Date: 05/20/1998

ISR Number: 3080382-6

Report Typ irect

Company Report Number: Age: Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit Duration
Seportdonree —_—— 2oseTnlt Duration
Hospitalization - Ab; 1Beh r Nos Accotane s
Initial or Prolonged Mental Disorder Nec
Disability Schizophrenia Nos
Required Intesvention
to Prevent Permanent
 Lmpairment/Damage _
Date: 05/06/1998 ISR Number: 3080757-5 Report Type: Direct Company Report Number: Age: Gender:  Pemale
Outcome PT ReportSource  Product Role Manufacturer Route  _ Dose/Unit  Duration _
—eome Role
Hospitalization - Appetite Decreased Accutane PS
Initial or Prolonged Depression Nec .
Fatigue
Mental Impairment Nos
Nervousness
Suicidal Ideation
Date: 05720/1998 ISR Number: 3081102-1 Report Type: Expedited (15-Day) Company Report Number: 98350 Age:  42YR Gender:  Female
Outcome PT Report Sonrce Prodnct Role Manufacturer Route Dose/Unit Duration
Other Abdominal Pain Upper Consumer Accutane s ORAL
s o :
1'usl o Homulin C
Diplopia B
Disorientation Axid c
Dizziness (Bxc Vertigo) Propulsid C
Dry Skin Lotensin [¢]
Feeling Abnormal Norvasc c
Headache Nos Klonoin c
Headache Nos Aggravated
Hypertension Nos
LipDry
Tachycardia Nos
Tongie Oedema
Tremor Nec
Date: 05/19/1998 ISR Number: 3081442.6 Report Type: Expedited (15-Day) Company Report Number: 93539 Age:  54YR Gender:  Female
Outcome PT Report Source Product Role Manuf; Route Dose/Unit Duration
Other Abdominal Pain Nos Consumer Accutane PS ORAL
Arthralgia P o c
Back Pain — c
Buming Sensation Nos e
08/03/2000
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[ue

ate: 05/22/1998

Outcome

ISR Number: 3081736-4

T

Hospitalization -
Initial or Prolonged

Collapse

Delusion Nos

Feeling Abnormal
Hypoglycaemia Nos
Parkinsonism Aggravated

Report Type: Expedited (15-Day)

Report Source Product
R e

Company Report Number: 99244

Role

Foreign
Other

Tasmar
Sinemet
Dothiepin

Bezalip-Mono

Aspirin

caaay

Manufacturer

Age:  65YR

Route

ORAL

Gender:  Male

Doss/Unit _ Duration

Date: 05/22/1998

Outcome

He

ISR Number: 3081748-0

PT

Report Type: Expedited (15-Day)

Report Soarce Product

Initial or Prolonged

D ion Aggravated
Hyporeflexia

Muscle Disorder Nos
Muscle Spasms

Myalgia

Neurological Disorder Nos
Ovarian Disorder Nos
Pain Nos

Weight Increased

Company Report Number: 96110

Health Professional Accutane

Paxil

o gz
&

Manufacturer

Age: 26 YR

Route

Gender:  Female

Dose/Unit _ Duration

ORAL

Date: 05/22/1998

Outcome

ISR Number: 3081750-9

PT

Disability
Congenital Anomaly

Binocular Bye Movement
Disorder Nos

Blindness Transient

Blindness Unilateral

Cerebral Palsy

Complications Of Maternal
Exposure To Therapuetic Drugs
Congenital Central Nervous
System Anomaly Nos
Conjuactivitis Nec
Convalsions Nos
Developmental Coordination
Disorder Nos

Developmental Delay Nos

Eye Discharge

Eye Rolling

Eyelid Malformation, Congenital
Nos

Eyelid Prosis
Pacial D: i

Report Type: Expedited (15-Day)

Report Source

Product

Company Report Number: 72202

Health Professional Accutane
Prozac

Alcchol

08/03/2000

)
C
C

Role

Age: 24 YR

Route

Gender:  Female
Dose/Unit

Duration

ORAL
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Date: 05/22/1998

Outcome
Other

Date: 05/27/1998

Outcome
Other

Date: 05/27/1998

Outcome
Other

Date: 05/08/1998

Outcome
Other

Date: 06/02/1998

Outcome
—=come
Disability

Congenital Anomaly

ISR Number: 30825154

PT

Alecholism
Cigarette Smoker
Depression Nec
Drug Abuse
Suicidal Ideation

Other

Report Type: Expedited (15-Day)

Report Source
= "Somee

Company Report Number: 99250

Age: 14 YR

Manufacturer

Route
——acuver

ORAL

Gender:  Male

Dose/Unit  Duration

ISR Number: 3083454-5 Report Type: Direct

PT Report Source
_—
Depression Nec:

Emotional Disturbance Nos

Product

Company Report Number:

Role
—_—  Role

Accutane

Ps

Age: 13YR.
Manufacturer

Roche

Route

Gender:  Male

Dose/Unit _ Duration

ISR Number: 3083455.7 Report Type: Direct

Report Sonrce

PT

. Angzr\
Condition Aggravated
Confusion
Depression Aggmvated
Emotional Disturbance Nos
Mental Disorder Nec
Stress Symptoms

Product

Company Report Number:

Accutane

Role
PS

Age:

M Route

18¥R

Gender:  Male

Dose/Unit _ Duration

ISR Number: 3086686-5 Report Type: Direct

Report Source

PT
—_—
Depressed Mood

Fatigne
Nervousness

Product

Company Report Number:

Accutane

Role
Ps

Age:  18YR

Manufacturer
e

Route

Gender:  PRefhale

Dose/Unit  Duration

ISR Number; 3087555.7

PT

Abnormal Behaviour Nos
Clumsiness

Clumsy Child Syndrome
Cognitive Disorder Nec
Complications Of Maternal
Exposure To Therapuetic Drugs
Developmental Delay Nos
Difficulty In Walking
Disturbance In Attention Nec

Report Source

Other

Report Type: Expedited (15-Day)

Company Report Number: 89723

Age:
Manufacturer
ORAL

Route

Gender:  Female

Dose/Unit  Duration

Hemia Nos :
08/03/2000
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08/03/2000

Date; 06/02/1998 ISR Number: 3087606.X Report Type: Expedited (15-Day) Company Report Number: 99478 Age:  16YR Gender:  Male
Outcome PT Report Source Product Role Manuf Route Dose/Unit  Duration _
Other Depression Nec Accutane s : ORAL
Disturbance In Social Behaviour
Nos
Influenza Like Miness
Suicidal Ideation
Date: 06/03/1998 ISR Number: 3088094.X Report Type: Direct Company Report Number: Age:  27YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit Duration
Comlom e  ZCPortSource —_— Rl
Death Completed Suicide Accatane PS
Depression Nec
Skin Disorder Nos
Date: 06/03/1998 ISR 'Number: 30881154 Report Type: Direct Company Report Number: Age: 16 YR Gender:  Male
Outcome PT Report Source Product Role  Manufacturer Route Dose/tnit ~ Duration
oo————— ReportSource -
Life-Threatening Abriormal Behaviour Nos Accatane Ps ORAL
Depression Nec
Mood Swings
Suicidal Ideation
Date: 06/02/1998 ISR Number: 3088349.9 Report Type: Expedited (15-Day) Company Report Number: 95384 Age:  27YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit Duration
. N e e
Death Bipolar I Disarder Health Professional Accutane PS ORAL
Life-Th ing Comp]efed Snicide Other
Depression Nec
Drug Abuse
Suicidal Ideation
Date: 06/02/1998 ISR Number: 3088662-5 Report Type: Direct Company Report Number: Age:  18YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route DWUM! Duration
i .
Other Crying Accntane Ps
Depression Nec
Disturbance In Attention Nec -

Date: 06/04/1998 ISR Number: 3089759-6 Report Type: Expedited (15-Day) Company Report Number: 99789 Age: 73YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration .
Hospitalization - Drug Interaction Nos Foreign Tasmar PS -

Initial or Prolonged Psychotic Disorder Nos Other Si ss




Date: 06/09/1998 ISR Number: 3091174-6

Report Type: Expedited (15-Day)

Company Report Number: 97796

Age:  16YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
o ReportSource —_— ———— Zosenlt _ Durafion
Other Arnorexia Other Accutane Ps ORAL
Anxiety Nec
Depression Nec
Fibromyalgia Syndrome
Gastrointestinal Candidiasis
Giardiasis
Myalgia .
Sleep Disorder Nos
Swelling Nos
Weight Decreased
Date: 06/09/1998  IsR Number: 3091176-X Report Type: Expediied (15-Day) Company Report Number: 99374 Age: 18 YR Gender:  Male
Outcome PT Report Sonree Product Role Manufacturer Route Dose/Unit  Duration
" e . T o T
Hospitalization - Balance Impaired Nos Foreign Accutane PS ORAL
Initial or Prolonged Diplopia Health Professional
Elecu-cmcephzlegmm Normal
Headache Nos
Hypertension Nos
Hypotension
Loss Of Consciousness Nec
Stress Symptoms
Tremor Nec
Vision Blurred
Date: 06/08/1998 ISR Number: 3091562. Report Type: Expedited (15-Day) Company Report Number: SINS80059 Age:  T2YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Hospitalization - Drug Interaction Nos Foreign Sinemet S —
Initial or Prolonged Psychotic Disorder Nog Health Professional S o ss ORAL
Tolcapone S8
Date: 06/12/1998 ISR Number: 3091845.1 Report Type: Expedited (15-Day) Company Report Number: 93367 Age:  37YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Hospitalization - Angina Pectoris Poreign Sordatane Ps ORAL
Tritial or Prolonged Angina Unstable Health Professional Roaccutane ss ORAL
Required Intervention Anxiety Nec ss
1o Prevent Permanent : . Other Tigason
Impaiment/Damage Blood Tx:}glycenda Increased
Chest Pain R
Coronary Attery Occlusion
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Date: 06/10/1998 ISR Namber: 3092459 Report Type: Expedited (15-Day) Company Report Number: 98380 Age: 63 YR Gender:  Male
Qutcome PT Report Souree Product Role Manufacturer Route Dose/Unit  Duration
Hospitalization- D Health Professional Tasmar Ps ORAL
Initial or Prolonged Hepatic Encephalopathy Si " c

Hepatitis Nos
itamin (o}
Jaundice Nos Ae E
Liver Function Tests Nos
Abnormal
Pyrexia
Tremor Nec
White Blood Cell Count
Decreased
Date: 06/10/1998 ISR Number: 3092796.9 Report Type: Dircct Company Report Number: Age:  66YR Gender: Male...
Outcome PT Report Source Product. Role Manufacturer Route Dose/Unit_ Duration
—_— =Zpor-oource
. Hospitalization - Condition Aggravated Tasmar Ps ORAL
Initial or Prolonged Confusion Sinemet C
Disorientation
[of
Hallucinations Aggravated Buspar
Klonopin C
Colbenemid Cc
Pepcid C .
Lasix (o4
Accupril (o}
Eldepryl c
Zocor c
Date: 06/16/1998 ISR Number: 3094924.8 Report Type: Expedited (15-Day) Company Report Number: 95296 Age: 16‘ YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit = Duration
e = —ofoouree 20
Hospitalization - D Nec Other Accutane . Bs ORAL
Initial or Prolonged Hallucination Nos
Suicidal Ideation
Date: 06/16/1998 ISR Number: 3094927.3 Report Type: Expedited (15-Day) Company Report Number: 97085 ) Age: 44 YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
—=tme ep
Other Abdominal Distension Consumer Accutane Ps ORAL
Blood Cholesterol Increased Health Professional
Blood Triglycerides Increased
Depressed Mood
Fluid Retention
Headache Nos
08/03/2000




Date: 06/15/1998 ISR Number: 3095005-X

Outcome
Disability
C

ital A 1

Report Type: Expedited (. 15-Day) Company Report Number: 89723

PT Report Source Product Role
Abnormal Behaviour Nos Health Professional Accutane Ps

At Deficit/Hyperactivity

Disorder Other
Cardiac Disorder Nos
Clumsiness

Complications Of Matemnal
Exposore To Therapuetic Drugs
Congenital Ventricular Septal
Defect

Developmental Coordination
Disorder Nos

Developmental Delay Nos
Difficulty In Walking
Disturbance In Attention Nec
Hemmia Nos

Hypospadias

Increased Activity

Leaming Disorder Nos
Motor Dysfunction Nos
Urinary I

Date: 06/

Outcome
Other

19/1998

Manufacturer

Gender:  Female

Dose/Unit Duration

ISR Number: 3096777-0 Report Type: Expedited (15-Day) Company Report Number: 100516

PT Report Source Product Role
Condition Aggravated Health Professional Tasmar PS
Hallucination Nos

Visual Acuity Reduced

Visnal Field Defect Nos

Mlll\lf’ acturer

Age: 86 YR

Route

Gender:  Female

Dose/Unit _ Duration _

ORAL

Date: 06/22/1998

Outcome

Hospitalization -
Initial or Prolonged

08/03/2000

ISR Number: 3097269-5 Report Type: Expedited (15-Day) Company Report Number: 98380

PT Report Source Product . Role
Biliary Tract Disorder Nos Health Professional
Cardiac Pailure Congestive -
Coma Nec S’m 250250
Disorientation Vitamin B
Gall Bladder Disorder Nos Amantadine
Hepatic Cinrhosis Nos

Hepatic Encephalopathy

Hepatic Failure

Hepatitis Nos

Hyperpyrexia

Infection Nos

Tasmar

0003

Manufactorer

Age: 63YR

Route

Gender:  Male

Dose/Unit  Duration

ORAL
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Date: 06/22/1998

ISR Number: 3097288-9

Report Type: Expedited (15-Day)

Company Report Number: 100402 Age: Gender:  Female
Outcome T Report Source Product Role Manufacturer Route Dose/Unit  Duration
= —Spartoource —
Hospitalization - Collapse Foreign Roacentane (Isotretinoin) Ps
Initial or Prolonged i
ortlon Depression Nec Consumer Antidepressaat Nos c
Hypersensitivity Nos | c
Neurodermatitis Sedative Nog
Pyrexia
Suicidal Ideation
Date: 06/23/1998 ISR Number: 3097844-8 Report Type: Expedited(IS-Day) Company Report Number: 100751 Age:  14YR Gender:  Female
Outcome PT Report Source Product Role Mannfacturer Route Dose/Unit  Duration
—=tame , =i
Other Confusion Foreign Roaccutane PS ORAL
Crying Health Professional
Vallete c
anarylmpai.rmem
Repetitive Specch
Date: 06/24/1998 ISR Number: 3098705-0 Report Type: Direct Company Report Number: I Age:  B1YR Gender:  Female
Outcome PT Report Source Prodact Role Manuf: Route Dose/Unit Duration
Outcome : Dose/Unit__
Other Farancie Tasmar PS ORAL
Date: 06/30/1998  IsR Number: 3100050-1 Report Type: Expedited (15-Day) Company Report Number: 101148 Age:  19YR Gender:  Female
Outcome PT Report Source Product Role M: Route Dose/Unit Duration
e L RepodSomwres Produt  Rae_ Dose/talt Duration
Life-Threatening Anxiety Nec Health Professional Accutane PS ORAL
B\lmmg. Se‘nsauon Nos Depakote c
Depression Nec
Demmatitis Nos Efferor ¢
Facial Palsy
Goitre
Hypoaesthesia Tongne
Insomnia Nec
Neck Stiffness
Palpitations
Skin Discol
Date: 06/30/1998 ISR Numiber: 31001129 Report Type: Expedited (15-Day) Company Report Number: 97781 Age:  71YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit Duration
—_—ne_ __ - . — 2 —_ — =t Curation
Hospitali - Confy Other Tasmar PS ORAL
Initial or Prolonged Hyperglycaemia Nos “Sinemet Cr c
Sedation
Urinary Incontinence Glucophage c
08/03/2000
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—
Date:

06/30/1998

Outcome

ISR Number: 3100307-4

PT

Initial or Prolonged

Adj Disorder Nec
Cellulitis

Depression Nec

Educational Problem

Flat Affect

Gender Identity Disorder Nos
Loss Of Employment

Scar

Sedation

Social Avoidant Behaviour

Report Type: Expedited (15-Day)

Compauy Report Number: 101424

Report Source
Other

Role
Accutane Ps

Manufacturer

Age:  19YR Gender:  Female

Route

Dose/Unit  Duration
ORAL

Date: 07/02/1998

Outcome

ISR Number: 3101702-X

PT

Hospitalizati

Abdominal Pain Nos

Initial or Prolonged

Bronchitis Nos

Complication Of Delivery Nos
Complication Of Labour Nec
Complications Of Matemal

Exposure To Theraputetic Drugs

Congenital Abnormality Nos
Constipation

Epiphyses Delayed Fusion
Facial Dysmorphism
Growth Retarded
Hepatomegaly
Hepatotoxicity Nos
Herpes Zoster
Hypermetropia

Jaundice Neonatal

Kidney Small

Malaise

Obstructed Labour Nos
Otitis Media Nos

Rhinitis Allergic Nos
Stammering

Report Type: Expedited (15-Day)

Report Source

Consumer
Health Professional

Company Report Number: 93114

Product Role
Accuatane Ps

Manufacturer

Age:  32YR Gender:  Female

Route . Dose/Unit  Duration

ORAL

Date: 06/09/1998

Outcome

ISR Number: 3101822-X

PT

Report Type: Periodic

Company Report Number: 88381

Report Source Product

Other

Distarbance In Attention Nec
Memory Impairment

Role

Health Professi Accutane Capsnles (I inoi s

Mnmfutnrgr

Age: 32YR Gender:  Female

Route Do§dUnlt Duration

ORAL

08/03/2000
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Date: 06/09/1998

Report Type: Periodic

Company Report Number: 88388

Age:  38YR Gender:  Female
Outcome PT Report Source Product Role er Route Dose/Unit  Duration _
Other Palpitations Consumer Accutane Capsules (Isotretinoin) PS ORAL
Tachycardia Nos
Date: 07/07/1998 ISR Number: 3102757-9 Report Type: Expedited (15-Day) Company Report Number: 101476 Age: 16 YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration _
Hospitalization - Facial Bones Fracture Health Professicnal Accutane PS ORAL
Initial or Prolonged Loss Of Somsc:msnwss Nec Ritalin (Methylphenidate c
Pharyngitis Streptococcal Hydrochloride)
Road Traffic Accident
Syncope
Date: 07/06/1998 ISR Number: 3102919-0 Report Type: Expedited (15-Day) Company Report Number: 101338 Age: 64 YR Gender:  Female
Outcome PT . Report Source Product Role Manufacturer Route Dose/Unit  Duration
Hospitalization - Drug Maladministration Other Tasmar PS ORAL
Initial or Prolonged Joint Dislocation Nec Sinemet (Carbi dopa/Lev odopa) c
Markedly Reduced Food Intake Minz c
Weakness P
Weight Decreased Hormone (Flomone Nos) (o}
Xanax (Alprazolam) (o4
Date: 07/01/1998 ISR Number: 3104434.7 Report Type: Direct Company Report Number: Age:  80YR Gender:  Female
Outcome PT 1t Source Product Role Manufacturer Route Dose/Unit Duration
Hospitalization - Condition Aggravated Tasmar PS
Initial or Prolonged Confusion si c
Delusion Nos P ¢
Hallucinations, Mixed e
Date: 07/13/1998 ISR Number: 3104604-8 Report Type: Expedited (15-Day) Company Report Number: 96303 Age:  15YR Gender:  Male
Outcome PT Report Source Product Role Manuf Route Dose/Unit  Duration
Hospitalization - Confusion Health Professional Accutane PS ORAL
Initial or Prolonged Psychotic Disorder Nos D . ss ORAL
Stupor
Date: 07/13/1998 . ISR Number: 3105190-9 Report Type: Expedited (15-Day) Company Report Number: 100121 Age: 62YR Gender:  Female
Outcome PT Report Source Product Role Manufactorer Route Dose/Unit Duration
Hospitalization - A Foreign Tasmar Ps ORAL
Initial or Prolonged Agitation Health Professional Benzhexol c
Confusion si o
Psychotic Disorder Nos inemet ¢
08/03/2000
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Date: 07/17/1998

ISR Number: 3106189-9

Report Type: Expedited (15-Day) Company Report Number: 102074 Age:  29YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route  Dose/Unit — Duration
—fcome
Other Bradycardia Foetal Consumer Accntane PS ORAL
Complications Of Matemal
Exposuare To ‘Themapuetic Drugs
Depression Nec
Foetal Maturation Impaired
Mood Swings
Suicidal Ideation
Date: 07721/1998 ISR Number: 31073109 Report Type: Expedited (15-Day) Company Report Number: 100121 Age:  62YR Gender:  Female
Outcome PT 'Report Source Product Role  Manufactorer Route  Dose/Unit  Duration
_—
Hospitalization - A Foreign Tasmar Ps ORAL
or Prolonged Agitation Health Professional Beazhesol (Trihexyghénidsl c
Confusion Hydrochloride)
Psychotic Disorder Nos Sinemet Cr (Casbidopa/Levodopa) C
Sinemet 10/100 C
{Carbidopale/levodopa)
Selegiline (Selegiline Hydrochloside) o}
Insulin (insulin) c
Trimethoprim (Trimethoprim) [of
Date: 07/21/1998 ISR Number: 31073183 Report Type: Expedited (15-Day) Campany Report Number: 98350 Age:  42YR Gender:  Pemale
Outcome PT ReportSource  Product Role  Manufacturer Route Dose/Unit  Duration
Other Amnesia Nec Consumier Accutane PS ORAL
Anxiety Nec Loestrin (Bthinyl c
Breast Pain Estradiol/Norethindrone Acetate)
Computerised Tomogram Humulin (Insulin Heman) c
Abnommal lid (Cispride) c
Condition Aggravated ¥ (Cspride
Diabetes Mellitus Aggravated Axid (Nizatidine) c
Diplopia Lotensin (Benazepril Hydrochloride) C
Disorientation Norvasc (Amlodipine Besylate) o
Dizziness (Exc Vertigo) Klonopin (Clonazepam) C
Dry Skin
Eyelid Function Disorder Nos
Feeling Abnormat
Headache Nos Aggravated
Heart Rate Increased
Hypertension Aggravated
Hypoglycaemia Nos
LipDry
08/03/2000
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: 0724/1998 ISR Number: 31088704

Report Type: Expedited (15-Bupiluct __ Company Report Number:BoR871  Manufs Route Dose/Unit ~ Duration
Roaccutane PS ORAL
PT Report Source
Acne Aggravated Health Professional
Anxiety Nec
Balance Impaired Nos
Disorientation
i Fatigue
1 Mydriasis
Photophobia
Stress Symptoms A
Date: 07/24/1998 ISR Number: 3109439.8 Report Type: Expedited (15-Day) Company Report Number: 102844 - Age: 68YR Gender:  Male
Outcome PT Report Source Product Role Manufactarer Route Dose/Unit  Duration
Other Apathy Foreign Tasmar PS ORAL
! Convulsions Nos Study Nacom . ss
l Health Professionat Dopérgin c
Other Movergan C
| L-Thyroxin c
Date: 07/24/1998 ISR Nwmber: 3109750-0 Report Type: Direct Company Report Number: Age:  35YR Gender:  Remale
 Outeome Pr Report Source Product Role  Mamfactorer Bowe  DosoUnit  Duration
 Other Alopecia Accutane BS ORAL
Rexquired 1 ention Gastrointestinal Disorder Nos
toPrevent Permanent ~ Headache Nos
Impairment/Damage Initable Bowel Syndrome
Lactose Intolerance
Date: 07/29/1998 ISR Number: 3110654-8 Report Type: Expedited (15-Day) Company Report Number: 101693 Age:  29YR Gender:  Female
i Quicome L4 Report Source Product Role  Manufacturer Route Dose/Unit  Duration
Sutcome 00
i Hospitalization - Abdominal Pain Nos Consumer Accutane PS ORAL
Initslor Prolonged  Abartion Spontaneons Nos Oral Contraceptive Pill ss ORAL
Depression Nec
Mood Swings
Post-Abortion Infection Nos
Pyrexia
Relationship Breakdown
Retained Placenta Or
Membranes
Suicidal Ideation
Vaginal Discharge

08/03/2000
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H
!
|
H Outcome
]

: 07/29/1998

ISR Number: 3110781-5

PT

; Required Intervention

; toPrevent

I

Pemmanent
/Damage

Abdominal Pain Nos
Abortion Spontanecus Nos

(
|
|
|

Brad, ia Foetal
Complications Of Matemnal
Exposnre To Thermpsetic Drugs
Depression Nec

Foetal Growth Retardation
Infection Nos
Intermenstrual Bleeding
Mood Swings

Pyrexia

Retained Placenta Or
Membranes

Suicidal Ideation

‘Vaginal Discharge

Report Type: Expedited (15-Day)

Report Source Product

Company Report Number: 102074

Age:  29YR

Route

Consumer Accutane

Role Manufs

s

ORAL

Gender:  Female

Dose/Unit  Duration

Date: 07/31/1998

: Outcome

ISR Number: 3111343-6

PT

Report Type: Expedited (15-Day)

Report Source

Company Report Number: 103199

Other

Blindness Transient
Cerebrovascular Accident Nos
Disorientation

Headache Nos
Hyperventilation

Loss Of Consciousness Nec

Product

Health Professional Accutane

Role
Ps

Manufacturer

Age:

ORAL

Route

Gender:  Female

Dose/Unit Duration

{Date: 073071998

Outcome

ISR Number: 31114934

PT

Report Type: Expedited (15-Day)

Report Source Product

C ion Disorder

* Initial or Prolonged
Required Intervention
to Prevent Permanent
Impairment/Damage

|

Crying

Drug Interaction Nos
Emotional Disturbance Nos
Feeling Abnonmal

Intentional Self-Injury

Major Depressive Disorder Nos
Suicide Attempt

Company Report Number: 920201380001

Manufacturer

Health Professional
Other

Accutane

Age: 21 YR

Route

Gender:  Male

Dose/Unit

Role
Ps

ORAL

Duration

Outcome

Date: 08/03/1998

ISR Number: 3112251-7
PT

Report Type: Expedited (15-Day)

Report Source Product

Company Report Number: 101537
any Rep

Hosnitals

Initial or Prolonged

Dep, ession Aggravated
Drug Interaction Nos

Other Accutane

Role Manuf;

Age: 16 YR

Route

Gender:  Female

Dose/Unit  Duration

PS

ORAL
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ISR Number: 3113215-X

Report Type: Expedited (15-Day)

Company Report Number: 87288 Age:  28YR Gender:  Female
PT Report Source Product Rele Manufacturer Route  Dose/Unit  Duration
Abdominal Pain Nos Consumer Accutane PS Abboit ORAL
Cardiac Murmur Nos Health Professional
Complications Of Matemal
Exposure To Therapuetic Drugs
Crying
Dehydration
Dianhoea Neonatal
Difficulty In Mictarition
Peeding Problem In Newbom
Fever Neonatal
Gastro-Oesophageal Reflux -
Disease
Gastroenteritis Nos
Hyperbilirubinaemia
Inritability
Jaundice Neonatal
Date: 08/05/1998 ISR Number: 3113448-2 Report Type: Expedited (15-Day) Company Report Number: 101537 Age:  16YR Gender:  Female
Outcome PT Report Source Product Role M Route Dose/Unit  Duration
Hospitalization - Depression A d Other Accutane PS ORAL
Initial or Prolonged Drug Toxicity Nos Aspirin C
Overdose Nos
Date: 08/06/1998 ISR Number: 3113859-5 Report Type: Expedited (15-Day) Company Report Number: 103250 Age:  18YR Gender:  Famale
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit = Duration _
Required T Depression Aggravated Health Professional Accutane PS ORAL
to Prevent P Vaginal H b .
Impairment/Damage Lithium ¢
Wellbutrin c
Date: 08/06/1998 ISR Number: 3113964-3 Report Type: Expedited (15-Day) Company Report Number: 103137 Age:  15YR Gender: Male
Outcome PT Report Source Product Role Mamifacturer Route Dose/Unit  Duration
Hospitalization - Abi ! Behaviour Nos Foreign Roaccutane PS ORAL
Lnitial or Prolonged  Aggression Health Professional Vislix (Cetirizine Hydrochlorided c
Hostility
Intentional Self-Injury
Suicide Attempt
08/03/2000
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Date: 08/11/1998

ISR Number: 3115186-9 Report Type: Expedited (15-Day) Company Report Number: 87288 Age:  28YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route  Dose/Unit  Duration
Hospitalization - Cardiac Mormmr Nos Consumer Accutane PS ORAL
Initial or Prolonged Complications Of Matemal Health i
Exposure To Therapuetic Drugs ealth Professional
Crying
Dehydration
Diarrhoea Nos
Feeding Problem In Newborn
Gastro-Oesophageal Reflnx
Disease
Gastroenteritis Nos
Hyperbilirubinaemia Neonatal
Infantile Colic
Tmitability
Jaundice Neonatal
Jaundice Nos
Pyrexia
Urination Abnommal Nos
Date; 08/11/1998 ISR Number: 3115188.2 Report Type: Expedited (15-Day) Company Report Number: 96389 Age:  BYR, Gender;  Female
Outcome PT Report Source Product Role Manufacturer Route _ Dose/Unit  Duration
| Dutcome Role
| Hospitalization - Anorexia Nervosa Health Professional Accutane PS ORAL
it lonwed N
; Initial or Prolong, D Clasitin i) c
; Emotional Disturbance Nos . _ c
Markedly Reduced Food Intake Fanll Paroxetined
Nausea Ortho Tri Cyclen (Bthiny! o]
ight D Estradiol/Norgestimate)
i Weig sed Xanax (Alprazolam) C
Ritalin (Methylphenidate c
Hydrochloride)
Date: 08/11/1998 ISR Number: 3115217-6 Report Type: Expedited (15-Day) Company Report Number: 102844 Age: 63 YR Gender:  Male
[ Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Apathy Foreign Tasmar PS ORAL
Mascle Cramps Stdy Nacom ss
i Farlysed Health Professional Dopergin (Lisuride) c
[ Other Movergan o]
L-Thyroxin (Levothyroxine Sodium) C
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ISR Number: 3116697-2

Report Type: Expedited (15-Day)

Company Report Number: 102844

Age: 68 YR Gender: - Male
PT Report Sonrce Product Rale Manufacturer Route  Dose/Unit Duration
Apathy Foreign ’ Tasmar PS ORAL
Muscle Cramps Stndy Nacon ss
Panlysed Health Professional Dopergin c
Other Movergan (Selegiline Hydrochlorids
L-Thyroxin (Levothyroxine Sodinm) [}
Date: 08/19/1998 ISR Number: 3118878-0 Report Type: Expedited (15-Day) Company Report Number: 103250 Age: I8YR Gender: . Female
Outcome T ReportSource  Product Roe Route Dose/Unit  Duration _
—_— Role
Hospitalization - Dy A d Health Professional Accutane Ps ORAL
Initial u:fd leonge: ;{y?on\;lo],amc Shock Lithinm c
Required Intervention ‘aginal Haemorthage . .
to Prevent Permanent Bupropion Hydrochloride c
Imgaixmem/Damnge .
Date: 08/19/1998 ISR Number: 3118882-2 Report Type: Expedited (15-Day) Company Report Number: 103199 Age: Gender:  Female
Outcome PT Report Source Product’ Role Manuf; Route Dose/Unit  Duration
Other Blindness Transient . Health Professional Accutane PS ORAL
Cerebrovascular Accident Nos
Disorientation
Dry Skin
Fatigue
Headache Nos
Hyperventilation
Loss Of C Nec
Date: 08/24/1998 ISR Number: 3121305-0 Report Type: Direct Company Report Number: Age:  3TYR; Gender:  Male
Outcome L) ReportSource  Product Role  Manufacturer Route Dose/Unit _ Duration
Required Intervention ~ Alopecia Accutane Ps ORAL
1o Prevent Permanent DepressionNec-
Impairment/Damage Bpistaxis
Hallucination Nos
Myalgia
Suicidal Ideation
Date: 08725/1998 ISR Number: 3122075.2 Report Type: Expedited (15-Day) Company Report Number: 83462 Age: 21 YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Death Completed Suicide Foreign Roaccutane Ps ORAL
Dry Skin Health Professional Flixotidé c
Lip Dry
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Date: 08/27/1998

ISR Number: 31231303

PT

Report Type: Expedited (15-Day)

Report Source Product

Company Report Number: 103199

Blindness Nec
Cerebrovascular Accident Nos
Disorientation

Dry Skin

Fatigue

Headache Nos Aggravated
Hyperventilation

Loss Of Cansciousness Nec
Migraine Nos

Transient Ischaemic Attack

Health Professional Accutane

Role

Age: Gender:  Pemale

Route Dose/Unit

Daration

ORAL

Date: 09/02/1998

Outcome

ISR Number: 3124772-1

PT

Report Type: Expedited (15-Day)

Report Source Product

Company Report Number: 98380

Hospitalization -
Initial or Prolonged

Bile Duct Obstruction Nos
Cardiac Faiture Congestive
Coma Nec

Disorientation

Gall Bladder Obstruction
Hepatic Cirrhosis Nos
Hepatic Encephalopathy
Hepatic Failure

Hepatitis Nos

Infection Nos

Jaundice Nos

Liver Function Tests Nos
Abnormal

Pancreatic Carcinoma Nos
Pyrexia

Sepsis Nos

Tremor Nec

Tumour Cell Marker Test Nos
Urinary Tract Infection Nos
‘White Blood Cell Connt
Increased

Health Professional Tasmar
Sinemet
Vitamin E
Amantadine

Role
Ps

Manufacturer

c
C
C

Age:  63YR Gender:  Male

Route
o
ORAL

Dose/Unit Duration

Date: 09/03/1998

Outcome

ISR Number: 31247812

PT

Report Type: Expedited (15-Day)}

Report Source Product

Company Report Number: 97085

Manufacturer

Other

Abdominal Distension
Blood Chalesterol Increased
Blood Triglycerides Increased

Consumer
Health Professional

Accotane

Role

Age:  44YR Gender: Female

Route Dose/Unit Duration

Ps

ORAL
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Date: 09/03/1998 ISR Number: 3125233-6 Report Type: Expedited (15-Day) Company Report Number: 97085 Age:  44YR Gender:  Female

Outcome PT Report Source Product Role Mamufacturer Route Dose/Unit Duration
Other Abdominal Distension Consumer Acctoane S ORAL

Blood Cholesterol Increased Health Professional

Blood Triglycerides Increased

Carbohydrate Craving

Depressed Mood

Fluid Retention

Headache Nos

Hypertension Nos

Lacrimation Increased

Mood Alteration Nos

Sedation

Weight Increased

Date: 09/04/1998 ISR Number: 3125995-8 Report Type: Expedited (15-Day) Company Report Number: 95261 Age: 20 YR Gender:  Female
Ontcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Required Intervention ~ Dysparcunia Nec Health Professional Accotane S ORAL
to Preveat Pamangaeu Papx.llomn V'u‘al.Infecuon Nos 1 in @thingl

imment/Dama Vaginal Candidiasis Estradiol/Orethindrone Acetate)
'Vaginal Ulceration
‘Vulvovaginal Discomfort

Date: 09/04/1998. ISR Number: 3126024-2 Report Type: Expedited (15-Day) Company Report Number: 102836 Age: Gender:  Male
Qutcome T Report Source Product Role Manufacturer Route  Dosc/Unit = Duration
Death Completed Suicide Health Professional Soriatane PS ORAL

Rash Erythematous Accutane ss ORAL
Rash Papular Ultaavate i 1 c
Rash Prusitic Progeay ™ est Ealobetso

Cutivate (Pluticasone Propionate) c

Zyrtec (Cetirizine Hydrochlotide) C

Insulin C

Glncophage (Metf Hydrochlorid c

Prednisone [o]

Date: 09/09/1998 ISR Number: 3127426-0 Report Type: Expedited (15-Day) Company Report Number: 105054 Age:  73YR Gender: Male
Outcome PT Report Source Product Role Manufs Route Dose/Unit  Duration
Hospitalization - Blood Urea Increased Foreign Tasmar Ps ORAL
Initial or Prolonged Confusion Other Rifinah c

Drug Maladmini
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Date: 09/16/1998

Outcome

ISR Number: 3131046-1

PT

Report Type: Expedited (15-Day)

Report Source Product

‘Company Report Number: §3462

Death

Completed Suicide
Dry Skin
LipDry

Foreign

Health Professional Flicotide

Roaccutane

n;gg

Manufactarer

Gender: Male

Dose¢/Unit  Duration

Date: 09/16/1998

Outcome

ISR Number: 3131049-7

PT

Report Type: Expedited (15-Day)

Report Source Product

Company Report Number: 105468

Other

Aggression

Bipolar I Disorder
Depression Nec
Mood Alteration Nos
Screaming

Suicidal Ideation

Foreign
Other

Accutane

Role
Ps

Mannfactorer

Age: 16 YR

Route

Gender:  Female

Dose/Unit

ORAL

Duration

Date: 09/16/1998

Outcome

ISR Number: 3131052-7
T

Other

Date: 09/17/1998

Aggression

Faecal Incontinence
Mood Alteration Nos
Urinary Incontinence

Report Type: Expedited (15-Day)

Report Source Product

Campany Report Number: 105469

Role

Foreign
Other

Accotane

PS

Age: 16 YR

Route

Gender:  Male

Dose/Unit

ORAL

Duration

Outcome

ISR Number: 3132040-7

PT

Report ’I‘ype‘: Expedited (15-Day)

Report Source Product

Abd.

Initial or Prolonged

Pain Nos

Adrenal Neoplasm Nos
Appetite Decreased

Benign Ovarian Tumour
Blood Bilirubin Increased
Body Temperature Increased
Cardiac Monmr Nos
Complications Of Maternal
Exposure To Therapuetic Drugs
Csf Cell Count Nos Abnormal
Dehydration

Diarshoea Nos
Gastro-Oesophageal Reflux
Disease

Gastroenteritis Nos
Hypesbilirubinaemia

Infantile Colic

Influenza

Company Report Number: 87288

Consumer
Health Professional

Accutane

Role
Ps

Manufactarer

Age: 28YR

Route

ORAL

Gender:  Female

Dose/Unit = Duration
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Date: 09/17/1998

ISR Number: 31320699 Report Type: Expedited (15-Day) Company Report Number: 104850 Age:  65YR Gender:  Male
—meme M Report Source Product Role  Manuf Route Dose/Unit _ Duration
Hos ion - Di Health Professional Tasmar s ORAL
Initial or Prolonged Eysph{igil Eldepryl ss ORAL
ypoxia
i ss INTRAMUS
Lencocytosis Nos Nubain CULAR
Liver Fanction Tests Nos sl e ss ORAL
Ab 1 Amitriptyline
Muscle Rigidity Permax c
Neuroleptic Malignant Sinemet C
Syndrome
Oedema Nos
Pyrexia
Tremor Nec
Date: 04/24/1998 ISR Number: 3133797-1 Report Type: Direct Company Report Number: Age: Gender:
Outcome  pr Report Source Product Role » Route Dose/Unit  Duration
Depression Nec Accutane Ps
Dysthymic Disorder
Date: 09/24/1998 ISR Nmmber: 3134647-X Report Type: Expedited (15-Day) Company Report Number: 105671 Age: Gender:  Unknown
Outcome _  PT Report Source Product Role Manufacturer Route =~ Dose/Unit  Daration
Other Depression Nec Foreign Roaccutane PS ORAL
Post-Viral Fatigue Syndrome Health Professional
Nos
Date: 09/23/1998 ISR Number: 31349904 Report Type: Expedited (15-Day) Company Report Number: 103250 Age:  18YR Gender: .Female
Outcome PT Report Source Product Role » Route Dose/Unit  Duration
Sufeome epor Soestmtt  Douraflen
Hospitalization - Acute Circulatory Failure Health Professional Accntane PS ORAL
Initial or Prol d D ion A d
. B Lithiu c
Required Intervention Vaginal Haemorrhage = .
to Prevent Permanent ‘Wellbutrin C
Impainnent/Damage C
Date: 09/25/1998 ISR Number: 3135496.9 Report Type: Expedited (15-Day) Company Report Number: 105963 Age:  14YR Gender: Female
Outcome PT Report Source Product Role Manufacturer Romte  Dose/Unit  Duration
Hospitalization - Anxiety Nec Foreign Roaccutan PS ORAL
Initial or Prolonged Blindness Nec Other Desolett ss ORAL
Depression Nec
Migraine Nos
Syncope
‘Weakness
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Date: 09/30/1998 ISR Number: 3136398-4 Report Type: Expedited (15-Day) Company Report Number: 100515

Age: 74 YR Gender:  Female

Outcome T Report Source Product
Activated Partial Forcign

Death WOﬂésﬁn Time Prolonged Literatare ;a:;mr

Biliary Tract Disorder Nos opar

Confosion Health Professional (A ine Fvdrochlard

Dizziness (Exc Vertigo) Effontil (Btilefrine)

Fall . Rhefluin (Amiloride

Gall Bladder Disease Nos Hydrochloride/Hyd:

Haematoma Nos Seresta (Oxazepam)

Hepatic Encephalopathy

Hepatic Necrosis

Hepatitis Fulminant

Hepatomegaly

Hypotension

Intemational Normalised Ratio

Increased

Jaundice Nos

Liver Fatty

Liver Function Tests Nos

Abnormal

Loss Of Conscicusness Nec

Malaise .

Oedema Lower Limb

Palpitations

Role Mamuf; er Route Dose/Unit _ Duration

Hospitalization -
Initial or Prolonged

.
0o acogx

Date: 09/30/1998 ISR Number: 3136408-4 Report Type: Expedited (15-Day) Company Report Number: 96185 ) Age:  18YR

Gender: Male

Outcome PT

Other Asthma Nos
Cough
Depression Nec
Epistaxis
Lethargy
School Refusal
Suicidal Ideation
‘Weakness

Report Source Product

Role Manufacturer Route Dose/Unit  Duration
Other Accutane PS ORAL

Date: 10/02/1998 ISR Number: 3137350-5 Report Type: Direct Company Report Number: Age:  29YR Gender: Male

Outcome PT
Required Intervention ~ Alopecia
to Prevent Permanent Depression Nec

Impairment/Damage Epistaxis

Report Source Product Role Manufacturer Route Dose/Unit  Duration
Accutane PS ORAL
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Date: 10/06/1998 ISR Number: 3 138722-5 Report Type: Expedited (15-Day) Company Report Number: 92747 Age:  18YR Gender: . Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Complications Of Mateenal Health Professional Accutane PS ORAL ’
Exposure To Therapuetic Drugs .
Cough Demerol (Meperidine Hydrochloride) o]
Dermatitis Nos Phenergan (Pmmethazme C
Dianthoea Nos H}’dﬂ)dﬂ‘ d ‘onde) o
Gastiitis Nos Ampicillin (Ampicillin) [o]
Nasal Congestion Gentamycin (Gentamicin Sulfate) C
Omphalitis
Oral Candidiasis
Otitis Media Nog
Pyrexia
Rhinarthoea
Skin Pungal Infection Nos
Sneezing
Sore Throat Nos
Upper Respiratory Tract
Infection Nos 3

Date: 10/15/1998 ISR Number: 3141478-3 Report Type: Expedited (15-Day) Company Report Number: 106129 Age: 90 YR Gender:  Male
Outcome PT Report Source Product Role Mannuf; Route Dose/Unit _ Duration .
Hospitalization - Blood Albumin Decreased Foreign Tasmar PS ORAL
Initial or Prolonged Blood Creatinine Increased Health Professional Sinemet c

Blood Urea Increased L c
Dyspnoca Exertional Bromocriptine
Hallucination Nos Amantadine c
Oedema Lower Limb Domperidone C
Docusate C )

Date: 10/15/1998 ISR Number: 3142306-2 Report Type: Expedited (15-Day) Company Report Number: 96256 Age: 35YR Gender:  Male
Outcome PT Report Source Product Role Manuf, Route Dose/Unit  Duration
Hospitalization - Alpha 1 Foetoprotein Increased Health Professianal Accutane PS ORAL
Initial or Prolonged Complications Of Maternal s

Exposure To Therapuetic Drugs Maltipie Vitamins c
Edward'S Syndrome
Jaundice Neonatal

Date: 10/15/1998 ISR Number: 31424304 Report Type: Bxpedited (15-Day) Company Report Number: 106785 Age:  18YR Gender:  Female
Outcome PT Report Source Product Role Manufs Route Dose/Unit Duration
Other . Fatigne Foreign Roaccutane PS ORAL

Hyperthyroidism Health Professional
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10/20/1998

Outcome
Other

ISR Number: 3143980-7

PT

Report Source

Report Type: Expedited (15-Day)

Product

Company Report Number: 107096

Role

Arterial Disorder Nos
Blindness Nec

Caolitis Ulcesative
Confosion

Diarthoea Nos
Gangrene Nos
Haematuria Present
Headache Nos
Insomnia Nec
Negativism .
Protein Total Increased
Renal Disorder Nos
Suspiciousness
‘Thrombosis Nos
Vesico-Uretesic Reflux
‘Vomiting Nos

‘Weight Decreased

Fareign
Other

Roaccutane

Ps

15YR

Age:

Moanufs

Route

Gender:  Male

Dose/Unit _ Duration

Date: 03/06/1998

Outcome
ufcome @000 0

Other

ISR Number: 3144158-3

PT

Report Type: Periodic

Report Source

Produet

Company Report Number: 8-97132-018L

Role

Depression Ne¢
Drug Interaction Nos

Health Professional

Effexor
Accotane

PS
Ss

Age:

Manuf:

Route

Gender: FPemale

Dose/Unit Duration

ORAL

Date: 10/21/1998

Ontcome

ISR Numnber: 3144336-3

PT

Report Type: Direct

Report Source

Product

Company Report Number:

Death

Completed Suicide

Accutane

Role
PS

Age:  17YR

Manufacturer
Roche Laboratories

Route

Gender:  Male

Dose/Unit  Duration

Date: 10/28/1998

Outcome

ISR Number: 3147267-8
PT

Death

H

Abdominal Pain Upper

A ia s

Initial or Prolonged

Anuria

Atelectasis

Blood Creatine Phosphokinase
Increased

Blood Lactate Dehydrogenase
Increased

Distress

Dyspnoea Nos

Report Type: Expedited (15-Day)

Report Source
Health Professional
Other

Product

Company Report Number: 106312

Tasmar

Paxil (Paroxetine)

‘Trazodone (T:

Role
PS

done Hvds s

Prilosec (Omeprazole)

Vicodin

p
Qo ana

Age: 7T3YR

Manufs

Route

Gender:  Female

Dose/Unit

Duration

ORAL
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Date: 10/28/1998

Outcome

ISR Number: 3148275-3

PT

Report Source

Report Type: Expedited (15-Day)

Product

Death
Hospitalization -
Initial or Prolanged

Ammonia Increased
Bladder Constriction
Condition Aggravated
Confasion

Cyst Nos

Dizziness (Bxc Vestigo)
Electroencephalogram Abnormsal
Fall

Haematoma Nos
Hepatic Encephalopathy
Hepatic Necrosis
Hepatitis Fulminant
Hepatomegaly
Hypotension

Jaundice Nos

Liver Fatty

Liver Function Tests Nos
Abnormal

Loss Of Consciousness Nec
Malaise

Oedema Lower Limb
Palpitations

Foreign
Literature
Health Profe

Tasmar
Madopar

Q (A

Effortil (Btilefrine)

Rheftuin (Amiloride

Seresta (Oxazepam)

Company Report Number: 100515

Role
Ps
S8
Cc

C

C

C

Gender:  Pemale

Dose/Unit  Duration _

Date: 11/02/1998

Outcome

Other

ISR Number: 3151480-3

PT

Report Type: Expedited (15-Day)

Report Source

Arteritis Nos
Blindness Nec

Colitis Ulcenative
Confusion

Diarthoea Nos
Difficulty In Walking
Gangrene Nos
Headache Nos
Insomnia Nec
Negativism

Protein Total Increased
Proteinuria Present
Renal Disorder Nos
Semen Volume Decreased
Suspiciousness

Foreign
Other

Product

Roaccutane

Company Report Number: 107096

Gender:  Male

Dose/Unit Duration

Role Manufacturer
PS
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Date: 10/28/1998

Outcome

ISR Number: 3148275-3

PT

Report Source

Report Type: Expedited (15-Day)

Product

Death
Hospitalization -
Initial or Prolanged

Ammonia Increased
Bladder Constriction
Condition Aggravated
Confasion

Cyst Nos

Dizziness (Bxc Vestigo)
Electroencephalogram Abnormsal
Fall

Haematoma Nos
Hepatic Encephalopathy
Hepatic Necrosis
Hepatitis Fulminant
Hepatomegaly
Hypotension

Jaundice Nos

Liver Fatty

Liver Function Tests Nos
Abnormal

Loss Of Consciousness Nec
Malaise

Oedema Lower Limb
Palpitations

Foreign
Literature
Health Profe

Tasmar
Madopar

Q (A

Effortil (Btilefrine)

Rheftuin (Amiloride

Seresta (Oxazepam)

Company Report Number: 100515

Role
Ps
S8
Cc

C

C

C

Gender:  Pemale

Dose/Unit  Duration _

Date: 11/02/1998

Outcome

Other

ISR Number: 3151480-3

PT

Report Type: Expedited (15-Day)

Report Source

Arteritis Nos
Blindness Nec

Colitis Ulcenative
Confusion

Diarthoea Nos
Difficulty In Walking
Gangrene Nos
Headache Nos
Insomnia Nec
Negativism

Protein Total Increased
Proteinuria Present
Renal Disorder Nos
Semen Volume Decreased
Suspiciousness

Foreign
Other

Product

Roaccutane

Company Report Number: 107096

Gender:  Male

Dose/Unit Duration

Role Manufacturer
PS
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10/02/1998

ISR Number: 3151699-1

Report Type: Expedited (15-Day) Company Report Number: 107532 Age:  77YR Gender:  Male
Outcome PT Report Source Product Role M Route Dose/Unit = Duration
Other Dyskinesia Nec Foreign Tasmar PS ORAL
Scicide Atiempt Health Professional
Date: 11/04/1998 ISR Number: 31517121 Report Type: -Expedited (15-Day) Company Report Nomber: 100515 Age:  74YR Gender:  Female
Qutcome PT Report Source Product Role Manufacturer Route Dose/Unit_  Duration__
Death Condition Aggravated Foreign Tasmar PS ORAL
Hospitalization - Cfmf.us:on . Literature Madopar ss ORAL
Initial or Prolonged :lzlﬂ“?—ss (Exc Vertigo) Health Professional Symmetre c
Haematoma Nos Effonil c
Hepatic Encephalopathy Rhefluin C
Hepatitis Fulminant Seresta o]
Hepatomegaly
Hypotension
Inflammation Nos
Jaundice Nos
LiverFatty .
Liver Function Tests Nos
Abnormal
Loss Of Consciousness Nec
Malaise
Oedema Lower Limb
Palpitations
Date: 11/03/1998 ISR Number: 31517133 Report Type: Expedited (15-Day) Company Report Number; 107647 Age:  59YR Gender:  Female
Outcome PT Report Source Product Role M; Route Dose/Unit  Duration
Death Aspana;; Aminotransferase Foreign Tasmar Ps ORAL
Increas
Blood Alkaline Ph Nos 0 Stilnox ss ORAL
Decreased Di-Antalvic ss ORAL
: zlmd T’;‘}gll J m“;‘ I":fm“" Pasdodel ss ORAL
amma-Glutamyltransferase
Increased ¥ Sinemet ss ORAL
Insomnia Nee Cozaar ss ORAL
Nansea Isoptine S8 ORAL
Palpitations
C
Tremor Nec Modopar
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'Date: 11/03/1998

ISR Number: 3151718-2

Report Type: Expedited (15-Day) Company Report Number: 106315 Age:  83YR Gender:  Male
| Outcome PT Report Source Prodnct Role Manuf Route Dose/Unit =~ Duration
Hospitalization - A Other Tasinar PS ORAL
Initial or Prolonged Cerebrovascular Accident Nos .
Sinemet C
. Coma Nec
Condition Aggravated Coumadin €
Dizziness (Exc Vertigo) Candiac Medication Nos [od
| Lethargy
! Nausea
! Sedation
i Vomiting Nos
Date: 11/04/1998 ISR Number: 3151790-X Report Type: Direct Cempany Report Number: Age:  22YR Gender:  Male
Outcome PT Report Source Product Role Menufacturer Route Dose/Unit  Duration
’ Disability Appetite Increased Accutane PS Roche Laboratories
Depressed Level Of
Consciousness
Fatigue
Food Allergy
Nervousness
Sweating Increased
Thirst
Date: 11/04/1998 ISR Number: 3151855-2 Report Type: Direct Company Report Number: Age: 19YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration_
Death Completed Suicide Accutane Cap Roch Ps Roche ORAL
Accutane SS ORAL
Date: 11/04/1998 ISR Number: 31518953 Report Type: Expedited (15-Day) Company Report Number: 104850 Age:  S0YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration _
Hospitalization - Aspartate Aminotransferase Health Professional Tastmar PS ORAL
Tnitial or Prolonged Increased
Blood Creatine Phosphokinase Eldepryt ss ORAL
Increased Nubain ss INTRAMUS
Disorientation CULAR
Drug Intemction Nos Amitriptyline §s ORAL
Dysphagia Permax C
Faecal Occult Blood Positive Sinemet c
Peeling Jittery
Haematuria Present
Hypoxia
Leucocytosis Nos
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F‘C: 11/02/1998

ISR Number: 3152118-1

Report Type: Expedited (15-Day) Company Report Number: 106785 Age:  22YR Gender:  Female
Quicome ) Report Source Product Role  Manufoctrer Route Dose/Unit  Duration
Other Exophthalmos Nec Foreign Roaccutane (Esotretinoin) PS ORAL
Fatigue Health Professional Trinordicl c
Hyperthyroidism
Nezvousness
Tach; ia Nos
Date: 11/03/1998 ISR Number: 3152650-0 Report Type: Expedited (15-Day) Company Report Number: 107086 Age: Gender:  Male
Ontcome PT Report Source Product Role Manufs Route Dose/Unit  Duration
Other Schizophrenia Nos Forsign Roaccutane PS ORAL
Health Professional
Date: 11/03/1998 ISR Number: 3152651.2 Report Type: Expedited (15-Day) Company Report Number: 107088 Age: Gender:  Unknown
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit_ Duration _
Other Schizophrenia Nos Foreign Roaccutane PS
Health Professional
Date: 11/10/1998 ISR Number: 3155770-X Report Type: Expedited (15-Day) Company Report Numnber: 106667 Age:  20YR Gender:  Female
Onteom, P Report Source Product Role  Manufacturer Route Dosy/Unit_ Duration
Hospitalization - Abd Pain Nos Health Professional Acontane Ps ORAL
Initial or Prolonged f{d}ym:]:lon] Ventalin c
lerpes Simplex ’
c
Imominosu sion Nos Contraceptive Nos
Markedly Reduced Food Intake
Nausea
Oesophageal Ulcer
Oesophagitis
Venous Thrombosis Deep Limb
Vomiting Nos
Date: 11/17/1998 ISR Number: 31585966 Report Type: Expedited (15-Day) Company Report Number: 108511 Age: 21 YR Gender:  Male
Outcomne PT Report Source Product Role Manufacturer Route Dose/Unit Duration
- Role Somte.  Dose/Unit =~ Duration
Other Anger ‘Health Professional Accutane PS ORAL
]!;lood Blhxume Increased Other Amipicilli c
epression Nec ;
c
Hypersomnia Cycline Nos
Irritability
Personality Change
08/03/2000

Page 215 of 487




11

/17/1998

ISR Number: 3158631-5 Report Type: Expedited (15-Day)

Company Report Number: 103199 Age: 20YR Gender:  Female
Outcome T Report Source Prodact Role Manufacturer Route Dose/Unit = Duration
Other Blindness Transient Health Professional Accutane Ps ORAL
Cerebrovascular Accident Nos
Discrientation
Dry Skin
Eye Pain
Fatigue
Headache Nos
Hyperventilation
Loss Of Conscionsness Nec
Migraine Nos
Transient Ischaemic Attack
Date: 11/17/1998 ISR Number: 3158793.-X Report Type: Expedited (15-Day) Company Report Number: 107647 Age:  59YR Gender:  Female
Outcome PT Report Source Product Role Manuf; Route Dose/Unit  Duration
Death Abdominal Pain Nos Forcign Tasmar s ORAL
glood Agalmg Phosphatase Nos ‘Health Professional Stilnox ss ORAL
ecreas:
Blood Triglycerides Increased Di-Antalvic Ss ORAL
Charea Nos Parodel SS ORAL
Cyanosis Nos Sinemet ss ORAL
Dyskinesia Nec Cozaar Ss ORAL
Fecling Cold
il ORAL
Gamma-Glutamyltransferase Isoptine S8
Increased Modopar c
Insomnia Nec
Nausea
Nervousness
Palpitations
Tremor Nec
Date: 06/09/1998 ISR Number: 3158917-4 Report Type: Periodic Company Report Number: 93350 Age:  34YR Gender:  Male
Outcome PT Report Source Product Role Manufs Route Dose/Unit Duration
Other Trritability Health Professi A Capsules (I ORAL
Date: 06/05/1998 ISR Number; 3159025-9 Report Type: Periodic Company Report Namber: 85056 Age: 22 YR Gender: Female
Outcome PT Report Source Product Role Manufacturer Route ~  Dose/Unit Duration
Other Depression Nec Health Professional A Capsules (I PS ORAL
Paxil (Paroxetine) o}
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ate: 11/19/1998 ISR Number: 31592532

Report Type: Expedited (15-Day) Company Report Number: 108183 Age: 65YR Gender:  Male
| Outcome PT Report Source Product Role M Route Dose/Unit ~ Daration
Hospitalizati Agitat Foreign Tasmar s ORAL
| Initial or Prolonged Non-Accidental Overdose Health Professional Trivastal ss ORAL
| Pneamanitis Aspiration
| Suicide Attempt
‘Vomiting Nos
} -
f’p.:e: 11/19/1998 ISR Number: 3159262.3 Report Type: Expedited (15-Day) Company Report Number: 104850 Age:  50YR Gender:  Male
| Outcome PT Report Source Product Role_  Manufacturer Route  DosoUnit — Duration
Outcome =~ Role
! Hospitalization - Confusion Health Professional Tasmar PS ORAL
| Initial or Prolonged Disorientation Eldepryl ss ORAL
' Drug Il\L?ractl(m Nos Nubain ss INTRAMUS
Dysphagia CULAR
i Haematuria Present Amitriptyline Ss ORAL
’ Il“;aﬂnc?nmon, Visual P c
ypoxia .
| Insomnia Nec Sinemet-25/100 c
Lethargy Vantin C
Leucocytosis Nos Potassium c
i Liver Function Tests Nos Sinemet Cr 50-200 c
Abnogmal
Muscle Rigidity Tron Sulfate ¢
Neuroleptic Malignant Prevacid c
! Syndrome Ativan C
Oedema N
aNos Tylenol c
Pyrexia
Sosbitol c
Date: 11/19/1998 . ISR Number: 3159267-2 Report Type: Expedited (15-Day) Company Report Number: 108076 Age:  T5YR Gender: Male
. Outcome PT Report Source Product Role Manufacturer Route = Dose/Unit  Duration
Hospitalization - Acute Circulatory Failure Foreign Tasmar S
Initial or Prolonged Agitation Health Professional R .'P ss ORAL
* Required Intervention  Blood Creatine Phosphokinase Other )
to Prevent Permanent Increased Akineton c
. Impaiment/Damage Blood Uric Acid Increased Novodigal c
‘1 Choldlithiasis Nacom c
H Ecchymosis
| Electrocardiogram Abnormal
Nos .
Electroencephalogram Abnormal
Excitability
Gastric Ulcer Haemorthage
08/03/2000
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Date: 11/19/1998

Qutcome

ber: 3159275-1

PT

Report Type: Expedited (15-Day)

Report Source

Product

Company Report Number: 107532

Age:

77 YR

Route

Hospitalization -
Initial or Prolonged

Dyskinesia Nec
Liver Function Tests Nos
Abnormal

Non-Accidental Overdose
Suicide Attempt

Foreign
Health Professional

Tasmar Ps
Modopar (Benserazide/Levodopa) c
Depreny! (Selegiline Hydrochloride) C
Gardenal (Phenobarbital) C

ORAL

Gender: Male

-Dose/Unit  Duration

Date: 11/18/1998

Outcome

ISR Number: 3159505-6

PT

Report Type: Expedited (15-Day)

Company Report Number: 87288

Age: 28 YR

Manufs

Abdominal Pain Nos

Initial or Prolonged

Appetite Decreased
Blood Bilirubin Increased

- Candiac Murmur Nos
Complications Of Matemal
Exposure To Therapuetic Drugs
Crying
Csf White Blood Cell Count Nos
Positive
Dehydration
Diarthoea Nos

Gastro-Oesophageal Reflux
Disease

Gastroenteritis Nos
Hyperbilirubinaemia
Influenza

Trritability

Jaundice Nos

Oligusia

Pyrexia

Red Blood Cells Csf Positive

‘White Blood Cell Count
Increased

Report Source

Product

Route

Consamer
Health Professional

Accutane Ps

ORAL

Gender:  Female

Dose/Unit Duration

Date: 06/09/1998

Outcome

ISR Number: 3159669-4

PT

Report Type: Periodic

Report Source

Company Report Number: 92242

Product Role

Other

Abnormal Behaviour Nos
Aggression

Confusion

Dermatitis Nos

Dry Skin

Increased Activity
Memory Impairment

Other

Accutane (Isotretinoin) PS

Age:  15YR
Manufacturer

ORAL

Route

Gender:  Male

Dose/Unit _ Duration
_—— R

08/03/2000
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Date: 06/05/1998

Outcome

ISR Number: 3159700-6

Report Type: Periodic

Report Source Product

Other

Alopecia

Blood Bilirubin Increased
Dry Eye Nec

Granuloma Nos

Infection Nos

LipDry

Liver Function Tests Nos
Abnormal

Rectal Bleeding
Short-Term Memory Loss
Tenderness Nos

Company Report Number: 86574

Role Manuf;

Gender:  PFemale

Age: 19YR

Ronte Dos/Unit  Duration

Consumer

Accutane Capsules (Isotretinoin) Ps

ORAL

Date: 11/20/1998

Outcome
Other

ISR Number: 3160628-6

PT

Report Type: Expedited 15-Day)

Report Source Product

Company Report Number: 108931

Role  Manufacturer

Abdomiinal Pain Upper
Confusion

Diarrhoea Nos
Dyskinesia Nec

Liver Function Tests Nos
Abnormal

Malaise

Foreign
Health Professional Sinemet
Other Tolvon

Tasmar

Ps
C
C

Age:  72YR Gender: Female

Route _ Dose/Unit  Duration

Date: 1172071998

Outcome

ISR Number: 3160629-8

PT

Report Type: Expedited (15-Day)

Report Source Product

Company Report Number: 108675

Hosoitali

A

Initial or Prolonged

Akinesia

Amnesia Nec
Appetite Decreased
Hallucination Nos
Human Bite
Paralysis Nos
‘Weight Decreased

Consomer Tasmar

Role Manufacturer
PS

Age: Gender:  Pemale

Dose/Unit _ Duration

Date: 11/30/1998

Outcome

ISR Number: 3164018-1

PT

Other

Dizziness (Exc Vertigo)
Dry Eye Nec

Dry Skin

Feeling Cold

Report Type: Bxpedited 15-Day)

Report Source Product

Company Report Number: 108798 -

Role Manufacturer

Consumer Accutane

Oral Contraception

08/03/2000

e 3

Age:  25YR Gender:  Female

Route Dose/Unit  Duration
—— hratom
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12/01/1998 1SR Number: 3164630-X Report Type: Expedited (15-Day) Company Report Number: 109074 Age: 66 YR Gender:  Female
Outcome PT Report Source Product Role_ Manufacturer Route Dose/Unit  Duration _
Death Agitation Foreign Tasmar ] ORAL
Hospitalization - Anorexia Health Professional Modopar ss ORAL
Initial or Prolonged Amia Lexomil ss ORAL

Blood Chloride Increased
Blood Creatine Phosghokinase Deroxat 58 ORAL
Increased Nicergaline s ORAL
Bronchospasm Nos Spiranalactone ss ORAL
Confusion ss ORAL
Convulsions Nos Atenclol
Dehydration Tegretol SS ORAL
Difficulty In Walking Amantadine Hydrochloride ss ORAL
Disorientation
Dmg Interaction Nos
Dyskinesia Nec
‘Haemoglobin Decreased
Hallucination Nos
Hypematraemia
Hyperreflexia
Hypestonia
Hypokalaemia
Hypotension
Liver Function Tests Nos
Abnormal
Mauscle Rigidity
Oliguria
Phobias Nec
Pyrexia
Renal Failure Nos
Rhabdomyolysis
Sleep Disorder Nos
Tachycardia Nos
Ventricular Fibrillation
Date: 12/01/1998 ISR Number: 3164637.2 Report Type: Expedited (15-Day) Company Report Number: 109250 Age:  TOYR Gender:  Male
Outcome PT Report Source Product Role  Manufacturer Route Dose/Unit Duration
Hospitalization - Coma Nec - Foreign Tasmar PS ORAL
Tnitial or Prolonged Non-Accidental Overdose Health Professional Alochal ss ORAL
Required Intervention  Suicide Astempt
to Prevent Permanent Modopar C
Impairment/Damage Trivastal c
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Date: 12/01/199%

ISR Number: 3164950-9

Report Type: Direct Company Report Age: 16 YR Gender:  Male
Outcome PT Report Source Product Mannfs Route Dose/Unit = Duration
Other Distress Accutane Roche
Face Oedema
Rash Brythematous
Date: 12/03/1998 ISR Number: 3166659-4 Report Type: Expedited (15-Day) _ Company Report Number: 109483 Age: T8 YR-.. Gender: - Female
Outcome PT Report Source Product Role Manufscturer Route Dose/Unit _ Duration _
Other Anxiety Nec Consumer Accutane Ps ORAL
Depression Aggtavated Health Professional
Feeling Abnormal
Headache Nos
Insomnia Nec
- Ovarian Pain
Weight Decreased
Date: 12/07/1998 ISR Number: 3166980-X Report Type: Expedited (15-Day) Company Report Nomber: 108782 Age:  15YR Gender:  Male
Outcome PT Report Source Product Role Mannf Route Dose/Unit _ Duration
Death i‘\hnimedAmix\ansfemse Foreign ‘Tasmar Ps ORAL
Increas:
Hospitalization - Anaemia Nos Study Madopar sS
Initial or Prok N
orFrolonged Balance Impaired Nos Health Professional Antiparkin (Selegiline Hydrochlorid c
Blood Alkaline Phosphatase Nos ~ Other Unat (Torsemide Or Torsemide c
Incre:se.v.‘l Sodium)
Depression Nec. Acesbon Cor (Lisinopril) c
Diarthoea Nos Arclix (Pi ide) c
Teus
. : c
Lencopenia Nos Pangrol (Amylase/Lipase/Protcinase)
Rigors Cabaseril (Cabergoline) [o}
Urinary Tract Infection Nos Cipramil (Citalopram) c
Bedlocombin . C
(Sulfamethoxazole/Trimethoprim)
Heparin (Hepagin Sodium) Cc
Pk-Merz (Amantadine Sulfate) C
Pk-Merz (Amantadine Sulfate) C
Dipiperon (Pipampezone) o
Date: 12/07/1998 ISR Number: 3167006-4 Report Type: Expedited (15-Day) Company Report Number: 109687 Age:  70YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Hospitalization - Suicide Attempt Foreign Tasmar PS ORAL
Tnitial or Prolonged Health Professional Modopar c
08/03/2000 Page 221 of 487




Date: 12/08/1998

Outcome
Hospitalization -
Initial or Prolonged
Required Intervention
to Prevent Permanent
ImpaimlemlDamag:

ISR Number: 3168234-4

PT

-
Acute Circulatory Failure

Agitation
Blood Creatine Phosphokinase
Increased

C-Reactive Protein Increased
Cholelithiasis

Condition Aggravated
Dehydration

Dementia Due To Pick'S Disease
Dysarthria

Electroencephalogram Abnormal
Gastric Ulcer

Haematoma Nos
Haemorhage Nos
Hypotension

Oesophagitis

Olignda

Plenral Effusion

Pulse Absent

Renal Cyst Nos

Renal Failure Acute
Rhabdomyolysis

Rigors

Sedation

Sweating Increased
Syncope

Tremor Nec

Urinary Tract Infection Nos

Report Source

Report Type: Expedited (15-Day)

Product

Foreign
Health Professional
Other

Tasmar

Requip (Ropinirole Hydrochloride) .5
ﬁm (Biperiden Hydrochloride)
Novodigal(Acetyldigoxin)

Nacom (Carbidopa/Levodopa)
Nacom Retard (Carbidopa/Levodopa)

Company Report Number: 108076
Role Manafactorer

8 3

ao0o0a

Age:  75YR Gender: Male

Route Dose/Unit = Duration
ORAL
ORAL

Date: 12/08/1998

Outcome
Hospitalization -
Initial or Prolonged
Required Intervention
to Prevent Permanent
Impairmem/Damage

ISR Number: 3168241-1

PT

Report Type: Expedited (15-Day)

Report Source

Product

Coma Nec

Dmg Interaction Nos
Non-Accidental Overdose
Suicide Attempt

Forei
Health Professional

Tasmar

Alcahol (Alcchol)
Modopar
Trivastal
Padodel
Permixon

Company Report Number: 109250

M:

Age:  75YR Gender:  Male

Role

Route Dose/Unit  Duration

annaaogy

ORAL
ORAL

08/03/2000
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Date: 12/09/1998

ISR Number: 3168456-2

Report Type: Expedited (15-Day) Company Report Number: 109802 Age:  38YR Gender:  Pemale
Qutcome PT Report Source Product Role  Manufacturer Route Dose/Unit _ Duration
Other Abnormal Behaviour Nos Consumer Accutane PS ORAL
Alopedia One-A-Day Multivitamins c
Appetite Decreased
Collapse
Crying
Decreased Activity
Depression Nec
Hyperaesthesia
Mental Disorder Nec
Mucosal Dryness Nos
Skin Disorder Nos
Sweating Increased
"Tremor Nec
‘Weakness
Weight Decreased
Date: 12/11/1998 - ISR Number: 3169581-2 Report Type:  Expedited (15-Day) Company Report Number: 108188 Age: 45YR Gender:  Female
Outcome T Report Source Product Roe  M: Route Dose/Unit _ Duration _
Other Appetite Decreased Consumer Accutane PS ORAL
Depression Aggravated Health Professional Ritalin c
Fatigue
Other inrami
Suicidal Ideation Imipramine c
Date: 12/14/1998 ISR Number: 3169845.2 Report Type: Expedited (15-Day) Company Report Number: 110000 Age: 68YR Gender:  Male
Outcome PT Report Source Product Role M; Route Dose/Unit Duration
Death Confusion Foreign Fasmar S ORAL
3:::1“ ::dsu dFoodlnke Madopar ¢
¥ Reduced Fo ® Health Professional Movergan c
Muscle Rigidity Other
Paskinsonism . Pk-Merz C
Preumonia Nos
Date: 12/14/1998 ISR Number: 31698580 Report Type: Expedited (15-Day) Company Report Number: 110000 Age: 68 YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Death Akinesia Foreign Tasmar (Tolcapone) 100 Mg PS_ ORAL
Confusion Study Madopar c
Disrrhoea Nos Health Professional Movesgan c
Muscle Rigidity
Parkinsonism Pk-Merz c
08/03/2000
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Date: 12/10/1998 ISR Number: 3169919-6 Report Type: Direct Company Report Number: Age:  36YR Gender: ““Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other DEPMS‘MAQWWM Consumer Accutane PS

Date: 12/14/1998 ISR Number: 31705477 Report Type: Expedited (15-Day) Company Report Number: 109381 Age:  28YR Gender:  Female
Outcome PT Report Source Product Role Manuf, Route Dose/Unit  Duration
Congenital Anomaly Anomaly Of External Bar Health Professional Accutane PS ORAL

Congenital Nos )
Required Intervention Aphasia Other Macrodantin (o}
to Prevent Permasnent Auti

Impairment/Damage utism

Complications Of Maternat
Exposure To Therapuetic Drugs
Difficulty In Walking

° Dysphasia
Eye Disorder Nos
Foreign Body Aspiration
Hypotonia
Malaise
Mental Retardation Severity
Unspecified
Micrognathia
Sore Throat Nos

Date: 12/16/1998 ISR Number: 3171069-X Report Type: Direct Company Report Number: Age: Gender:  Male
Outcome PT Report Souree Product Role Manufs Route Dose/Unit Duration
Other Abnorngl Behaviour Nos Health Professional Accutaiie Ps

Condition Aggravated Bactim c
Hyperkalaemia

y e Prilosec [o]

Fluconazole C

Lovenox [o]

Magnesium (o}

Fluoride C

Date: 12/03/1998 ISR Number: 3171277-8 Report Type: Expedited (15-Day) Company Report Number: 109455 Age:  41YR Gender:  Pemale
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit Duration
Other Depressed Mood Consumer Accutane PS ORAL

Fatigue Health Professional Provera c
Premature Menopause
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Date: 12/03/1998

ISR Number: 3171298-5

Report Type: Expedited (15-Day)

Company Report Number: 109455 Age:  41°YR Gender: Female
Outcome PT Report Source Product Role Manuf; Route Dose/Unit  Duration
Other Amenorhoea Nos Consumer Accutane ps ORAL
’ Fatigue Health Professional Provera (Medroxyprogesterone Acetate) .C
Menstruation Irregular
Mood Disorder Nos
Premature Menopause
Date: 12/17/1998 ISR Number: 3171634-X Report Type: Bxpedited (15-Day) Company Report Number: 110489 Age:  15YR Gender:  Male
Outeome PT Report Source Produet Role Manufacturer Route _ Dose/Unit  Duration
Hospitalization - A Foreign Roaccutane PS ORAL
Initial or Prolonged Personality Disorder Nos Other Vidix ss ORAL
Date: 06/09/1998 ISR Number: 3171928-8 Report Type: Periodic Company Report Number: 97085 Age: 44YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Blood Cholesterbl Increased Health Professional - Accutane Capsules (Isotretinoin) PS ORAL
Fluid Retention
Mood- Alteration Nos
Sluggishness
‘Weight Increased
Date: 06/05/1998 ISR Number: 3171942.2 Report Type: Periodic Coempany Report Number: 83789 Age: 18YR Gender:  Female
Outcome PT Report Sonrce Product Role Manuf Route Dose/Unit =~ Duration
Other Depression Nec Health Professional A Capsales (Tsotreti PS ORAL
Date: 06/05/1998 ISR Number: 3171952-5 Report Type: Periodic Company Report Number: 83853 Age: 21 YR Gender:  Male
Outeome PT Report Source ' Prodnct Role Manuf, Route Dose/Unit = Duration
Other Dry Eye Nec Other Accutane Capsules (Isotretinoin) PS ORAL
Emotional Disturbance Nos
Gum Pain
Lethargy
Sunbum
Date: 12/21/1998 ISR Number: 3172270-1 Report Type: Expedited (15-Day) Company Report Number; 98550 Age:  32YR Gender:  Female
Ontcome PT Report Source Product Role Manufactarer Route Dose/Unit  Duration
Required Intervention Apgar Score Low Health Professional Accutane Capsules PS ORAL
to Prevent Permanent Complications Of Maternal
b /Damage E To Thy ic Drogs
Crying
Depression Post-Partum (Bxc
08/03/2000
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Date: 12/21/1998 ISR Number: 31722932 Report Type: Expedited (15-Day) Company Report Number: 110264 Age:  32YR - Gender:  Femusle

Other Abdominal Tendemess Health Professional Accotane
Apgar Score Low
Complications Of Matemal
Exposure To Therapuetic Drugs
Constipation .
Crying
Depression'Post-Partum (Exc
Prychiis) -

End osis

Flatslence

Foetal Malposition Nos
Hyperbilirabinaemia
“Hypotonia Neonatal
Neanatal Respiratory Distress
Syndrome

Outcome _ PT Report Scurce Product Role Mamfs Route Dose/Unit  Duration
PS ORAL

Pain Nos

Placental Disorder Nos
Premature Baby
Pyrexia

Sepsis Neonatal

Date: 12/21/1998 ISR Number: 31722993 Report Type: Expedited (15-Day) Company Report Number: 110261 Age:  32YR Gender: - -Female

Outcome PT

Required I N Abdominal Tead

to Prevent Permanent Apgar Score Low

ImpaimneatDamage  Gomplications OF Matemal
Exposure To Thempuetic Dmgs
Constipation
Depression Post-Partum (Exe
Psychosis)

Report Source Product Role Manufactarer Route Dose/Unit  Duration
Health Professional Accatane PS ORAL

Disorder Neonatal Nos
Endometriosis

Flatulence

Foetal Malpositian Nos
Hyperbilirobinaemia Neonatal
Hypotonia Neonatal

Neonatal Respiratory Distress
Syndrome

Pain Nos

Placeatal Disorder Nos
Premature Baby

Pyrexia
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Date: 06/09/1998

ISR Number: 3172708-X Report Type: Periodic Company Report Number: 54661 Age:  17YR- Gender:  Male
Ontcome PT Report Source Product Role  Mamuf: Route Dose/Unit  Duration
Other Acne Nos Other Accutane Capsules (Isotretinoin) PS ORAL
Depression Neo 40.000 Mg
Fatigoe Cefadroxil (Cefadroxil) c
Glossodynia
Haemorrhage Nos
Date: 06/09/1998 ISR Number: 3172709-1 Report Type: Periodic Company Report Number: 94668 Age: ' 17YR Gender:  Female
Qutcome PT Report Source Product Role Mamufacturer Route Dose/Unit ~ Duration
Other Deprpssion Neo Other - Accutane Capsnles (Isotretinoin) Ps ORAL
Dry Skin - 40,000 Mg
Insomnia Nec Xanax (Alprazolam) [of
“Vomiting Nos Dexedtine (Dextroamphetamine [o]
Vulvovaginal Dryness Sulfate)
Paxil (Paroxetine) C
Date: 06/09/1998 ISR Number: 3172723-6 Report Type: Pesiodic Company Report Number; 94889 Age:  27¥R Gender: . Female
Outeome PT Report Souree Product Role Manuf, Route Dose/Unit  Duration
Other Memory Impairment Other Accutane Capsales (Isotretinain) Ps ORAL
Mood Alteration Nos
Date: 06/09/1998 ISR Number: 31727315 Report Type: Pesiodic Company Report Number: 95017 Age:  ISYR Gender:  Male
Outcome PT Report Source Product Role Manuf; Route Dose/Unit = Duration
Other Asthralgia Other Accutane Capsules (Isotretinoin) Ps ‘ORAL
Decreased Activity
Myalgia
Date: 06/09/1998 ISR Number: 31727443 Report Type: Periodic Company Report Number: 95233 Agé:  42YR Gender:  Male
Outeome PT rt Source Product Role  Manufactarer Route  Dose/Untt  Duration
Other Smovmmnuhrﬂlotkl’uu Health Professional A Capsules (1 in) I0Mg ~ PS ORAL
egree
Bradycardia Nos
Palpitations
Date: 06/09/1998 ISR Number: 3173175-2 Report Type: Periodic Company Report Number: 92415 Age: 29YR Gender:  Femile
Outeome PT Report Source Product Role Manufacturer Route Dose/Unit =~ Duration
Other Depression Nec Consumer Accutane Capsules (Tsotretinoin) PS ORAL
Du‘mntms Nos Z Ranitidine) c .
Fatigue
-Flushing
08/03/2000
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Date: 06/09/1998

ISR Number: 3173184-3

Report Type: Periodic Company Report Number: 92447 Age:  ISYR Gender: Male
Outcome PT Report Source Prodact Role Manufacturer Route Dose/Unit  Duration
Other Enuresis Health Profe A Capsales (Isotretinoi Ps ORAL
Paxil (Paroxetin) ss ORAL
Prozac (Fluoxetine) ) (o]

iDate: 06/09/1998 ISR Number: 3173 195-8 Report Type: Pesiodic Company Report Number: 92515 Age:  12YR Gender:  Female
Outcome PT Report Source Product Role Mamufacturer Route Dose/Unit = Duration _
Other Abdaminal Pain Upper Other Accutane Capsules (Hsotretinoin) 30, Ps ORAL

Dermatitis Nos ’ 000 Mg
Date: 06/09/1998 ISR Number: 3173196-X Report Type: Periodic Company Report Number: 92523 Age:  ISYR Gender:  Male
Outcome PT Report Source Product Role Mannfacturer Route Dose/Unit  Duration _
| Other Abdominal Pain Nos Health Professional Accotane Capsules (Isotretinoin) PS ORAL
Acne Aggravated
Appetite Decreased
Emotional Disturbance Nos
| Nauvsea
! ‘Vomiting Nos
‘Weight Decreased
Date: 06/09/1998 ISR Number: 3173214-9 Report Type: Periodic Company Report Number: 94470 Age:  25YR Gender:  Remale
Outcome PT Report Source Product Role Manufactiorer- Route Dose/Unit . Duration
Other Back Pain Consumer Accutane Capsules (Tsotretincin) PS ORAL
Depression Nec - :
Skin Disorder Nos X . -

;Date: 06/09/1998 ISR Number: 3173289.7 Report Type: Periodic Campany Report Number: 95778 Age:  15YR Gender:  Female
Outcome PT Report Source Product Role Mamf; Route Dose/Unit ~ Duration
Other Dry Skin Other Accutane Capsules (Isotretinoin) Ps ORAL

Menstrual Disorder Nos

. Mood Swings

Pruritus

Date: 06/09/1998 ISR Number: 3173298-8 Report Type: Pesiodic Company Report Number: 95790 Age:  I5YR Gender:  Male
Outcome PT Tt Source Product Role Manufacturer Route Dose/Unit _ Duration

| Other Aggression Accutane Capsules (fsotretinoin) Ps ORAL

Blindness Night
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Date: 06/09/1998

Company Report Number: 95800

ISR Number: 31733027 Report Type: Pesiodic Age: Gender: _ Male
Outcome PT rt Source Product . Role Manufacturer Route Dose/Unit  Duration
Sutcome 00 - Repor
Other Depression Nec Other Accntane Capsales (Isotretiscin) Ps ORAL
Date: 06/09/1998 ISR Number: 3173324-6 Report Type: Periodic Company Report Number: 95941 Age: 28 YR Gender:  Female
Outcome rr - ReportSouree  Product Rale Mamfacturer Route Dose/Unit _ Duration
ufcom —_—_— ——————  Rde  Mamfacturer
Other Anxicty Nec Consumer Accutane Capsales (Isotretinoin) S ORAL
Apathy
Premenstrual Syndrome
Date: 06/09/1998 ISR Number: 3173326.X Report Type: Periodic Company Report Number; 95944 Age: 43YR- Gender:  Female
Quicome __ pr Report Source Product Role Manufacturer Route - Dose/Unit _ Duration
Other Depression Nec Health Professi, R Caspules (i . s ORAL
Date: 06/09/1998  IgR Number: 3173365.9 Report Type: Pesiodic Caompany Report Number: 85792 Age:  30YR Gender:  Female
Outeome  pr Report Source Product Role Manufacturer Route Dose/Unit  Duration
oA —————  Reportsa Role Route
.Other Acne Aggravated Consumer Accutane Capsules (Isotretinioin) PS ORAL
Cheilitis 40,000 Mg
Depression Nec Oveon-35 [od
Dry Skin ’
Skin Disarder Nos
Date: 1272471998 ISR Number: 3173486.0 Report Type: Expedited (15-Day) Campany Report Number: 106644 Age: Gender:  Male
Outeome T Source Product Role  Mannfactirer Route Dose/Unit _ Duration
- . Romte  Dose/Unit  Duration
Other Cataract Nec Health Professional . Pggrpar Ps : ORAL
Confusion
Compan Permax ss o
Haltucination Nos Represm’;alive RAL .
Operati Restoril SS ORAL
peration Nos
Paranoia Valium . 8§ ORAL
Sinemat Cr 50-200 C
(Ca:hidop-ll.avodopa) .
Sinemat -25/100 (Carbidopa/Levodopa) C
Date: 12/24/1998 ISR Number: 3173492.6 Report Type: Expedited (15-Day) Company Report Number: 110000 Age: 63 YR Gender:  Male
Outeome 2 _____ ReportSomrce  Product Role  Mamufacturer Route Dose/Unit _ Duration
Deaih Condition Aggravated Foreign Tasmar PS ORAL
u{‘ Stady Madopar (Benserazide / Levodopa) c
Dehydration .
Diarrhoea Nos - Health Professional Movergan (Selegilin Hydrochloride) c
Pneumonia Nos Other Pk - Merz (Amantadine Sulfate) C
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Date: 12/24/1998

Outeome

Required Intervenation
to Prevent Permanent
Impaitment/Damage

08/03/2000

Number: 3173752-9
PT

_—_—

Accident Nos
Anxiety Nec
Appetite Decreased
Blindness Night
Bone Pain

Chest Pain
Conjunctivitis Nec
Costochondritis
Depression Nec
Disturbance In Attention Nec
Dry Eye Nec

-Dry Mouth

Dyspnoea Exestional
Dysusia

Bye Disorder Nos

Eye Initation

Fatigue

Haemophilus Infection Nos
Hiatus Hemnia
Laboratory Test Abnarmal Nos
Lacrimation Decreased
Loss Of Libido

Myopia

Productive Cough

Red Eye

Rib chtulev

Sleep Disorder Nos
Sore Throat Nos

Stress Symptoms
Swallowing Painful
Tachycardia Nos
Upp«Rcspimtory Tract
Infection Nos

Vision Blomed

Visual Acuity Reduced
Weight Decreased

Report Type: Expedited (15-Day) Company Report Number: 110553

Age:

27YR

Report Source Product Role Marnmfs er Route
=Sortyource 2ee  Mamfactorer =~
Other Acontane PS ORAL

Gender: Male
Dose/Unit _ Duration
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Date: 06/09/1998 1SR Number: 3174160.7 Report Type: Periodic Company Report Number: 97246 Age:  27YR Gender:  Malé
Outcome PT Source Product Role Manmfacturer Route Dose/Unit  Duration
Other »Dhepmugx_Nec Consumer Accutane Capsules (Tsotretinoin) Ps ORAL

Prutitos 40.000 Mg
Herbs (Hesbal Bxtracts Nos) C
ClaritinD (Loratadine/Psendoephedrine ¢
Sulfate)
Albuterol (Albuterol) (o]

Date: 06/09/1998 ISR Number: 3174168-1 ‘Report Type: Perodic Company Report Number: 97295 Age:  18YR -Gender:  Male
Outeome _  pr rt Source Product Role  Mamfs Route Dose/Unit _ Duration

e ——— Role
Other Acne Aggmvated Other Accutanc Capsales (Isotretincin) Ps ORAL

Blood Triglycerides Increased 40.000 Mg

Cheilitis

Depression Nec

Diabetes Mellitus Inadequate

Control

Disturbance In Attention Nec

Dry Skin

Mood Swings

Rash Erythematons

Rash Scaly

Shuggishness

Urticaria Nos

Date: 06/09/1998 ISR Number: 3174171-1 Report Type: Periodic Company Report Number: 97298 Age: . 32 YR Gendér:  Female
Outcome PT Report Source """+ Produet 5 Role . - Manufactirer Route Dose/Unit . Duration
Other Amenorthoea Nos Health Profess. R c.pm,; inoin) s ORAL

Menstrual Disorder Nos
Oedema Lower Limb
Premenstrual Syndrome

Date: 06/09/1998 ISR Number: 3174174.7 Report Type: Periodic Company Report Number: 97322 + Age:  20¥R Gender:  Male
Outcome PT Report Source Product Role Manufactarer Route Dose/Unit  Duration
Other Mood Altexation Nos Other Accutane Capsules (Tsotretinoin) PS ORAL

Ritalin (Methyphenidate Hydrochloride) €

Date: 06/09/1998 ISR Number: 31741759 Report Type: Pesiodic Campany Report Number; 97415 Age:  17YR Gender: Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Ot e e sa———— = oRaL

40.000 Mg
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Date: 06/09/1998 ISR Number: 3174179-6

Report Type: Periodic

Company Report Number: 97650 Age: Gender:  Female
‘ Olm:ome PT Source Product Role Manufacturer Route Dose/Unit.  Duration
T————— ReportSouree = T T
! Libido Decreased Consumer Accutane Capsules (Isotretinoin) s ORAL
‘D-te. 06/09/1998 ISR Number: 3174216.9 Report Type: Pesiodic Company Report Number: 90004 Age:  18YR Gender:  Female
Ouicome___ Pr Report Souree Product Role  Mamfs Route Dose/Unit  Duration
Other Depressian Nec Other Accutane Capsules (Isotretinoin) Ps ORAL
Date: 06/09/1998 ISR Number; 3174263.7 Report Type: Pesiodic Company Report Number: 90460 Age:  {5YR Gender:  Male
Outeome PT rt Source Product Role Manufacturer Route = Dose/Unit  Duration
1’ Other Ansemia Nos Health Profe A Capsales (Isotretinoin) PS ORAL
Depression Nec 40.000 Mg
Proteinuzia Present Cleotin T (Clindamycin Phosphate) C
Date: 06/009/1998 ISR Number: 31742832 Report Type: Periodic Company Report Number: 91822 Age:  16YR Gender:  Male
Outcome  __ pr rt Source Product Role Manufacturer Route Dose/Unit - Duration __
A —— - =
Other Abnormal Behaviour Nog Profe N Capsules @ . PS ORAL
Patigue
Mood Alteration Nos
Date: 06/09/1998 ISR Namber: 31742935 Report Type: Periodic Company Report Number: 95550 Age: Gender:  Male
Outcome . pr Tt Source Product Role Manfs Route Dose/Unit = Duration
" Other Depression Nee Consamer S Acumne Capsules (Isotretinoin) PS ORAL
iDate: 06/09/1998 ISR Number: 31742984 Report Type: Periodic Coripainy Report Nuber: 95567 . Age: 43R Gender: Female
Outeome __  pr Report Source Product ) Role Manufacturer Route Dose/Unit  Duration
—_—  Rep Route  Dose/Unit
1 Other Depression Nee Otier Accytane Capsules (Isotretinoin) Ps ORAL
Dry Skin
Headache Nos
Date: 06/09/1998 ISR Number: 31743060 Report Type: Pesiodic Company Report Number: 95645 Age:  45YR: Gender:  Male
= ReportSenrce Product . Role  Manufacturer Route Dose/Unit  Duration
| Other Depression Nec Other Accutane Capsules (Isotretinoin) Ps ORAL
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Date: 06/09/1998

ISR Number: 3174314-X Report Type: Periodic Company Report Nuinber: 95729 Age:  14VR Gender: .Female
Outcome P Report Souree Product Role Manuf, Ronte Dose/Unit  Duration
———  Repors Role |
Other Arthnalgia Other Accutane Capsales (Tsotretinoin) ] ORAL
Depression Nec
epres c
Epistaxis Advil (Tbuprofen)
Headache Nos
Date: 06/09/1998 ISR Number: 3174316.3 Report Type: Periodic Company Report Number: 95767 Age: Gender:  Mile
Outcome PT Report Source Product Role Manuf; Route Dose/Unit Duration
Other Depression Nec Health Professi R s ORAL
Date: 06/09/1998 ISR Number: 3174320-5 Report Type: Periodic Campany Report Number: 95771 Age: 18 YR Gender:  Female
Outeome PT Report Source Product Role Mamnfy Route . Dose/Unit  Duration
Aopeda ———————— —hortSource Role_
Other Alopecia Other Accatane Capsales (Tsotretinoin) PS ORAL
Arthralgia - )
. Benadryl (Diphenhydramine C
Ecchymosis Hydrochlaride)
Insomnia Nec
Weakness
Date: 06/05/1998 ISR Number: 3174353.9 Report Type: Peiodic Company Report Number; 92620 Age: 36 YR Gender:  Female
Outcome PT - i} R_Ap_ort Source Product Role Mannf; Route Dose/Unit  Duration
Other Libido Decreased Health Professi, A PS ORAL
40.000 Mg
Date: 06/09/1998 ISR Number: 3174392-8 Report Type: Pesiodic Coinpany Report Number: 91530 Age:. 36 YR Gender: Female '
Outcome ReportSouree ~ .. Produet I Rele T Masnt Route Dose/Unit . Duration
Other Fatigue Consumer Accntane Capsules (Isotretinoii) Ps ORAL
Inritability .
Mood Alteration Nos
Rectal Bleeding
Tenesmms
Urine Discalourati
Date: 12/29/1998 ISR Number: 3174425.9 Report Type: Expedited (15-Day) Company Report Number: 109074 Age: 66 YR Gender:  Female
Outcome = pr Report Source Product Role Manufacturer Route Dose/Unit  Duration
Death Agitation Foreign ‘Tasmar Ps ORAL
o
Hospitalization - N Health Professional Modopar sS ORAL
Initial or Prolonged Amuria
Anhythmia Nos Lexomil ss ORAL
Aspartate Aminotransferase Deroxat ss ORAL
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: 12/29/1998

ISR Number: 3174428 4

Report Type: Expedited (15-Day) Company Report Number: 111008 Age:  70YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Outcome Manufactorer
‘Hospitalization - Cognitive Disorder Nec Foreign Tasmar PS ORAL
Inital or Prolonged  Dysphagia Health Professional
Jaundice Nos
Date: 06/09/1998 ISR Number: 3174450.8 Report Type: Periodic Company Report Number: 85315 Age:  25YR Gender:  Female
Outcome PT Report Source Product Role Manufactorer Route Dose/Unit Duration
Other ’ Abdominal Distension Consumer Accutane Capsales (Isotretinoin) s ORAL
Acne Aggravated Minocyn (Minocycline) Cc
Acne Cysio T f cline) C
Blindness Night etracycline (Tetracyq
C Blindne Septra (s}
olous . ess Neo (Sn]famuhmmlelrﬁmdhopdm)
Dermatitis Nos Roche [o]
Fatigue
Glaucoma Nos
Hearing Impaired
Hypochondriasis
Loss Of Byelashes
Nausea
Oedema Lower Limb
Pain In Limb
Prusitus
Stress Symptoms
Usisary Inconti - : . ]
Date: 06/09/1998 ISR Number: 3174451-X Report Type: Periodic . Company Report Number: 85319 Age  27YR Gender:  Female
Outcome T Repoit Source Prodact ) Role ' Mamufsctirer Route Dos/Unit  Duration
—— RepoitSouwre - _ Role = Mamufscturer -
Other Dry ByeNec Consamer Acoutane Capsales (Isotretincin) Ps ORAL
D.ry Mouth Loestrin. (Bthingd
LipDry Estradiol/Norethindrone Acetate)
Premenstrual Syndrome
Skin Hyperpi, i
Date: 06/09/1998 ISR Number: 3174457-0 Report Type: Periodic Company Report Number: 85365 Age: 38 YR Gender:  Female
Outcome PT Report Source Product Role Mamnfacturer Route Dose/Unit _ Duration
L P! ] Role  Mamufacturer % _ Duration
Other Hypersomnia Health Professi Accutane Capsules (I Ps ORAL
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Date: 06/09/1998

ISR Number: 3174466-1 Report Type: Pesiodic

Company Report Number: 85492

08/03/2000

Age:  29YR Gender:  Male
Outcome PT Tt Source Product Role Manufactarer Route Dose/Unit _  Duration
Other Akinesia Consumer Accutane Capsales (Isotretinoin) Ps ORAL
Athralgia Health Professional Sular c
Blood Triglycerides Increased :
Disturbance In Attention Nec
Headache Nos ’
Vertigo Aggravated
Date: 06/09/1998 ISR Number: 31744685 Report Type: Periodic Company Report Number: 85511 Age:  4YR Gender:  Female
Outcome PT . Mglvt_Sm\ Product o Role Manufs Route Dose/Unit  Duration __
—eeeme R Role Dose/Unit |
Other Dry Eye Nec Consumer Accutane Capsules (Isotretinoin) PS ORAL
Headache Nos i
Synthroid c
Mood Alteration Nos c
Sensation Of Pressure Nos Pra
Syncope
Date: 06/09/1998 ISR Number: 3174476.4 Report Type: Pesiodic Company Report Numiber: 85579 Age: -20YR- Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route ~ _ Dose/Unit  Duration
e ——r—— —
Other 3}monDeﬁw/Hymwvuy Health Professional A Capsules (Isotretinoi Ps ORAL
Depression Nec Other
Date: 06/09/1998 ISR Number: 3174483-1 Report Type: Periodic Company Report Number: 85633 Age:  52YR Gender:  Female
Outcome PT - ReportSoures’ .\ " Produet AT Role |~ Mamnfactuier Route Dose/Unit  Duration _
Other Blood Cholesterol Increased Consumer Accatane Capsules (Isotsetinois). ~ : : ORAL
- Fatigne :
Fedling Jittery Estrace
Headache Nos
Hypestriglycesidaemia Allergy Shots
Tritability
Motion Sickness
Myalgia
Sweating Increased
Date: 06/05/1998 ISR Number: 3174521-6 Report Type: Periodic Company Report Number: 83487 Age:  22YR Gender:  Male
Outcome PT Report Source Prodnct : Role Manufacturer Route Dose/Unit _ Duration
. T — —_____ m e Role_
Other Abnormal Behaviour Nos Health Professional A Capsules (lsotretinai PS ORAL
Emotional Disturbance Nos
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Date: 06/05/1998

ISR Number: 3174530.7

Report Type: Periodic

Company Report Number: 83655 Age: 38YR Gender:  Female
Outcome ) PT Report Source Product Role Manuf; Route Dose/Unit Duration
Other Bloodshot Eye Consumer Accutane Capsules (Isotretincin) PS ORAL
Dry Eye Nee 40.000 Mg
Irritability ITbuprofen o]
‘Weight Decreased
Date: 06/05/1998 ISR Number: 3174531-9 Report Type: Periodic Company Report Number: 83713 Age: 64 YR Gender:  Male
Outcome PT Report Source Product Role Manufactarer Route Dose/Unit Duration
- —_—— cportSource Role Route = uratic
Other Arthralgia Health Professional A Capsules (Isotretinoin) PS ORAL
Blood Cholesterol Increased
Zocor C
Impotence
Date: 06/05/1998 ISR Number: 3174534-4 Report Type: Periodic Campany Report Number: 83770 Age:  I1SYR Gender: -’ Male
Outcome - PT Report Soarce Product Role Mannfacturer Route Dose/Unit  Duration
Other Mood Swings Health Professional Acontane Capsules (Isotretinoin) Ps ORAL
Date: 06/09/1998 ISR Number: 3174544.7 Report Type: Periodic Company Report Number: 95440 Age: 36 YR Gender:  Male
Ouleome __ PT Report Souree Product ' Role  Mamfacturer Route Dose/Unit _ Duration _
Other Blood Triglycerides Increased Consumer Accutane Capsules (Isotretinoin) PS ORAL
Mood Alteration Nos 20.000 Mg
Cozaar (Losartan Potassiim) (o]
. Xanax (Alprezolam) - . PR C:
Date: 06/09/1998 ISR Number: 3174547.2 Report Type: ‘Petiodic Company Report Numbet: 95517 Age 18YR- Gender:  Male
Outeome PP ReportSource  Produet Role  Manufactorer Route Dose/Unit _ Duration
- " 2ee ———. DoseTnit Duration
Other Blood Tiglycerides Inoreased Other Accutane Capsules (lsotretinioin) 40 PS ORAL
Erythema Nec 000 Mg
Liver Function Tests Nos Vitamins (Multimin Nos) c
Abnonnal
Personality Change
Date: 06/09/1998 ISR Number: 31745484 Report Type: Periodic Company Report Number: 95521 Age: 31YR Gender: . Female
Outcome PT Report Source Product Role Manufactorer Route Dose/Unit  Duration
ohe  p——————— ReportSomree Roe
Other Depression Nec Consumer Accutane Capsules (Tsotretincin) PS ORAL

08/03/2000
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06/05/1998 ISR Number: 3174611-8

Outcome PT

Fatigue
Hypertriglyceridaemia
Trritability

Simositis Nos

Report Type: Periodic

Tt Source
Health Professional

Company Report Number: 75615

Product Role Manufacturer

Age:  17YR Gender:  Male

Boute _ DoscUnit Duration _

Accutanc Capsules (lsotretinoin) 40Mg ~ PS

ORAL

Date: 06/05/1998 ISR Number: 3174675-1

Outcome PT

Report Type: Periodic

Report Source

Company Report Number: 88169

Product Role Manufacturer

Other Acne Aggravated
Condition Aggravated
Mood Swings

Consumer

Age: Gender:  Female

Route Dose/Unit ~ Duration _

Accutane Capsules (Tsotretinoin) Ps
20.000 Mcg
Tegretol (Carbamazepine) C

ORAL

Date: 12/24/1998 ISR Number: 3174680-5

Outcome PT

Report Type: Expedited (15-Day)

Company Report Number: 109103

Manufacturer

Heni . Anhed.
Initial or Prolonged Ascites
Blood Albumin Decreased
Blood Glucose Increased
Blood Triglycerides Decreased
Cachexia
Cholelithiasis
Depression Nec
Difficulty In Walking

Blectrocardiogram Abnormal
Nos

Fatigue

Haematocrit Decreased
Haemoglobin Decreased
Hepatic Cimrhosis Nos
Hepatic Disorder Nos
Hepatic Failore

Hepatic Fibrosis
Hypertonia
Hypokalaemia
Hypophosphataemia

Intemnational Normalised Ratio
Increased .

Jaundice Nos

Liver Function Tests Nos
Abnommal

Lymphocyte Count Decreased

Report Source
Other

Product Role

Age: T2YR Gender:  Female

Dose/Unit  Duration

Tasmar PS
Sinemet
Mirapex
Fosamax
Acetaminophen

aao0an

ORAL
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Date: 06/05/1998

ISR Number: 3174684-2

Report Type: Periodic Company Report Number: 96273 Age:  23YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit = Duration
Other Anger Health Professi Accutane Capsales (I : PS ORAL
Anxiety Nec
Depression Neg
Date: 06/05/1998 ISR Number: 3174685-4 Report Type: Periodic Company Report Number: 96303 Age:  1SYR Gender:  Male
Outcome PT i Report Source Product Role Mannfacturer Route Dose/Unit  Duration
Hospitalization - Confosion Health Professional Accutane Capsules (Isotretinoin) PS ORAL
Initial or Prolanged Psychotic Disorder Nos 40.000 Mg
Ritalin C
Date: 06/05/1998 ISR Number: 3174686-6 Report Type: Periodic Company Report Number: 96364 Age: 16 YR Gender:  Female
Outcome T Report Source Product Role Mannfacturer Route Dose/Unit  Duration
Life-Th D A Health Professional Accutane Capsules (Isotretinoin) PS ORAL
Mood Alteration Nos Birth Control Fills c
Suicide Attemnpt
Date: 06/05/1998 ISR Number: 3174689-1 Report Type: Periodic Company R:pm Number: 96479 Age:  20YR Gender:  Female
Outcome PT Report Souree Produet Role Manufacturer Route Dose/Unit  Duration
Other Appetite Decreased Other Accutane Capsules (Isotretinoin) PS ORAL
Depressicn Nec
Social Avoidant Behaviour
Date: 06/05/1998 . ISR Number: 3174690-8 Report Type: Periodic Conipany Report Number: 96499 Age:  17YR Gender:  Male
Outcome PT rt Source Product Role Route Dose/Unit Duration
Life-Th Ab | Behaviour Nos Other Accutane Capsales (Tsotretinoin) PS ORAL
LipDry 40.000 Mg
Psychotic Disorder Nos
Snicidal Ideation
‘White Blood Celt Count
Decreased
Date: 06/05/1998 ISR Number: 3174691-X Report Type: Periodic Company Report Number: 96545 Age:  17YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Death Completed Suicide Health Prof A Capsales (i . PS ORAL
Life-Th . Depression Nec Zoloft c
08/03/2000
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Date: 06/05/1998

ISR Number: 3174693-3 Report Type: Periodic Campany Report Number: 96628 Age:  18YR Gender:  Male
Outcome PT Report Souree Product - Role M Route Dose/Unit _ Duration
Death Completed Suicide Health Professional ‘Accutane Capsules (Isotretinoin) PS ORAL
Date: 06/05/1998 ISR Number: 3174694-5 Report Type: Periodic Company Report Number: 96741 Age:  50YR Gender:  Female
Outcome T Report Sourece. Product Role Mannufs Route Dose/Unit  Duration
Other Anorexia Health Professional A Capsules (Tsotreti PS ORAL
Hallucination, Anditory
Date: 06/05/1998 ISR Number: 3174696-9 Report Type: Periodic Company Report Number: 96941 Age:  17YR Gender:  Male
Outcome T Report Source Product Role Manufi Route Dose/Unit _ Duration
Hospitalization - Depression Nec Health Professional Aécutane Capsules (sotretinoin) PS ORAL
Lnitial or Prolonged
Date: 06/05/1998 ISR Numb‘ar. 3174697-0 Report Type: Periodic Company Report Number: 96942 Age: 16 YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Depression Nec Health Professional Accutane Capsules (Isotretinoin) Ps ORAL
Disturbance In Attention Nec
Mood Swings
Paranaia
Date: 06/05/1998 ISR Number: 3174698-2 Report Type: Periodic Company Report Number: 96992 Age:  17YR Gender:  Female
Outcome PT Report Source Produet i Role » Route Dose/Unit _ Duration
Life-Threstening Suicide Attempt Helth Professi A Capsules (Isolretina PS ORAL
Unspecified Medication o}
Date: 06/09/1998 ISR Number: 3174747-1 Report Type: Periodic Company Report Number: 96155 Age: 16 YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Dose/Unit  Duration
Other Depression Nec Health Professional A Capsules (Tsotretinci Ps ORAL
40.000 Mg
Asthma Medications Nos o]
Date: 06/09/1998 ISR Number: 3174759-8 Report Type: Periodic Company Report Number: 96175 Aget  19YR Gender:  Male
Outcome PT Report Source Product Role Manuf; Route Dos¢/Unit  Duration
Other Depression Nec Other Accntane Capsales (Isotretinoin) ] ORAL
40.000 Mg
08/03/2000
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Date: 06/05/1998 ISR Number: 3174784-7

Report Type: Periodic Company Report Number: 84276 Age: ' 15YR Gender:  Male
Outcome T Report Source Proinct Manufacturer Route Dose/Unit  Duration
Otber - Depression Nec Health Pr A Capsules (I ORAL
Tritability
Date: 06/05/1998 ISR Number: 3174794.X Report Type: Periodic Company Report Number: 84291 Age:  39YR Gender:  Female
Outeome . PT Report Source Product Manufacturer Route Dose/Unit _ Duration
Other Disoricatation Health P A Capsules (1 ORAL
Dizziness (Bxc Vestigo) Y 1 (Carbamazepin)
Lamictal (Lamotrigine)
Date: 12/30/1998 ISR Number: 31748294 Report Type: Expedited (15-Day) Company Report Number: 109687 Age:  70YR Gender:  Female
Outcome T Report Source Product Manuf; Ronte Dose/Unit _ Duration
Hospitalization - Non-Accidental Overdose Foreign T ORAL
Initial or Prolonged Suicide Attempt Health Professional Topa (& ridelLovodopan
Date: 06/05/1998 ISR Number: 3174894-4 Report Type: Periodic Company Report Number: 88277 Age: 18YR Gender:  Female
Outcome PT Report Source Product Mannuf; Route Dose/Unit  Duration
Other Depression Nec Other Accutane Capsules (Isotsetinoin) ORAL
Myalgia 40.000 Mg
Zoloft (Sertraline Hydrochloride)
Tmitrex (Sumatriptan Succinate)
Date: 06/05/1998 ISR Number: 3174977-9 Report Type: Peiodic . Company Report Number: 78453 Age: 21 YR Gender:  Male
Outcome T Report Source Produet Manufacturer Route Dose/Unit _ Duration
Other Arorexia Health Professional Accutane Capsales (1 ORAL
Loss Of Libido
Tinnitus
" Weight Decreased
Date: 06/05/1998 ISR Number: 3174978-0 Report Type: Periodic Company Report Number: 80074 Age:  17YR Gender:  Pemale
Outcome PT Report Source Product Manufacturer Route Dose/Unit  Duration
Other Enuresis Health Professional A “apsules (I ORAL
40.000 Mg
Paxil
08/03/2000

Page 240  of 487




06/05/1998

ISR Number: 3175060-9 Report Type: Pesiodic

Company Report Number: 83284 Age:  S1YR Gender:  Female
Outcome __ Pr Report Source Product Role Manufacturer Route Dose/Unit  Duration
. e e —
Other Increased Activity Consumer Accutane Capsules (Isotretincin) PS ORAL
Insomnia Nec 10.000 Mg
Prusitus Flexeril. ) c
Daxepin c
Date: 05/06/1998 ISR Number: 31752219 Report Type: Pesiodic Company Report Number: 77280 Age:  32YR Gender:  Female
Qutcome 1 Report Source Product Role ‘Manufacturer Route Dose/Unit  Duration
Other Palpitations Consumer Accutane Capsules (Tsotretinoin) ) ORAL
Health Professional Vicodin c
Aspirin [¢]
Tri-Cyclen c
Date: 06/05/1998 ISR Number: 3175227-X Report Type: Periodic Company Report Number: 84806 Age:  20YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route ~ Dose/Unit  Duration
Outcome Role
Other Degression Nec Health Professionl Accutane Capsales (Isotretinoin) S ORAL
Date: 06/05/1998 ISR Number: 3175238-4 Report Type: Periodic Company Report Number: 84901 Age: 21 YR Gender: Male
Outcome PT rt Souree - Product Role Manufacturer Route Dose/Unit Duration
————— ReportSomrce - _ Role ~oaetnt  Duration
Other Depression Nec Other Accutane Capsales (Isotretinoin) Ps ORAL
Disturbance In Attention Nec
Sleep Disorder Nos
Social Avoidant Behaviour
Date: 06/05/1998 ISR Number: 3175266-9 Report Type: Periodic Company Report Number: 36862 Age: 16 YR Gender:  Male
~ Ll Source Produet Role Manufacturer Route Dose/Unit  Duration
Outcome Report Zose/Unit  Duration
Other Acne Aggravated Consumer Accutane Capsules (Isotretinoin) Ps ORAL
Alopecia
Emotional Distorbance Nos
Initability
Mood Swings
Tremor Nec
Date: 06/05/1998 ISR Number: 3175276-1 Report Type: Periodic Company Report Nuuber: 87025 Age:  42YR Gender:  Female
Outcome PT i Report Source Product Role Manuf; Route Dose/Unit .  Duration
Other Alopecia Consumer Accutane Capsules (Tsotretinoin) PS ORAL
Dermatitis Nos B Complex (Vitamin B Complex) c
Lip Dry
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—_ "
Date: 06/05/1998 ISR Number: 3175320-1 Report Type: Pesiodic Campany Report Number: 97450 Age: Gender:  Male
Outeome PT Report Souree Product Rle Mamuf; Route Dose/Unit =~ Duration
—_—— = Role
Life-Threatening Suicide Attempt Health Profe Accatane Capsales (T . s ORAL
Date: 06/05/1998 ISR Number: 3175322-5 Report Type: Periodic Company Report Number: 97451 Age:  18YR Gender:  Female
Outcome PT Report Source Product Role  Mamfacturer Ronte Dose/Unit _ Duration
Qutcome - Role ——
Life-Threatening Depression Nec Health Professi A Capsules (Tsotrotinoi Ps ORAL
Suicide Attempt 40.000 Mg
Denmlen c
Date: 06/05/1998 ISR Number: 3175324-9 Report Type: Periodic Company Report Number: 97530 Age: 13 YR Gender:  Unknown
Outcome PT Report Source Product Role Manufy Route _ Dose/Unit = Duration
Outeome po Role
Life-Threatening Suicide Attempt Health Professi Accutane Capsules (I PS
Date: 06/05/1998 ISR Number: 3175325-0 Report Type: Periodic Cu‘npany Report Number: 97601 Age: 24YR Gender:  Female
Outeome T i rt Source Product Role  Manufs Route Dose/Unit _ Duration _
QDutcome . Role
Hospitalization - Acne Aggravated Consumer Accutane Capsales (Isotretinoin) PS ORAL
Initial or Prolonged ;l‘?f:"" Aggrvated Health Professional Contraceptives Nos c
. Prozac Cc .
Date: 06/05/1998 ISR Number: 31753298

Report Type: Periodic Company Report Number: 67733

Age: 16 YR Gender:  Male
Outcome PT Report Source Product Role  Mamufacturer Route Dose/Unit  Duration
Dutcome Role
Other Blood Thyroid Stimmlating Health Professi A Capsules (I inok S ORAL
Hormone Decreased P
Emotional Disturbance Nos
Malaise
Palpitations
Tachycardia Nos
Thyroiditis Nos
Thyroxine Increased
Date: 06/09/1998 ISR Number: 3175414-0 Report Type: Pesiodic Campany Report Number: 96073 Age: 26 YR Gender:  Male
Outcome PT ort Source Product Role Manuf; Route Dose/Unit  Duration _
Hospitalization - Depression Nec Other Accutane Capsules (Tsotretinoin) Ps ORAL
Initial or Prolonged Suicidal Ideation id (Antidepressant Nos) c
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Date: 06/09/1998 ISR Number: 31754164

Report Type: Pesiodic Company Report Number: 96123 Age: " 25 YR Gender:  Female
Outcome PT rt Scurce Product Role  Mumfacturer Route Dose/Unit  Duration
Outcome _
Otler Depression Aggravated Health Professional Accutane Capsales (Isotretinoin) Ps ORAL
Date: 06/09/1998 ISR Number: 3175417-6 Report Type: Periodic Company Report Number: 96124 Age: 18YR Gender:  Male
Quieome _ pr ReportSource _ Product Role  Manufacturer Route Dose/Unit _ Duration
ZeportSource . Role - —_—
Death Completed Suicide Health Professional A Capsules (1 . PS ORAL
Date: 06/09/1998 ISR Number: 3175419.X Report Type: Periodic Company Report Number: 96152 Age:  17YR Gender:  Male
Qutcome PT Tt Source Product Role Manufacturer Route Dose/Unit  Duration _
Outcome Role_
Death Completed Suicide - Health Profe N Capsules (T . PS ORAL
Date: 06/09/1998 ISR Number: 3175420-6 Report Type: Periodic Company Report Number: 96223 Age:  ISYR Gender:  Male
Outcome PT Tt Source Product Role  Manu Route Dose/Unit =~ Duration
Outcome Role
Other Depression Nec Health Prof A Capsales (I PS ORAL
Suicidal Ideation
Date; 06/09/1998 ISR Number: 3175421.8 Report Type: Periodic Company Report Number: 96228 Age:  17YR Gender:  Female
Outcome PT Report Source Product Role Manufs Route Dose/Unit Duration
Outcome epo Role _
Other Depression Aggmvated Other Accutane Capsules (Tsolretinoin) PS ORAL
Zoloft (Sertraline Hydrochloride) [
Date: 06/09/1998 ISR Number: 3175426.7 Report Type: Pesiodic Company Report Number: 80426 Age: 36 YR Gender: - Female
Outcome PT Report Source Produict Role Manufactorer Route  _ Dose/Unit _ Duration
Quicome ep Role
Other Bane Disorder Nos Consumer Accutane Capsules (Tsotetinion) s ORAL
Depression Nec
Infection Nos
Date: 06/05/1998 ISR Number; 3175437.1 Report Type: Periodic Company Report Number: 82968 Age:  20YR Gender:  Female
Outcome PT Report Source Product Role Manuf Route Dose/Unit  Duration
Other Logonthoca Health Professional A Capsules (X Ps - ORAL
40.000
Date: 06/05/1998 ISR Number: 3175451-6 Report Type: Pesiodic Company Report Number: 83147 Age: Gender:
Outeome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration __
,'\ —_—
Other Palpitations Health Prof A Capsales (I s PS
08/03/2000
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Date: 06/09/1998 ISR Number: 3175462-0

Report Type: Periodic Company Report Nimber: 94537 Age: 17YR Gender:  Female
Outezme Lo Report Source Product Role  Manuf Route Dos/Unit  Duration _
Outcome Role
Other Aggression Other Accutane Capsules ([sotretinoin) PS ORAL
Dry Eye Nec c eptive c
Dey Skia Eye D: c
Headache Nos yeDrops
Mood Alteration Nos Pepto-Bismal c
Nausea
Vision Blurred
Date: 06/05/1998 ISR Number: 3175500-5 Report Type: Periodic Company Report Number: 81176 Age:  16YR Gender:  Male
Outcome T ort Source Product Role Manufacturer Route Dose/Unit  Duration
Ouicoms Report Sou a Role
Other Abnomal Behaviour Nos Health Profc Accutane Capsules (I PS ORAL
’ Zoloft c
Date: 06/09/1998 ISR Number: 3175508-X Report Type: Periodic Campany Report Number: 96246 Age: 16 YR Gender:  Male
Outcome PT Report Source - Product Role  Manuf Route Dose/Unit_ Duration
Oter Hypertriglycoridacmia Other Accutane Capsules (Jsotretinoin) PS ORAL
Mood Alteration Nos 40.000 Mg
Pain In Limb
Prusitus
Rash Eryth i
Date: 06/09/1998 ISR Number: 3175510.8 Report Type: Periodic Company Report Number: 96274 Age:  ISYR Gender:  Male
Outeome PT Report Source Product Role  Manufacturer Route  Dosc/Unit_ Duration
Bvdid o ——————— "
Other Eyelid Oedema Other Aceutane Capsules (Isotretinoin) Ps
Headache Nos 40.000 Mg
Mood Swings
Date: 06/05/1998 ISR Number: 3175542-X Report Type: Periodic Company Report Niimber: 81829 Age: 22 YR Gender:  Female
Outcome PT Report Souree Product Role Manuf, Route Dose/Unit = Duration _
Outcome epo; Role
Other Back Pain Health Professional Accutane Capsules (Isotretinoin) PS ORAL )
Dep Neo Depo-Provera [of
Tearfulness
Date: 06/05/1998 ISR Number: 3175548.0 Report Type: Periodic Company Report Number: 81928 Age:  20YR Gender:  Female
Outcome PT Report Source Product Role  Mamufacturer Route Dose/Unit  Duration
Other Alopecia Consumer Acciitane Capsules (Isotretinoin) Ps ORAL
:lywlnflywndwm Health Professional Birth Control Tablet c
pathy
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Date: 06/05/1998

ISR Number: 3175681-3 Report Type: Pesiodic Campany Report Number: 84364 Age:  47YR Gender:  Female
Outcome PT Report Source Product Role Manaufs Route Dose/Unit  Duration
Other Depression N¢c Consumer Accatane Capsules (Isotretinoin) PS ORAL
“Skin Wrinkfing Paxil c )
Doxepin (o]
Retin A Cream c
Date: 06/09/1998 ISR Number: 3 175709-0 Report Type: Periodic Company Report Number: 89317 Age:  23YR Gender:  Female
Outcome PT Report Source Product Role  Mamifs Route Dose/Unit  Duration
Other Fatigue Health Professional Accutane Capsules (Tsotretinoin) Ps ORAL
Headache Nos 40.000 Mg
Memory Impaimment Iron Tablets (Tron Nos) [of
Date: 06/09/;998 mﬁNuMen 3175723-5 Report Type: Periodic Company Report Number: 96834 Age: 14 YR Gender:  Female
Ontcome PT Report Source Produet Role Manufacturer Route Dose/Unit  Duration
Other Abdominal Distension Other Accutane Capsules (Isotretincin) PS ORAL
Appetite Decreased 40.000 Mg
Fatigne Ortho Tri-Cyclen (Ethinyl Estradiol / c
Initability Norgestimate)
Mood Alteration Nos
Pyrexia
Sore Throat Nos
Date: 06/09/1998 ISR Number: 3175730-2 Report Type: Periodic Campany Report Nuniber: 96883 . Age: 22YR Gender:  Female
Outeome _ PT Report Souree - Product Role M Route Dose/Unit _ Duration
Other Dizziness (Bxc Vertigo) Consumer Actutane Capsules (Isotretindin) PS ORAL f
Palpitations
. Tremor Nec
Date: 06/09/1998 ISR Number: 3175732-6 Report Type: Periodic Company Report Number: 96910 Age: 16 YR Gender:  Pempale
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
-_ =owte  Dose/Unit  Duration
Other Anger Other Accutane Capsales (fsotretinoin) PS ORAL
Depression Nec 40.000 Mg
Mood Alteration Nos
Syncope B
Vision Blurred
08/03/2000
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Date: 06/09/1998

ISR Number: 3175734-X

Report Type: Periodic

Company Report Number: 93585

Age: ‘22YR Gender:  Female
Outcome T Report Source Product Role . Mannfacturer Route  Dosc/Unit — Duration
Other Asxiety Nec Health P Accutane Capsules (Isotretinoin) PS ORAL
Depressed Mood " Oral Contraception (Oral Contraceptive ~ C
Depression Nec Nos)

Date: 06/09/1998 ISR Number: 3176549-9 Report Type: Pesiodic Company Report Number: 96557 Age: 26YR Gender:  Female
Outcome T Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Depression Nec Consumer Accutane Capsules (Isotretinoin) s ORAL

Dry Skin 40.000 Mg

LipDry Ortho Tri Cyclen (o]
Menstrual Disorder Nos

Skin H i i

Date: 06/09/1998 ISR Number: 3176554.2 Report Type: Periodic Company Report Number: 96639 Age: 26 YR Gender:  Female
Outcome PT Report Source Product Role Manufactarer Route Dose/Unit  Duration
Other Alopecia Consumer Accutane Capsules (Tsotretinoin) PS ORAL

Df::m.alms }\los Loestri c
Disorientation

Dizziness (Bxc Vertigo)

Dry Skin

Pruritas

Rash Erythematons

Rash Scaly

Skin Disorder Nos <

Date: 12/30/1998 ISR Number: 3176707-3 Report Type: Expedited (15-Day) Company Report Nimber: 109455 Age:  41YR Gender:  Female
Ouicome PT Report Source Product Role Manufactarer Route Dose/Unit  Duration
Other Blood Follicle Stinmlating Consumer Accutane Capsules (Isotretinoin) 20Mg - PS ORAL

Hormone Increased .
Patigne Health Professional Provera c
Menstruation Iregular
Mood Alteration Nos
Oligomenorrhoea Nos
Premature Menopause
Date: 12/31/1998° ISR Number: 3176908-4 Report Type: Expedited (15-Day) Company Report Number: 111140 Age:  15YR Gender:  Male
Outcome PT Report Source Product Role  Manufacturer’ Route Dose/Unit _ Duration
Other Accident Nos Other Accutane Capsules (Isotretinoin) S ORAL
Depression Nec Vitamin Supplements c
Mood Alteration Nos
08/03/2000

Page

246 of 487




