Date: 12/07/1989

ISR Number: 624636-9

Report Type: Direct

Company Report Number:

Age: 16 YR Gender: Male
Outcome PT Report Source Product Role M Route Dose/Unit _ Du
Hospitalization - Bipolar I Disorder Consumer Accutane Ps Roche ORAL "
Initial or Prolonged Central Nervous System
Depression Nos
Depression Nec
Date: 12/12/1989 ISR Number: 625269-0 Report Type: Direct Company Report Number: Age: Gender:  Male
Outcome PT X Report Source Product Role Manufacturer Route Dose/Unit  Duration
Hospitalization - Dermatitis Exfoliative Nos Consumer Accutane PS Roche 854
Initial or Prolonged Dry Skin
Gingivitis
Impotence
Date: 11/20/1989 ISR Number: 626413-1 Report Type: Direct Company Report Number: Age:  18YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _  Duration
Chest Pain Consumer Accatane PS Roche ORAL 32
Muscle Spasms
Neck Pain
Palpitati
Date: 12/19/1989 ISR Number: 632208-5 Report Type: Expedited (15-Day) Company Report Number: 890500081001 Age:  20YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Hospitalization - Suicide Attempt Foreign Roaccutane Ps Roche ORAL 1
Initial or Prolonged Health Professional
Date: 02/22/1990 ISR Number: 642008-2 Report Type: Expedited (15-Day) Company Report Number: 900200122001 Age: 16 YR Gender: . Unknown
Outcome PT Report Source Product Role Manuf; Route Dose/Unit  Duration
Death Anorexia Health Professional Accotane pPs - Roche ORAL 60
Depression Nec
Sedation
Sunicide Attempt
Date: 02/23/1990 ISR Number: 644420-X Report Type: Expedited (15-Day) Company Report Number: 900100016001 Age:  19YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Other Amnesia Nec Health Professional Roaccutane PS Roche ORAL 579
Coma Nec
Sweating Increased
08/03/2000
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Date: 03/14/1990

ISR Number: 646860-1

Report Type: Expedited (15-Day)

Company Report Number: 900200228001 Age:  17YR Gender:  Female
Outcome PT Report Source Product Role Manuf; Route Dose/Unit  Duration _
Other Bipolar I Disorder Stmdy Accutane PS Rodie ORAL 42
Bmotional Disturbance Nos Health Professional Duricef c
Suicide Attempt
Doxycycline C
Date: 03/01/1990 ISR Number: 647435-0 Report Type: Expedited (15-Day) Company Report Number: 900100020001 Age:  I9YR Gender: © Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration _
Hospitalization - Parancia Foreign Roacctane S Roche ORAL 2
Initial or Prolonged Personality Disorder Nos Health Professional
Psychotic Disorder Nos
Date: 04/04/1990 ISR Number: 657492-3 Report Type: Direct Company Report Number: PDR Age: 16 YR Gender: Male
Outcome PT Report Source Prodnct Role Manufacturer Route Dose/Unit  Duration
Hospitalization - Drug Interaction Nos Health Professional Accutane PS Roche ORAL 17
Initial or Prolonged Dystonia N
Retin-A
Paranoia N
Psychotic Disorder Nos Tetracycline
Date: 06/11/1990 ISR Nuinber: 667406-8 Report Type: Pesiodic Company Report Number: 890200751001 Age:  19YR Gender:  Female
Outcome PT Report Source Product Role Manufy Route Dose/Unit  Duration
Other Depression Nec Heslth Professional Accutane PS Roche ORAL 136
Date: 06/11/1990 ISR Number: 667419-6 Report Type: Periodic Company Report Number: 890200694001 Age: 24YR Gender:  Male
Outcome T Report Source Prodnct Role Manufacturer Route _ Dose/Unit  Duration
Amnesia Nec Health Professional Accutane PS Roche ORAL 1119
. ], Nee Tagamet C
Insomnia Nec .
‘Thinking Abnormal Nec
Date: 06/11/1990 ISR Number: 667547-5 Report Type: Periodic Company Report Number: 890201223001 Age: 26 YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Anorexia Health Professional Accutane PS Roche ORAL 123
Anxiety Nec
Date: 06/11/1990 ISR Nomber: 667562-1 Report Type: Periodic Company Report Number: 890201105001 Age: 21 YR Gender:  Male
Outcome PT Report Source Product Role » Route Dose/Unit  Duration
Depression Nec Consumer Accutane PS Roche ORAL 260
Dyspnoea Nos
08/03/2000
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Date: 06/11/1990

ISR Number: 667577-3

Report Type: Periodic

Company Report Number: 900200076001 Age: 35YR Gender:  Male
Outcome PT Report Source Product Role Mamufi Route Dose/Unit  Duration
ot Delusion Nos Health Professional Accutane PS Roche ORAL
Depression Nec
Date: 06/11/1990 ISR Number: 667588-8 Réport Type: Periodic . Company Report Number: 900200256001 Age:  28YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Diarhoea Nos Health Professional Accutane PS Roche ORAL 90
Dyspareunia Nec Bactsim Ds c
Gastric Ulcer
Rectal Disorder Nos
Date: 06/11/1990 ISR Number: 667605-5. Report Type: Periodic Company Report Number: 900200280001 Age: Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Amenorrhoea Nos Consumer Accutane PS Roche ORAL 243
Degression Neo Lo/Ovral c
Dry Skin
Epistaxis
Date: 06/11/1990 ISR Number: 667616-X Report Type: Periodic Company Report Number: 900200238001 Age: 16 YR Gender:  Male
QOutcome PT Report Source Product Role Manuf; Route Dose/Unit  Duration
Other Emotianal Disturbance Nos Health Professional Accutane PS Roche ORAL 32
Personality Disorder Nos
Date: 06/11/1990 ISR Number: 667621-3 Report Type: Periodic Company Report Number: 900200212001 Age: 28 YR Gender:  Male
Outcome PT Report Souree Product Role Manaf; Route Dose/Unit  Duration
Other Blood Prolactin Increased Health Professional Accutane PS Roche ORAL 177
Iompotence Zovimx c
Lyt
Date: 06/11/1990 ISR Number: 667624-9 Report Type: Peiodic Company Report Number: 900200200001 Age: 38YR Gender:  Male
Outcome PT Report Source Product Role » fs Route Dose/Unit  Duration
Other Impotence Health Professional Accutane PS Roche ORAL 210
Date: 06/11/1990 ISR Nmmber: 667633-X Report Type: Pesiodic Company Report Number: 900200072001 Age: 16 YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
- —_— T — —_
Other Anorexia Health Professional Accutane PS Roche ORAL 138
Hostility
Tegretol C
Personality Disorder Nos
Sedation
08/03/2000

Page 49 of 487




Date: 06/11/1990

ISR Number: 667741-3 Report Type: Pesiodic Company Report Number: 890200474001 Age:  32YR Gender:  Female
Outcome PT Report Source Product Role Manuf: Route Dose/Unit  Duration _
Other Dry Eye Nec Health Professional Accutane PS Roche ORAL 112
Libido Decreased
Photosensitivity Reaction Nos
Vulvovaginal Disorder Nos
Date: 06/11/1990 ISR Number: 667751-6 Report Type: Periodic Company Report Number: 890200522003 Age:  19YR Gender:  Male
Outcome PT Report Source Product Role Manaf; Route Dose/Unit._  Duration
Other Emotional Disturbance Nos Health Professional Accutane PS Roche ORAL ]
Personality Disorder Nos
Date: 06/11/1990 ISR Number: 667771-1 Report Type: Periodic Campany Report Number: 890200581002 Age: 16 YR Gender:  Male
Outcome PT Report Source Product Role Manuf; Route Dose/Unit _ Duration
=fportSource = Roke
Other Blood Lactate Dehyd ‘Health Profc A PS Roche ORAL 36
Increased
Hostility
Personality Disorder Nos
Date: 06/11/1990  ¥SR Number: 6677723 Report Type: Periodic Company Report Number: 890200581001 Age: 16 YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route _ Dose/Unit  Duration
Other Hostility Health Professional Accutane PS Roche ORAL 146
Personality Disorder Nos
Date: 05223/1990 ISR Number: 667906-0 Report Type: - Expedited (15-Day) Company Report Number: 900200423001 Age:  17YR Gender:  Male
Outcome PT Report Source Product ) Role Manuf; Route Dose/Unit  Duration _
Death Amnesia Nec Health Professional Accutane Ps Roche ORAL 93
Anhythmia Nos
Dry Skin
Stupor
Date: 06/11/1990 ISR Number: 667960-6 Report Type: Pesiodic Company Report Number: 890201083001 Age: 31 YR Gender:  Male
Outcome PT Report Source Product Role Manuf; Route Dose/Unit  Duration
Ottier Condition Aggravated Health Professional Accutane PS Roche ORAL 143
Hyperthyroidism
Nervousness
Tachycardia Nos
08/03/2000
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Date: 06/11/1990

ISR Number: 6679904

Report Type: Periodic

Company Report Number: 890200884001 Age: 16 YR Gender:  Male
Outcome PT Report Sonrce Product Role Manufactarer Route Dose/Unit  Duration
—_— L osenit
Other Ammesia Nec Health Professional Accutane PS Roche ORAL
Date: 06/11/1990 ISR Namber: 668366-6 Report Type: Periodic Company Report Number: 900200135001 Age: 35YR Gender:  Male
Outcome PT Report Source Product ] Role Manuf; Route Dose/Unit Duration
_
Other Depression Nec Health Professional Accutane PS Roche ORAL 17
Aventyl C
Antabuse c
Tranxene C
Date: 06/11/1990 ISR Number: 668397-6 Report Type: Periodic Company Report Number: 890200957001 Age: 29 YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Other Depression Nec Health Professional Accatane PS Roche ORAL 2
Date: 06/11/1990 ISR Number: 668407-6 Report Type: Pesiodic Company Report Number: 900200383001 Age:  17YR Gender:  Female
Outcome T Report Source Product Role  Mamufacturer Route Dose/Unit_ Duration
Other Agitation Health Professional Accutane PS Roche ORAL 23
Epistaxis
Myalgia
Date: 06/11/1990 ISR Number: 668835.9 Report Type: Pesiodic Company Report Number: 890200639001 Age:  19YR Gender:  Female
Outcome PT ort Source Product Rale Mannf; Route Dose/Unit  Duration
—_—x __ Dose/Unit  Duration _
Other Confusion Health Professional Accutane PS Roche ORAL 140
Grand Mal Convulsion
Muscle Twitching
Syncope
Date: 06/11/1990 ISR Number: 668841-4 Report Type: Periodic Company Report Number: 890200854001 Age:  20YR Gender:  Pemale
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration _
So————————— ReportSouree - Role =
Other Depression Nec Health Professional Accutane " PS Roche ORAL 4
Date: 06/11/1990 ISR Number: 668849.9 Report Type: Periodic Company Report Number: 890201012008 Age: Gender:  Female
Outcome PT Report Source Product Role Manufactarer Route Dose/Unit . Duration
- T Role =omte  Dose/Unit = Duratic
Blindness Night Stady Accutane PS Roche ORAL 3
Headache Nos Health Professional
Insomnia Nec
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Date: 06/11/1990

ISR Number: 668850-5

Report Type: Periodic Company Report Number: 890201012011 Age: Gender:  Female
o rr Report Source Rale Manuf; Route Dose/Unit ~ Duration
Outcome —_— Product —===__  Dose/Unit Duration
Amblyopia Nos Study Accatane Ps Roche ORAL
Candida Nos Health Professional Elavil c
Denmatitis Nos
Emotional Disturbance Nos
Date: 06/11/1990 ISR Number: 668859-1 Report Type: Periodic Company Report Number: 900200338001 Age: Gender:  Female
Outcome PT Report Source Product Role Manufs Route Dose/Unit Duration
Emcfo e  —kortDource . lole =0TE . JDose/Unit  Duration
Emotional Disturbance Nos Health Professional Accutane PS Roche ORAL
Thinking Abnonmnal Nec
Date: 06/11/1990 ISR Number; 668874-8 Report Type: Periodic Company Report Number: 900200154001 Age:  26YR Gender:  Male
Outcome T Report Source Product Role Manufs Route Dose/Unit  Duration
o ———————  ReportSource =0
Other Alopecia Health Professional Accutane Ps Roche ORAL 64
Depression Nec
Emotional Distubance Nos
Infection Nos
Date: 06/11/1990 ISR Number: 668878.5 Report Type: Periodic Company Report Number: 890200740001 Age: 18YR Gender:  Male
Outcome PT Report Source Product Role Mannf; Route Dose/Unit _  Duration
—_— =T Huration
Hospitalization - Hostility Health Professional Accutans PS Roche ORAL 24
Initial or Prolonged Insomnia Nec
. Tetracycline c
Personality Disorder Nos cye
Date: 06/11/1990 ISR Number: 668879.7 Report Type: Periodic Company Report Number: 890200431001 Age:  44YR Gender:  Male
Outcome T &P"tsa"‘““ Product Role Manufacturer Route Dose/Uniit  Duration
e — =2 ot _ Duration
Other Aspartate Aminotransferase Health Professional Accutane PS Roche ORAL 1
Gamma-Glutamyltransferase Alcchol c
Increased
Non-Accidental Overdose
Suicide Attempt
Date: 06/11/1990 ISR Number: 668903-1 Report Type: Periodic Campany Report Number: 890201039001 Age: Gender:  Male
Quteome T Report Source Product Role Manufacturer Route Dose/Unit  Duration
—_— — /=~ Roule  Dose/Unit Duration
Other Emotional Disturbance Nos Health Professional Accutane Ps Roche ORAL
Hyperkinetic Syndrome
08/03/2000
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Date: 06/11/1990

ISR Number: 668912-2

Report Type: Pedodic

Company Report Namber: 890200373001 Age: 27YR Genders  Male
Ogutcome T Report Source Product Role Manufs Route Dose/Unit  Duration
Other Amnnesia Nec Health Professional Accutane PS Roche ORAL 97
Depression Nec
Photosensitivity Reaction Nos
Skin Discolouration
Date: 07/06/1990 ISR Number: 671863-0 Report Type: Periodic Comipany Report Number: 890200036001 Age:  50YR Gender:  Male
Outcome PT Report Source Product Role Marnf; Route Dose/Unit  Duration
Other Impotence Health Professional Accutane PS Roche ORAL - 147
Date: 07/06/1990 ISR Number: 671872-1 Report Type: Pesiodic Company Report Number: 890200023001 Age: 16 YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Other Asthenia Health Professional Accutane PS Roche ORAL 508
Depression Nec
Date: 07/06/1990 ISR Number: 671909-X Report Type: Periodic Company Report Number: 880201453001 Age:  15YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Other Emotional Disturbance Nos Health Professional Accutane PS Roche ORAL 152
Personality Disorder Nos
Date: 07/06/1990 ISR Number: 671927-1 Report Type: Periodic Company Report Number: 890200279001 Age:  31YR Gender:  Female
Outcome PT Report Source Product Roﬁ Manufacturer " Route Dose/Unit Duration
Other Alopecia Health Professional Accutane Ps Roche ORAL 93
Eye Disorder Nos Feldene c
Headache Nos
Schizophrenia Nos X
Date: 07/06/1990 ISR Number: 671929-5 Report Type: Periodic Company Report Number: 890200284001 Age:  20YR Gender:  Female
Outcome PT Report Source . Product Role Manuf Route Dose/Unit  Duration
Other Palpitations Health Professional Accutane PS Roche ORAL 140
Date: 07/06/1990 ISR Number: 671933-7 Report Type: Pediodic Company Report Number: 890200309001 Age:  14YR Gender:  Female
Outcome PT Report Source Product Role  Manufacturer Route Dose/Unit  Duration
Other i‘\mle Aminotransferase Health Professional Accutane PS Roche ORAL 35
Depression Nec
Hepatic Fanction Abnormal Nos
Hypocholesterolaemia
08/03/2000
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: 07/06/1990

ISR Number: 671988-X

Report Type: Periodic

Cenpany Report Number: 890200187001

Age:  17YR Gender:  Male
Outcome PT Report Source Product Role M: Route Dose/Unit  Duration _
Hospitalization - Depression Nec Health Professional Accutane PS Roche ORAL 140
Initial or Prolonged
Date: 07/06/1990 ISR Number: 672126.X Report Type: Periodic Company Report Number: 880201242001 Age:  14YR Gender:  Female
Outcome PT Report Source Product Role Manuf Route Dose/Unit  Durati
Other Asthenia Health Professional Acontane PS Roche ORAL is
Confusion
Depression Nec
Myalgia
Date: 07/06/1990 ISR Number: 672556-6 Report Type: Periodic Caempany Report Number: 880201425001 Age: 16 YR Gender:  Female
Outcome PT Report Source Product Role Mamufacturer Route Dose/Unit _ Duration
Hospitali - Depression Nec Health Professional Accutane PS Roche ORAL 113
Initial or Prolonged Suicide Attempt
Other
Date: 06/20/1990 ISR Number: 672873-X Report Type: Expedited (15-Day) Company Report Number: 900200599001 Age:  17YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Hospitalization - Delusion Nos Health Professional Accutane PS Roche ORAL 7
Initial or Prolonged Hallucination Nos
Other Paranoia
Psychotic Disorder Nos
Date: 06/20/1990 ISR Number: 672874-1 Report Type: Expedited (15-Day) Company Report Number: 900200597001 Age:  23YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Hospitalization - Delusion Nos Health Professional Accutane PS Roche ORAL 47
Initial or Projonged Personality Disorder Nos Tetracycline c
Other Psychotic Disarder Nos
Sleep Disorder Nos
Date: 06/15/1990 ISR Number: 673050-9 Report Type: Expedited (15-Day) Company Report Number: 900100237001 Age: Gender:  Male
Outcome T Report Source Product Role Manufacturer Route Dose/Unit  Duration
Death Depression Nec Foreign Roaccntane PS Roche ORAL 54
Insomnia Neo Health Professional
Suicide Attempt
‘Weight Decreased
08/03/2000

Page 54 of 487




Date: 06/26/1990

ISR Number: 675196-8

Report Type: Expedited (15-Day)

Company Report Number: 890800046001

Age: Gender:  Male
Outcome T Report Source Product Role Manufacturer Route Dose/Unit  Duration
Hospitalization - Asthenia Foreign Roaccutane PS Roche ORAL 103
Initial or Prolonged Depression Nec Health Professional
Psychotic Disorder Nos
Date: 07/19/1990 ISR Number: 682006-1 Report Type: Expedited (15-Day) Company Report Number: 900200749001 Age: 24 YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Hospitalization - Hallucination Nos ‘Health Professional Accutane PS Roche ORAL 1
Initial or Prolonged Major Depressive Disorder Nos Retin-A c
Other Psychotic Disarder Nos
Date: 07/17/1990 ISR Number: 682387-9 Report Type: Expedited (15-Day) Company Report Number: 890315726001 Age:  35YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Hospitalization - Acute Circulatory Failure Foreign Roaccutane PS Roche ORAL
Initial or Prolonged Amnesia Nec Health Professional
Syncope
Date: 08/16/1990 ISR Number: 687204-9 Report Type: Expedited (15-Day) Company Report Number: 900316487001 Age: 22 YR Gender: Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Disability Cheilitis Foreign Roaccutane PS Roche ORAL - 451
Conjonciivitis Nec Health Professional
Pain Nos
Suicide Attempt
Date: 0927/1990 ° ISR Number: 692327-4 Report Type: Direct Coinpany Report Number: DEN2720 - Age: Gender:  Remale
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Alopecia Consumer Accutane ] Roche ORAL 152
Chromosomal Abnormality Nos
Depression Nec
Skin Discolouration
Date: 10/10/1990 ISR Number: 697260-X Report Type: Direct Company Report Number: Age: Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Alopecia Health Professional Accutane PS Roche 93
Menometronthagia Kefl
Pain Nos
Palpif
08/03/2000
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Date: 01/16/1991

ISR Number: 716667-5

Report Type: Expedited (15-Day)

Company Report Number: 900201460001 Age:  1BYR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit = Duration
Death Arthralgia Health Professional Accutane Ps Roche ORAL 105
" Major Depressive Disorder Nos
Myalgia
Suicide Attempt .

Date: 03/25/1991 ISR Number: 736346-8 Report Type: Expedited (15-Day) Company Report Numiber: 910200256001 Age:  38YR Gender:'  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Hospitalization - Auxiety Nec Health Professional Accutane PS Roche ORAL 76
Initial or Prolonged Arthralgia
Disability Collagen Disorder Nos
Other Scleroderma

Date: 03/13/1991 ISR Number: 737374-9 Report Type: Expedited (15-Day) Company Report Number: 910200279001 Age: 16 YR Gender:  Female
Outcome PT Report Source Product Role Mannf; Route Dose/Unit  Duration
Hospitalization - Amblyopia Nos Consumer Accutane PS Roche ORAL 123
Initial or Prolonged Arthralgia

Depression Nec
Influenza Like Iliness

Date: 04/09/1991 ISR Number: 741365-1 Report Type: Expedited (15-Day) Company Report Number: 900500246001 Age:  20YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Hospitalization - Anxiety Nec Foreign Roaccutane PS Roche ORAL 184
Initial or Prolonged Headache Nos Health Professional

Hydrocephalus Nos

Date: 04/12/1991 - ISR Number: 741874-5 Report Type: Expedited (15-Day) Company Report Number: 910100093001 Age:  19YR Gender:  Male
Outcome PT ; Report Souree Product Rele Manufacturer Roate Dose/Unit  Duration
Death Arthralgia Foreign Roaccutane Ps Roche ORAL 173

Cheilitis Consumer
Conjunctivitis Nec
Suicide Attempt

Date: 04/16/1991 ISR Number; 742951-5 Report Type: Direct Company Report Number: Age:  18YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Death Alopecia Consumer Accutane PS Roche ORAL 105

Blindness Night

Depression Nec

Suicide Atiempt
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Date: 04/16/1991 ISR Number: 743620-8 Report Type: Direct Company Report Number: Age:  18YR Gender: Male
Outcome T Report Source Product Role Manufs Route Dose/Unit = Duration
Death Degression Nec Health Professional Accutane PS Roche ORAL 98

Date: 04/02/1991 ISR Number: 745098-7 Report Type: Direct Company Report Number: Age: 18YR Gender:  Male
Outcome T Report Source Product Role ~ Mannf: Route Dose/Unit  Duration
Other Arthralgia Health Professional Accutane s Roche ORAL 113

g““""‘f N Bielllin CR c

epression Ne¢ P
Vision Abnormal Nec Amexicillin €
. Pee C

Date: 05/23/1991 ISR Number: 751005-3 Report Type: Direct Company Report Number: Age:  39YR Gender:  Female
Outconte PT Report Source Product Role Manuf: Route Dose/Unit  Duration
Other Alechol Intolerance Health Professional Accutane PS Roche ORAL 2

Apathy Prozac [of
Condition Aggravated
Depression Nec

Date: 06/11/1991 ISR Number: 751891-7 Report Type: Direct Company Report Number: Age: 22 YR Gender:  Female
Outcome PT Report Source Product Role Mntmfu:hn-er Route Dose/Unit Duration
Other Alopécia Consumer Accutane s Roche ORAL 55

Constipation ‘Triavil 2-10
Depression Nec
Photosensitivity Reaction Nos

Date: 06/07/1991 ISR Number: 753224-9 Report Type: Pesiodic Company Report Number: 900201166001 Age: 15YR Gender:  Male
Outcome PT Report Sonrce Product Role » Route Dose/Unit  Duration
Other Depression Nec Health Professional Accutane PS Roche ORAL 9%

Leucopenia Nos franil c

Date: 06/07/1991 ISR Number: 753251-1 Report Type: Periodic Company Report Number: 910200474001 Age: 16 YR Gender:  Male
Qutcome PT Report Source Product Role Manufactorer Route Dose/Unit  Duration
Hospitalization - Hostility Health Professional Accutane PS Roche ORAL 26
Initial or Prolonged Personality Disorder Nos

Date: 06/07/1991 ISR Number: 753258:4 Report Type: -Periodic Company Report Number: 900201399001 Age: 31 YR Gender:  Female
Outcome PT Report Source Product Rale Manufacturer Route Dose/Unit _  Duration
Other Alopecia Health Professional Accutane PS Roche ORAL 62

08/03/2000

Page 57 of 487




Date: 04/16/1991 ISR Number: 743620-8 Report Type: Direct Company Report Number: Age:  18YR Gender: Male
Outcome T Report Source Product Role Manufs Route Dose/Unit = Duration
Death Degression Nec Health Professional Accutane PS Roche ORAL 98

Date: 04/02/1991 ISR Number: 745098-7 Report Type: Direct Company Report Number: Age: 18YR Gender:  Male
Outcome T Report Source Product Role ~ Mannf: Route Dose/Unit  Duration
Other Arthralgia Health Professional Accutane s Roche ORAL 113

g““""‘f N Bielllin CR c

epression Ne¢ P
Vision Abnormal Nec Amexicillin €
. Pee C

Date: 05/23/1991 ISR Number: 751005-3 Report Type: Direct Company Report Number: Age:  39YR Gender:  Female
Outconte PT Report Source Product Role Manuf: Route Dose/Unit  Duration
Other Alechol Intolerance Health Professional Accutane PS Roche ORAL 2

Apathy Prozac [of
Condition Aggravated
Depression Nec

Date: 06/11/1991 ISR Number: 751891-7 Report Type: Direct Company Report Number: Age: 22 YR Gender:  Female
Outcome PT Report Source Product Role Mntmfu:hn-er Route Dose/Unit Duration
Other Alopécia Consumer Accutane s Roche ORAL 55

Constipation ‘Triavil 2-10
Depression Nec
Photosensitivity Reaction Nos

Date: 06/07/1991 ISR Number: 753224-9 Report Type: Pesiodic Company Report Number: 900201166001 Age: 15YR Gender:  Male
Outcome PT Report Sonrce Product Role » Route Dose/Unit  Duration
Other Depression Nec Health Professional Accutane PS Roche ORAL 9%

Leucopenia Nos franil c

Date: 06/07/1991 ISR Number: 753251-1 Report Type: Periodic Company Report Number: 910200474001 Age: 16 YR Gender:  Male
Qutcome PT Report Source Product Role Manufactorer Route Dose/Unit  Duration
Hospitalization - Hostility Health Professional Accutane PS Roche ORAL 26
Initial or Prolonged Personality Disorder Nos

Date: 06/07/1991 ISR Number: 753258:4 Report Type: -Periodic Company Report Number: 900201399001 Age: 31 YR Gender:  Female
Outcome PT Report Source Product Rale Manufacturer Route Dose/Unit _  Duration
Other Alopecia Health Professional Accutane PS Roche ORAL 62
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06/07/1991 ISR Number: 753975-6

Report Type: Periodic Campany Report Number: 90201393001 Age:  30YR Gender: Male
Outeome PT Report Source Product Role My Route Dose/Unit  Duration
Other Abdominal Pain Nos Health Professional Accutane PS Roche ORAL 62
Emotional Disturbance Nos Alechal
Malaise
Date: 06/07/1991 ISR Number: 753976-8 Report Type: Periodic Company Report Number: 900201391001 Age: 23YR Gender:  Female
Qutcome T Report Source Product - Role Manufacturer Ronte Dose/Unit  Duration
Other Amblyopia Nos Health Professional Accutane PS Roche ORAL 65
y Nec Prednisone (o]
Myasthenic Syndrome
Paraesthesia Nec
Date: 06/07/1991 ISR Number: 753983-5 Report Type: Periodic Company Report Number: 900201369001 Age:  17YR Gender:  Male
Outcome PT Report Source Product Role Man Route Dose/Unit  Duration
Other Abnormal Dreams Health Professional Accutane PS Roche ORAL 154
Asthenia
Depression Nec
Headache Nos
Date: 06/07/1991 ISR Number: 753994-X Report Type: Periodic Company Report Number: 900201348001 Age:  38YR Gender:  Female
Qutcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Alopecia Health Professional Accotane PS Roche ORAL 153
Depression Nec Minocin C
Dry Skin
Skin Atrophy
Date: 06/07/1991 ISR Number: 754077-5 Report Type: Pedodic Company Report Number: 900201302001 Age:  18YR Gender:  Male
Outcome PT Report Source Product Role Manufactorer Route DoselUnlI Duration
Other Depression Nec Health Professionat Accutane PS Roche ORAL “
Emotional Distarbance Nos
Hypelipidaemia Nos
Date: 06/07/1991 ISR Number: 754090-8 Report Type: Periodic Company Report Number: 900201258001 Age:  17YR Gender:  Female
Outcome T Report Source Product Role Manufacturer Route Dose/Unit _  Duration
Other Depression Nec Health Professional Accutane PS Roche ORAL 15
Emotional Distarbance Nos
08/03/2000
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Date: 06/07/1991

ISR Number: 754176-8

Report Type: Periodic

Company Report Number: 910200271001 Age:  22YR Gender:  Unknown
Outcome T Report Source Product Role M Route Dose/Unit  Duration
Other Alopecia Consumer Accutane PS Roche ORAL
Arthritis Nos
Depression Nec
Vision Abnormal Nec
Date: 06/07/1991 ISR Number: 754177-X Report Type: Periodic Company Report Number: 910200270001 Age: Gender:  Unknown
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Amblyopia Nos Consumer Accutane PS Roche ORAL 1
Back Pain
Cheilitis
Depression Nec
Date: 06/07/1991 ISR Number: 754182-3 Report Type: Periodic Company Report Number: 910200277001 Age:  43YR Gender:  Male
Outcome PT Report Source Produet Role Manufacturer Route Dose/Unit Duration
Other Abdominal Pain Nos Consumer Accutane PS Roche ORAL 14
Depression Nec
Headache Nos
Vision Abnormal Nec
Date: 06/07/1991 ISR Number: 754183-5 Report Type: Periodic Company Repert Number: 910200274001 Age: Gender:  Unknown -
Outcome PT Report Source Prodact Role Manuf; Route Dose/Unit  Duration
Otber Cyst Nog Consumer Accutane PS Roche ORAL 1826
Depression Nec
Infection Nos
Vision Abnormal Nec
Date: 06/07/1991 ISR Number: 754194-X Report Type: Expedited (15-Day) Company Report Number: 910200300001 Age:  20YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit Duration
Hospitalization - Amnesia Nec Consumer Accntane Ps Roche ORAL 21
Initial or Prolonged Haermaturia Present
Hostility
Laboratory Test Abnormal Nos
Date: 06/07/1991 ISR Number: 754268-3 Report Type: Periodic Company Report Number: 900201448001 Age: 28 YR Gender:  Female
Outcome PT Report Source Product Role M Route Dose/Unit  Duration
Other Dry Eye Nec Health Professional Accntane Ps Roche ORAL 141
Dry Skin
Dysparennia Nec
Vaginitis
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Date: 06/07/1991 ISR Number: 754272-5 Report Type: Periodic Company Report Nuinber: 910200021001 Age: Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Other Alopecia Health Professional Accntane PS Roche ORAL
Conjunctivitis Nec
Face Oedema
Hallucination Nos
Date: 06/07/1991 ISR Number: 754289-0 Report Type: Periodic Company Report Number: 910200074001 Age: 31YR Gender:  Female
Outeome PT Report Source Product Role Manufe Route Dose/Unit Duration
Other Dry Skin : Health Professional Accutane Ps Roche ORAL 148
Electrocardiogram Abnormal "
Nos Retin-A (o]
Palpitations Cleocin c
Supraventricular Extrasystoles )
Date: 06/07/1991 ISR Number: 754292-0 Report Type: Periodic Company Report Number: 910200086001 Age: 16 YR Gender:  Male
Outcome rT Report Source Product Role Manuf: Route Dose/Unit _ Duration
Other Dry Skin Health Professional Accutane PS Roche ORAL 18
Emotional Distarbance Nos
Hostility
Date: 06/07/1991 ISR Number: 754393-7 Report Type: Periodic Company Report Number: 900201045001 Age:  25YR Gender:  Female
Outcome PT Report Scurce Produet Role Manufacturer Route Dose/Unit Duration
Other Abnormal Dreams Health Professional Accatane PS Roche ORAL 48
Chest Pain Trighasil c
Nausea
Tetracycline c
Date: 06/07/1991 ISR Number: 754700-5 Report Type: Pesiodic Company Report Number: 910200151001 Age:  45YR Gender:  Male
Outcome T Report Source Product Role Mamuf; Route Dose/Unit  Duration
Other Asthralgia Health Professional Acciitane PS Roche ORAL 32
Condition Aggravated
Depression Nec
Date: 06/07/1991 ISR Number: 7547133 Report Type: Periodic Compsny Report Number: 910200186001 Age:  30YR Gender: Male
Outcome PT Report Source Product Rale Manufacturer Route Dose/Unit Duration
Other Anblyopia Nos Health Professional Accutane PS Roche ORAL 31
Depression Nec Cleodi c
Diarthoea Nos
Epistaxis
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Date: 06/07/1991

ISR Number: 754716-9

Report Type: Periodic

Company Report Number: 910200191001 Age:  38YR Gender:  Female
Outcome T Report Source Product Role Manuf; Route Dose/Unit_ Duration
Other Dysphonia Health Professional Accutane Ps Roche ORAL 150
Date: 06/07/1991 ISR Number: 754723-6 Report Type: Periodic Campany Report Number: 910200207001 Age: Gender:  Male
Outcome PT Report Souree Product Role Manufs Route Dose/Unit Duration
Disability Drug Ineffective Consumer Accutane PS Roche ORAL 2
Emotional Disturbance Nos Tetracycline c
Headache Nos
‘Weight Increased
Date: 06/07/191 ISR Number: 754783-2 Report Type: Periodic Company Report Number: 910200322001 Age: 21 YR Gender:  Female
Outcome PT Report Source Product Role Manauf; Route Dose/Unit  Duration
Other Depression Nec Health Professional Accutane PS Roche ORAL 21
Emotional Disturbance Nos
Date: 06/07/1991 ISR Number: 7547844 Report Type: Periodic Company Report Number: 910200343001 Age:  27YR Gender:  Female
Outcome T Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Hospitalization - Depression Neo Health Professional Accutane 3 Roche ORAL 162
Tnitial or Prolonged Dizziness (Exc Vertigo)
Other
Date: 06/07/1991 ISR Number: 754801-1 Report Type: Periodic Company Report Number: 910200215001 Age: 24 YR Gender:  Male
Outcome PT Rinrt Source Produet Role Manufacturer Route Dose/Unit Duy
Other Dyspnoca Nos Health Professional Accutane PS Roche ORAL 53
Palpitations
Supraventricular Extrasystoles
Date: 06/07/1991 ISR Number: 754816-3 Report Type: Periodic Company Report Number: 910200238001 Age:  34YR Gender:  Female
Outcome PT Report Source Product Role Manuf; Route Dose/Unit  Duration
Other Alopecia Health Professional Accutane Ps Roche ORAL 84
Depression Nec
Date: 06/07/1991 ISR Number: 754820-5 Report Type: Periodic Company Report Number: 910200250001 Age: 16 YR Gender:  Female
Outcome PT Report Seurce Product Role Manufacturer Route Dose/Unit Duration
Other Depression Nec Health Professional Accatane PS Roche ORAL 124
Rectal Bleeding
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Date: 06/07/1991

ISR Number: 754946-6

Report Type: Periodic

Company Report Number: 900200573001 Age: 46 YR Gender:  Female
Outcome PT Report Source Product Role Manafe Route Dose/Unit  Duration
Other Alopecia Health Professional Accotane PS Roche ORAL 227
Breast Abscess Refin-A C
Hyperventilation
Neoplasm Nos
Date: 06/07/1991 ISR Number: 754952-1 Report Type: Periodic Company Report Number: 900200441001 Age: 19YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Breast Enlargement Health Professional Accatane PS Roche ORAL 166
Emotional Disturbance Nos i
Date: 06/07/1991 ISR Number: 755165-X Report Type: Periodic Company Report Nmmber: 910200119001 Age:  19YR Gender:  Male
Outcome PT Report Source Produoct Role Manufacturer Route Dose/Unit Duration
Other Cheilitis Health Professional Accutase PS Roche ORAL 151
Emotional Disturbance Nos
Epistaxis
Date: 06/07/1991 ISR Number: 7555154 Report Type: Periodic Company Report Number: 910200326001 Age:  15YR Gender:  Female
Outcome PT Report Source Prodact Role Mamufactorer Route Dose/Unit Duration
Other Emotional Disturbance Nos Health Professional Accutane Ps Roche ORAL 15
Date: 06/07/1991 ISR Number: 755524-5 Report Type: Periodic Company Report Number: 910200358001 Age:  17YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit Duration
Other Anhythmia Nos Health Professional Accutane Ps Roche ORAL 15
Chest Pain
Palpitations
Date: 06/07/1991 ISR Number: 755533-6 Report Type: Periodic Company Report Number: 910200392001 Age: 17YR Gender: Male
Outcome PT Report Source Prodmet Role Manuf: Route Dose/Unit Duration
Other Cheilitis Health Professional Accutanc Ps Roche ORAL 148
Drug Ineffective
Dry Skin
Emotional Disturbance Nos
Date: 06/07/1991 ISR Number: 755549-X Report Type: Periodic Company Report Number: 900200522001 Age: 24 YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Agitation Health Professional Accutane Ps Roche ORAL 169
Depression Nec .
Dry Mouth
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Date: 06/07/1991 ISR Number: 755586-5 Report Type: Periodic

Company Report Number: 910200461001 Age:  34YR Gender:  Male
Outcome Pr Report Souree Product Role  Manuf Route Dose/Unit  Duration
—_— =) Role
Other Impotence Health Professianal Accutane Ps Roche ORAL 167
Date: 06/07/1991 SR Number: 755596-8 Report Type: Periodic Company Report Number: 900200637001 Age: Gender:  Female
Outcome PT Report Source Product Role Manwf; Route Dose/Unit  Duration _
Qutcome epo; Role
Other Condition Aggravated Stady Accutane Ps Roche ORAL
Confasion Health Professional
QOedema Nos
Renal Failure Nos
Date: 06/07/1991 ISR Number: 7556317 Report Type: Periodic Company Report Number: 900200748001 Age:  28YR Gender:  Female
Outcome ‘PT Report Source Product Role Manofacturer Route Dose/Unit  Duration
feome = po! Role " Mannfacturer ose/Unit ~ Duration
Other Depression Neo Health Professional Accutane Ps Roche ORAL 40
Migraine Nos
Usine Abnormal Nos
Vision Abnonmal Nec
Date: 06/07/1991 ISR Number: 755633.0 Report Type: Periodic Company Report Number: 900200753001 Age:  34YR Gender:  Male
Outcome PT Report Source Product Role Mannf: Route Dose/Unit  Duration R
- '\ —_— ——— —
Other Dry Skin Consumer Accutane PS Roche ORAL 60
Hypertension Nos
Muscle Twitching
Palpitations
Date: 06/07/1991 ISR Number: 755639-1 Report Type: Periodic Company Report Number: 900201416001 Age: - 31 YR Gender:  Female
Outeome __ pr Report Source Product Role  Mamufs Ronte Dose/Unit  Duration _
Other Anthythmia Nos Health Professional Accutane Ps Roche ORAL 48
%l::uocaxdxognm Abnormal Hydroxyz c
Palpitations
Date: 06/07/1991 ISR Number: 755698.6 Report Type: Periodic Company Report Number: 900201397001 Age:  15YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Hospitalization - Arthralgi Stady Accatane Ps Roche ORAL 86
Initial or Prolonged Depression Nec Health Professional
Headache Nos
Personality Disorder Nos ‘_‘
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Date: 06/07/1991 ISR Number: 7558444 Report Type: Periodic Company Report Number: 500200474001 Age:  15YR Gender:  Male
Outcome T Report Source Product Role M Route Dose/Unit  Duration _
Other Abdominal Pain Nos Health Professional Accutane s Roche ORAL 17
Depression Nec
Emotional Distnrbance Nos
Headache Nos
Date: 06/07/1991 ISR Number: 755846-8 Report Type: Periodic Company Report Number: 900200470001 Age:  30YR Gender:  Pemdle
Outcome T Report Source Product Role Manuf; Route Dose/Unit  Duration
Other Depression Nec Health Professional Accutane Ps Roche ORAL
Dry Skin Thorazine c
Dyspareunia Nec
Vaginitis
Date: 06/07/1991 ISR Number: 755847-X Report Type: Periodic Camnpany Report Number: 900200460001 Age:  37YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Libido Decreased Health Professional Accutane s Roche ORAL 42
Date: 06/07/1991 ISR Number: 756223-6 Report Type: Periodic Company Report Nwmber: 900200420001 Age: 33YR Gender: Male
Outcome PT Report Souree Product Role Manufs Route Dose/Unit Duration
Other Asthenia Health Professional Accutane PS Roche ORAL 42
Cellulitis
Depression Nec
Dermatitis Nos
Date: 07/07/1991 ISR Number: 762362-6 Report Type: Periodic Company Report Number: 890200320001 Age:  25YR Gender:  Male
Outcome - PT Report Source Product Role Route Dose/Unit  Duration
Other Emotional Disturbance Nos Health Professional Accotane PS Roche ORAL 178
Hypercholesterolaemia
Hypedipidaemia Nos
Influenza Like Mness
Date: 09/09/1991 ISR Numiber: 771120-8 Report Type: Expedited (15-Day) Company Report Number: 910201131001 Age: Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Hospitalization - b ia Nec Health Professionat Accutane Ps Roche ORAL
Initial or Prolonged Urinary Tract Infection Nos
Vaginitis
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Date: 09/04/1991

ISR Number: 771125-7

'Report Type: Expedited (15Day)

Company Report Number: 910201137001 Age:  14YR Gender:  Male
Outcome PT Report Source Product Role Manufs Route Dose/Unit  Duration
Hospitalization - Catatonia Health Professional Accotane PS Roche ORAL 2
Initial or Prolonged Hallucination Nos
Paranoia
Psychotic Disorder Nos
Date: 05/12/1991 ISR Number: 775500-6 Report Type: Direct Company Report Number: Age:  40YR Gender:  Pemale
Qutcome PT Report Source Product Role Manuf Route Dose/Unit Duration
Other Arthritis Nos Consumer Accutane Ps Roche
Depression Nes Vitamin A ss
Influenza Like Illness
Photosensitivity Reaction Nos
Date: 09/20/1991 ISR Number: 776989-9 Report Type: Dircct Company Report Number: Age: Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit =~ Duration
Anblyopia Nos Consumer Accutane PS Roche ORAL %
Back Pain
Depression Nec
Dry Mouth
Date: 09/20/1991 ISR Nwnber: 777487-9 - Report Type: Direct Company Report Number: Age: 14YR Gender:  Unknown -
Outcome PT Report Source Product Role » Route Dose/Unit  Duration
Arthritis Nos Consumer Accatane Ps Roche ORAL 147
Depression Nec
Photosensitivity Reaction Nos
Vision Abnormal Nec
Date: 09/20/1991 ISR Number: 778954-4 Report Type: Direct Company Report Number: Age: Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit Duration
Back Pain Consumer Accutane " PS Roche
Depression Nec
Influenza Like Hlness
Date: 10/03/1991 ISR Number: 780023-4 Report Type: Direct Company Report Number: Age: Gender:  Unknown
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Cyst Nos Consamer Accutane PS Roche 1826
Depression Nec
Influenza Like Diness
Vision Abnormal Nec
08/03/2000




Date: .10/18/1991

ISR Number: 785566-5

Report Type: Expedited (15-Day)

Company Report Number: 910700071001 Age: Gender:  Unknown
Onuteome L4 Report Souree Product Role  Manufs Route .Dose/Unit _ Duration
Death Major Depressive Disorder Nos Foreign Roaccutane PS Roche ORAL i20
Suicide Attempt Literature
Health Professional
Date: 1030/1991 ISR Number: 789216.3 Report Type: Direct Company Report Number: Age: 42YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route  Dose/Unit  Duration
Hospitalization - Arthritis Nos Consumer Accutane PS Roche ORAL 93
Initial or Prolonged Depression Nec )
Disability Infection Nos
Vision Abnormal Nec
Date: 03/04/1992 ISR Number: 815546-2 Report Type: Expedited (15-Day) Company Report Number: 910800213001 Age:  17YR Gender:  Male
Onutcome PT Report Source Product Role Manuf; Route Dose/Unit  Duration
Hospitalization - Depression Nec Foreign Accutane PS Roche ORAL 14
Initial or Prolonged Headache Nos Health Professional
Insomnia Nec
Mania
Date: 04/15/1992 ISR Number: 833866-2 Report Type: Direct Company Report Number: Age:  31YR Gender:  Male
Outcome PT Report Source Product Role . Manufacturer Route Dose/Unit  Duration _
Dry Skin Health Professional Accutane Ps Roche
Personality Disorder Nos
Speech Disorder Nec
‘Tooth Disorder Nos
Date: 05/i3/1992 ISR Number: 840102-X Report Type: Expedited (15-Day) Company Report Number: 920100201001 | Age RYR Gender:  Male
Outcome PT Report Sonrce Product Role Mannuf: Route Dose/Unit  Duration _
Asthenia Foreign Roaccutane PS Roche ORAL
Depression Nec Health Professional
Dyspnoea Nos
Myalgia
Date: 06/18/1992 ISR Number: 8486126 Report Type: Periodic Company Report Number: 910200878001 Age: 36 YR Gender:  Female
Outcome PT Report Source Product Role Manuf, Route Dose/Unit =~ Duration _
Other Depression Nec Health Professional Accutane PS Roche ORAL 40
Emotional Distorbance Nos
Headache Nos
Myalgia
08/03/2000

Page 67 of 487




Date: 06/18/1992

ISR Number: 848804-6

Report Type: Periodic

Company Report Number: 920200358001 Age: Gender:  Female
Outcome PT Report Source Product Role Route Dose/Unit  Duration _
Other Depersonalisation Health Professional Accutane PS Roche ORAL
Date: 06/18/1992 ISR Number: 8488137 Report Type: Periodic Company Report Number: 920200388001 Age:  25YR Gender:  Male
Outcome PT Report Source Product Role Manufactarer Route Dose/Unit  Duration _
Other Dyspepsia Health Professianal Accutane PS Roche ORAL 33
Headache Nos
Impotence
Date: 06/18/1992 ISR Number: 848818-6 Report Type: Pesiodic Company Report Number: 920200386001 Age:  19YR Gender:  Male
Outcome PT Report Source Product Role Man Route Dose/Unit  Duration _
Other Personality Disorder Nos Health Professional Accutane PS Roche ORAL
‘| Date: 06/18/1992 ISR Number: 849190-8 Report Type: Periodic Company Report Number: 920200519001 Age:  14YR Gender:  Female
Outcome PT Report Source Product Role Manuf; Route Dose/Unit ~ Duration
Other Convulsions Nos Health Professional Accutane PS Roche ORAL 1
Diarthoea Nos
* Erythromyci c
Hallucination Nos yem
Headache Nos
Date: 06/18/1992 ISR Number: 849191-X Report Type: Periodic Company Report Number: 920200522001 Age:  19YR Gender:  Female
Outcome PT Rejort Source Product Role Msnufacturer Route Dose/Unit _ Duration
Other Depression Nec Health Professional Accutane Ps Roche ORAL 117
Insomnia Nec
Thinking Abnormal Nec
Date: 06/18/1992 ISR Number: 849193.3 Report Type: Periodic Company Report Number: 920200527001 Age:  39YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
SeportSource o oselmt
Other Condition Aggravated Health Professional Accutane PS Roche ORAL 61
Depression Nec "
Klon c
Emotional Disturbarice Nos P
Trifleoperazine C
Date: 06/18/1992 ISR Number: 849196.9 Report Type: Periodic Company Report Number: 920200461001 Age: 20 YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration _
Other Anxiety Nec Health Professional Accutane PS Roche ORAL 149
Depression Nec
Nenrosis Nos
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Date: 06/18/1992

ISR Number: 8492124

Report Type: Periodic

Company Report Number: 920200463001 Age:  23YR Gender:  Female
Outcome PT Report Source Product Role Manufy Route Dose/Unit ~ Duration
Other Cough Health Professional Accatane PS Roche ORAL 63
Dysphonia
Infection Nos
Pharyngitis Nos
Date: 06/18/1992 ISR Number: 849227-6 Report Type: Periodic Conipany Report Number: 920200034001 Age:  24YR Gender:  Male
Outcome PT Report Source Product ) Role Manufacturer Route Dose/Unit  Duration _
Other Depression Nec Health Professional Accutane PS Roche ORAL
Date: 06/18/1992 ISR Number: 850217-8 Report Type: Periodic Company Report Number: 910201470001 Age:  20YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Other Arthralgia Health Professional Accntane PS Roche ORAL 99
Cheilitis
Ampicillin C
Insomnia Nec
Date: 06/18/1992 ISR Number: 850237-3 Report Type: Periodic Company Report Number: 920200610001 Age:  23YR Gender: Male
Outcome PT Report Source Produet Role Manufacturer Route Dose/Unit  Duration
Other Blepharitis Health Professional Accmane PS Roche ORAL 26
Depression Nec
Emotional Distatbance Nos
Paranoia -
Date: 06/18/1992 ISR Number: 850239.7 Report Type: Periodic Company Report Namber: 920200606001 Age: 19YR Gender:  Female
Outcome PT Report Source Prodnct Role Manuf, Route Dose/Unit _ Duration _
Other Palpitations Hexlth Professional Accutane PS Roche ORAL 29
Erythromycin [o}
Date: 06/18/1992 ISR Number: 850240-3 Report Type: Periodic . Y2001 Age: 22YR Gender:  Female
Outcome PT Report Source Product Role Mannfacturer Route Dose/Unit Duration
Other Confasion Health Professional Accutane PS Roche ORAL
Depersonalisation
Depression Nec
Date: 06/18/1992 ISR Number: 850249-X Report Type: Periodic Caompany Report Number: 920200343001 Age:  31YR Gender:  Male
Outcome T Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Arthritis Nos Health Professional Accutane Ps Roche ORAL 100
Depression Nec
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Date: 06/18/1992

ISR Number: 850283-X

Report Type: Pexi

Company Report Number: 910201601001

Age: 28 YR Gender: - Male
Outcome PT Report Source ] Product Role Route Dose/Unit . Duration
Other Impotence Health Professianal Accutane PS Roche ORAL 15
Date:' 06/18/1992 ISR Number: 850662-0 Report Type: Periodic Company Report Number: 910201720001 Age:  38YR Gender:  Pemale
Outcome PT Report Souree Product Role  Manuf; Route Dose/Unit  Duration _
Other Cheilitis Health Professional Accutane PS Roche ORAL 38
Corueal Lesion Nos
Emotional Disturbance Nos
Epistaxis
Date: 06/18/1992 ISR Number: 8506644 Report Type: Periodic Company Report Number: 910201718001 Age:  18YR Gender:  Female
Outeome BT Report Source Product Role Mamnfacturer Route Dose/Unit  Duration
Other Emotional Disturbance Nos Health Professional Accutane PS Roche ORAL 13
Date: 06/18/1992 ISR Number: 8506899 Report Type: Periodic’ Company Repoit Number: 910201757001 Age: 38 YR Gender:  Female
Outcome PT Report Source Product Role Manufactarer Route Dose/Unit _ Duration
Other Glaucoma Nos Health Professional Accutane PS Roche ORAL 128
Headache Nos
Thinking Abnormal Nec
Date: 06/18/1992 ISR Number: 850696-6 Report Type: Periodic Company Report Number: 910201544001 Age:  24YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration _
Other Confusion Health Professional Accatane PS Roche ORAL 1
Hallucination Nos
Headache Nos
Date: 06/18/1992 ISR Number: 850697-8 Report Type: Periodic Company Report Number: 910201541001 Age:” 23YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration _
Other Impotence Health Professional Accutane PS Roche ORAL 9
Date: 06/18/1992 ISR Number: 850903-X Report Type: Periodic Company Report Number: 910201577001 Age:  27YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dost/Unit  Duration
Other Depression Nec Health Professional Accutane PS Roche ORAL 3
Dermatitis Nos
Dizziness (Exc Vertigo)
Tachycardia Nos
08/03/2000

Page 70 of 487




Date:- 06/24/1992 ISR Number: 851232-0

Report Type: Expedited (15-Day)

Company Report Number: 920200962001 Age:’  40YR Gender:  Female
Outcome PT Report Source Product Role M: Route Dose/Unit = Duration
Hospitalization - Major Depressive Disorder Nos Health Professional - Accutane PS Roche ORAL 86 :
Initial or Prolonged Suicide Attempt Prozac C

Date: 06/18/1992 ISR Number: 851241-1 Report Type: Periodic Company Report Number: 910201001001 Age: 16 YR Gender:  Female
Outeoing Pr Report Source Produet Role  Manufacturer Route Dose/Unit  Duration
Other Anxiety Nec Health Professional Accutane PS Roche ORAL 151

Tremor Nec

Date: 06/18/1992 ISR Number: 851311-8 Report Type: Periodic Company Report Number: 910201808001 Age:  30YR Gender:  Male
Outcome : PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Depression Nec Health Professional Accotane PS Roche ORAL 106

Emotional Distarbance Nos
Nervousness

Date: 06/18/1992 ISR Number: 851322.2 Report Type: Pesiodic Campany Report Number: 910201815001 Age:  25YR Gender: © Male
Outcome PT Report Source Product Role M Route Dose/Unit _  Duration
Other Thinking Abnormal Nec ‘Health Professional Accutane PS Roche ORAL 3

Erye (o]

Date: 06/18/1992 ISR Number: 851341-6 Report Type: Periodic Company Report Number: 910201790001 Age: 26 YR Gender:  PBemale
Outcome PT Report Source Product Role Manuf; Route Dose/Unit  Daration
Other Dry Mouth Health Professional Acontane PS Roche ORAL 427

Dysphonia .

Date: 06/18/1992 ISR Number: 851345-3 Report Type: Expedited (15-Day) Company Report Number: 910201575001 Age:  41YR Gender:  Pemale
Outcome PT Report Soarce Product Role Manuf; Route Dose/Unit  Duration
Disability Amblyopia Nos Health Professional Accutane PS Roche ORAL 60

Lipodystrophy

Hismanal c
Major Depressive Disorder Nos
Thyroiditis Nos

Date: 06/18/1992 ISR Number: 851487-2 Report Type: Periodic Company Report Number; 910201723001 Age:  34YR Gender: Male
Outcome PT Bﬂnﬂ Sonrce Product Role Manufacturer Route Dose/Unit Duration
Other Abdominal Pain Nos Health Professional Accutane PS Roche ORAL 2

Impotence
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Date: 06/18/1992

ISR Number: 8516354

Report Type: Periodic Company Report Number: 920200142001 Age: 26 YR Gender:  Male
Outcome PT Report Source Product Role Manufs Route Dose/Unit  Duration
Other Alopecia Health Professional Accutane PS Roche ORAL 82
Anxiety Nec
Conjunctivitis Nec
Date: 06/18/1992 ISR Number: 851637-8 Report Type: Pesiodic Company Report Number:. 920200110001 Age:  17YR Gender:  Male
Outcome PT Report Source Product Role M: Route Dose/Unit  Duration
Other “Emotional Disturbance Nos Health Professional Accutane PS Roche ORAL 30
Headache Nos
Hostility
Date: 06/19/1992 ISR Number: 851641-X Report Type: Periodic Company Report Number: 920200131001 Age: 50YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _  Duration
Other Depression Nec Health Professional Accutane PS | Roche ORAL 93
:“n :I""Phy i Estrace ¢
} Y Premarin C
Date: 06/18/1992 ISR Number: 8516664 Report Type: Periodic Company Report Number: 910200979001 Age:  34YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration _
Other Anxiety Nec Health Professional Accutane PS Roche ORAL %
Date: 06/18/1992 ISR Number: 851667-6 Report Type: Periodic Company Report Number: 910200979002 Age: Gender:  Female
Outcome PT Report Source Product Role Manuf; Route Dose/Unit _ Duration
Other Depression Ne Health Professional Accutane PS Roche ORAL
Date: 06/18/1992 ISR Number: 851696-2 Report Type: Periodic Company Report Number: 910201652001 Age: 2YR Gender:  Male
Outcome PT Report Source Product Role May Route Dose/Unit  Duration
Other Blood Creatine Phosphoki Health Professional A PS Roche ORAL 151
Increased
Insomnia Nec
Nervousness
Date: 06/18/1992 ISR Number: 851697-4 Report Type: Periodic Company Report Number: 910201651001 Age:  14YR Gender:  Female
Outcome PT Report Source Product Role M X Route Dose/Unit  Duration
Other Depression Nec Health Professional Accutane Ps Roche ORAL 14
Emotional Disterbance Nos Ortho-Novam 7/7/7 c
Headache Nos
Hypedipidaemia Nos
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Date: 06/18/1992

ISR Number: 851698-6 Report Type: Pediodic Company Report Number: 910201649001 Age: 34 YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Agitation Health Professional Accutane PS Roche ORAL
Seborthoea
Speech Disorder Nec
Utticaria Nos
Date: 06/18/1992 ISR Number: 851751-7 Report Type: Periodic Company Report Nmnber: 920200573001 Age:  31YR Gender:  Fermale
Qutcome PT Report Source Product Role Manufacturer Rowte = Dose/Unit  Duration
Other Depression Nec Health Professional Acowtane . PS Roche ORAL 30
Migrine Nos ’
Date: 06/18/1992 ISR Number: 851757-8 Report Type: Periodic Company Report Number: 910201381001 Age:  37YR Gender:  Female
Ostcoine PT Report Souree Product Role Manuf, Route Dose/Unit - Duration
Other Depression Nec Health Professional Accutane PS Roche ORAL
| Lorazepam C
Date: 06/18/1992 ISR Number: 851758-X Report Type: Periodic Cempany Report Number: 910201378001 ‘Age:  42YR Gender:  Female
Outcome PT ReErtScmrce Product Role Manufi Route Dose/Unit Duration
Other Amnesia Nec Health Professional Accutane PS Roche ORAL 56
Nervousness
Date: 06/18/1992 . ISR Number: 851803-1 Report Type: Periodic Company Report Number: 910200483001 Age: 18YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Daration
Other Personality Disorder Nos Health Professional Accutane PS Roche ORAL
Date: 06/18/1992 ISR Number: 851806-7 Report Type: Periodic Company Report Number: 910201258001 Age: 16 YR Gender:  Male
Outeome Pr Report Source Product Role  Manufacturer Route Dose/Unit  Duration _
Other Amblyopia Nos Health Professional Accutane PS Roche ORAL 25
Headache Nos
Imipramine o]
Hostility ¢
Date: 06/18/1992 ISR Number: 852025-0 Report Type: Periodic Company Report Number: 910200589001 Age:  17YR Gender:  Male
Outcome PT Report Source Product Role Mannfacturer Route Dose/Unit Duration
Hospitalization - Major Depressive Disorder Nos  Health Professional Acoutane PS Roche ORAL 32
lnitiuluerlo__nged
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Date: 06/18/1992 ISR Number: 852037-7

Report Type: Pesiodic

Company Report Number: 910200995001

Age:  I8YR Gender:  Male
Outcome PT Report Source Product - Role Manufacturer Route Dose/Unit _ Duration
Other Hypoglycaemia Nos Health Professional Accutane PS * Roche ORAL 104
Personality Disorder Nos

Date: 06/18/1992 ISR Number: 8520432 Report Type: Periodic Company Report Number: 910201805002 Age:  25YR Gender:  Female
Outcome PT Report Source Product Role M er Route Dose/Unit - Duration
Other Alani';\minotnnsfme Health Professional Accutane Ps Roche ORAL 397

Aspartate Aminotransferase Naprosyn c
Increased Proventil c
Chest Pain

Depression Nec

Date: 06/18/1992 ISR Number: 852050-X Report Type: Periodic Company Report Number: 910200671001 Age:  38YR Gender:  Female
Qutcome T Report Sonrce Produet Role Manufacturer Route Dose/Unit _ Duration
Other Amnesia Nec Health Professional Accutane PS Roche ORAL 150

Syncop Anaprox o]

Date: 06/18/1992 ISR Number: 852280-7 Report Type: Periodic Company Report Number: 920200086001 Age: 34 YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit Duration
Other Alopecia Health Professional Accutane PS Roche ORAL 92

Depression Nec

Date: 07/07/1992 ISR Number: 852717-3 Report Type: Expedited (15-Day) Company Report Number: 920201008001 - Age:  40YR Gender:  Female
Outcome rr Report § ource Product - Role Manuf; Route Dose/Unit  Duration
Hospitalization - Agitation Helth Professional Accutane PS Roche ORAL 95
Initial or Prolonged Depression Nec
Other Dizziness (Exc Vertigo)

Palpitations

Date: 06/18/1992 ISR Number: 853032-4 Report Type: Periodic Campany Report Number: 910201376001 Age: 60 YR Gender:  Male
Outcome PT Report Source Product Role Manuf: Route Dose/Unit  Duration
Other Tmpotence ‘Health Professional Accutane PS Roche ORAL 91

Tenormin C
Procardia c
Labetalol
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: 06/18/1992 ISR Number: 853302-X

Report Type: Periodic

Company Report Number: 910200637001 Age:  19YR Gender:  Male
Outcome PT Report Sonrce Product Role Manufacturer Route Dose/Unit  Duration _
Disability Arthritis Nos Consumer Accutane PS Roche ORAL 1188
ot Asthenia
Depression Nec
Tendon Disorder Nos
Date: 06/18/1992 ISR Number: 8533651 Report Type: Periodic Company Report Number: 920200315001 Age: 19YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Disability Dysphonia Health Professional Accutane Ps Roche ORAL 156
Other Laryngitis Nos .
Pneumonia Nos
Systemic Lupus Erythematosus
Date: 06/18/1992 ISR Number: 853374-2 Report Type: Pesiodic Company Report Number: 920200060001 Age:  I3YR Gender:  Female
Outcome PT Report Souree Product Role  Manaf Route Dose/Unit _ Duration
Hospitalization - Major Depressive Disorder Nos  eqqey Professional Accntane PS Roche ORAL 108
Initial or Prolonged
Date: 06/18/1992 ° ISR Number: 853380-8 Report Type: Periodic Company Report Number: 910200981001 Age:  34YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Disability Confusion Health Professional Accntane PS Roche ORAL 55
Dizziness (Exc Vestigo)
Dry Eye Nec
Vision Abnormal Nec
Date: 06/18/1992 ISR Number: 8533924 Report Type: Periodic Company Report Number: 910200708001 Age:  15YR Gender:  Male
Outcome PT Report Source Product Role Manufactorer Route Dase/Unit  Duration
Other Alopecia Health Professional Accutane PS Roche ORAL 112
Depression Nec
Date: 06/18/1992 ISR Number: 8535297 Report Type: Periodic Company Report Number: 910200500001 Age: - 23YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit Duration
Other Emotional Distrbance Nos Health Professional Acentane PS Rodhe ORAL 140 .
Date: 06/18/1992 ISR Number: 853544-3 Report Type: Periodic Company Report Number: 910200528001 Age: 41 YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Anxiety Nec Health Professional Accutane PS Roche ORAL 37
Dyspnoea f‘los Cipro c
Tachycardia Nos
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Date: 06/18/1992 ISR Number: 853545-5

Report Type: Periodic

Company Report Number: 910200530001 Age: {6 YR Gender:  Male
Outcome PT Report Source Product ) Role Manufs Route Dose/Unit  Duration
Other Asnxiety Nec Health Professional Accutane Ps Roche ORAL 95
Blood Creatine Phosphokinase
Increased
Dysautonomia
Hypoglycaemia Nos
Date: 06/18/1992 ISR Number: 853565-0 Report Type: Periodic Company Report Number: 910200592001 Age: 39 YR Gender:  Pemale
Outcome PT Report Source Product. Role Manuf; Route Dose/Unit . Duration
Other Condition Aggravated Health Professional Accutane Ps Roche ORAL 32
Depression Nec Prozac c
Insomnia Nec
Libido Increased
Date: 06/18/1992 ISR Number: 853566-2 Report Type: Periodic Company Report Number: 910200593001 Age:  17YR Gender:  PFemale
Outcome PT Report Source Product Role Mamufacturer Route Dose/Unit  Duration
Other Depression Nec Health Professional Accutane PS Rodie ORAL 243
Tooth Discolouration Prednisone c
Date: 06/18/1992 ISR Number: 8537193 Report Type: Pesiodic Company Report Number: 920200172001 Age: 16 YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit_ Duration
Other Emotional Disturbance Nos Health Professional Accatane PS Roche ORAL 119
Hypedipidaemia Nos
Date: 06/18/1992 ISR Number: 854569-4 Report Type: Periodic Company Report Number: 910200772001 Age: 38 YR Gender:  Female
Outcome PT Report Source Product Role. Manufactarer Route Dose/Unit - Duration
Other Arthralgia Health Professional Acentane PS Roche ORAL 148
Degpression Nec
Emotional Disturbance Nos
Vaginal Discharge
Date: 06/18/1992 ISR Number: 855186-2 Report Type: Periodic Company Report Number: 910200973001 Age: 16 YR Gender: Male
Outcome PT Report Source Product Role Manuf; Route Dose/Unit Duration
Other Emotional Disturbance Nos Health Professional Accutane PS Roche ORAL 138
Date: 08/04/1992 ISR Number: 863294-5 Report Type: Expedited (15-Day) Company Report Number: 920201158001 Age:  13YR Gender:  Female
Outcome PT Report Source Product Role Manufs Route Dose/Unit Dauration
Hospitalization - Asthenia Health Professional Accntane PS Roche ORAL 42
Initial or Prolonged Confosion
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Date: 10/20/1992

ISR Number: 888717-7

Report Type: Expedited (. 15-Day)

Company Report Number: 920400268001 Age: Gender:  Unknown
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Hospitalization - Psychotic Disorder Nos Foreign Roaccutane PS Roche ORAL
Iniial or Prlonged Health Professiona) '

Date: 10/15/1992 ISR Number: 889484-3 Report Type: Expedited (15-Day) Company Report Number: 920201380001 Age: 21 YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration _
Hospitalization - Major Depressive Disorder Nos  Heayhy Professional Accutane PS Roche "ORAL 61
Tnitial or Prolonged
Other

Date: 10/28/1992 ISR Number: 898067-0 Report Type: Direct Company Report Number: U015635 Age: 16 YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration

Appetite Increased Accutane PS Roche ORAL
Dianhoea Nos

Drug Withdrawal Syndrome

Personality Disorder Nos

Date: 10/28/1992 ISR Number: 898117-1 Report Type: Expedited (15-Day) Company Report Number: 920400247001 Age: 22 YR Gender:  Female
Outcome PT Report Source Product Role M Route Dose/Unit  Duration
Hospitalization - Depression Nec Foreign Roaccutane PS Roche ORAL 81 :
Initial or Prolonged Hallucination Nos Health Professional

Schizophrenia Nos

Date: 10/28/1992 - ISR Number: 905866-5 Report Type: Expedited (15-Day) Company Report Number: 920151009001 ‘Age: S8 YR Gender:  Male
Outcome PT Report Source Product Role Manufs Route Dose/Unit Duration
Hospitalization - Cheilitis Foreign Roferon-A PS Roche SUBCUTAN 4
Initial or Prolonged . Confusion Stdy EOUS

Hallucination Nos Roaccutane SS Roche
Sepsis Nos Cytotec c

Senokot C

Naprosyn C

Date: 12/21/1992 ISR Number: 9121228 Report Type: Expedited (15-Day) Company Report Number: 920201903001 Age: Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Hospitalization - Back Pain Health Professional Accutane PS Roche ORAL 2
Tnitial or Prolonged Cyst Nos

Depression Nec
Leucocytosis Nos *J
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Date: 0121/1993 ISR Number: 914896-9 Report Type: Expedited (15-Day) Company Report Number: 920201990001 ’ Age:  27YR Gender: ' Female
Outcome PT Report Source Product Role Mangfacturer Route Dose/Unit  Duration
oot poe—————— SSportbource —_— . Roe
Hospitalization - Psychotic Disorder Nos Health Professional Accutane ] Roche ORAL s
Tnitial or Prolonged
orHlong Excedrin c
Date: 01/26/1993 ISR Number: 927191-9 Report Type: Expedited (15-Day) Company Report Numiber: 920200661001 Age:  37YR Gender:  Female
Outcome PT Bﬁk”"“ Product Role Manufacturer Route Dose/Unit - Duration
T — Aoomame ————— —— (Manlctwer =~ Route  DoseUnit  Duration _
Disability Agitation Health Professional Accutane Ps Roche ORAL 119
Convulsions Nos
Thinking Abnormat Nec
Thyroid Disorder Nos
Date: 02003/1993 ISR Number; 928856.5 Report Type: Expedited (15-Day) Company Report Number: 930400007001 Age:  18YR Gender:  Male
Outcome  pr Report Source Product Role Manufacturer Route Dose/Unit  Duration
Amey New —————— —kontSource —_—_ Rde_
Death Anxiety Nec Foreign Roaccntane PS Roche ORAL 74
Life Threatening Hypothermia Healih Professional Aloshol c
Overdose Nos
Suicide Attempt
Date: 06/03/1991 ISR Number: 929064-4 Report Type: Direct Company Report Number: Age:  18YR Gender: Male
Outcome PT Report Sonrce Product Role Mannfacturer Route Dose/Unit _ Duration
T — G o——— Predmt 0 Ree =Smoaclurer  Route  Dose/Unit _
Death Depression Nec Health Professional Accutane PS ' Roche ORAL 98
Date: 02/17/1993 ISR Number: 931094-3 " Report Type: Expedited (15-Day) Company Report Number: 930400028001 Age:  39YR Gender:  Male
Outconie PT Report Source Product Role Mannf; Route Dose/Unit Duration
Dutcome _ ——————  ReportSource —_— _ Role
Cyst Nos Foreign Ronceutane s Roche : ORAL 183
Deptession Neo Health Professional
Dry Skin
Date: 02/17/1993 ISR Number: 931095-5 Report Type: Expedited (15-Day) Company Report Number: 920100645001 Age:. I3 YR Gender:  Female
Outcome PT Report Souree Product Role Manufactarer Route Dose/Unit  Duratton _
ek et Podwet g Yoemfacturer =~ Route  Dose/Unit
Hospitalization - Apathy Forcign Roaccutane PS Roche ORAL
Initial or Projonged Electroencephalogram Abnormal Health Professional
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Date: 02/17/1993
Outcome
—rtome

ISR Number: 931096-7 Report Type: Expedited (15-Day)

Company Report Number: 930318887001 Age: Gender:  Female
L - Report Source Product Role  Manufacturer Route Dose/Unit  Duratlon
Death Suicide Attempt Foreign Roaccutane PS Roche ORAL
Disability Healih Professional
Date: 02/24/1993 ISR Number: 933530-5 Report Type: Expedited (15-Day) Company Report Number: 930200278001 Age:  40YR Gender:  Female
Outcom PT Report Source Product Role Manufs Rowte Dose/Unit  Duration _
Palbitaions -
Hospitalization - Palj Health Professional Accttane PS Roche ORAL 161
Initial or Prolonged Supraventricular Tachycardia
Other Vasodilatation
Date: 04/07/1993 ISR Number: 945923-0 Report Type: Expedited (15-Day) Company Report Number: 93010007701 Age: 21 YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration _
—_ Role
Hospitalization - Amnesia Nec Foreign Roaccutane PS Roche
Initial or Prolonged Anxiety Nec Health Professional
Disability Depression Nec .
Vertigo Nec
Date: 03/17/1993 ISR Number: 946287.9 Report Type: Expedited (15-Day) Company Report Number: 930100081001 Age: 24 YR Gender:  Female
Outcome ”\“ R_‘w_ﬁm Product Role Manufactorer Route Dose/Unit  Duration
Disability Amnesia Nec Foreign Roaccutane PS Roche
Asthenia Health Professional
Confasion
Depression Nec
Date: 03/24/1993 ISR Number: 946384.8 Report Type: Expedited (15-Day) Campany Report N 930 1 Age: Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit = Duration
—_ P! S Role_ Soute
Hospitalization - Aspartate Aminotransferase Health Professional Accutane PS Roche ORAL 150
Initial or Prolonged Increased
Delusion Nos
Hy ipi ia Nos
Date: 06/02/1993 ISR Number: 972064-9 Report Type: Expedited (15-Day) Company Report Number: 930200855001 Age:  I8YR Gender:  Female
Outcome PT Report Source Product Role Manufactarer Route  Dose/Unit _ Daration
Aot ———— e
Hospitalization - Agitation Stedy Accntane PS Roche ORAL ] 10
itial or Prol. ional Dicta
Tnitial or E Disturbance Nos Health Professional Benadsyl c
Mania N c
Nervousness Eskalith
Trilafon (o}
Triphasil c
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"Report Type: Expedited (15-Day)

Company Report Number: 930200913001 Age:  31YR Gender:  Male
Outcome T Report Source Product Role Manuf; Route Dose/Unit ~ Duration
e T Rep Role
Death Insomnia Nee Heslth Professional Accotane PS Roche ORAL 92
B um ‘
- Tron C
Date: 06/21/1993 ISR Number: 978237.3 Report Type: Pesiodic Company Report Number: 930200233001 Age:  33YR Gender:  Female
Oufcome PT Report Source Product Role Mamfacturer Route Dose/Unit _  Duration
Dot ——————— T ——————— —— Thradmrer
H ion - Dep Nec Health Professional Accutane Ps Roche ORAL 32
Initial or Prolonged Asendin o]
Tegretal C
Trilafon (o]
Date: 06/21/1993 ISR Number: 978238.5 Report Type: Periodic Company Report Number: 930200859001 Age:  17YR Gender:  Male
Outcome PT Report Source Product Rale Manuf, Route Dose/Unit  Duration
—  Repo Role
Disability Acne Nos Health Professional Accutane Ps Roche ORAL 29
Condition Aggravated
Depression Nec
Skin Disorder Nos
Date: 06/21/1993 ISR Number: 978239.7 Report Type: Pesiodic Company Report Ni 001 Age: 21 YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration _
o ReportSource Role
Disability Alopecia Health Professional Accutane PS Roche ORAL . 123
Other Depression Nec
: Hypercholesterolaemia
Infection Nos
Date: 06/21/1993 ISR Number: 978240.3 Report Type: Periodic Company Report Number: 920200953001 Age: 16 YR Gender:  Male
Outcome PT Report Source Product Role Muimfactarer Route Dose/Unit  Duration
P epression Neo - T T =
Hospital - Dep Nec Health Professional Accutane PS Roche ORAL 62
Initial or Prolonged Emotional Disturbance Nos .
Other Mania
Date: 06/21/1993 ISR Number: 978241-5 Report Type: Periodic Company Report Number: 930200440001 Age:  20YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit Duration
Hospitalization - Major Depressive Disorder Nos Health Professional Accutane PS Roche ORAL 21
Initial or Prolonged Melanodermia
Other
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Date: 06/21/1993

Health Professional

08/03/2000

Roche:

ISR Number: 9782427 Report Type: Periodic Company Report Number: 920201786001 Age: Gender:  Unknown
Outcome rT Report Source Product Role Manufacturer Route Dose/Unit  Duration
\\_—k —_—_—  Roe_ ——————— Roue  Dose/Unit Duration
Hospitalization - D Nee Health Professional Accutane PS Roche ORAL 14
Initial or Prolonged
Date: 06/24/1993 ISR Number: 979354-4 Report Type: Periodic Company Report Nomber: 920201688001 Age: 16 YR Gender:  Male
Outcome PT rt Source Product Role Manufacturer Route Dose/Unit Duration
Outcome Repo Duration _
" _—
Other Dermatitis Nos Health Professional Accutane Ps Roche ORAL 63
Drug Withdrawal Syndrome :
Augmentin C
Hostility "
Nervoussiess
Date: 06/24/1993 ISR Number: 979379.9 Report Type: Periodic Company Report Number: 920200856001 Age:  ISYR Gender:  Male
Outcome PT Tt Sonrce Product Role Manufacturer Route Dose/Unit - Duration
——rome = - - —=nt _ Duration
Other Emotional Distsrbance Nos Health Professional Accutane PS Roche ORAL 8
Influenza Like Ilness |
Personality Disorder Nos
Rhinitis Nos
Date: 06/24/1993 ISR Number: 9793891 Report Type: Periodic Company Report Number: 920200830001 Age: 27YR Gender:  Female
Outcome PT Report Source Product Role Mannfacturer Route Dose/Unit  Duration
At —————— —_— R ————— o%ellnlt  Duration _
Other Agitation Health Professional Accutane PS Roche ORAL 15
;Y“"‘s N"‘m . Azo Gantrisin c
enometros a
& Ortho-Novam 7/7/7 C
Klonopin C
Date: 06/24/1993 ISR Number: 979350—8 Report Type: Periodic Company Report Number: 920200823001 - Age: I5YR Gender:  Remale
Outcome T Report Source Product Role Manufacturer Rounte Dose/Unit _ Duration
Other Dysphania Health Professional Accutane Ps Roche ORAL
Hypersensitivity Nos
Laryngeal Neoplasm Nos
Rhinitis Nos
Date: 06/24/1993 ISR Number: 979391.X Report Type: Periodic Company Report Number: 920200827001 Age: 19YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
e = _— =12 _ Duration
Other Impotence

ORAL 59




06/24/193 ISR Number: 979393-3

Report Type: Periodic

Company Report Number: 920200821001

Age: Gender:  Male
Outcome T Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Amnesia Nec Health Professional Accutane PS Rochie ORAL
Headache Nos
Date: 06/24/1993 ISR Number: 979400-8 Report Type: Periodic Company Report Namber: 920200792001 Age: 60 YR Gender:  Male
Outcome PT Report Source Product Role Mannuf; Ronte Dose/Unit  Duration
Other Asthenia Health Professional Accutane Ps Roche ORAL 162
Endocrine Disorder Nos
Hommone Level Nos Abnormal
Libido Decreased
Date: 06/24/1993 1SR Number: 979418-5 Report Type: Periodic Company Report Number: 920200754001 Age:  30YR Gender:  Female
Outcome Pr Report Source Product Role Manufactarer Route Dose/Unit _  Duration
Other Alopecia Health Professional Accatane PS Roche ORAL 92
Depression Nec
Emotional Distarbance Nos
Date: 06/24/1993 ISR Number: 979425.2 Report Type: Periodic Company Report Number: 920201012001 Age:  17YR Gender: Male
QOutcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Other Acne Nos Health Professional Acontane PS Roche ORAL 137
Condition Aggravated
Depression Nec
Date: 06/24/1993 ISR Number: 979447-1 Report Type: Periodic Company Report Number: 920201135001 Age: . 25YR Gender:  Male
OCattcome PT Report Source Product Role Mannfacturer Route Dose/Unit Dauration
Other Impotence Health Professional " Acoutane PS Roche " ORAL 1
Libido Decreased
Date: 06/24/1993 ISR Number: 979869.9 Report Type: Periodic Company Report Number: 920201202001 Age:  20YR Gender:  Female
Outcome PT Report Source Product Role Mannfacturer Ronte Dose/Unit Duration
Other Dysphonia Health Professional Accutane Ps Roche ORAL 98
High Density Lipoprotein
Decreased
Hyperipidaemia Nos
Hyperphosphataemia
Date: 06/24/1993 ISR Number: 979870-5 Report Type: Periodic Company Report Number: 920201203001 Age:  33YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Dysphonia Health Professional Accutane PS Roche ORAL 203
Laryngeal Neoplasm Nos
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06/24/1993 ISR ber: 9798754 Report Type: Periodic Company Report Number; 920200702001 Age:  35YR Gender:  Male
Qutcome T Report Source Product Role Manufacturer Route Dose/Unit Duration
Other Hypedipidacmia Nos Health Professional Accutane Ps Roche ORAL 28

Tmpotence
Myalgia

Date: 06/24/1993 ISR Number: 979889-4 Report Type: Periodic Company Report Number: 92020067600 Age:  17YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Degression Nec Health Professianal Accutane PS Roche ORAL 378

Dry Mouth Vitamins c
Sédation

Date: 06/24/1993 ISR Namber: 979907.3 Report Type: Periodic Company Report Number: 920200618001 Age:  ISYR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit Duration
Other Depression Nec Health Professional Accutane PS Roche ORAL 42

Nail Disorder Nos
Personality Disorder Nos ]

Date: 06/24/1993 ISR Number: 979926-7 Report Type: Periodic Company Report Number: 920201126001 Age: Gender:  Female
Outcome PT Report Source Product Role Manufs Route Dose/Unit Duration
Other Asthenia Health Professional Accutane PS Roche ORAL 152

Depression Nec
Headache Nos
Systemic Lupus Eryth .

Date: 06/24/1993 ISR Number: 980368-9 Report Type: Periodic Company Report Number: 920201836001 Age:  17YR -Gender: Male
Outcome T Report Source - Product Role Manufacturer Route Dose/Unit _ Duration
Other Depression Nec Health Professional Accutane Ps Roche ORAL 66

Emotional Disturbance Nos Mistocin ¢

Date: 06/24/1993 ISR Number: 980369-0 Report Type: Periodic Company Report Number: 920201836002 Age:  15YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Agitation Health Professional Accutane PS Roche ORAL 14

Albumi.nnm Present Minoci c
Anaemia Nos
Depression Nec
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Date: 06/24/1993

ISR Number: 980373-2

Report Type: Periodic

Company Report Number: 920201890001 Age: 26 YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Emotional Distorbance Nos Health Professional Accutane PS Roche ORAL 2
Premarin (o]

Date: 06/24/1993 ISR Number: 980793-6 Report Type: Periodic Company Report Number: 920201519001 Age: 30YR Gender:  Female
Outcome PT Report Souree Product Role Manauf; Route Dose/tnit  Duration
Other Alopecia Health Professional Accutane Ps Roche ORAL 6

Anxiety Nec
Eye Pain
Sinusitis Nos

Date: 06/24/1993 ISR Number: 980817-6 Report Type: Periodic Company Report Number: 920201886001 Age: 16 YR Gender:  Male
Outcome PT Report Source Product Role Mannf; Route Dose/Unit  Duration
Ofher Emotional Disturbance Nos " Health Professional Accutane PS Roche ORAL ‘141

Thinking Abnormal Nec Bactrot ¢ .

Date: 06/24/1993 ISR Number: 980820-6 Report Type: Periodic Company Report Number: 930200134001 Age: 16 YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit Duration
Disability Asiety Nec Health Professional Accutane PS Roche ORAL 73

Blindness Night
Personality Disorder Nos

Date: 06/24/1993 ISR Number: 980824-3 Report Type: Periodic Company Report Number; 930200053001 Age: - 15YR Gender:  Female
Outcome PT Report Souree Product Role Manufacturer Route Dose/Unit  Duration
Life-Threatening Condition Aggravated Health Professional Accutane S Roche ORAL 80 99

Major Depressive Disorder Nos g
Suicide Attempt

Date: 06/24/1993 ISR Number: 980828-0 Report Type: Periodic Company Report Number: 920201984001 Age:  17YR Gender:  Male
Outcome PT Report Source Product Role . Manufacturer Route Dose/Unit _ Duration
Hospitalization - Dry Mouth Health Professional Accutane PS Roche ORAL 140
Tnitial or Prolonged Dry Skin

Emotional Distorbance Nos
Major Depressive Disorder Nos

Date: 06/24/1993 ISR Number: 980830-9 Report Type: Periodic Company Report Number: 920201962001 Age: 14 YR Gender:  Female
Outcome PT Report Sonrce Product Role Manufs Route Dose/Unit Duration
Disability Dizziness (Exc Vertigo) Health Professional Accutane PS Roche ORAL 31
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Date: 06/24/1993 ISR Number: 9380830-9

Report Type: Periodic

Dose/Unit Duration

Product  Company Report Number: Bat201562btruts Route
PS oche ORAL 31
Outcome Pr Accatane R
Other Dizziness (Bxc Vertigo)
Headache Nos
Lymphadenopathy
Neurosis Nos
Date: 06/24/1993 ISR Nmnl)e_r: 980836-X Report Type: Periodic - Company Report Number: 930200219001 Age: 24 YR Gender:  Male
Outcome PT Report Source Produet Rale Manufs Route Dose/Unit = Duration
Other Emotional Disturbance Nos Health Professional Accutane PS Roche ORAL 123
Hostility
Hyperkinetic Syndrome
Date: 06/24/1993 ISR Number: 980838-3 Report Type: Periodic Company Report Number: 930200222001 Age: 17YR Gender:  Male
Ountcome T Report Source Prodnct Role Manufacturer Route Dose/Unit _ Duration _
Other Depression Nec Health Professional Accutane PS Roche ORAL 21
Date: 06/24/1993 ISR Number: 980851-6 . Report Type: Periodic Company Report Number: 920200727001 Age:  27YR Gender:  Female
Outcome PT Report Source Product Role Manuf: Route Dose/Unit Duration
Other Depression Nec Consumer Accutane PS Roche ORAL 366
Date: 06/24/1993 ISR Number: 980861-9 Report Type: Periodic Company Report Number: 920201033001 Age: 22 YR Gender:  Male
Outcome PT Report Source Product Role Manifs Route Dose/Unit  Duration _
Other Acne Nos Health Professional -~ Aécutane PS- Roche ORAL 164
Bone Disorder Nos L . :
Libido Decreased
Pallor
Date: 06/24/1993 ISR Number: 9808644 Report Type: Periodic Company Report Number: 920201039001 Age:  22YR Gender:  Female
Outcome PT Report Source Product Role Mannuf: er Route Dose/Unit _ Duration
Other Appetite Increased Health Professional Accutane PS Roche ORAL 67
Condition Aggravated Glucose, D- c
Hypoglycaemia Nos
Nervousness
Date: 06/24/1993 ISR Number: 980867-X Report Type: Pesiodic Company Report Number: 920201041001 Age: 16 YR Gender:  Male
Outcome PT Report Source Product Role Manuf: Route Dose/Unit  Duration
Other Dermatitis Nos Health Professional Accutane PS Roche ORAL
Dry Mouth
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Date: 06/24/1993 ISR Number: 981132.7

Report Type: Periodic Company Report Number: 930200174001 Age: Gender:  Female
Outeome PT Report Source Product Role Route Dose/Unit _ Duration
Other Amblyopia Nos Health Professional Accatane PS Roche ORAL 7
Emotional Disturbance Nos
Headache Nos
Sinusitis Nos
Date: 06/24/1993 ISR Number: 981143-1 Report Type: Periodic Company Report Number: 930200140001 Age: - 32YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Dizziness (Exc Vertigo) Health Professional Accutane PS Roche ORAL 17
Palpitations
Date: 06/24/1993 ISR Number: 981213-8 Report Type: Periodic Company Report Number: 930200402001 Age:  30YR Gender:  Female
Outcome T Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Other Asthenia Health Professional Accutane PS Roche ORAL ' 105
Depression Nec
Date: 06/24/1993 ISR Number: 981247-3 Report Type: Periodic Contpany Report Number: 920201960001 Age: 36 YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Depression Nee Health Professional Accutane PS Roche ORAL 121
Personality Disorder Nos
Date: 06/24/1993 ISR Number: 981259-X Report Type: Periodic Company Report Number: 920201861001 Age: 17YR Gender:  Male
Outeome PT Report Source - Product Role Manufacturer Route Dose/Unit _ Duration
Other Arthralgia Health Professidnal Acéittane Ps Roche . ORAL 107
Asthenia . 0
Cheilitis
Insomnia Nec
Date: 06/24/1993 ISR Number: 981299-0 Report Type: Periodic Company Report Number: 920201644001 Age:  15YR Gender:  Male
Outcome PT Report Source Product Role Mannfacturer Route Dose/Unit  Duration
Other Depression Nec Health Professional Accutane PS Roche ORAL 140
Date: 06/24/1993 ISR Number: 9813004 Report Type: Periodic Company Report Number: 930200319001 Age:  35YR Gender:  Female
Outcome PT Report Source Product Role Mannfacturer Route Dose/Unit Duration
Other Neurosis Nos Health Professional Accutane PS Roche ORAL
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Date: 06/24/1993 ISR Number: 9813302 Report Type: Pesiodic Company Report Number: 920201526001 Age:  18YR Gender:  Male
Outcome PT Report Source Product Role Route Dose/Unit  Duration
Other Depression Nec Health Professionat Accutane Ps Roche ORAL 28
: Leucopenia Nos
Date: 06/24/1993 ISR Number: 9816574 Report Type: Periodic Company Report Number: 920201963001 Age:  30YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Other Depression Nec Health Professional Accutane Ps Roche ORAL 144
Date: 06/24/1993 ISR Number: 982043-3 Report Type: Periodic Company Report Number: 92020121001 Age: 24 YR Gender: Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Parancia Health Professional Accutane Ps Roche ORAL 15
i Lithinm c
Navane (o]
Thorazine C
Date: 06/24/1993 ISR Number: 982059-7 Report Type: Periodic Company Report Number: 920201545001 Age: Gender:  Male
Outcome PT Report Source Product Role Mannfacturer Ronte Dose/Unit _ Duration
Other Confusion Health Professional Accutane Ps Roche ORAL
Depression Nec
Date: 06/24/1993 ISR Number: 982070-6 Report Type: Periodic Company Report Number: 920201582001 Age:  29YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Ronte Dose/Unit  Duration
Other Acne Nos Health Professional Accutane Ps Roche ORAL 119
Anxiety Nec
Depression Nec
Insomnia Nec
Date: 06/24/1993 ISR Number: 982270-5 Report Type: Periodic Company Report Number: 920201664001 Age: Gender: - Male
Outcome PT Report Source Produet Role Manufacturer Route Dose/Unit _ Duration
Other Personality Disorder Nos Health Professional Accatane PS Roche ORAL 1 ‘
Date: 06/24/1993 ISR Number: 982892-1 Report Type: Periodic Company Report Number: 930200648001 Age: - Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit . Duration
Other Anxiety Nec Cansumer Accutane PS Roche ORAL 150
Depression Nec .
Vaginal Candidiasis
Vaginitis
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Date: 06/24/1993 ISR Number: 982899-4

Report Type: Pesiodic Company Report Number: 930200631001 Age:  36YR Gender:  Remale
Outcome PT Report Source Product Role Manuf; Route - Dose/Unit _ Duration
o —— —Y———— ReportSomee Role_ —=_ mmten
Other Alopecia Health Professional Accutane PS Roche ORAL 113
Arthralgia .
Depression Nec
Systemic Lupus Erythematosas
Rash
Date: 06/24/1993 ISR Number: 982910-0 Report Type: Pesiodic Company Report Number: 930200599001 Age:  17YR Gender:  Male
Outeome .2 S Report Source Product Role  Manufacturer Reute Dose/Uitit_ Duration
P . .
Other Emotional Disturbance Nos Health Professional Accutane rs Roche ORAL 80 101
Ritalin c
Date: 06/24/1993 ISR Number: 982959.8 Report Type: Pesiodic Company Report Number: 920201067001 Age:  14YR Gender:  Male
Outcorme L Report Source Prodnct Role  Mamnf; Route Dose/Unit  Duration
Dutcome = Role t  Duration
Other Agitation Health Professional Accutane PS Roche ORAL 75
Emotional Distarbance Nos
Insomnia Nec
Date: 06/24/1993 ISR Number: 983217-8 Report Type: Periodic Company Report Number: 930200234001 Age:  19YR Gender:  Male
Outcome PT Report Source Product Role Mamnfs Route Dose/Unit Duration
—_— .\ — —_—— —
Other IAnswwe Aminotransfesase Health Professional Accutane PS Roche ORAL 91
BloodhmateDdlydmguuse
Increased
Leucocytosis Nos
Palpitations
Date: 06/24/1993 ISR Number: 9832294 Report Type: Periodic Company Report Number: 930200564001 Age:  20YR Gender: Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Outcome Role
Other Alopecia ‘Health Professional Accutane Ps Roche ORAL 140
Depression Nec
Date: 06/24/1993 ISR Number: 983249.X Report Type: Periodic Company Report Number: 930200514001 Age:  22YR Gender:  Female
Outcome PT Report Source Product Rale Manufacturer Route Dos¢/Unit _ Duration
Dutcome ReportSource = ole
Other Nervousness Foreign Accutane S Roche ORAL 80 127
Health Prof
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Date: 06/24/1993

ISR Number: 983257-9 Report Type: Periodic Company Report Number: 930200396001 Age:  21YR Gender:  Female
Outcome PT Report Source Product Role Manufactorer Route Dose/Unit  Duration
Other Depression Nec Health Professional Accutane PS Roche ORAL 31
Dry Skin .
P; ss Dista Prod
Vasodilatation e
Synthroid c
Date: 06/24/1993 ISR Number: 983262-2 Report Type: Pesiodic Company Report Number: 930200378001 Age: 16 YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Ronte Dose/Unit =~ Duration _
Dveohrr, 0T oORe 0
Other Dysphonia Health Professionsl Accutane Roche ORAL 160
Date: 06/24/1993 IR Number: 983313-5 Report Type: Periodic Company Report Number: 930200104001 Age:  20YR Gender:  Remale
Outcome PT Report Source Product _ Reke Mannfacturer Route Dose/Unit_ Duration
Other Amblyopia Nos Health Professional Accutane PS Roche ORAL 31
Amnesia Nec
Conjunctivitis Nec
Date: 06/24/1993 ISR Number: 983314-7 Report Type: Periodic Company Report Number: 930200112001 Age:  1SYR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Ronte Dose/Unit  Duration
Duteome = _ pol = Dose/Unit Duration
Other Hostility Health Professional Accutane PS Roche ORAL 2
Date: 06/24/1993 ISR Number: 983799-6 Report Type: Periodic Company Report Number: 920201817001 Age: 16 YR Gender:  Female
Outcome PT Report Source . Product Role Manuf; Route Dose/Unit  Duration
—_— = —pertSource = . Role == umation
Other Acne Nos Health Professional Accutane PS Roche ORAL
Condition Aggravated
Insomnia Nec
Date: 06/24/1993 ISR Number: 983810-2 Report Type: Pesiodic Company Report Number: 920201786005 Age:  30YR Gender:  Unknown
Outcome PT ort Source Product Role Manufacturer Route Dose/Unit Duration
Outeome Rep Duration
Other Depression Nec Health Professional Accutane Ps Roche ORAL
Date: 06/24/1993 ISR Namber: 9838114 Report Type: Periodic Campany Report Number: 920201789001 Age:  38YR Gender:  Female
Outcome rr Report Souree Product Role Manufacturer Route Dose/Unit _ Duration
Other Acne Nos Health Professional Accitane PS Roche ORAL 43
Alopecia
Dermatitis Nos
Emotional Disturbance Nos
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Date: 06/24/1993

ISR Number: 983812-6

Report Type: Periodic

Company Report Number: 920201786002 Age: Gender:  Male
Outeome PT Report Source Prodnct Role Manuf; Route Dose/Unit  Duration
Other Personality Disorder Nos Health Professional Accutane Ps Roche ORAL
Date: 06/24/1993 ISR Number: 984149-1 Report Type: Periodic Company Report Number: 920201732001 Age:  35YR Gender:  Female
Outcome PT Report Source Product Role - Mamof: Route Dose/Unit  Duration
Other Amnesia Nec Health Professional Accutane Ps Roche ORAL
Face Oedema
Date: 06/24/1993 ISR Number: 984150-8 Report Type: Periodic Company Report Number: 920201715001 Age:  30YR Gender: Female
Outcome PT Report Source Product Role ‘Manufacturer Route Dose/Unit _ Duration
Other Dysphonia Health Professional Accutane PS Roche ORAL 41
Date: 06/24/1993 ISR Number: 984173-9 Report Type: Periodic Company Report Number: 930200483001 Age:  15YR Gender:  Male
Outcome T Report Source Product Role Manuf Route Dose/Unit  Duration
Other Glossitis Health Professional Accutane PS Roche ORAL 80 112
Headache Nos
Thinking Abnormal Nec
Date: 06/24/1993 ISR Number: 984177-6 Report Type: Periodic Company Report Number: 930200470001 Age: 15YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit Duration
Other Agitation Health Professional Accutang S Roche ORAL 80 o
Hostility
Personality Disorder Nos
Date: 06/24/1993 ISR Number: 984185-5 Report Type: Periodic Company Report Number: 930200430001 Age: 16 YR Gender: Male
Outcome PT Report Source Product Rale Manufacturer Route Dose/Unit  Duration
Other Alopecia Consumer Accutane Ps Roche ORAL 80 116
Cheilitis
Depression Nec
Hypedipidaemia Nos
Date: 06/24/1993 ISR Number: 984187-9 Report Type: Periodic Company Report Nmmber: 930200422001 Age: 16 YR Gender:  Male
Outcome PT Report Source Product Role Manufs Route Dose/Unit  Duration
Other Hostility Health Professional Accutane PS Roche ORAL 60
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Report Type: Periodic

Company Report Number: 930200004001

Report Source Product Role Manufacturer Route Dose/Unit ~ Duration
Other Dry Eye Nec Health Professional Accatane PS Roche ORAL 10
Emotional Disturbance Nos
Skin Discolouration
Taste Disturbance .
Date: 06724/1993 ISR Number: 9850754 Report Type: Periodic Company Report Nmmber: 920202055001 Age: 21 YR Gender:  Male
Outcome PT Report Source Product Rele Mamufacturer Ronte Duration
Other Amblyopia Nos Health Professional Accutane Ps Roche ORAL
Blindness Night
Depression Nec
Epistaxis .
Date: 06/24/1993 ]Si{Nmnber: 985079-1 Report Type: Pesiodic Company Report Number: 920202047001 Age:  29YR Gender: Male
Outeome PT Report Source Product Role - Manuf Route Dose/Unit = Duration
Other Personality Disorder Nos Health Professional Accatane PS Roche ORAL 3165
Date: 06/24/1993 ISR Number: 985084-5 Report Type: Pesiodic Company Report Number: 920202034001 Age:  32YR Gender:  Female
Ovutcome PT Report Source Product Role  Mamf Route Dose/Unit  Duration _
Other Major Depressive Disorder Nos  Health Professional Accutane PS Roche ORAL 40 146
Estrace c
Date: 06/24/1993 ISR Number: 985088-2 Report Type: Periodic Company Report Number: 920202021001 Age:  I5YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit__ Duration
Other Major Depressive Disorder Nos  Heglth Professional Accutane PS Roche ORAL 116
Personality Disorder Nos
Date: 06/24/1993 ISR Number: 985095-X Report Type: Periodic Company Report Number: 920201681001 Age: 21 YR Gender:  Female
Outcome PT Tt Source Product Role Manufacturer Route Dose/Unit =~ Duration
Hospitalization - Agi Health Professional Accutane Ps Roche ORAL 32
Initial or Prolonged Personality Disorder Nos
Other
Date: 06/24/1993 ISR Number: 9851024 Report Type: Periodic Company Report Numnber: 920201064001 Age:  30YR Gender:  Female
Outcome PT Report Source Product Role Manufs Route Dose/Unit  Duration
Disability Abdominal Pain Nos Health Professional Accutane PS Roche ORAL
Arthralgia !
Bone Pain
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Date: 06/24/1993 ISR Number: 985103-6

Report Type: Periodic

Company Report Number: 920201096001

Age:  I5YR Gender:  Female
Outcome PT Report Source Product Role Mamufacturer Rowte Dose/Unit  Duration
Qutcome Role
Disability Back Pain Health Professiona Accutane PS Roche ORAL 40 7
Insomnia Nec
Date: 06/24/1993 ISR Number: 9851103 Report Type: Periodic Company Report Number: 930200598001 © Aget 46 YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Abnormal Dreams Foreign Accutane PS Roche ORAL 246
Depression Nec Consumer Loestrin C
Emotional Distarbance Nos
Hostility
Date: 06/24/1993 ISR Number: 9851139 Report Type: Periodic Company Report Number: 930200373001 Age: 16 YR Gender:  Male
Outcome PT Report Source Product Role Manuf: Route Dose/Unit  Duration _
Other ﬁhnimAmansfmse Health Professional Accotane PS Roche ORAL
Aspartate Aminotransferase
Increased
Hostility
Date: 06/24/1993 ISR Number: 985119-X Report Type: Periodic Company Report Number: 930200673001 Age: 31 YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route  Dose/Unit  Duration
Other Major Depressive Disorder Nos  Health Professional Accutane Ps Roche ORAL 204
Nail Disorder Nos
Date: 06/724/1993 ISR Number: 985166-8 Report Type: Periodic Company Report Number: 920201416001 Age: 46 YR Gender:  Female
Outcome PT Report Souree Product Role . Mamf Ronte Dose/Unit _ Duration
Other Depression Nec Health Professional Accatane PS Roche ORAL 130
Date: 06/24/1993 ISR Nusber: 985168-1 Report Type: Perodic Company Report Number: 920201277001 Age:  21YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Depression Nec Health Professional Accutane PS Rodhe ORAL 3
Emotional Disturbance Nos
Date: 06/24/1993 ISR Number: 9851784 Report Type: Periodic Company Report Number: 920201280001 Age: Gender:  Female
Outeome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration _
Other Dysphonia Health Professional Accutane PS Roche ORAL 7
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Date: 06/24/1993

ISR Number: 985197-8

Report Type: Pesiodic

Company Report Number: 920201408001

Age:  35YR Gender:  Female
Outcome PT Report Source Product Role Mamfacturer Route Dose/Unit  Duration
— Hole |
Other Asthenia Health Professional Accutane PS Roche ORAL 33
Speech Disorder Nec
Thinking Abnarmal Nec
Date: 06724/1993 ISR Number: 985206-6 Report Type: Pesiodic Company Report Number: 920201298001 Age: 36 YR Gender:  Female
Outcome PT Report Source Product Role Manuf: Ronte Dose/Unit _ Duration
Other Drug Intemction Nos Health Professional Accutane PS Roche ORAL 22
Emotional Disturbance Nos . Ativan c
Urinary Retention
Date: 06/24/1993 ISR Number: 985901.9 Report Type: Periodic Company Report Number: 920201609001 Age: 42YR Gender:  Female
Outcome PT Report Scurce Product Role Manufs Route Dose/Unit _ Duration
Depression Nec Health Professional Accutane PS Roche -ORAL 40 175
Skin Disorder Nos Catisoprodot c
Triamcinolone C i
Trichlaroacetic Acid [of
Naprosyn C
Date: 06/24/1993 ISR Number: 9859172 Report Type: Periodic Company Report Number: 92021387001 Age: 23 YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Alopecia Health Professional Accatane PS Roche ORAL 105
Depression Nec
Headache Nos
Leucopenia Nos
Date: 07/01/1993 ISR Number: 1342518-4 Report Type: Expedited (15-Day) Company Report Number: 930201072001 Age:  35YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration _
Disability Agitation Health Professional Accutane PS Roche ORAL 38
Amblyopia Nos
Dry Skin
Migraine Nos
Date: 06/24/1993 ISR Number: 1344076-7 Report Type: Periodic Company Report Number: 920201291001 Age: 68 YR Gender:  PFemale
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Anxiety Nec Health Professional Accutane PS Roche ORAL 8
Condition Aggravated x c
Depression Nec
Doxepin . C
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Date: 07/23/1993

IS

umber: 1346156-9

Report Type: Expedited (15-Day) Company Report Number: 930201135001 Age:  19YR Gender:  Male
Outcome N ¢ | Report Source Product Role Manuf; Route _ Dose/Unit  Duration
e S
Hospitalization - Depression Nec Health Professionsl Accutane PS Roche ORAL 120
Initial or Prolonged Genitourinary Tract Neoplasm
Nos
Date: 07/27/1993 ISR Number: 13464410 Report Type: Expedited (15-Day) Company Report Number; 930200707001 Age: 24 YR Gender:  Female
Outcome L Report Source Product Role  Manuf: Route Dose/Unit _ Duration
Disability Arthralgia Health Professional Accutane s Roche ORAL 60 123
Depression Nec
Other
Face Oedema
Skin Atrophy -
" P
Date: 0721/1993 ISR Number: 13474259 Report Type: Expedited (15-Day) Company Report Number: 930200952001 Age:  30YR Gender:  Female
Outeome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration _
Hooz T —————~ ReportSource Role
Hospitalization - Anxiety Nec Study Accutane PS Roche ORAL 104
Initial or Prolonged Major Depressive Disorder Nos Health Professional Da c
Neurosis Nos
Pruritus
Date: 08/20/1993  IsR Number: 1353597-2 Report Type: Expedited (15-Day) - Company Report Number: 930201351001 Age:  37YR Gender: Male
Outcome PT Report Source Product Role Manuf; Route Dose/Unit  Duration
Hospitalization . . Hallucination Nos Health Professional Accutane PS Roche ORAL 45
Tnitial or Prolonged Psychotic Disorder Nos
Other Schizophrenia Nos
Date: 10/18/1993 ISR Number: 1377555.7 Report Type: Expedited (15-Day) Company Report Number: 930201689001 Age:  30YR Gender:  Female
Outcome PT Report Source Product Role  Manuf: Route Dose/Unit  Duration
Disability Depression Nec Health Professional Accutane PS Roche ORAL 100
ot Headache Nos
Utinary Tract Infection Nos
Weight Decreased
Date: 12/01/1993 ISR Number: 1392680-2 Report Type: Expedited (15-Day) Company Report Number: 930202072001 Age:  17YR Gender:  Male
Outcome PT . Report Source Product Role Manufacturer Route Dose/Unit  Duration
Hospitalization - Cheilitis Consumer Accutane Ps Roche ORAL 119
Initial or Prolonged Depression Nec
Other Emotional Distusbance Nos
Swicide Attempt
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02/18/1994 ISR Number: 14156504

Report Type: Periodic

Campany Report Number: 920200509001 Age:  18YR _ Gender:  Remale
Outcome PT Report Source Product Role Mannfacturer Route Dose/Unit  Duration
Other Cheilitis Health Professional Accutane Ps Roche ORAL 230
Conjunctivitis Nec
Depression Nec
Personality Disorder Nos
Date: 02/15/1994 ISR Number: 1423876.9 Report Type: Expedited (15-Day) Company Report Number: 940200275001 Age:  14YR Gender:  Male
Outcome PT Report Source Proiuct Role Manufacturer Roufe Dose/Unit  Duration
Death Suicide Attempt Health Professional Accutane PS Roche ORAL 40 85
Date: 03/14/1994 ISR Number: 1427679-0 Report Type: Expedited (15-Day) Company Report Number: 940200369001 Age: Gender:  Female
Outcome PT Report Sonrce Product Role Manuf: Route Dose/Unit  Duration
Disability Amnesia Nec Health Professional Accutane PS Roche
Benign Intracranial
Hypertension
Personality Disorder Nos
Date: 03/14/1994 ISR Number: 1428577-9 Report Type: Expedited (15-‘Day) Company Report Number: 940200372001 Age:  14YR Gender:  Male
Outcome T Report Source Product Role Manufacturer Route Dose/Unit  Duration
Death Dry Skin Health Professional Accatane S Roche ORAL 80 61
Life-Threatening Suicide Attempt Bactrim Ds c
Date: 03/29/1994 ISR Number: 1435876.3 Report Type: Expedited (15-Day) Company Report Number: 940804020001 Age: 28YR Gender:  Female
Outcome PT Report Source Product Role M Route Dose/Unit  Duration _
Hospitalization - Aphasia Foreign Acentane PS Roche ORAL 40 21
Initial or Prolonged Cerebrovascular Accident Nos Health Professional
Headache Nos
Date: 03/30/1994 ISR Number: 1453476-6 Report Type: Expedited (15-Day) Company Report Number: 940200453001 Age:  15YR Gender:  Male
Outcome L ReportSource . Produet Role  Manufacturer Rowe DosefUnit  Duration _
Hospitalization - Agitation Health Professional Accutane PS Roche ORAL
Initial or Prolonged Hostility
Date: 05/31/1994 ISR Number: 1458316-7 Report Type: Expedited (15-Day) Company Report Number: 940400238001 Age: Gender: Male
Outcome PT Report Source Product Role Manuf Route Dos¢/Unit  Duration
Hospitalization - Condition Aggravated Foreign Roacentane Ps Roche ORAL
Initial or Prolonged Mania Health Professional Lithium c
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Date: 05/18/1994 ISR Number: 14600024 Report Type: Direct Company Report Number: Age:  42YR Gender:  Male
Ontcome PT Report Source Product Role Manf, Route Dose/Unit  Duration
Disability Amnesia Nec Health Professional Accutane PS Roche ORAL 80 24

Arthralgia Vol c
Ecchymosis
Hy ey ia Nos Tylenol c

Date: 05/23/1994 ISR Number: 1463654-8 Report Type: Periodic Company Report Number: 930201621001 Age: 28 YR Gender:  Female

‘Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Alopecia Consomer Accutane Ps Roche ORAL 6
Depression Nec
Headache Nos

Date: 05/23/1994 ISR Number: 1463671-8 Report Type: Periodic Company Report Number: 930201598001 Age: 27YR Gender: Male

Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Dry Eye Nec Consumer Accutane PS Roche ORAL 5t
Emotional Disturbance Nos
Hostility

Date: 05/23/1994 ISR Number: 1463674-3 Report Type: Periodic Company Report Number: 930201601001 Age:  16YR Gender:  Female

Outcome PT Report Source Product Role Manufactarer Route Dose/Unit  Duration
Hallucination Nos Consumer Accutane PS Roche ORAL 42
InsomufaNeo Triphasil c
Major Depressive Disorder Nos
Personality Disorder Nos

Date: 05/23/1994 ISR Number: 1463677-9 Report Type: Periodic Company Report Number: 930201608001 Age: 24YR Gender:  Female

Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Amblyopia Nos Consumer Accutane S Roche ORAL 31
Depression Nec Ortho-Novum o]
Emotional Distarbance Nos
Headache Nos

Date: 05/23/1994 ISR Number: 1463709-8 Report Type: Periodic Company Report Number: 930201580001 Age:  19YR Gender:  Female

Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Abdominal Pain Nos Health Professional Accutane PS Roche ORAL 6
Depression Nec
Migraine Nos
Vaginitis
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