

R elevant Laboratory Data:
Test Name Result Unit Normal Low Range Normal High Range Info Avail

Concom itant Products:

f  Product Name Dose/ Route Dosage Text lndications(s) Start Date End Date Interval 1st
Frequency Dose to Event

R eporter Source:

Study Report?: No Sender Organization JOHMSON AND JOHNSON

Pnnt Time: 25-AUG-2015 10.05 AM if a field is blank there is no data for that fe id Page 140 of 533
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FDA - Adverse Event Reporting System (FAERS)
FOIA Case Report Information

Case ID: 5872820
Literature Text:

Pn rt Time: 25-AUG-2015 10.05 AM If a field is blank there is no data for that feid Page 150 of 533
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FDA - Adverse Event Reporting System (FAERS)
FOIA Case Report Information

Case ID: 5882305

C ase In fo rm atio n

Case Type EXPEDITED (15- eSub Y  HP: Y  Country: USA Outcomes: DE.OT
DAY)

(A)NDA'BLA: 020530 ■'

FDA Rcvd Date: 14-0ct-2005 Mfr Rcvd Date: M-Oct-2005 Mfr C ontro l*: 2005UW13792

P atien t In fo rm atio n

Age 28 YR Sex: Male Weight

S uspect P roducts

■ Product Name
Dose/
Frequency Route Dosage Text Indicationsfs) Start Date End Date

1 SEROQUEL Oral AN UNKNOWN QUANTITY 28Aug-2005 28-Aug-2005
CRUSHED AND PUT INTO BEER

2 UNSPECIFIED Oral DRANK 2 BEERS 28Aug-2005 28-Aug-2005
INGREDIENT

Interval 1st
1 Product Name Dose to Event OeC ReC Lot* Exp Date NDC *  MFR/Labeler

1 SEROOUEL 1 Day ZENECA

2 UNSPECIFIED 1 Day
INGREDIENT

E ven t In form ation:

Preferred Term ( MedDRA A Version 18 0 I ReC

Dizs "ess

Loss of consciousness

Overdose

Toxicity to various agents

Victim of crime

Pr n t Time: 25-AUG-2015 10.05 AM If a field is bank there is no data for that feld Page 153 of 533



FDACDER178

FDA - Adverse Event Reporting System (FAERS)
FOIA Case Report Information

Case ID: 5882305

ReC

Pnnt Time: 25-AUG-2015 10.05 AM If a field is blank there is no data for that fe id Page 154 o f 533

Preferred Term ( MedORA A Version: 17.0

EventlProblem Narrative:
{POLYSUBSTANCE INTOXICATION DRUG OVERDOSE. PASSED OUT DIZZY. VICTIM OF CRIME} A report
was received from a physician via a pharmaceutical sales specialist and an article posted in the
on 11 • and •  * *' concerning a 28-year-old male victim The male victim received an unknown
dose of SEROQUEL (quetiapine fumarate) orally that had been prescribed to a female patient for her (unspecified)
mental illness On * 1 the male victim died after receiving a drug overdose when a woman who he met
al • IB II was reported in an article in the “ '■ l

• •  that a woman

The article
went on to say lhat after tie passed out the • •

The victim's body was on the floor
The victim's * ■ assessed •  • «

pulseless, and began to administer cardiopulmonary resuscitation II was noled lhat when rescuers arrived the
police slopped them at the door indicating that lhe victim was already dead Per the nev/spaper article, an autopsy
was performed which detected a toxic amount of Seroquel in the victim's system and indicated a drug overdose as
lhe likely cause of his death In a follow-up article posted in the “ ■  it was
noted that toxicology tests showed lhat the victim's bloodstream

The pathologist who performed the autopsy on the victim's body noted that there was no other evidence that would
explain the man's death The pathologist classified lhe victim's cause of death as 1 "P e r
lhe pafrologisl



FDACDER179

FDA - Adverse Event Reporting System (FAERS)
FOIA Case Report Information

Case ID: 5882305

on n

The company physician considered lhe events of loxicdrug overdose
polysubstance intoxication passed out. dizzy and victim of crime to be serious due Io lhe cnteria of death and
medically important Corrected report Information from this case (lhe victim s case) was also entered into the
perpetrators case (case 2005UW14509) The event terms amended from Homicide. Drug Overdose. Drug
Overdose. Passed Out. Dizzy and Intentional Misuse to Drug Overdose. Drug Toxicity. Passed Out. Dizzy and
Victim of Crime Summary of follow-up information received by AstraZeneca on 06-OCT-2005 amended the event
terms from Drug Overdose. Drug Toxicity Passed Out Dizzy, and Victim ofCrime Io Polysubslance Intoxication
Drug Overdose. Passed Out. Dizzy and Victim ofCrime In addition laboratory results regarding lexicology studies
and blood alcohol levels were obtained and details surrounding the victim s death and cause of death (due to
polysubstance intoxication) were received.

R elevant Medical History:

Disease/Surgical Procedure

Medical History Produces)

Start Date End Date Continuing?

Start Date End Date Indications Events

Relevant Laboratory Data:

Test Name Result Unit Normal Low Range Normal High Range Info Avail

Stood alcohol 0.122 % <0 08

C oncom itant Products:

t  Product Name Dose/ Route Dosage Tert Indications(s) Start Date End Date Interval 1st
Frequency Dose to Event

R eporter Source

Study Report?: No Sender Organization ASTRAZENECA

Pm i Time: 25-AUG-2015 10.05 AM if a field is blank there is no data for that feid Page 155 of 533
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FDA - Adverse Event Reporting System (FAERS)
FOIA Case Report Information

Case ID: 5882305
Literature Text:

P m  Time: 25-AUG-2015 10.05 AM If a field is blank there is no data for that field Page 153 of 533
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FDA - Adverse Event Reporting System (FAERS)
FOIA Case Report Information

Case ID: 5888893

Case Information

Case Type EXPEDITED (15- eSub Y HP: Country: USA Outcomes: OT
DAY)

(A)NDA'BLA: 020539?

FDA Rcvd Date: 3O-Sep-20O5 Mfr Rcvd Date: 15-Sep-2005 Mfr Control#: 2005UW14509

Patient Information

WeightAge. Sex: Female

Suspect Products

1 Product Name

1 SEROQUEL

i  Product Name

1 SEROQUEL

Dose/
Frequency

Interval 1st
Dose to Event

Route

Oral

DeC ReC

Dosage Text

Lot# Exp Date

Indications!*) Start Date

MEhTTAL DISORDER

NDC # MFR/Labeler

ZENECA

End Date

Event Information:
Preferred Term ( MedDRA A Version:

Homicide
Intentional product misuse

Legal problem

Theft

170 ) ReC

P m  Time: 25-AUG-2015 10.05 AM If a field is blank there is no data for that feld Page 163 of 533
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FDA - Adverse Event Reporting System (FAERS)
FOIA Case Report Information

Case ID: 5888893

Preferred Term ( MedORA A Version: 18 0 ReC

Event/Problem Narrative:
{HOMICIDE INTENTIONAL MISUSE STEALING. LEGAL ISSUE} A report was received from a physician via a
pharmaceutical sales specialist and an article posted in the • '  on •  •  concerning a
female patient The female patient was under treatment v/rth SEROQUEL (quetiapine fumarate) for an unspecified
menial illness On the patient

It
was reported in an article in the

Per the newspaper article an autopsy delected a toxic amount of Seroquel in the
victim s system and indicated a drug overdose as the likely cause of his death Per the ■ "  article posted
in the - 1"

The
company physician considered the events of homicide, intentional misuse stealing and legal issues to be serious
and medically important This information was initially reported as one case 2005UW13792 The case has since
been split into two cases (case 2005UW13792 and 2005UW14509)

R elevant Medical History:

Disease/Surgical Procedure Start Date End Date Continuing"’

Pnnt Time: 25-AUG-2015 10.05 AM if a field is blank there is no data for that te d Page 104 of 533
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FDA - Adverse Event Reporting System (FAERS)
FOIA Case Report Information

Case ID:5888893

Medical History Produces) Start Date End Date Indications Events

Relevant Laboratory Data:

Test Name Result Unit Normal Low Range Normal High Range Info Avail

Concomitant Products:

t  Product Name Dose/
Frequency

Route Dosage Teat Indications^?] Start Date End Date Interval 1st
Dose to Event

Reporter Source

Study Report?: No

Literature Text:

Sender Organization ASTRAZENECA

Pr r t Time: 25-AUG-2015 10.05 AM If a field is blank there is no data for that field Page 105 of 533



FDA - Adverse Event Reporting System (FAERS)
FOIA Case Report Information

FDAC0€Rieiv3

Case ID: 5890599

C ase In fo rm atio n

Case Type: EXPEDITED (15- eSub Y  HP: N Country: CAN Outcomes: HO (A)NOAIBLA: 020031 J
DAY!

FDA Rcvd Date: 01-Nov-2011 Mfr Rcvd Date 26Oct-2011 Mfr Control»: CA-GLAXOSM m-!KLIN=-AO5754S0A

P atient In form ation:

Age: 47 YR Sex Male W eight

S uspect P roducts: Dose/
# Product Name Frequency Route Dosage Text Indications(s) Start Date End Date

1 PAXIL 50 MG/ Oral SOVGPerday MAJOR DEPRESSION Jul-2003 2004

Interval 1st
H Product Name Dose to Event OeC ReC Lot* Exp Date N D C 1 MFRi'Labeler

1 PAXIL GLAXOSMITHKLINE

E ven t In form ation:
Preferred Term ( MedORA A Version: 17.G ) R r < -

Ag*ation

Akathisia

Delusion

Depression

Drug ineffective

Hom ode

Hyperhidrosis

Insomnia

Major depression

Mania

Mental disorder

Obsessive thoughts

Personality change

Print Time. 25-ALG-2015 10 05 AV If a field is blank, there is no data for that field Page 165 of 533
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FDA - Adverse Event Reporting System (FAERS)
FOIA Case Report Information

Case ID: 5935626

Case Information

Case Type EXPEDITED (15- eSub Y  HP: N Country- USA Outcomes- OT (A)NDABLA: 020031 !
DAY)

FDA Rcvd Date: OSCec-2005 Mfr Rcvd Date: 2S-Nov-2005 Mfr Control#: US-GLAXOSMlTHKLIl'£-ADz43563A

Patient Information

Age. 18 YR Sex: Male Weight

Suspect Products Dose/
■ Product Name Frequency Route Dosage Text Indications^) Start Date End Date

1 PAXIL Oral DEPRESSION 1S-Sep-15S5

2 ALCOHOL

Interval 1st
1 Product Name Dose to Event DeC ReC Lot* Exp Date NDC *  MFR’Labeler

1 PAXIL U SMITH KLINE BEECHAM

2 ALCOHOL U

Event Information:
Preferred Term ( MedORA A Version: 17.0 ) R e C

Feeling abnormal

Feeling jittery

Homicide U

Psychotic disorde'

Pmt Time: 25-AUG-2015 10.05 AM if a field is blank there is no data for that feld Page 174 of 533
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Case ID :6077845

Case Information
Case Type EXPEDITED (IS- e S u t Y  HP: N Country: USA Outcomes OT

CAY]
(A)HDAJ8LA: C2OC31

FDA Rcvd Date 21-F60-20C7 MbRCvdOfitfi 1A-Fe0-200" Mfr Control 1: US-GLAXOSNITHKLINEAC61101CA

Patient Inform a to n :

age: AS YR Sex Male weight

Suspect Products: Dot*
i  Product Name Frequency Route DcaageText indKationa(e) start Date End cate

1 PAX_ Oral DEGRESSION -an-2CO6

2 PROZAC Oral DEPRESSION Jar-2006

interval n t
a Product Name Dow  to Event Dec Rec Lott Exp Date t O C i  MFRLaneier

1 P A X . U GLAXOS MTU KLINE

2 PROZAC U

Event Inform ation:
Profaned Term | Ned ORA *  Vernon: 17.0 ) R f iC

Bpdiar disorder

□fusion

weaion

Homiciaa

Mapf depression

Psycrotfd disorder

TnirKrg acnorrnai

Weigrfl ircresaed

u

PnntTme: 25-AUG-2C15 10C5 AM rt a field is Blank, mere is no data tor trai field =age 1M of 533
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FDA - Adverse Event Reporting System (FAERS)
FOIA Case Report Information

Case ID: 6167713

C ase In fo rm atio n

Case Type EXPEDITED (15- eSub Y  HP: Y  Country: USA Outcomes: OT
DAY)

(A)NDA'BLA: 019908/

FDA Rcvd Date: 20-Jun-2008 Mfr Rcvd Date: 19-Jun-2008 Mfr Control *: lJS-SANOFl-SY:jTHELA.sC-A0320M05398

P atient In fo rm atio n

Age. 32 YR Sex: Male W eight 81 6 KG

S uspect P roducts Dose*
■ Product Name Frerpency Route Dosage Text Indications^) Start Date End Date

1 AM8IEN 5 MG.' O r i  INSOMNIA 2003 0fl-0ct-2006

2 AM8IEN 10 MG-' O ra Oct-2009

Interval 1st
a Product Name Dose to Event DeC ReC Lot* Exp Date NDC *  MFR/Labeler

1 AM8IEN 3 Year

2 AM8IEN 3 Yea'

E ven t In form ation:

Preferred Term ( MedDRAG Version: 17.0 )

Abnormal behaviour

Aggression

Amnesia

Con fu sons I state

Drug withdraws convulsions

Fatigue

Fear

Homicide

Hyperhidrosis

Intentional overdose

Pn n t Time: 25-AUG-2015 10.05 AM If a field is blank there is no data for that feld Page 22fl d  533
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FDA - Adverse Event Reporting System (FAERS)
FOIA Case Report Information

Case ID: 6181156

Case Information

Case Type EXPEDITED (15- eSub Y  HP: N Country- USA Outcomes- DE (A)NDA'BLA: 020031/
DAY)

FDA Rcvd Date: 07-Dee-2006 Mfr Rcvd Date: 06-Dec-2006 Mfr Control #: JS-GLAXOSMTHKLIl'£-A0e3O518A

Patient Information

Age. 3S YR Sex: Male W eight

Suspect Products Dose/
■ Product Name Frequency Route Dosage Tent Indications^) Start Date End Date

1 PAXIL Unknown DEPRESSION

Interval 1st
•  Product Name Dose to Event DeC ReC Lot* Exp Date NDC •  MFR/Labeler

1 PAXIL U GLAXOSMITHKLINE

Event Information:
Preferred Term ( MedORA A Version: 170 ) R e C

Completed suicsde U

Hallucination, auditory

Home ae

Thinking abnormal

Prnt Time: 25-AUG-2015 10.05 AM If a field is blank there is no data for that field Page 250 of 533
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FDA - Adverse Event Reporting System (FAERS)
FOIA Case Report Information

Case ID: 9241120

Case Inform ation

Case Type EXPEDITED (15-
DAY)

eSub Y  HP: Country: JPN Outcomes: LT.OT (A)NDA'BLA: 0213231

FDA Rcvd Date: 17-Mgy-2013 Mfr Rcvd Date: 10-May-2013 Mfr Control if: JP-FR]-1000044481

Patient Inform ation

Age. SO YR Sex: Male Weight 70 KG

Suspect Products Doser
■ Product Name Frequency Route Dosage Text lndications(s) Start Date End Date

1 LEXAPRO 10MGOD Oral 10 mg Depression 28-Mar-2013 30-Mar-2013

■ Product Name
Interval 1st
Dose to Event DeC ReC Lot* Exp Date NDC *  MFRLabeler

1 LEXAPRO 3 Day A FOREST

Event Information:
Preferred Term ( MedORA A Version: 17.0 ) R e C

Homicide

Suicide attempt

Event/Problem Narrative:
Mochida reference number A20130592

Case reference number DKLU1090235 is a spontaneous case received from a health professional in Japan

This case concerns a 80 year old Male administered Lexapro film-coated tablets (generic name escitalopram) 10
mg daily from 28/Mar/2013 to 30/Mar/2013 for depression

Behaviours that harm to others (verbal abuse or violent actions etc) in the past None Suicidal ideations or
attempts in the past None

On an unknown date in Feb/2013. the patients wife was diagnosed with dementia

Pre! Time: 20-AUG-2015 11 24 AM If a field is blank there is no data for that field Page 136 of 272
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FDA - Adverse Event Reporting System (FAERS)
FOIA Case Report Information

Case ID: 9241120

On an unknown dale in Mar/2013. the patient was suffering for hrs wife whose dementia became noticeable

On 28/Mar/2013. the patient had his son with psychiatric disorders due Io an injury at his youth besides his wife with
dementia and the reporting physician had multiple consultations with the patient whose chief complaints were
anxiety and feeling irritated for the future The reporting physician prescribed escilalopram to energize him after
observing his facial expression of being worn out and his attitude of being depressed

On 30/MarZ2013 the last day of escitalopram administration

On an unknown dale compliance with escitalopram was unknown although the patient visited the reporting clinic
every day after initiation of escitalopram II did not seem that there was a big change in three days up Io the
incident although regarding the patient’s mental condition, he was depressed and anxious throughout the course
from escitalopram initiation to homicide and suicide attempt

On ■ 1 at around 10 00 the patient strangled his wife to death and then he attempted a suicide with a
■ n  He was found unconscious It seemed that the patient committed a family suicide

On an unknown dale it was said that the patient was emergently transported and became alert after admitted to a
hospital

The patients medical history comprised Hypertipidaemia Hypertension Sleep loss Gastritis. Pam and Common
cold

Concomitant medication included
Mevan (Pravastatin sodium), unknown form oral 10 mg daily dose from 03/Mar/2009 Io 30/Mar/2013 for
hypertipidaemia
Amlodipine OD (Amlodipine hesitate), unknown form oral 5 mg daily dose, from 21/MayZ2012 Io 30/Mar/2013 for
hypertension
Depas (etizolam). unknown form. 0 5 mg daily from 13ZSep/2011 to 30/Mar/2013 for sleep loss
Rebamipide (Rebamipide). unknown form oral 300 mg daily from 21/Dec/2O1O to 30/Mar/2013 for gastritis
Neurolropin (An extract obtained from inflammatory rabbit skin inoculated by vaccinia virus), unknown form oral 12
UT from 21/Dec/2010 to 30/Mar/2013 for pain
Ringereaze (Loxoprofen sodium hydrate), unknown form. oral. 180 mg daily, from 15/Feb/2011 to 30/Mar/2013 for
pain
PA (Non-pyrine cold preparation), unknown form oral. 6 DF from 21/Mar/2013 Io 30/Mar/2013 for common cold.

Print Time: 20-AUG-2015 11 34 AM tf a field is blank there is no data for that few Page 137 of 272
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FDA - Adverse Event Reporting System (FAERS)
FOIA Case Report Information

Case ID: 9241120

LATEST FOLLOW-UP INFORMATION RECEIVED ON l0/May/2013
The case has been updated with the following information
- Narrative

R elev a n t M ed ica l H is to ry :

Prfit Time. 20-AUG-2015 1V34 AM

DiseasefSurgical Procedure

Gastritis

Hyper pidaeroa

Hypertension

Insomnia

Nasopharyngitis

Pam

Medical History Product) s)

Start Date

Start Date

End Date

End Date

Continuing?

Indications Events

R e lev a n t L a b o ra to ry  D ata:

Test Name Result Unit Normal Low Range Normal High Range Info Avail

if a field is blank there is no data for that feid Page 138 of 272
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FDA - Adverse Event Reporting System (FAERS)
FOIA Case Report Information

Case ID: 9241120

C o n co m itan t P roducts:

• Product Name Dose/
Frequency

Route Dosage Text Indication s(s) Start Date End Date Interval 1st
Dose to Event

1 AM .O D IPIN EO O 5 MG'CO Ora' 5 mg Hypertension 21-May-2012 30-Mar-2013

2 DEPAS 5 M G D D Ora' 0 5 mg Insomnia 13-Sep-2O11 30-Mar-2013

3 MEVAN 1 0 M G W Ora' 10mg Hyperlpidaemia 03-Mar-200fl 3O-Mar-2O13

4 hEUROTROPIN ’ D Ora' 12U T Pa n 21-Dec-2fl10 30-Mar-2013

5 PA 2D F/T ID Ora' 2D F Nasopharyngitis 21-Mar-2013 30-Mar-2013

fl REBAMIPIDE 100MG/T1D Ora' 300 mg Gastritis 21-Dec-2fl10 30-Mar-2013

7 RlNGEREAZE flfl M G T ID Ora' 60 mg Pa n 15-Fet-2011 30-Mar-2013

R ep o rter Source

Study Report?:

Literature Text:

Sender Organization FOREST

P m  Time: 20-AUG-2015 11 34 AM If a field is blank there is no data for that feld Page 130 of 272
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