Date: 06/24/1993

ISR Number: 980830-9 Report Type: Periodic Product Company Report Number:Ba00196280tmf: Route Dose/Unit  Dui
tane 3
Outcome PT Accul Ps Roche ORAL 1
Other Dizziness (Bxc Vertigo)
Headache Nos
Lymphadenopathy
Nearosis Nos
Date: 06/24/1993 ISR Number: 980836-X Report Type: Periodic - Company Report Number: 930200219001 Age:  24YR Gender:  Male
Outcome T Report Source Product Role Manuf; er Route Dose/Unit  Duration
StportSource = Role —osenit ~ 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
Outcome T Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Depression Nec Health Professional Accutane PS Roche ORAL 2t
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; er Route Dose/Unit _ Duration
Other Deprossion Nec Consumer Accutane PS Roche ORAL 366
Date: 06/24/1993 ISR Number: 980861-9 Report Type: Pesiodic Company Report Number: 920201033001 Age:  22YR Gender: Male
Outcome PT Report Source Product Role Marnufe Route Dose/Unit_ Duration
Other Acne Nos Health Professionial -, - Acontane PS Roche ORAL 164
Bone Disorder Nos S )
Libido Decreased
Pallor
Date: 06/24/1993 ISR Number: 980864-4 Report Type: Periodic Company Report Number: 920201039001 Age:  22YR Gender:  Female
Outcome PT Report Source Product Role Mamufacturer Route Dose/Unit Duration
Other Appetite Increased Health Professional Accutane PS Roche ORAL 67
tion Ag g. vated Glucose, D- [o]
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 Rodhe ORAL
Dry Mouth
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Date: 05/23/1994 ISR Number: 1463899-7

Report Type: Pesiodic Company Report Number: 930201632001 Age:  42YR Gender:  Male
Outcome PT Report Source Product Role Manuf Route Dose/Unit  Daration
Anxiety Nec Health Professional Accutane PS Roche ORAL 40 91
Headache Nos
Rash Maculo-Papular
Vision Abnormal Nec
Date: 05/23/1994 ISR Number: 1463936-X Report Type: Periodic Company Report Number: 930201646001 Age: 16 YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Palpitations Health Professionat Accutane PS Roche ORAL 80 39
Date: 05/23/1994 ISR Number: 1464124-3 Report Type:. Periodic Company Report Number: 930202088001 Age:  24YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Dyspareunia Nec Consumer Accutane PS Roche 80
Infection Nos
Tri-Norinyl o]
Ovarlan Disorder Nos orosny
Vaginal Discharge Tylenol ¢
Date: 05/23/1994 ISR Number: 14641346 Report Type: Pesiodic Company Report Number: 930200772001 Age: 38YR Gender:  Female
Outcome PT Report Source Product Role Manafs Route Dose/Unit  Duration
Abnormal Dreams Health Professional Accatane PS Roche ORAL 40 165
Date: 05/23/1994 . ISR Number: 1464189-9 Report Type: Pesiodic Company Report Number: 940200127001 Age:  17YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Chest Pain Health Professional Accutane Ps Roche ORAL 60 88
Palpitations
Tachycardia Nos
Date: 05/23/1994 ISR Number: 1464193-0 Report Type: Periodic Company Report Number: 930202092001 Age: Gender:  Female
Outcome PT Report Source Produet Role  Mamufs Route Dose/Unit  Duration
Amnesia Neo Health Professional Accutane PS Roche 1
Dizziness (Exc Vertigo)
Headache Nos
Date: 05/23/1994 ISR Number: 1464209-1 Report Type: Periodic Company Report Number: 930200816001 Age:  17YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Apathy Health Professional Accutane PS Roche ORAL 80 109
High Density Lipoprotein
Decreased
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Date: 05/23/1994 ISR Number: 1464242-X

Report Type: Periodic

Company Report Number: 930202135001 Age: 38 YR Gender:  Female
Outcome PT Report Source Product Role N Route Dose/Unit  Duration
Palpitations Consamer Accatane PS Roche ORAL 60 156
Norsplant [of
Date: 05/23/1994 ISR Number: 1464245-5 Report Type: Periodic Company Report Number: 930202136001 Age:  20YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Dry Eye Nec Consumer Accutane PS Roche ORAL
Emotional Disturbance Nos
Urinary Incontinence
Vomiting Nos °
Date: 05/23/1994 ISR Number: 1465441-3 Report Type: Periodic Company Report Number: 940200500001 Age: 30YR Gender:  Male
Outcome PT Report Source Product Role ' Manufs Route Dose/Unit _ Duration
—_—
Tmpotence Health Professional Accutane Ps Roche ORAL 40 141
Date: 05/23/1994 ISR Number: 1465510-8 Report Type: Periodic Company Report Number: 940200473001 Age:  17YR Gender: Male
Qutcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Acne Nos Health Professional Accutane PS Roche ORAL 80 2656
Asthenia .
Depression Nec
Eczema Nos
Date: 05/23/1994 ISR Number: 1465520-0 Report Type: Periodic Company Report Number: 940200423001 Age: 16 YR Gender:  Male
Qutcome P ReportSource Produet Role  Manufacturer Route Dose/Unit _ Duration
Cheilitis Health Professional Accutane Ps . Roche ORAL 80 109
Insomnia Nec
Date: 05/23/1994 ISR Number: 1465529-7 Report Type: Periodic Company Report Number: 940200452001 Age: Gender:  Unknown
Outcome PT Report Source Product Role Manuf; Route Dose/Unit  Duration
Haltucination Nos Health Professional Accutane PS Roche ORAL
Date: 05/23/1994 ISR Number; 1465564-9 Report Type: Periodic Company Report Number: 940200263001 Age:  27YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Depression Nec Consumer Accutane Ps Roche ORAL 80 169
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Date: 05/23/1994

ISR Number: 1465572-8

Report Type: Periodic

Company Report Number: 940200276001 Age:  17YR Gender:  Male
Outeome PT Report Source Product Role Manufacturer * Route Dose/Unit _ Duration
Chest Pain Health Professional Accutane PS Roche ORAL 60
H“, N Ae-Allergenic Extracts (o}
Palpitations
Date: 05/23/1994 ISR Number: 1465582-0 Report Type: Pesiodic Company Report Number: 940200348001 Age: 27.YR Gender: Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Depression Nec Consumer Accutane PS Roche ORAL 32
Emotional Disturbance Nos
Hostility
Daté: 05/23/1994 ISR Number: 1465618-7 Report Type: Periodic Company Report Number: 940200460001 Age:  37YR Gender:  Female
Outcome PT Report Source Product Role Manufs Route Dose/Unit  Duration
Depression Nec Consumer Accutane PS Roche ORAL 60 21
Headache Nos -
Skin Discolouration
Vision Ab 1 Nec
Date: 05/23/1994  ¥SR Number: 1465704-1 Report Type: Periodic Company Report Number: 940200683001 Age: 28YR Gender:  Female
Outcome PT Report Source Product Role » Route Dose/Unit  Duration
Alopecia Consumer Accutane . PS Roche ORAL 130
Depression Nec .
Erythrom; - C
Drug Ineffective yem
Myalgia
Date: 05/23/1994 ISR Number: 14657429 Report Type: Periodic Company Repoit Number: 940200314001 Age:  18YR Gender:  Female
Outcome PT Report Source Product Role Mamufi Route Dose/Unit . Duration
Hypescholesterolaemia Health Professional Accutane PS Roche ORAL 40 45
Palpitations L
Triphasil c
Tachycardia Nos n
Date: 05/23/1994 ISR Number: 1465752-1 Report Type: Periodic Company Report Number: 940200358001 Age: Gender:  Female
Outcome PT Report Source Product Role Mannf; Route Dose{Uni! Duration
Acne Nos Consumer Accutanc PS Roche ORAL 77
Bane Pain
Depression Nec
Dry Skin
08/03/2000
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Date: 05/23/1994 ISR Number; 1465766-1

Report Type: Periodic

Company Report Numbrer: 940200372002 Age:  14YR Gender:  Male
Outcome PT Report Source Product Role Manuf; Route Dose/Unit  Duration _
Depression Nec . Health Professional Accutane PS Roche ORAL 80 166
Date: 05/23/1994 ISR Number: 1465786-7 Report Type: Pesiodic Company Report Number: 930201321001 Age:  43YR Gender:  Male
Quteome L) Report Souree Product Role.  Manufacturer Route  DosefUnit  Duration _
Anxiety Nec Health Professional Accutane Ps Roche ORAL 22
Depression Nec
Date: 05/23/1994 ISR Number: 1465849-6 Report Type: Pesiodic Caompany Report Numb 687001 Age: 23 YR Gender:  Male
Outcome PT Report Source Product Role Manuf; Route Dose/Unit _ Duration
Impotence Health Professional Accutane PS Roche ORAL 125
Date: 05/23/1994 ISR Number:  1465852-6 Report Type: Periodic Company Report Number: 940200701001 Age: S2YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit_ Duration _
Depression Nee Consumer Accutane Ps Roche ORAL :
Maxzide (]
Tenormin [of
Date: 05/23/1994 ISR Number: 1465926-X Report Type: Periodic Company Report Number: 940200733001 Age: 36 YR Gender:  Female
Outcome PT Report Sonrce Product Role Mannfacturer Route Dose/Unit _ Duration
Depression Nec Health Professional Accutane PS Roche ORAL 56
Emotional Distarbance Nos
Date: 05/23/1994 ISR Number: 1465928-3 Report Type: Periodic Company Report Number: 940200738001 Age: 26 YR Gender:  Female
Outcome PT Report Source Product Role Manuf; Route Dose/Unit  Duration
Depression Nec Health Professional Accutane PS Roche ORAL 50 1
Headache Nos )
Date: 05723/1994 ISR Number: 14659313 Report Type: Periodic Company Report Number: 940200741001 Age:  18YR Gender:  Female
Outcome PT Report Source Product Role Manuf; Route Dose/Unit  Duration
Emotional Disturbance Nos Health Professional Acoutane PS Roche ORAL 152
Date: 05/23/1994 ISR Number: 1465943-X Report Type: Periodic Company Report Number: 940200705001 Age: * 17YR Gender:  Male
Outcome PT Report Souree Product Role Manufacturer Ronte Dose/Unit = Duration
Dysphonia Health Professional Accutane PS Roche ORAL 40 3
Utticaria Nos
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Date: 05/23/1994

ISR Number: 1465995-7 Report Type: Periodic Company Report Number: 940200621001 Age:  34YR Gender:  Female
Outcome PT Report Source Product Role Manufs Route Dose/Unit _ Duration
Ataxia Neo Consumer Accutane PS Roche ORAL 80 121
Emotional Distnrbance Nos .
Hostility
Photosensitivity Reaction Nos
Date: 05/23/1994 ISR Nwmber: 1466005-8 Report Type: Periodic Company Report Number: 940200473002 Age:  17YR Gender:  Female
Outecome PT Report Source Product Role Manuf; Route Dose/Unit Duration
Depression Nec ‘Health Professional Accutane Ps Roche ORAL 42
Emotional Disturbance Nos Ortho-Novum c
Myalgia
Vision Abnormal Nec
Date: 05/23/1994 ISR Number: 1466015-0 Report Type: Periodic Company Report Number: 940200210001 Age: 16 YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Agitation Health Professional Accutane PS Roche ORAL 90
Halh?t:'mauun Nos Cipro c
Hostility
Hyperkinetic Syndrome
Date: 05/23/1994 ISR Number: 1466062-9 Report Type: Periodic Company Report Number: 940200376001 Age: 18YR Gender: Male
Outcome PT Report Source Product Role Manuf; Route Dose/Unit  Duration
Depression Nec Health Professional Accutane B Roche ORAL 80 28
Hostility
Personality Disorder Nos
‘Thinking Abnarmal Nec
Date: 05/23/1994 ISR Number: 1466080-0 Report Type: Periodic Company Report Number: 940200328001 Age:  37YR Gender:  Female
Outcome PT Report Source Product Role Manufs Route Dose/Unit Duration
Depression Neo Health Professional Accutane PS Roche 93
Varicose Veins Nos
Vascular Disorder Nos
Date: 05/23/1994 ISR Number: 1466083-6 Report Type: Periodic Company Report Number: 940200326001 Age:  48YR Gender:  Female
Outcome PT Report Source - Product Role Manufacturer Route Dose/Unn Duration
Depression Nec Health Professional Acciitane PS Roche ORAL 80 3
Dry Skin Estraderm c
Bye Pain
08/03/2000
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Date: 05/23/1994

ISR Number: 1466124-6

Report Type:  Periodic Company Report Numb 241001 Age:  17YR Gender: Male
Outcome PT Report Source Product ~ Rale Manufacturer Route Dose/Unit  Duration
Depression Nec Health Professional Accutane Ps Roche ‘ORAL 40
Emotional Disturbance Nos
Date: 05/23/1994 ISR Number: 1469077-X Report Type: Periodic Company Report Number: 930201176001 Age: 14 YR Gender:  Male
Outcome PT Report Source Product Rale Mannfs Route Dose/Unit  Duration
Emotional Disturbance Nos Health Professional Accutane PS Roche ORAL 60 95
Desquam-X [of
Date: 05/23/1994 ISR Namber: 1469105-1 Report Type: Periodic Campany Report Number: 930201175001 Age: 21 YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Disability - Depression Nec Health Professional Accutane PS Roche ORAL 80 24
Date; 05/23/1994 ISR Number: 1469107-5 Report Type: Periodic Company Report Number: 930201093001 Age:  30YR - Gender:  Female
Outcome PT Report Source Product ) Role Manufacturer Route Dose/Unit:_  Duration
Hospitalization - Abdaminal Pain Nos Health Professional Accutane Ps Roche ORAL 1948
Initial of Prolonged Alopecia
Conjunctivitis Nec
Nervousness
Date: 05/23/1994 ISR Number: 1469109-9 Report Type: Periodic Company Report Number: 930200923001 Age: 34 YR Gender:  Female
Outcome PT Report Source Product Role Manufs Route Dose/Unit. Duration
Hospi - Depression Nec Health Professional Accatane PS Roche ORAL 10 14
it ed ihi
Tnitial or Prolong it o
Date: 05/23/1994 ISR Number: 1469165-8 Report Type: Periodic Company Report Number: 930201160001 Age: 18 YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit Duration
Depression Nec Health Professional Accutane PS Roche ORAL 70 215
Date: 05/23/1994 ISR Number: 1469373.6 Report Type: Perodic Campany Report Number: 930201255001 Age:  18YR Gender:  Male
Qutcome L1 Report Souree Product Role  Manufacturer Rote  Dose/Unit  Duration _
Depression Nec Health Professional Accutane PS’ Roche ORAL 160 41
Dry Skin
Dyspnoea Nos
08/03/2000
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Date: 05/23/1994 ISR Number: 1469476.6

Report Type: Periodic

Company Report Number: 930200895001

Age:  23YR Gender:  Female
Outcome PT Report Source Product Role Manuf; Route Dose/Unit  Duration
Outcome =~ Role
Asthenia Consumer Accutane PS Roche ORAL 160 187
Depression Nec
Nausea .
‘Weight Decreased
Date: 05/23/1994 ISR Number: 1469489-4 Report Type: Periodic Comipany Report Number; 930200865001 Age: Gender:  Female
Outcome PT Report Source Product Role Manufs Route Dose/Unit  Duration
Sutcome Role
Depression Nec Health Professional Accutane PS Roche ORAL 120
Drug Interaction Nos Amitriptyline ss 120
Drug Level Nos Below
Therapeutic
o lhempentic
Date: 05/23/1994 ISR Number: 1469491-2 Report Type: Periodic Company Report Number: 930200864001 Age: Gender:  Male
Outcome 1 ReportSource  Product Role Manufactarer Route Dose/Unit _ Duration
Palpitations Health Professional Accutane PS Roche ORAL
Date: 05/23/1994 ISR Number: 1469497.3 Report Type: Periodic Company Report Number: 930200863001 Age:  17YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _  Duration
T T ———— ReportSoumree _ Role_ Ronte  Dose/Unit  Duration _
Depression Nec Health Professional Accutane PS Roche ORAL 59
Personality Disorder Nos
Date: 05/23/1994 ISR Number: 1469509.7 Report Type: Periodic Company Report Number: 930201718001 Age:  17YR Gender:  Male
Outcome PT ort Sonrce Product Role Manufactarer Route Dose/Unit _ Duration
Quicome ———————  ReportSource - . Rae. =ote  Dose/Unit
Disability Acne Nos Health Professional ‘Accutane PS Roche ORAL 80 20
Condition Aggravated : .
Insomnia Nec
Pain Nos
Date: 05/23/1994 ISR Number: 1469513-9 Report Type: Periodic Company Report Number: 930202229001 Age: 26 YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Outcome i ep Dose/Unit = Duration
Hospitatization - Depression Nec Health Professional Accutane PS Roche ORAL 46
Initial or Prolonged Emotional Disturbance Nos
Date: 05/23/1994 ISR Number: 1469524-3 Report Type: Periodic Company Report Number: 9402003260072 Age:  19YR Gender:  Pemale
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Disability Cheilitis Health Professional Accutane PS Roche ORAL 134
Conversion Disorder
08/03/2000
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Date: 05/23/1994

ISR Number: 1469545-0 Report Type: Periodic Company Report Number: 940200495001 Age: Gender:  Female
Outcome PT Report Source Product Role M Route Dose/Unit  Duration
Life-Threatening Cheilitis Health Professional Accutane PS Roche ORAL 97
Hospitalization - Depression Neo
Initial or Prolonged Emotional Distnrbance Nos
Suicide Attempt
Date: 05/23/1994 ISR Number: 1469623-6 Report Type: Periodic Company Report Number: 930201224001 Age:  25YR Gender:  Female
Outcome PT Report Source Product Role Manuf; Route Dose/Unit  Duration
Cheilitis Health Professional Accutane PS Roche ORAL 154
Degression Nec
Gingival Bleeding
Headache Nos
Date: 05/23/1994 ISR Number: 1469905-8 Report Type: Periodic Company Report Number: 940200063001 Age: 24 YR Gender:  Female
Outcome PT Report Source Product Role Manufscturer Route Dose/Unit Duration
Convulsions Nos Health Professional Accutane PS Roche ORAL 60 31
Depersonalisation
Headache Nos
Sedation
Date: 05/23/1994 ISR Number: 1469926-5 Report Type: Periodic Company Report Number: 930201683001 Age: 16 YR Gender:  Female
Outcome PT Report Source Product Role M Route Dose/Unit _ Duration
Condition Aggravated Health Professional Accutane Ps Roche ORAL 60 98
Depression Nec : .
Desyrel ss Bristol Lab: ORAL
Etnotional Distubance Nos R o
Headache Nos 5
Date: 05/23/1994 ISR Number: 1469957.5 Report Type: Periodic Company Report Number: 930201640001 Age: 16 YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Asthenia Health Professional Accutane PS Roche ORAL 60 1
Depression Nec
Date: 05/23/1994 ISR Number: 14699800 Report Type: Perodic Company Report Number: 940200095001 Age: 16 YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _  Duration
Thinking Abnormal Nec . Health Professional Accutane PS Roche ORAL 40 131
08/03/2000
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Date: 05/23/1994

ISR Number: 14699

Report Type: Pesiodic

Company Report Number: ‘940200084001 Age:  15YR Gender:  Male
Outcome PT Report Source Proiuct Role Manufacturer Route Dose/Unit  Duration
Depression Nec Health Professional Accutane Ps Roche ORAL 20 31
Date: 05/23/1994 ISR Number: 1470068-3 Report Type: Periodic Company Report Number: 930201712001 Age:  ISYR Gender:  Pemale
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit -~ Duration
Depression Nec Health Professional Accutane PS Roche ORAL 80
Date: 05/23/1994 ISR Number: 1470169-X Report Type: Periodic Campany Report Number: 930201791001 Age:  49YR Gender:  Male
Outcome T Report Souree Product Role Manufacturer Route Dose/Unit  Duration
Appetite Increased Health Professional Accutane PS Roche ORAL, 80
Libido Decreased
Date: 05/23/1994 ISR Number: 1470244-X Report Type: Periodic Company Report Namber: 930201 839001 Age:  29YR Gender:  Female
Outcome PT Report Soarce Product Role Manufacturer Route Dose/Unit  Duration
Amnesia Nec Health Professional Accutane PS Roche ORAL 80 158
Date: 05/23/1994 ISR Number: 1470389-4 Report Type: Periodic Company Report Number: 930201914001 Age:  35YR Gender:  Female
Outcome PT Report Source Product Role Manaf: Route Dose/Unit Duration
Arthralgia Consumer Accutane Ps Roche ORAL 40
Back Pain Trighasil c
Insomnia Nec
Joint Disorder Nos
Date: 05/23/1994 ISR Number: 1470398:5 Report Type: Petiodic Compary Report Nﬁnbm 930201913001 Age: 43 YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duaration
Palpitations Health Professional Accutane PS Roche ORAL 40 15
Date: 05/23/1994 ISR Number: 1470503-0 Report Type: Periodic Cnmpmy Report Number: 930201888001 Age:  35YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Alopecia Health Professional Accutane PS Roche ORAL 80 25
Hypedipidaemia Nos
Palpitations
Skin Discolouration
08/03/2000
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Date: 05/23/1994

lumber: 1470522-4 Report Type: Periodic Company Report Number: 930201549001 Age:  45YR Gender:  PFemale
Outcome PT Report Source Product Role Mamufactarer Route  Dose/Unit  Duration
Abnormal Dreams Health Professional Accutane PS Roche ORAL
Depression Nec
Date: 05/23/1994 ISR Number: 1470526-1 Report Type: Periodic Company Report Nuiber: 940200129001 Age: "32YR” Gender:  Female
Outcome PT Report Source Product Role Mi er Route Dose/Unit - Duration
Dry Skin Consumer Accutane ] Roche ORAL 40 37
Emotional Disturbance Nos Vitarhin B Complex c
Hostility
Date: 05/23/1994 ISR Number: 1470735-1 Report Type: Pesiodic Company Report Number: 930201373001 Age: 18YR Gender:  Male
Outcome PT Report Source Product Role - Mamufs er Route Dose/Unit . Duration
“Depression Nec Health Professional Accutane Ps Roche ORAL 12
Thinking Abnormal Nec
Date: 05/23/1994 ISR Number: 1470805-8 Report Type: Periodic Company Report Number: 930201170001 Age:  38YR Gender:  Female
Outcome PT Report Source Product Role Manufe Route Dose/Unit  Duration
Hospitalization - Agitati Health Professional Accutane PS Roche ORAL 80 115
Initial or Prolonged Depression Nec Lithium c
Thinking Abnormal Nec
Date: 05/23/1994 ISR Number: 1470856-3 Report Type: Periodic Company Report Number: 940200035001 Age: Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _  Duration
Depression Nec Health Professional Accotane ‘PS Roche "~ ;
Date: 05/23/1994 ISR Number: 1470895.2 Report Type: Periodic Compariy Report Nuinber: 940200080001 Age: 36 YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit Duration
Dyspnoea Nos Health Professional Accutane PS Roche ORAL 80 130
Hypercholesterolaemia .
Hypedipidaemia Nos
Palpitations
Date: 05/23/1994 ISR Number: 1472107-2 Report Type: Periodic Company Report Number: 930201466001 Age:  25YR Gender:  Female
Qutcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Arthralgia Health Professional Accutane PS Roche ORAL 160 123
Chelitis Narplant c
Depression Nec
Hypexdipidaemia Nos
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Date: 05/23/1994 ISR Number: 1472748-2

Report Type: Periodic

Company Report Number: 930202024001 Age:  75YR Gender:  Male
Outcome T Report Source Product Role Manauf: Route Dose/Unit  Duration
Aunxiety Nec Health Professional Accutane PS Roche ORAL 40 57
Back Pain
Furuncle (Exc Genital)
Hypertonia
Date: 05/23/1994 ISR Number: 1472883-9 Report Type: Periodic Company Report Number: 930201286001 Age: 16 YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Anxiety Nec Health Professional Accutane Ps Roche ORAL 80 145
Depression Nec
Palpitations
Rectal Bleeding
Date: 05/23/1994 ISR Nuguber: 1472962-6 Report Type: Periodic Company Report Number: 930201349001 Age:  29YR Gender:  Male
Outeome PT Report Source Product Role  Manuf Route Dose/Unit  Duration
Abnormal Dreams Health Professionat Accntane PS Roche ORAL 61
Dry Skin
Photosensitivity Reaction Nos
Sleep Disorder Nos
Date: 05/23/1994 ISR Number: 1473007-4 Report Type: Periodic Company Report Number: 930201191001 Age:  30YR Gender:  Female
Outcome T Report Source Product Role Mamufacturer Route Dose/Unit  Duration
Hospitalization - Alopecia Health Professional Aceutaie Ps Roche ORAL 40 75
Initial or Prolonged Emotional Disturbance Nos :
Disability Headache Nos
Hepatic Function Abnormal Nos
Date: 05/23/1994 ISR Number: 1473012-8 Report Type: Pesiodic Company Report Number: 930201012001 Age:  19YR Gender:  Male
Outcome PT Report Source Product Role Mannfacturer Route Dose/Unit Duration
Dry Skin Health Professional Accutane Ps Roche ORAL 60 142
Emotional Disturbance Nos
Epistaxis
Hostility
Date: 0523/1994 ISR Number: 1473022-0 Report Type: Periodic Company Report Number: 930201022002 Age:  14YR Gender:  Male
Outcome PT Report Source Product Role Manuf; Route Dose/Unit Du
Confusion Health Professional Accutane Ps Roche ORAL 60 62
Dizziness (Exc Vertigo)
08/03/2000
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Delusion Nos

08/03/2000

Date: 05/23/1994 ISR Number: 1473030-X Report Type: Periodic Company Report Number: 930201146002 Age:  15YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route  Dose/Unit Duration
Emotional Disturbance Nos Health Professional Accutage PS Roche ORAL
Date: 05/23/1994 ISR Number: 1473033-5 Report Type: Periodic Company Report Number: 930201 148001 Age:  41YR Gender:  Male
Outcome PT Report Source Product Role Manuf: Route Dose/Unit _  Duration
Emoticnal Disturbance Nos Health Professional Accutane PS Roche ORAL 80
Carafate [o]
Zantac (o]
Date: 05/23/1994 ISR Number: 1473062.1 Report Type: Periodic Company Report Number: 930200998001 Age:  29YR Gender:  Male
Outcome PT Report Source Product Role Mannfs Route Dose/Unit  Duration
Dutcome i Dose/Unit = Duration
Depression Nec Health Professional Accotane PS Roche ORAL 40 49
Date: 05/23/1994 ISR Number: 14731122 Report Type: Pesiodic Company Report Number: 930201076001 Age:  35YR Gender:  Female
Report Source Product Role Manufacturer Route Dose/Unit  Duration _
A e ———————  POMSource @ —_—  Rae —_—
Health Professional Acciitane PS Roche ORAL 60 156
Date: 07227/1994 1SR Number: 1483540.7 Report Type: Expedited (15-Day) Company Report Number: 930501129001 Age: 16 YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Death Suicide Attempt Health Professional Roaccutane Ps Roche
Life-Threatening .
Date: 05/23/1994 ISR Number: 1484036-9 Report Type: Péiodic Cmnp:ﬁykeﬁnNmnher:f%OZﬁGgoﬁoﬂl Age: . 2YR Gender:  Female
Outcome PT ort Source Product Role Manufactarer Route Dose/Unit  Duration
- = ReportSource Role
Depression Nec Health Professional Accutane PS Roche ORAL 40 64
Pepeid o}
Date: 08/09/1994 ISR Number: 1488982-1 Report Type: Expedited (15-Day) Campany Report Number: 940201392001 Age: 24 YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _  Duration
T Ao TT—————— e R0e o T T
H?spnahzmcn - Alopecia Consomer Accutane Ps Roche ORAL 80 66
Initial or Prolonged Amblyopia Nos
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Date: 07/21/1994 ISR Number: 1489427-8 Report Type: Direct Company Report Number: Age:  20YR Gender: Male
Outcome PT Report Source Product Role Manufacterer Route Dose/Unit  Duration
Other Depersonalisation Health Professional Accutane PS Roche 80

Thinking Abnormal Nec Minocycline ss

Date: 08/17/1994 ISR Number: 1492317-8 Report Type: Expedited (15-Day) Company Report Number: 940201502001 Age: 14 YR Gender:  Male
Outcome PT Report Source Product Role Manufs Route Dose/Unit _ Duration
Disability Condition Aggravated Health Professional Accatane PS Roche ORAL 547

Hostility
Personality Disorder Nos

Date: 08/09/1994 ISR Number: 1495828-4 Report Type: Expedited {15-Day) Company Report Number: 940201166001 Age: 42YR Gender:  Male
Outcome .PT Report Source Product Role Manuf: Route Dose/Unit  Duration
Disability Amnesia Nec Health Professional Accutane PS Roche ORAL 80 2

Ahralgia Tylenol c
Headache Nos Val c
Myalgia taren .
Date: 10/06/1994 ISR Number: 1507952-8 Report Type: Pesiodic Company Report Number: USA9304017PAM Age: Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Depression Nec Health Professi Nortriptyline Hydrochlorid PS Sandoz ORAL
Drug Interaction Nos Amitriptyline 8S ORAL
Drug Level Nos Below . v
Therapentic ‘Adcutane 8s Roche

Date: 09/14/1994 ISR Number: 1508503-4 Report Type: Expedited (15-Day) Canpany Report Number: 940501039001 Age: Gender:  Female
Onutcome PT Report Source Prodict LRl Mamifactiver Route Dose/Unit  Duration
Death Delidvm Foreign Roaccutane PS Roche ORAL 40 238

i i Depression Nec Heslth Professional

Life-Threatening essl

Non-Accidental Injory
Suicide Attempt

Date: 09/19/1994 ISR Number: 1508530-7 Report Type: Expedited (15-Day) Campany Report Number: 930500702001 Age: Gender:  Male
Outcome PT Report Source Product Role ‘Manufacturer Route Dose/Unit Duration
Death Suicide Attempt Foreign Roaccutane : PS Roche ORAL
Life-Threatening Health Professional
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10725/1994 ISR Number: 1516306-X

Report Type: Expedited (15-Day)

Company Report Number: 940201970001 Age: 16 YR Gender: Male
Outcome L Report Source Product Role Manuf; Route Dose/Unit ~ Duration
Life Threatening Convulsians Nos Health Professional Acctane PS Roche ORAL 70
PR Overdose Nos .
Hospitalization - Suicide Bacitracin o
L ci
Initial or Prolonged Attempt Benadeyl c
Clagtin c
Sudafed (o]
Date: 11/01/1994 ISR Number: 1518823-5 Report Type: Expedited (15-Day) Company Report Number: 940202049001 Age: Gender:  Male
Outcome PT Rsp_on Source Product Role Manuf Route Dose/Unit Duration
Life Threatening Pain Nos Consumer Accutane PS Roche ORAL
Hospitalization - 7 PmM Nwmpa!hy Nec
Initial or Prolonged Psychotic Disorder Nos
Date: 11/08/1994 ISR Number: 1519340-9 Report Type: Expedited (15-Day) Company Report Number: 940202019001 Age:  14YR Gender: Male
Outcome PT Report Source Product ' Role Manufacturer Route Dose/Unit  Duration
Life-Threatening wmdmu Health Professional Accatage PS Roche ORAL 60 23
crea:
Hospi .m.' B Emotional Distorbance Nog
Tnitial or Prolong Suicide Attempt
Date: 01/09/1995 ISR Number: 1539023-9 Report Type: Expedited (15-Day) Company Report Number: 940500844001 Age:  20YR Gender:  Female
Outcome PT Report Source Product Role Manaf; er Route Dose/Unit . Duration
Life-Threatening Degmatitis Nos Foreign . Roacentane PS. . Roche ORAL 1
Nervousness Health Professicnal i
Suicide Attempt ;
Date: 01/31/1995 ISR Number: 1546076-0 Report Type: Direct Company Report Number: Age:  42YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Alopecia Consumer Accotane PS Roche ORAL 17
Amenorthoea Nos
Depression Nec
Hair Disorder Nos
Date: 02/16/1995 ISR Number: 1556577-7 Report Type: Expedited (15-Day) Comipany Report Number: 940600114001 Age: Gender:  Unknown
Outcome PT Report Source Product Role M: Route Dose/Unit  Duration
Hospitalization - Psychotic Disorder Nos Foreign Roaccutane Ps Roche ORAL
Initial or Prolonged Health Professional
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Date: 03/02/1995

ISR Number: 1560460-0

Report Type: Direct Company Report Number: Age: 21 YR Gender:  Pemale
Ontcome PT Report Source Product Role Route Dose/Unit  Duration
Other Agitation Health Professional Accntane PS Roche ORAL 80 108
Required Interventi Emol.mn.al DW Nos
1o Prevent Permanent Persanality Disorder Nos
Impaicment/Damage

Date: 05/23/1995 ISR Number: 1589578-3 Report Type: Expedited (15-Day) Company Report Number: 43862 Age:  35YR Gender:  Female
Ontcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Disability Confusion Foreign Accutane PS Roche ORAL 35

Depersanalisation Health Professional Sumontil ss IvesLab ORAL
Drug Interaction Nos
Thinking Abnormal Nec
Date: 05/05/1995 ISR Number: 1590229-2 Repost Type: Direct Campany Report Number: Age: 28 YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Disability Amblyopia Nos Consumer Accutane PS Roche ORAL 1 91
Convulsions Nos

Other
Emotional Disturbance Nos
Headache Nos

Date: 06/08/1995 ISR Number: 1596924-3 Report Type: Periodic Company Report Namber: 940201199001 Age: 16 YR Gender:  Male
Outcome PT Report Source Product Role M Route Dose/Unit _ Duration

Asthenia Health Professiorial Accutane Ps Roche - .ORAL 40 56.-
Bmotional Distarbance Nos . . g -

Date: 06/08/1995 ISR Number: 1596931-0 Report Type:. Periodic Company Report Number: 940201244001 Age:  47YR Gender:  Female
Ontcome PT Report Source Produoct Role Manufacturer Route Dose/Unit _ Duration
Disability Asthenia Consumer Accutane PS Roche ORAL 40 31

Depression Nec Thyroid c
Headache Nos
Skin Atrophy
Date: 06/08/1995 ISR Number: 1597133-4 Report Type: Periodic Company Report Number: 940200843001 Age:  14YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Arhralgia Consumer Accutane PS Roche ORAL 40 93
Depression Nec
Joint Disorder Nos
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Date: 06/08/1995

ISR Number: 1597135-8

Report Type: Periodic

Company Report Number: 940200846001 Age:  33YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit Duration
Asthenia Consumer Accutane PS Roche ORAL 40 9
Depression Nec
Headache Nos
Tinnitus
Date: 06/02/1995 ISR Number: 1597164-4 Report Type: Expedited (15-Day) Company Report Number: 44825 Age:  17YR Gender:  Female
Outcome T Report Source Product Role  Mamufacturer Route _ Dose/Unit  Duration
Disability Dysphonia Health Professionial Accutane _ PS Roche ORAL
Laryngitis Nos
Date: 06/08/1995 ISR Number: 1597168-1 Report Type: Periodic Company Report Number: 940200878001 Age:  25YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Agitation Consumer Accutane PS Roche ORAL 20 29
Dermatitis Nos Dexmlen c
Emoticnal Disturbance Nos
Headache Nos
Date: 06/08/1995 ISR Number: 1597184-X Report Type: Periodic Company Report Number: 940201107001 Age:  15YR Gender:  Female
Outcome Pr Report Source Product Role Manufs Route Dose/Unit  Duration
Amnesia Nec Consumer Accutane Ps Roche ORAL 95
Asthen .
Monod
Headache Nos . o <
Date: 06/08/1995 ISR Number: 1597233.9 Report Type:: Pesiodic Campany Report Numbers 940201177001 Age:| 33YR Gender:  Female
Outcome PT Report Source Product " Role Ma Route Dose/Unit  Duration
Cheilitis Health Professional Accutane Ps Roche ORAL 60 24
Depmasin e - c
S
Demmlen (o]
Date: 07/06/1995 ISR Number: 1608144-4 Report Type: Expedited (15-Day) Company Report Nomber: 45747 Age: 21 YR Gender:  Female
Outcome PT Report Sonrce Product Role Manuf Route Dose/Unit  Duration
Hospitalization - Aphasia Foreign Roaccotane PS Roche ORAL 30 377
Initial or Prolonged H@n&e Nos ‘Health Profe Desogestrel ss ORAL
Visual Field Defect Nos Eihinyl Estradiol ss
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Date: 07/19/1995

umber: 1614711-4

Report Type: Expedited (15-Day) Company Report Number: 46762 Age: 23YR Gender:  Male
Outcome ___  pr Report Source Product Role Manuf; Route  Dose/Unit  Duration
Life-Threatening Convulsions Nos Foreign Roaccutane Ps Roche ORAL 20 180
Suicide Attempt Health Professionsl
Date: 06/17/1995 ISR Number: 1615167-8 Report Type: Direct Company Report Number: Age:  17YR Gender:  Male
Outcome T Report Source Product Role Manufacturer Route Dose/Unit _ Duration
_— = —_— e
f}“"““‘i‘*’mm Abnormal Health Professional Accutane PS Roche 80 62
‘08
Hypercalcaemia Bry-Tab o]
Palpitations
Ventricalae B '
Date: 06/08/1995 ISR Number: 1616217-5 Report Type: Periodic Company Report Number: 940201206001 Age:  20YR Gender: Male
Outcome PT Report Scurce Product Role Manuf: Route Dose/Unit  Duration
Duicome P
Depersonatisation Health Professional Accutane ) Roche ORAL 60 1
Dizzinﬁs(Echatigo) .
Minocin ss Ledere
Headache Nos .
Thinking Abnormal Nec
Date: 06/08/1995 ISR Number: 16164137 Report Type: Periodic Company Report Namber: 940201932001 Age: 16 YR Gender:  Female
% PT Report Source Product ) Role Mannufs Route Dose/Unit Duration
Emotianal Distarbance Nos Consumer Accutane Ps Roche ORAL 50 1
Date: 06/08/1995 ISR Number: 1616423.X Report Type: Periodic Company nepaaﬁhnhn»moimngoo; Age:  32YR Gender:  Female
Outcome T Report Source Product Role Manufacturer Route Dose/Unit = Duration
Outcome i
Arthralgia Cansumer Accotane PS Roche ORAL 30
Depression Nec
Muscle Cramps
Date: 06/08/1995 ISR Number: 1616467.8 Report Type: Periodic Company Report Number: 940202254001 Age:  41YR Gender: Male
e ) Report Source Product Role  Mamf Rowe  Dose/Unit  Durstion _
Outcome Rale
Insomnia Nec Health Professional Accatane Ps Roche ORAL 160 9
Nervousness
Date: 06/08/1995 ISR Number: 1616471-X Report Type: Periodic Companry Report Number: 940202258001 Age:  1SYR Gender:  Female
Outcome PT Report Sonrce Prodnct Role Manufacturer Route Dose/Unit  Duration
Outeome Role
Amenontioea Nos Consumer Accutane PS Roche ORAL 548
Anorexia
Depression Nec
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Date: 06/08/1995

ISR Number: 1616476-9

Report Type: Periodic

Company Report Number: 940202083001 Age: 28 YR Gender:  Female
Ountcome PT Report Source Product Role N Route Dose/Unit Duration
Alopecia Health Professional Accutane PS Roche ORAL 40 147
Depression Nec
Dry Skin
Rhinitis Nos
Date: 06/08/1995 ISR Number: 1616514-3 Report Type: Pesiodic Company Report Number: 940202286001 Age: 16 YR Gender: Male
Outecome PT Repl;ﬂ Source Product Role Manefacturer Route Dose/Unit  Duration
Alopecia Health Professional Accutane PS Roche ORAL 40 13
Back Pain
Depression Nec
Vocal Cord Paralysis
Date: 06/08/1995 ISR Number: 1616606-9 Report Type: Periodic Company Report Number: 940201352001 Age: 21 YR Gender:  Male
Outeome PT Report Scurce Product Role Manufy Route Dose/Unit _ Duration
Arthralgia Consumer Accotane PS Roche ORAL 80
Asthenia
Depression Nec
‘Weight Decreased
Date: 06/08/1995 ISR Number: 1616635-5 Report Type: Periodic Company Report Number: 940201377001 Age: 20YR Gender:  Female
Outcome PT Report Source Product Role Manuf; Route Dose/Unit  Duration
Depression Nec Health Professional Accutane PS . ' Roche ORAL 50
Date: 06/08/1995 ISR Number: 1616639-2 Report Type: Periodic Company Report Number: 940201375001 . Age: 24 YR Gender:  Pemale
Outcome PT Source Product Role Manufacturer Route Dose/Unit  Duration
Ahralgia Consumer Accutane PS Roche ORAL 60 66
Back Pain
Dysphonia
Dyspnoea Nos
Date: 06/08/1995 ISR Number: 1616660-4 Report Type: Petiodic Company Report Number: 940201395001 Age:  23YR Gender:  Male
Outcome PT Report Source Product Role Manuf; Route Dose/Unit  Duration
H Level Nos Abno Health Professional Accutane PS Roche ORAL 40 30
Tmpotence Amoxicillin c 10
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ISR Number: 1616661-6 Report Type: Periodic Company Report Number: 950200186001 Age:  25YR Gender:  Female
Pr Report Source Product Role Route Dose/Unit  Duration
Anorexia Cansumer Accutane PS Roche ORAL 20 24
Depression Nec )
Date: 06/08/1995 ISR Number: 1616663-X Report 'i‘ype: Periodic Company Report Number: 940201903001 Age: 24 YR Gender: Male
Outcome PT Report Source Product Role » Route Dose/Unit  Duration
Amnesia Nec Consumer Accutane PS Roche ORAL 80 81
Conjusctivitis Nec
Drug Interaction Nos
Sleep Disorder Nos
Date: 06/08/1995 ISR Number: 1616669-0 Report Type: Pesiodic Company Report Number: 940201399001 Age: 17YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Alopecia Consomer Accutane PS Roche ORAL 132
Blindness Night
Depression Nec
Emotional Disturbance Nos
Date: 06/08/1995 ISR Number: 16166847 Report Type: Periodic Company Report Number: 940201402001 Age:  3TYR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration .
Amnesia Nec Consumer Accutane PS Roche ORAL 80
Asthenia
Depression Nec
Pruritus i " :
Date: 06/08/1995 ISR Number: 1616689.6 Report Type: Pesiodic Company Report Number: 940201415001 Age:  19¥R Gender:  Female
Outcome PT Report Source Product Role Manuf Route Dose/Unit  Duration
Degression Nec Health Professional Accutane PS Roche ORAL 100 31
Nail Disorder Nos
Sweating Increased
Date: 06/08/1995 ISR Number: 1616700-2 Report Type: Pesiodic Company Report Number: 940202353001 Age: 21 YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Rom Dose/Unit Duration
Depression Nec Consumer Accutane Ps Roche 96
Emotional Disturbance Nos
Date: G6/08/1995 ISR Number: 1616707-5 Report Type: Periodic Company Report Number: 940202349001 Age:  18YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Depression Nec Health Professional Accutane PS Roche ORAL 80 93
Personality Disorder Nos
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06/08/1995

ISR Number: 16167178

Company Report Number: 950200216001 Age: 23 YR Gender:  Female
Outcome T Report Source Product Role Manufacturer Route Dose/Unit  Duration
Dermatitis Nos Consumer Accutane PS Roche ORAL 40 63
Emotional Distorbance Nos
Pruritus
Date: 06/08/1995 ISR Number: 1616726.9 Report Type: Pedodic Company Report Number: 940202370001 Age:  17YR Gender: ' Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Depression Nec Consumer Accutane PS Roche ORAL 80 1
Fmotional Distusbance Nos Ortho-Novem 5§ Ortho ORAL 56
Menstrual Disorder Nos
Date: 06/08/1995 ISR Number: 1616733-6 Report Type: Periodic Company Report Number: 940202409001 Age:  32YR Gender:  Female
Outcome PT Report Source Product Role Manuf: Route Dose/Unit  Duration
—  Repor Role
Depression Nec Consumer Accutane Ps Roche ORAL 40 21
Diarthoea Nos
Emotional Disturbance Nos
Date: 06/08/1995 ISR Number: 1616761-0 Report Type: Periodic Company Report Number: 950200235001 Age:  ISYR Gender:  Female
Outcome PT Report Source Product Role M Route Dose/Unit _  Duration
—————————— — ReportSource Role —_—— R
Dysphonia Health Professional Accutane PS Roche ORAL 50 10
Date: 06/08/1995 ISR Number: ‘16167622 Report Type:  Periodic Company Report Number: 940202390001 Age:  28YR Gender:  Female
Outcome PT Report Sotirce Product *Role Manuf: Route Dose/Unit  Duration
Benign Intracranial Health Professional Accatane PS Roche ORAL 40 25
Hypertension
Depression Nec
Diplopia .
Emotional Distusb, Nos
Date: 06/08/1995 ISR Number: 1616774-9 Report Type: Periodic Company Report Ni 940201002001 Age:  43YR Gender:  Female
OQutcome _ pr Report Source Product Role Manufacturer Route Dose/Unit _ Duration _
_— Role
: Depression Nec Consumer Accutane PS Roche ORAL 40
Date: 06/08/1995 ISR Number: 1616784-1 Report Type: Periodic Company Report Number: 950200237001 Age:  17YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Depression Neo Consumer Accutane Ps Roche ORAL 182
Emotional Disturbance Nos :
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Date: 06/08/1995 ISR Number: 16168317

Report Type: Pesiodic

Age: 16 YR

Company Report Number: 950200438001 Gender:  Male
Outcome PT Report Source Product Role Manuf; Route Dose/Unit  Duration
Queome  PT_____ Route
Disability El:od s:h'm PhosphataseNos  Health Professional Accutane PS Roche ORAL 40 219
Teal
Depression Nec
Hyperipidaemia Nos
Vomiting Nos
Date: 06/08/1995 ISR Number: 1616857-3 Report Type: Pediodic Company Report Number: 940202086001 Age:  14YR Gender:  Female
Outeome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Hospilalization - Abdominal Pain Nos Consumer Accutane s Roche ORAL 60 37
Initial or Prolonged Emotional Disturbance Nos Alupent c
Laboratery Test Abnormal Nos
Pelvic Pain Nos Rynatan ¢
Slo-Bid (o]
Zoloft c
Date: 06/08/1995 ISR Number: 16168822 Report Type: Periodic Company Report Number: 950200267001 Age:  18YR Gender:  Male
Quteome ~ PT Report Source Product Role Manufs Route = Dose/Unit  Duration
Tmpotence Consumer Accutane PS Roche ORAL 40 1
Pyrexia Anacin c 2
Oxymetazoline Hydrochloride [of 4
Date: 06/08/1995 ISR Number: 1616890-1 Report Type: Periodic Company Report Number: 950200274001 Age:  14YR Gender:  Male
Outcome PT Report Source - Product ‘Role Manufactiter " Route_ Dose/Unit _ Duration
Arthralgia Consumer Accutane “ps Roche ORAL 80 4
Asthenia
Sudafed c
Emotional Disturbance Nos
Hypokines
Date: 06/08/1995 ISR Number: 1616893-7 Report Type: Periodic Company Report Number: 940202018001 Age:  ISYR Gender:  Male
Ouicome _ pr Report Source Product Role Manufactarer Route Dose/Unit  Duration
Depression Ne Health Professional Accutane PS Roche ORAL 40 113
Date: 10/13/1994 - ISR Number: 1616898-6 Report Type: Periodic Cempany Report Nuniber: 940202013001 Age:  27YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
- —_t —_—— ———— =
Amnesia Neo Health Professional Accutane S Roche ORAL 40 4
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Date: 06/08/1995 ISR Number: 1616899-3

Report Type: Periodic

Company Report Number: 950200277001 Age:  19YR Gender:  Male
OQutcome PT Report Source Product Role Mannfacturer Ronte Dose/Unit  Duration
——  _ Repo Role
Depression Neo Consumer Accutane PS Roche ORAL 1
Emotional Distusbance Nos
Personality Disorder Nos
Date: 06/08/1995 ISR Number: 1616904-9 Report Type: Periodic Company Report Number: 940202034001 Age:  44YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Headache Nos Consumer Acoutane Ps Roche ORAL 40 6
Insomnia Nec
Parancia
Rectal Bleeding
Date: 06/08/1995 ISR Number: 1616906-2 Report Type: Periodic Company Report Number: 940202032001 Age: 20YR Gender:  Male
Outcome PT Report Source Product Role Manuf; Route Dose/Unit _  Duration
Dysphonia Health Professional Accutane S Roche ORAL 40 169
Laryngeal Neoplasm Nos
Date: 06/08/1995 ISR Number: 1616909-8 Report Type: Pedodic Company Report Number: 950200283001 Age:  17YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Agitation . Health Professional Accutane PS Roche ORAL 100 182
Amblyopia Nos .
Epistaxis
Hypertension Nos
Date: 06/08/1995 ISR Number: 1616926.8 Report Type: Periodic Company Report Number: 950200292001 Agei. 26YR Gender:  Female
Outcome PT Repoit Source Prodact Role Manufs Route Dose/Unit  Duration
Constipation Consumer Accutane PS Roche ORAL 80 1
Depression Neo Claritin c
Epistaxis
Myalgia
Date: 06/08/1995 ISR Number: 1616927-X Report Type: Peiodic Company Report Number: 940202039001 Age: 32YR Gender:  Female
Qutcome PT Report Soarce Produet Role Mnmfactnrer Route Dose/Unit Duration
Hypersensitivity Nos Health Professional Accutane PS Roche ORAL 80 2-
Nervoosness
Rash Maculo-Papular _
Unicaria Nos
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Date: 06/08/1995

ISR Number: 1616930-X Report Type: Periodic Company Report Number: 940201278001 Age:  20YR Gender:  Female
—— 2 v ReportSource _  Product Role_  Manufacturer Route Dose/Unit _ Duration
o —_— Rele_ —_—
H ion - Dysph Health Professional Accutane PS Roche ORAL 178
Initial or Prolonged Laryngitis Nos
Date: 06/08/1995 ISR Number: 1616947-5 Report Type: Periodic Company Report Number: 940202046001 Age:  25YR Gender:  Female
Outcome Pr Report Source Prodnct Role Manufacturer Route Dose/Unit  Duration
Apathy Consumer Accutane S Roche ORAL 40 2
Dizziness (Bxe Vertigo)
Nervousness
Sedation
Date: 06/08/1995 ISR Number: 1616963-3 Report Type: Pesiodic Company Report Number: 940201441001 Age:  19YR Gender:  Male
Outcome PT Report Source Product Role Manuf - Route Dose/Unit  Duration
Impotence Health Professional Accutane PS Roche ORAL 21
Date: 06/08/1995 ISR Number: 16170147 " Report Type: Periodic Company Report Number: 940201068001 Age:  25YR Gender:  Female
Outcome T Report Source Product Role Manuf; Route Dose/Unit _ Duration
- Role
Acoe Nog Health Professional Accutane Ps Roche ORAL 120
Alopecia
Depression Nec
Hair Disorder Nos
Date: 06/08/1995 ISR Number: 1617018-4 Report Type: Periodic ‘Company Report Number: 54920145500‘1« Age: 31YR Gender: . Pemale
Outcome Ll ReportSource - - - . Produet Role Manufscturer Route Dose/Unit  Duration
Anaemia Nos Consumer Accittasie PS Roche ORAL 80 41
; g.u Desogen C
Depression Nec
Headache Nos
Date: 06/08/1995 ISR Number: 1617030-5 Report Type: Periodic Company Report Number: 940202068001 Age:  14YR Gender:  Fepule
Outcome PT Report Source Product Role Manufactarer Route Dose/Unit  Duration _
Alopecia Consomer Accutane PS Roche ORAL
Coordination Abnommal Nos Proventil c
Dystonia
Emotional Disturbance Nos
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Date: 06/08/1995 ISR Number: 1617031-7

Report Type: Pediodic Campany Report Number: 940201469001 Age: 18 YR Gender:  Male
Outcome PT Report Source Product Role Manufs Route Dose/Unit =~ Duration
Chest Pain Health Professional Acoutane PS Roche ORAL
Palpitations Minocycline c
‘Tachycardia Nos
Date: 06/08/1995 ISR Number: 1617037-8 Report Type: Periodic Company Report Number: 9506200312001 Age:  17YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _  Duration
Condition Aggravated Consumer Accotane PS Roche ORAL 20 5
Depression Nec Prozac c 1
Date: 06/08/1995 ISR Number: 16170494 Report Type: Periodic Company Report Number: 940201498001 Age:  28YR Gender:  Female
Outcome - PT Report Source Prodnct Role  Mamufs Ronte Dose/Unit  Duration
Palpitations Health Professional Accutane PS Roche ORAL 80 5
Paraesthesia Nec
Tachycardia Nos
Date: 06/08/1995 ISR Number: 1617095-0 Report Type: Periodic Company Report Number: 940201022001 Age: Gender:  Female
Outeome PT Report Source Product ‘Role Manuf:  Rowte  Dose/Unit  Duration
Infection Nos Consumer Accutane Ps Roche ORAL 30 22
Myalgia
Date: 06/08/1995 ISR Number: 1617112-8 Report Type: Pesiodic Company Report Number: 940201013001 Age: 16 YR Gender:  Male
Outcome PT Report Source Product " Role Mamufacturer Route Dose/Unit  Duration
Amnesia Ne Consumer Accutane PS Roche ORAL 40 121
Depression Nec
Emotional Disturbance Nos
Thinking Abnormal Nec
Date: 06/08/1995 ISR Number: 1617113-X Report Type: Periodic Company Report Number: 940201808001 Age:  36YR Gender:  Male
Outcome T Report Source Product Role Manuf Route Dose/Unit  Duration
Insomnia Neo Health Professional Accutane Ps Roche ORAL 80 9
Date: 06/08/1995 ISR Number: 1617121-9 Report Type: Periodic Company Report Number: 940201005001 Age: 21 YR Gender:  Female
Ouicome PT Report Scarce Product Role Manufacturer Route Dose/Unit _ Duration
Emotional Disturbance Nos Health Professional Accutane PS Roche ORAL 40 41
Paranoia
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: 06/08/1995

ISR Number: 1617129-3

Report Type: Pesiodic Company Report Number: 940201004001 Age:  18YR Gender:  Male
'Outcome PT Report Source Product Role Manufacturer Route Dose/Unit = Duration
= Role
Apathy Health Professional Accutane PS Roche ORAL 180 32
Dermatitis Exfoliative Nos
Vasodilatation
Date: 06/08/1995 ISR Number: 16171414 Report Type: Peziodic Company Report Number: 940200990001 Age:  27YR Gender:  Female
Outeome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration_
Asthenia Consumer Accutane Ps Roche ORAL 40 10
Depression Nec
Refractive Errars Nos
Vasodilatation
Date: 06/08/1995 ISR Number: 1617151-7 Report Type: Periodic Company Report Number: 940202079001 Age:  15YR Gender:  Male
Outcome PT Report Source Product Role Manufs Route Dose/Unit ~ Daration
Depression Nec Consumer Accutane PS Roche ORAL 80 7
Headache Nos
Hostility
Date: 06/08/1995 ISR Number: 16171724 Report Type: Periodic Company Report Number: 950200338001 Age: 24 YR Gender:  Male
Outcome PT Source Product Role Manuf Route Dose/Unit ~ Duration _
- ——— ———— ReportSouree Role .
Asthenia Health Professional Accutane PS Roche ORAL 80 128
Chest Pain
Conversion Disorder
H; ipi ia Nos
Date: 06I08/1995 ISR Number: 1617178.5 Report Type: Periodic Company Report Number: 940201852001 Age:  25YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit Duration
Anhythmia Nos Consumer Accutane Ps Roche ORAL 60 93
Palpitations
Date: 06/08/1995 ISR Number: 16172134 Report Type: Periodic Company Report Number: 950200361001 Age: 16 YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Dry Skin Consumer Accotane Ps Roche ORAL 80 126
Lacrimal Disorder Nos
Thinking Abnormal Nec
Date: 06/08/1995 ISR Number: 1617225-0 Report Type: Periodic Company Report Number: 950200371001 Age:  15YR Gender:  Male
Ontcome PT Report Source Product Role Manuf; Route Dose/Unit Duration
Hallucination Nos Health Professional Accutane PS Roche ORAL 11
Pyrexia
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Date: 06/08/1995 ISR Number: 16172274

Report Type: Periodic Company Report Number: 940200933001 Age: 36 YR Gender:  Female
Onteome PT Report Source Product Role Manufacturer Route - Dose/Unit  Duration
e L Role Manufacturer
Amnesia Nec Health Professional Accutane PS Roche ORAL 60
Date: 06/08/1995 ISR Number: 1617228-6 Report Type: Periodic Company Report Number: 950200373001 Age:  12YR Gender:  Female
Outcome PT Report Source Product Role Manuf er Ronte Dose/Unit  Duration _
e e Rep y Role Route  DoseUnit
Alopecia Consumer Accutane PS Roche ORAL 60 3
Arthralgia
Emotional Disturbance Nos
Vomiting Nos
Date: 06/08/1995 ISR Number: 1617351-6 Report Type: Periodic Company Report Number: 940202142001 Age:'  47YR Gender:  Female
Outcome PT Report Source Product Role M Route Dose/Unit  Duration
Outcome ——  Repo Role
Palpitations Health Professional Accatane Ps Roche ORAL 40 66
Date: 06/08/1995 ISR Number: 1617368-1 Report Type: Periodic Company Report Number: 940202157001 Age:  32YR Gender:  Female
i Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
e—_ SeportSource — Zacmer Route Dose/Unit  Duration
| Headache Nos Health Professional Accutane PS Roche ORAL 40 8
Insomnia Nec .
' Myalgia
Date: 06/08/1995 ISR Number: 1617372-3 Report Type: Periodic Company Report Number: 940202154001 Age: 11 YR Gender:  Female
Outcome PT Report Source Produst ‘Role Manufacturer Route Dose/Unit  Duration _
Hufcome
Bone Disorder Nos Health Professional Accutane Ps Roche ORAL 40 152
Depersonalisation
Date: 06/08/1995 ISR Number: 1617390-5 Report Type: Pesiodic Company Report Number: 940202167001 Age:  30YR Gender:  Female
Outcome PT Report Source Product Role Manauf; Route Dose/Unit Duration
Outcome = Role
Depression Nec Consumer Accutane PS Roche
‘Date: 06/08/1995 ISR Number: 1617397-8 Report Type: Periodic Company Report Number: 940202193001 Age: 16 YR Gender:  Female
Outcome PT Report Soarce Product Role Manufacturer Route Dose/Unit  Duration __
- Solen
Emotional Disturbance Nos Health Professional Accutane PS Roche ORAL 50 43
Welght Decreased Norplant c
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Date: 06/08/1995

ISR Number: 1617431-5

Report Type: Periodic

Company Report Number: 940202179001 Age: 16 YR Gender: Male
Outcome PT Report Source Product Role Manuf, Route Dose/Unit _ Duration _
Depression Nec Health i A PS Roche ORAL 50
Emotional Distarbance Nos
Personality Disorder Nos
Date: 06/08/1995 ISR Number: 1617445-5 Report Type: Periodic Company Report Number: 940202414001 Age:  38YR Gender:  Female
Outcome PT Report Source Product Role Manufactarer Route Dose/Unit Duration
Amnesia Nec Health Professional Accutane PS Roche ORAL 60
Date: 06/08/1995 ISR Number: 16174571 Report Type: Pesiodic Company Report Number: 940202423001 Age: 28 YR Gender:  Female
Outcome PT Report Source Product Role Manufactarer Route Dose/Unit  Duration
Cerebral Oedema Consumer Accutane PS Roche ORAL 10 1
Conjunctivitis Nec
Depression Nec
Headache Nos
Date: 06/08/1995 ISR Number: 1617466-2 Report Type: Periodic Company Report Number: 940202443001 Age:  28YR Gender:  Male
Outcome PT Report Source Prodact Role Manufacturer Route Dose/Unit _ - Duration
Arthralgia Health Professional Accutane PS Roche ORAL 60
Myalgia
Palpitations
Date: 06/08/1995 ISR Number: 1617719-8 Report Type: Periodic Company Report Numbér: 940201014001 Age:  20YR Gender:  Female
Outcome PT Report Source Product Role Manuf Route Dose/Unit  Duration
Agitation Health Professional Accutane PS Roche ORAL 40 52
Date: 06/08/1995 ISR Number: 1617821-0 Report Type: Periodic Company Report Number: 940200960001 Age:  35YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Antimclear Factor Positive Health Professional Accutane PS Roche ORAL 120 117
Back Pain
Emotional Distarbance Nos
Headache Nos
Date: 06/08/1995 ISR Number: 16178337 Report Type: Periodic Company Report Number: 940200965001 Age: 42YR Gender:  Female
Outcome T Report Source Product Role Manufactarer Route Dose/Unit _ Duration
Benign Intracranial Health Professional Acenta s Roche RAL 15
Hypertension ne Ol 40 2
Emotional Disturbance Nos
08/03/2000
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06/08/1995

ISR Number: 1622453-4

08/03/2000

Report Type: Pesiodic Company Report Number: 950200390001 Age:  34YR Gender:  Male
Outcome PT Report Source Produet Role Manufe Route  _ Dose/Unit  Duration
—feome Po! Rote
Impotence Health Professional Accutane PS Roche ORAL 1
Testicular Disorder Nos
Date: 06/08/1995 ISR Number: 1622463-7 Report Type: Periodic Company Report Number: 950200392002 Age:  43YR Gender:  Male
Ostcome PT Report Source Product Role Manuf; Route Dose/Unit  Duration
Other Impotence Health Professional Accutane PS Roche ORAL 60
Date: 06/08/1995 ISR Number: 16224662 Report Type: Periodic Company Report Number: 950200392001 Age:  23YR Gender:  Male
Outcome PT Report Source Product Role Manufactarer Route Dose/Unit Duration
—_ Role
Other Tmpotence Health Professionat Accutane s Roche ORAL 80 67
Date: 06/08/1995 ISR Number: 1622481.9 Report Type: Periodic Company Report Number: 940201517001 Age:  40YR Gender:  Female
Outcome PT Report Souree Product Rale Mamufacturer Route Dose/Unit  Duration _
—_— [oe
Insomnia Neo Health Professional Accutane PS Roche ORAL 40 79
Nezvousness
P: thesia Nec
Date: 06/08/1995 ISR Number: 16224984 Report Type: Pesiodic Company Report Number: 940201529001 Age:  15YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
—_—_ po! —— s Rowte Dose/Unit  Duration
Acne Nos Health Professional Accutane PS Roche ORAL 80 154
Asthenia
Depression Nec
Otilis Media Nos
Date: 06/08/1995 ISR Number: 16225084 Report Type: Periodic Company Report Number: 950200423001 Age:  18YR Gender:  Male
Outcome PT Report Source Product Role M; Route Dose/Unit Duration
Depression Nec Consumer Accutane PS Roche 185
Dermatitis Nos
Hyperaesthesia
Vasodilatation
Date: 06/08/1995 ISR Number: 16225114 Report Type: Periodic Company Report Number: 940201566001 Age:  TYR Gender:  PFemale
Outcome PT Report Source Product Role Mannfacturer Route Dose/Unit  Duration _
Abnormal Dreams Health Professional Accatane PS Roche ORAL 20
Tooth Discolouration
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Date: 06/08/1995

ISR Number: 1622512-6

Report Type: Periodic Company Report Number: 950200422002 Age: 24 YR Gender:  Female '
Outcome PT Report Source Product Role Manuf Route Dose/Unit _ Duration
Acne Nos Consumer Accutane PS Roche ORAL 79
Condition Aggravated
Depression Nec
Date: 06/08/1995 ISR Number: 1622534-5 Report Type: Periodic Company Report Number: 940201597001 Age: 31 YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  'Duration
Palpitations Health Professional Accutane Ps Roche ORAL 80 43
Tachycardia Nos Prozac c
Date: 06/08/1995 ISR Number: 1622576-X Report Type: Periodic Company Report Number: 940201621001 Age:  ISYR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Gingivitis Health Professional Accutane PS Roche ORAL 39
Metal Poisoning
Palpitations
Date: 06/08/1995 - ISR Number: 1622634-X Report Type: Expedited (15-Day) Company Report Number: 950200467001 Age: 16 YR . Gender:  Female
Outcome PT 1t Source Product Role M. Route Dose/Unit Duration
Disability Coversion Disorder Health Professioial Accutane Ps Roche ORAL 80 28
Depression Nec
Headache Nos
Syncope
Date: 06/08/1995 ISR Number: 1622665-X Report Type: Periodic Company Report Nunther: 940201693001 Age:  39YR Genders  Male
Outcome PT Report Source Product Rele Manufacturer Route Dwe/l]_nit Duration
Impotence Health Professional Accutane Ps Roche ORAL
Date: 06/08/1995 ISR Number: 1622666-1 Report Type: Periodic Company Report Number: 940201705001 Age: 21 YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit. Duration
Depression Nec ‘Health Professional Accutane PS Roche ORAL 20 32
Erythromycin o}
Hytone C
Ortho-Cept c
Date: 06/08/1995 ISR Number: 1622767-8 Report Type: Periodic Company Report Number: 950200496001 Age: 24 YR Gender:  Female
Outcome PT Report Source Product Role Mannuf; Route Dose/Unit  Duration
Agitation Health Professional Accutane PS Roche ORAL 17
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Date: 06/08/1995

ISR Number: 1622771-X

Report Type: Pesiodic

Company Report Nmuber; 950200501001 Age: Gender:  Female
Outcome PT Report Source Product Role Manufs Route Dos/Unit  Duration
Insomnia Nec Consumer Accutane Ps Roche ORAL ‘
Nervousness
Date: 06/08/1995 ISR Number: 1622809-X Report Type: Periodic Company Report Number: 950200514001 Age:  17YR Gender: Male
Outcome PT Report Source Product Role M Route Dese/Unit  Duration
Other Amnesia Neo Health Professional Acntane Ps Roche ORAL
Date: 06/08/1995 ISR Number: 1622817-9 Report Type: Periodic Company Report Number: 950200080001 Age: 22YR Gender: Male
Qutcome PT Report Source Product Role Manufs Route Dose/Unit  Duration _
Degression Nec Consumer Accntane Ps Roche ORAL 185
‘Drug Withdrawal Syndrome
Date: 06/08/1995 ISR Number: 1622848-9 Report Type: Periodic Company Report Number: 950200090001 Age:  20YR Gender:  Male
Outcome PT Report Source Product Role Mannf; Route Dose/Unit Duration
Libido Decreased Consumer Accatane PS Roche ORAL 40 106
Date: 06/08/1995 ISR Number: 1622892-1 Report Type: Periodic Company Report Number: 950200111001 f\ge: 15YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit =~ Duration
. Depression Nec Health Professional Accatane PS Roche ORAL 80 20
Granuloma Nos
Skin Hypestrophy
‘Weight Decreased
Date: 06/08/1995 ISR Number: 16229823 Report Type: Periodic Company Report Number: 950200185001 Age:  29YR Gender:  Female
Outcome PT Report Source Product Role Manufs Route Dose/Unit  Duration
Depression Nee Consumer Accutane PS Roche ORAL 80 182
Date: 06/08/1995 ISR Number: 1623067-2 Report Type: Periodic Company Report Number: 950200598001 Age:  18YR Gender:  Female
Outcome PT Report Source Product Role Mannf; Route Dose/Unit _ Duration
Cheilitis Consumer Accutane PS Roche ORAL 20 31
Dry Skin Aloe c
Emotional Disturbance Nos Viamin B
Peripheral Vascular Disease Nos ‘tamin B Complex ¢
Vitamin B [of
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Date: 06/08/1995

ISR Number: 1623765-0

Report Type: Periodic

Company Report Number: 940202430001 Age: 23 YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Acne Nos Consumer Accutane PS Roche ORAL
Depression Nec
Drug Ineffective
Date: 06/08/1995 ISR Number: 1623809-6 Report Type: Periodic Company Report Number: 950200003001 Age:  30YR Gender:  Female
Outcome PT Report Source Product Role Manuf: Route Dose/Unit _ Duration
Asthenia Health Professional Accutane PS Roche ORAL 40 26
Emotional Disturbance Nos Demmlen c
Headache Nos
Hypoaesthesia
Date: 06/08/1995 ISR Number: 1623859-X Report Type: Periodic Company Report Number: 950200060001 Age: 29 YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Nervousness Consumer Accntane PS Roche ORAL 80
Rigors
Sweating Increased
Vasodilatation
Date: 06/08/1995 ISR Number: 1623875-8 Report Type: Periodic Company Report Number: 950200062001 Age:  18YR Gender:  Female
Outeomne PT Report Sonrce Product Role Manuf; Route Dose/Unit  Duration
Anorexia Consumer Accutane PS Roche ORAL 40 152
Emotmnal Disturbance Nos Vitami c
‘Vomiting Nos
Weight Decreased
Date: 06/08/1995 ISR Number: 1623877-% Report Type: Periodic Company Report Number: 950200086001 Age:  27YR Gender: Male
Outcome PT Report Source Product Role Manufacturer Ronte Dose/Unit Duration
Alopecia Consumer Accutane PS Roche ORAL 40 123
Cheilitis Alcohol 8s
Depression Nec
Dry Skin
Date; 07/31/1995 ISR Number: 1624202-2 Report Type: Expedited (: 15-Day) Company Report Number: 48073 Age: 23YR Gender: Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _  Duration
Death Suicide Attempt Foreign Roaccutane PS Roche ORAL 366
Health Professional
08/03/2000 '
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Date: 09/19/1995 ISR Number: 1641671-2

Report Type: Expedited (15-Day)

Company Report Number: 49144 Age: 3YR Gender:  Female
Outcome PT Report Sonrce Product Role M Route Dose/Unit _ Duration _
Hospitalization - Haemarrhagic Stroke Foreign Roaccutane Ps Roche ORAL 10 677
Initial or Prolonged Headache Nos
Nausea
Personality Disorder Nos
Date: 09/19/1995 ISR Number: 1643903-3 Report Type: Expedited (15-Day) Company Report Number: 48312 Age: 16 YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit Duratlon
Other Hostility Health Professional Accutane PS Roche ORAL 60
Non-Accidental Injury
Persanality Disorder Nos
Date: 09/19/1995 ISR Number: 1644960-0 Report Type: Expedited (15-Day) Company Report Number: 50851 Age: 18 YR Gender:  Female
Outcome PT Report Source Product Role Mamnfacturer Route Dose/Unit = Duration _
) ization - D Nee Foreign Roaccutane PS Roche ORAL 25 u3
Initial or Prolonged Suicide Attempt Health Professional o Acetate c
) Ethinyl Bstradiol c
Date: 09/19/1995 ISR Number: 1644980-6 Report Type: Expedited (15-Day) Company Report Number: 50853 Age: 28 YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Life Threatening Depression Nec Foreign Roaccutane PS Roche ORAL 35 206
Hospitalization - Suicide Attempt Health Professional Lexomil c
Initial or Prolonged Lodiomil c
Date: 09/29/1995 ISR Number: 1649674-9 Report Type: Expedited (15-Day) Company Report Number: 45948 Age:  19YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Hospitalization - Confusion Foreign Roaccutane Ps Roche ORAL 20 201
TritillerProlonged  Degersonalisation Health Professional Cannabis c
Personality Disorder Nos
Schizophrenia Nos
Date: 10/03/1995 - ISR Number: 1651791-4 Report Type: Expedited (15-Day) Company Report Number: 51403 Age: 23YR Gender:  Female
Outcome PT &gnn Source Product Role Manuf; Route Dose/Unit . Duration
Life-Threateni Non-Accidental Overdose Foreign Roaccutane PS Roche ORAL 120
Suicide Attt Health Professionl Lysanxia ss ORAL
Unintended Pregnancy
Trinordiol C
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ISR Number: 1663144-3

Report Type: Bxpedited (15-Day)

Company Report Number: 52115

Age: Gender:  Male
PT Report Source Product Role » Route Dose/Unit  Duration _
Hallucination Nos Foreign Roaccutane PS Roche ORAL 40 7
Psychotic Disorder Nos Health Professianal
Date: 10/27/1995 ISR Number: 1663233-3 Report Type: Expedited (15-Day) Company Report Number: 50223 Age:  15YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration _
Other Asthenia Health Professional Accutane PS Roche ORAL 80 228
Depression Nec Claritin c
Emotional Disturbance Nos Paxt
Suicide Attemmpt axil ¢
Date: 11/07/1995 ISR Number: 1664531-X Report Type: Expedited (15-Day)} Company Report Number: 52660 Age:  19YR Gender:  Male
Outcome PT Report Source Product Role Manuf; Route Dose/Unit  Duration
Hospitalization - Depression Nec Consumer Accutane PS Roche ORAL 366
Initial or Prolonged Hallucination Nos
Parancia
Schizophrenia Nos
Date: 10/31/1995 ISR Number: 1665438-4 Report Type: Expedited (15-Day) Company Report Number: 52563 Age:  17YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit . Duration .
Life-Th Non-Accidental Overdose Health Professional Accutane PS Roche ORAL 80 141
Suicide Attempt N
Tylenol W/Codeine No. 3 SS R W Johnson 1
Thinking Abnormal Nec Y -
Date: 11/13/1995 ISR Number: 1671043-6 Report Type: Expedited (15-Day) Company Report Number: 52947 Age: 22YR Gender:  Male
(f!ntcom PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Death Hepatic Function Absormal Nos  opgumer Accutane PS Roche ORAL
Non-Accidental Injury
Svicide Attempt
Date: 12/05/1995 ISR Number: 1682383-9 Report Type: Expedited (15-Day) Company Report Number: 53857 Age:  17YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit Duration
Life-Threatening Asthenia Foreign Roaccutane PS Roche ORAL 107
Hospitalization - Deprescion Nee Health Professional
Initial or Prolonged Insomnia Nec
Suicide Attempt
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Date: 01/18/1996

ISR Number: 1691903-X

Report Type: Expedited (15-Day)

Company Report Number: 55633 Age:  29YR Gender:  Female
Outcome PT Report Source Product Role Mannf; Route ) Dose/Unit  Daration
Life-Threatening Depression Nec Foreign Roaccutane PS Roche ORAL 35 206
Hospitaization - Suicide Aternpt Health Professional Lexomil ss Upjoha ORAL 18
Initial or Prolonged Ludiomil c
Maprotiline C
Date: 0130/1996 ISR Number: 17007732 Report Type: Expedited (15-Day) Company Report Number: 56829 Age:  19YR Gender:  Male
QOutcome PT Report Source Product Role Mauufacturer Route Dose/Unit  Duration
Life-Threatening Suicide Attempt Fareign Roaccotane PS Roche ORAL 122
Health Professional
Date: 02/27/1996 ISR Number: 1713235-3 Report Type: Expedited (15-Day) Company Report Number: 58392 Age:  20YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Life-Threatening Amnesia Nec Foreign Accutane PS Roche ORAL 62
Hospitalization - M‘TJ“.DW"“V"' DisorderNos  pe.h: professional
Initial or Prolonged Thinking Abnormal Nec
Disability
Date: 02/23/1996 ISR Number: 1718090-3 Report Type: Expedited (15-Day) Company Report Number: 57993 Age: 16 YR Gender:  Female
Outcome PT Report Source Product Role Manufscturer Route Dose/Unit _ Durati
Hospitalization - Aphasia Foreign Roaccutane PS Roche ORAL 150
Tnitial or Prolonged Cerebral Artery Thrombosis
Headache Nos
Hemiplegia
Date: 03/06/1996 ISR Number: 1720890-0 Report Type: Expedited (15-Day) Company Report Number: 58625 Age:  17YR Gender:  Female
Outcome PT Report Source Prodact Role Manuf: Route DOSWII!t Du; ati
Hospitalization - Aphasia Foreign Roaccutane PS Roche ORAL 20 89
Initial or Prolonged Cerebral Artery Thrombosis Health Professional '
Headache Nos
Hemiplegia
Date: 04/30/1996 ISR Number; 1745385-X Report Type: Expedited (15-Day) Company Report Number: 61784 Age: Gender:  Male
Outcome PT Report Source i Product Role Manuf; er Route Dose/Unit Duration
Life-Threatening Suicide Attempt Health Professional Accutane S Roche ORAL
08/03/2000
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Date: 04/30/1996

wmber: 1747358-X

Report Type: Direct Company Report Number: Age:  22YR Gender:  Male
Outcome PT Report Source Product Role Manufs Route Dose/Unit  Duration
Death Suicide Attempt Health Professional Accutane PS Roche 37

Date: 06/13/1996 ISR Number: 17630274 Report Type: Periodic Company Report Number: 950200692001 Age:  18YR Gender:  Male
Outcome PT Report Source Product Role Manufs Route Dose/Unit  Duration
Other Anxiety Nec Health Professional Accutane PS Roche 158

Insomnia Nec Kenalog c 1

Date: 06/13/1996 ISR Number: 1763037-7 Report Type: Periodic Company Report Number: 950200685001 Age: 21 YR Gender: Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit Duration
Other Agitation Consumer Accutane PS Roche ORAL 20 22

Condition Aggravated Ritalin c

Date: 06/18/1996 ISR Number: 1763058-4 Report Type: Expedited (15-Day) Company Report Number: 63060 Age:  21YR Gender:  Female
Outcome PT Report Source Product Role Manuf; Route Dose/Unit  Duration
Hospitalization - Suicide Attempt Foreign Roaccntane Ps Roche ORAL 40 163
Initial o Prolonged Health Professional Trinordiol C

Date: 06/13/1996 ISR Number: 1763094-8 Report Type: Periodic Compatiy Report Number: 950200643001 Age:  34YR Gender:  Female
Outcome PT Report Source Product Role Manuf: Route Dose/Unit _ Duration
Other Dyspareunia Nec Consumer Accutane Ps Roche ORAL 20 118

Epistaxis
Headache Nos
Vaginal Discharge

Date: 06/13/1996 ISR Number: 1763098-5 Report Type: Periodic Company Report Number: 950200636001 Age:  1SYR Gender:  Female
Outcome PT "Report Source Product Role Manufucturer Route Dose/Unit  Duration
Other Emotional Disturbance Nos Health Professional Accutane Ps Roche ORAL

Hostility i
y Erythromycin [o]

Date: 06/13/1996 ISR Number: 1763106-1 Report Type: Periodic Company Report Number: 950200621001 Age:  29YR Gender: . Female
Outcome PT Report Source Product Role » Route Dose/Unit - Duration
Other Bone Disorder Nos Consumer Accutane Ps Roche ORAL 80

Depression Nec
08/03/2000
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Date: 06/13/1996

ISR Number: 1763108-5

Report Type: Periodic

Company Report Nomber: 950200620001 Age:  29YR Gender:  Female
Outcome PT Report Source Product Role Route Dose/Unit _  Duration
—_— —_——
Other Alopecia Consumer Acontane Ps Roche ORAL 80
Condition Aggravated L
Amitriptyline o]
Emotional Disturbance Nos
Date: 06/13/1996 ISR Number: 1763402-8 Report Type: Periodic Company Report Number: 950200678001 Age: 16 YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit = Duration
Disability Cheilitis Consumer Accutane PS Roche ORAL 80
Depression Nec
Epistaxis
Vomiting Nos
Date: 06/13/1996 ISR Number: 1767948-§ Report Type: Periodic Company Report Number: 51642 Age: Gender:  Unknown
Outcome PT Report Source Product Role Mannfacturer Route Dose¢/Unit  Duration
s ——————  ReportSource Role —==nt luration
Other Bumotional Distutbance Nos Health Professional Accutane PS Roche ORAL
Date: 06/13/1996 ISR Number: 1769065-X Report Type: Periodic Company Report Number: 61373 Age:  28YR Gender:  Female
Outcome PT Report Source Product Role Mamufactarer Route Dose/Unit = Duration _
— ReportSource Role
Othier Alopecia Health Professional Acestane PS Roche ORAL 40 7 .
Anxiety Nec
Dry Skin
‘Tachycardia Nos
Date: 06/13/1996 ISR Number: 1769070.3 Report Type: Periodic Company Report Number: 950200686001 Age: Gender:  Male
Outcome PT Report Souree Product Role M: Route Dose/Unit Duration
_—_— [ote =T
Other Emotional Disturbance Nos Consumer Accutane PS Roche ORAL 40
Date: 06/13/1996 ISR Number: 1769071-5 Report Type: Periodic Company Report Number: 43985 Age: 18YR Gender:  Male
Qutcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Depression Nec Health Professional Accutane PS Roche ORAL 9t
Date: 06/13/1996 ISR Number: 1769081-8 Report Type: Periodic Company Report Number: 52188 Age:  18YR Gender:  Female
Outcome PT ort Source Product Role Manufs Route Dose/Unit Duration
Hospitalization - Chest Pain Health Professional Accutane PS Roche ORAL 40 51
Initial or Prolonged Hypfte-.mun Nyquil c 1
Palpitations
Tachycardia Nos Desogen ¢
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Date: 06/13/1996 ISR Number: 1769088-0

Report Type: Pesiodic

Company Report Number: 47315 Age: 16 YR Gender:  Female
Oateome Pr Report Source Produet Role  Mamfacturer Route Dose/Unit  Daration _
Mutcorme 0 Role
Other Hostility Health Professional Accutane PS Roche ORAL 60 122
Mania Demulen c
Nervonsness c
Thinking Abnormal Nec Anagrox )
Date: 06/13/1996 ISR Number: 1769139-3 Report Type: Periodic Company Report Number: 55348 Age: 35YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration _
Other Impotence Health Professional Acentane PS ! Roche ORAL 10
Date: 06/13/1996 - ISR Number: 1769374-4 Report Type: Periodic Company Report Number: 56892 Age:  14YR Gender:  Male
Outcome PT Report Source Product Role Manufactarer Route Dose/Unit _ Duration
Other Personality Disorder Nos Health Professional Accatane PS Roche ORAL 40 62
Date: 06/13/1996 ISR Number: 1769385-9 Report Type: Periodic Company Report Number: 56830 Age: 19YR Gender:  Female
Outcome PT Report Source Product Role Manufs Route Dose/Unit  Duration
Other Dysphonia Health Professional Accutane PS Roche ORAL 60
Date: 06/13/1996 ISR Number: 1769404-X Report Type: Periodic Company Report Number: 57286 Age: 26 YR Gender:  Female
Outcome PT Report Source Product Role M Ronte Dose/Unit ~ Duration
Other Personality Disorder Nos Health Professional Accutane PS Roche ORAL 40 215
Kenalog C
Date: 06/13/1996 ISR Number: 17694117 Report Type: Periodic Company Report Number: 57292 Age:  33YR Gender:  Female
Ontcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
— ReportSomrce Role_ _—
Other Dysphonia Health Professional Accutane PS Roche ORAL 182
Zoloft c
Retin-A c
Date: 06/13/1996 ISR Number: 1769472-5 Report Type: Pesiodic Company Report Number: 57845 Age: 16 YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Aggton T I
Othér Agitation Health Professional Accutane PS Roche ORAL 60 142
Emotional Disturbance Nos
Personality Disorder Nos
08/03/2000
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Date: 06/13/1996 ISR Number: 1769482-8

Report Type: Periodic Company Report Number: 57900 Age:  30YR Gender:  Female
Outcome PT Report Source Product Role Manufs Ronte Dose/Unit  Duration
—_— 2 i Role
Other Amnesia Nec Consumer Accutane PS Roche ORAL 40 121
Tooth Disorder Nos
Utine Abnormal Nos
Vaginal Discharge -
Date: 06/13/1996 ISR Number: 17695032 Report Type: Periodic Company Report Number: 58042 Age: 42 YR Gender:  Male
Qutcome PT Report Source Product Role Manuf; Route Dose/Unit _ Duration _
~utcome = po Role
Other Conjunctivitis Nec Consumer Accutane PS Roche ORAL 120 150
Dezmatitis Bullous Unipres c
Emotional Distusbance Nos c
Seborhoea Kanax
Date: 06/13/1996 ]SR’Number: 1769518-4 Report Type: Periodic Company Report Number: 58218 Age: Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration _
—_— _.\_ ——— —— ——————
Other Agitation Consumer Accutane PS Rode ORAL 50
Depression Nec X
Date: 06/13/1996 ISR Number: 1769592-5 Report Type: Periodic Company Report Number: 48220 Age:  19YR Gender:  Female
Outcome PT Report Soarce Product Role Manufacturer Route Dose/Unit Duration
Outcome p n Role  Manufacturer
Other Amnesia Nec Healthi Professional Accutane PS Roche ORAL 60 108
Personality Disorder Nos
Date: 06/13/1996 ISR Number: 1769623-2 Report Type: Periodic Company Report Number: 48842 Age:  17YR Gender:  Male
Quieome o pr ReportSource  Product Role  Manuf Route Dose/Unit  Duration _
i N
Other Depression Nec Health Professional Accutane PS Roche ORAL 60 85
Date: 06/13/1996 ISR Number: 1769689-X Report Type: Pesiodic Company Report Number: 49468 Age: Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
. T ———— ReportSouree Role
Other Alopecia Consumer Accutane Ps Roche ORAL
Dermatitis Nos
Emotional Disturbance Nos
Pruritus
Date: 06/13/1996 ISR Number: 1770987-4 Report Type: Periodic Company Report Number: 50458 Age:  16YR Gender:  Male
Outcome PT Tt Source Product Role Manufi Route Dose/Unit Duration
e —____ _ ReportSo Role |
Other Depression Nec Consumer Accutane PS Roche ORAL 80 %
Emotional Disturbance Nog
Sedation
08/03/2000
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Date: 06/13/1996 ISR Number: 17710029 Report Type: Periodic

Company Report Number: 50548 Age:  37YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Slcome W 000 i ReportSource Role
Other Depression Nec Health Professional Accutane Ps Roche ORAL 118
Date: 06/13/1996 1SR Number: 1771105-9 Report Type: Periodic Company Report Number: 46702 Age:  25YR Gender:  Female
Outcome PT Report Source Product Role Manuf; er Route Dose/Unit _ Duration
—_— "’ po! Route — Duration
Other Anxiety Nec Consumer Accutane PS Roche ORAL 20 65
Condition Aggravated Ativan c
Depression Nec
Headache Nos
Date: 06/13/1996 ISR Number: 1771152-7 Report Type: Periodic Company Report Number: 53831 Age:  17YR Gender:  Female
Outcom PT Report Souree Product Role Manufacturer Route Dose/Unit  Duration . _
—Heome @000 -
Hospitalization - Dep Neo Health Professional Accuitane PS Roche ORAL 50 157
Initial or Prolonged Headache Nos
Menamhagia
Pruritas
Date: 06/13/1996- ISR Number: 1771157-6 Report Type: Periodic Company Report Number: 47029 Age:  15YR Gender:  Female
Outcome PT rt Source Product Role Manufs Route Dose/Unit Duration
—fcome Role 205l . Duration
Other Dysphonia Health Professional Accutane PS Roche ORAL 60
Laryngitis Nos
Pharyngitis Nos
Date: 06/13/1996 ISR Number: 1771230-2 Report Type: Periodic Company RepottN\m‘!ller: 46616 Age: ISYR Gender:  Male
Outcome PT Report Source Product Role Mannf Route Dose/Unit Duration
e — SeportSource _ —_—
Other Depression Nec Health Professional Accutane Ps Roche ORAL 80 173
Emotional Disturbance Nos
Date: - 06/13/1996 ISR Number: 1771265-X Report Type: Periodic Company Report Number: 46069 Age: 19YR Gender:  Female
Outcome ‘PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
e — _—_——
Other Emotional Distnrbance Nos Consumer Accutane PS Roche ORAL 80
Melaena Ventolin c
Date: 06/13/1996 ISR Number: 1771285-5 Report Type: Periodic Company Report Number: 43952 Age: 16 YR Gender:  Male
Outcome - PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Agitation : Consumer Accutane PS Roche ORAL 40
Emotional Disturbance Nos
Hostility
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Date: 06/13/1996 ISR Number: 17713253 Report Type: Periodic Company Report Number: 45046

Age:  32YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
T — =eportSource Role
Other Anthralgia Consurer Accutane PS Roche ORAL 40
Emotional Disturbance Nos
Headache Nos
Pain Nos
Date: 06/13/1996 ISR Number: 1771347.2 Report Type: Periodic Company Report Number: 44941 Age: 48 YR Gender:  Male
Outeome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
T —— =cportSource —_—  _ Roe_
Other Back Pain Consumer Accatase PS Roche ORAL 80
Depression Nec Capoten c
Clindamycin Cc
Date: 06/13/1996 ISR Number: 17713617 Report Type: Periodic Company Report Number: 51284 Age: Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Seeme M ReportSource Role Dose/Unit = Duration
Other Depression Nec Health Professional Acentane PS Roche ORAL 40 12
Date: 06/13/1996 ISR Number: 1771372.1 Report Type: Periodic Company Report Number: 51460 Age:  17YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Ronte Dose/Unit Duration .
Other Depression Nec Health Professional Accutane PS Roche ORAL 80 121
Date: 06/13/1996 ISR Number: 17713794 Report Type: Periodic Company Report Number: 44384 Age: 16 YR Gender:  Male
Outcome PT Report Source Product Rale Manufacturer Route Dose/Unit  Duration
ot —— —_— —
Other Thinking Abnormal Nec Health Professional Accntane PS Roche ORAL 97
Ventolin [o}
Date: 06/13/1996 ISR Number: 1771404-0 Report Type: Periodic Company Report Number: 43915 Age:  I5YR Gender:  Male
Outcome PT Report Source Product Role Mannuf: Route Dose/Unit _  Duration
Other Conjunctivitis Nec Consumer Accutane PS Roche ORAL 40 147
Depression Nec
Emotional Disturbance Nos
Thinking Abnormal Nec
Date: 06/13/1996 ISR Number: 1771508-2 Report Type: Periodic Company Report Number: 52417 Age:  19YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Ronte Dose/Unit . Duration
" —— —— hmacurer == Route
Other Depression Nec Consomer Accutane PS Roche ORAL
Palpitations
Sedation

08/03/2000




Date: 06/13/1996

ISR Number: 1771509-4

Report Type: Periodic Company Report Number: 52419 Age 2IYR Gender:  Female
Outcome PT Report Source Product Role Manufs Route Dose/Unit  Duration
————  _ ReportSom = el Dumeflon
Other Depression Nec Consumer Accutane PS Roche ORAL 80 182 .
Hepatic Function Abnosmal Nos
Date: 06/13/1996 ISR Number: 1771523.9 Report Type: Pesiodic Company Report Number: 52538 Age:  ITYR Gender:  Male
Qutcome PT Report Source Product Role Manufactarer Route Dose/Unit  Duration
- =tportSource Role
Other Depression Nec Health Professional Accutane Ps Roche ORAL 40 188
Date: 06/13/1996 ISR Number: 17715574 Report Type: Periodic Company Report Number: 52593 Age:  20YR Gender:  Female
Duteme 1) e ort § P ct Role Mannfacturer Route Dose/Unit  Duration
—eome . Report Source rodu Zoute  Dose/Unit  Duration
Other Insomnia Nec Health Professional Accutane Ps Roche ORAL 60 2
Menstrual Disorder Nos .
TavistD
Nervousness
Date: 06/13/1996 ISR Number: 17715732 Report Type: Periodic Company Report Number: 51277 Age:  25YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Daration _
P Adhorn ———— T .
Other Asthenia Health Professional Accutane Ps Roche ORAL 44
Depression Nec -
Date: 06/13/1996 ISR Number: 1771616-6 Report Type: Periodic Company Report Number: 52078 Age: 20 YR Gender:  Male
Outcome PT Report Source Product Roke Mannfacturer Route Dose/Unit  Duration _
Other Amblyopia Nos Health Professional Accutane Ps Roche ORAL 60
‘Thinking Ab: Nec
Date: 06/13/1996 ISR Number: 1771657-9 Report Type: Periodic Company Report Number: 50868 Age: 31 YR Gender:  Female
Outcome PT Report Souree Product Role Manufacturer Route Dose/Unit  Duration
Other Palpitations Health Professional Accutane Ps Roche ORAL 20
Date: 06/13/1996 ISR Number: 1771670-1 Report Type: Periodic Company Report Number: 50875 Age:  ISYR Gender:  Male
Outcome rr Report Source Product Role Manufactorer Route Dose/Unit _ Duration _
ot  ————————— ReportSomce Sels
Other Depression Nec Consomer Accutane Ps Roche ORAL 120 121
Prozac C 133
Date: 06/13/1996 ISR Number: 1771675-0 Report Type: Periodic Company Report Number: 52348 Age:  31YR Gender:  Female
Outcome PT . Report Source Product . Role Manufacterer Route Dose/Unit _ Duration
Other Agitation Health Professional Accutane PS Roche ORAL 40 98
C.ondmon Aggravated p
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Date: 06/13/1996 ISR

ber: 1771696-8 Report Type: Periodic

Company Report Number: 50978 Age: 33YR Gender:  Female
Outcome ‘ PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
- —_—— SeportSouree lele —_—
Other Dry Skin Consumer Accutane PS Roche ORAL 40 32
Emotional Disturbance Nos
Headache Nos
Date: 06/13/1996 ISR Number: 1771714-7 Report Type: Periodic Company Report Number: 51000 Age: 64 YR Gender:  Male
Outcome PT Report Source Product Role ~ Manufacturer Route - Dose/Unit  Duration
feome @000 po Role iration
Other Difficalty In Micturition Consumer Accutane PS Roche ORAL 40 121
Bpistaxis
Lopressor C
Hypq-glycamyia Nos
Impotence
Date: 06/13/1996 ISR Number: 1771734.2 Report Type: Periodic Company Report Number: 60241 Age:  32YR Gender:©  Remale
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration _
Other Emotional Disturbarice Nos Consumer Accatane PS Roche ORAL 30 416
Hyperkinetic Syndrome )
Joint Disorder Nos
Rhinitis Nos
Date: 06/13/1996 ISR Number: 1771741-X Report Type: Periodic Company Report Number: 60330 Age:  38YR Gender:  Female
Outcome PT Report Source Product Role Manufactorer Route Dose/Unit  Duration _
e SeportSource = )
Other Acne Nos Health Professional Accutane PS . Roche ORAL 80 194
Breast Enlargement
Emotional Disturbance Nos
Myalgia
Date: 06/13/1996 ISR Number: 17717482 Report Type: Periodic Company Report Number: 60066 Age:  22YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
S —— —_—
Other Agitation Consumer Accutane PS Roche ORAL 40 433
Depression Nec
Date: 06/13/1996 ISR Number: 17717524 Report Type: Periodic Company Report Number: 58876 Age: Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
e oo———————_ ReportSowree lote
Other Cough Cansummer . Accutane PS _ Roche ORAL
Palpitations
Date: 06/13/1996 ISR Number: 1771753-6 Report Type: Periodic Company Report Number: 58905 Age:  17YR Gender: Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Outcome ep Role
Other Migraine Nos Health Professional Acoutane PS Roche ORAL 60 140
Sleep Disorder Nos .
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Date: 06/13/1996

ISR Number: 1771754-8 Report Type: Periodic Company Report Number: 58890 Age: Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit =~ Duration
Suteome Role -
Other Libido Decreased Health Professional Accutane s Roche ORAL
Date: 06/13/1996 ISR Number: 17717834 Report Type: Pesiodic Company Report Number: 59009 Age:  14YR Gender:  Male
Outcome ReportSource  Product Role  Manufacturer Route Dose/Unit _ Duration _
_— Role
Other Emotional Disturbance Nos Health Professional Accutane PS Roche ORAL 80
Date: 06/13/1996 ISR Number: 1771785.8 Report Type: Peiodic Company Report Number: 60323 Age:  20YR Gender:  Female
Outcome PT Report Souree Product Role Manufacturer Route Dose/Unit  Duration _
Outcome pol Role
Other Depression Nec Health Professional Acoutane PS Roche ORAL
Date: 06/13/1996 ISR Number: 1772242-5 Report Type: Periodic Company Report Number: 58658 Age:  25YR Gender:  Female
Outcome PT 1t Source Product Role Manufactarer Route Dose/Unit  Duration
- —
Other Amniesia Nec Health Professional Accutane Ps Roche ORAL 50 51
Demalen C.
Date: 06/13/1996 ISR Number: 17722474 Report Type: Periodic Company Report Number; 58651 Age:  20YR Gender:  Female
Outcome PT ort Source Product Role -  Mannfacturer Route Dose/Unit . Duration _
e ————— ——  ReportSource Role_
Other Asthenia Health Professional Accutane PS Roche ORAL 40
Insomnia Nec
Date: 06/13/1996 ISR Number: 1772470.9 Report Type: Periodic Company Report Number: 60819 Age: 28 YR Gender:  Female
Outcome PT Report Source Produet Role Manufacturer Route Dose/Unit  Duration _
Other Aumnesia Nec Consumer Accutane PS Roche ORAL 1 184
Rectal Bleeding
Tremor Nec
Vitreous Disorder Nos
Date: 06/13/1996 ISR Number: 17724874 Report Type: Periodic Company Report Number: 61036 Age: 28 YR Gender:  Female
Outcome PT Report Source Product Role Manuf; Route Dose/Unit Duration _
Other Depression Nec Consumer Accutane PS Roche ORAL 80 1
Headache Nos
Pain Nos
Pamesthesia Nec
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Date: 06/13/1996

ISR Number: 1772537-5 Report Type: Periodic

Company Report Number: 60875 Age:  17YR Gender:  Female
Outcome PT Report Source Product - Role Manufs Route Dose/Unit _ Duration
Outcome Role_
Other Dry Eye Nec Health Professional Accutane PS Roche ORAL 60 61
Emotional Disturbance Nos
Refractive Errors Nos
Date: 06/13/1996 ISR Number: 1772591-0 Report Type: Pesiodic Company Report Number: 59965 Age: 52 YR Gender: Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit Duration _
" —— Role S losefUnit
Other Amuesia Neo Health Professional Accutane PS Roche ORAL 20 353
Tetracycline C
Date: 06/13/1996 ISR Number: 1772999.3 Report Type: Periodic Company Report Number: 45203 Age:  14YR Gender:  Male
Outcome PT Report Source Prodnct Role Manufacturer Route Dose/Unit = Duration _
————  ReportSource
Other Asthenia Health Professional Acautane PS Roche ORAL 60 82
;\;f:w?)n o Disorder No Kenalog ¢
Jnr. epressive Diso S c
Myalgia Amoxil
Date: 06/13/1996 ISR Number: 1773008-2 Report Type: Periodic Company Report Number: 50941 Age:  35YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit = Duration
Dutcome
Other Blindness Night Consumer Accutane Ps Roche ORAL 80 )
CystNos Micronor (o}
Depression Nec .
Mensirual Disorder Nos Synthroid c
Date: 06/13/1996 ISR Number: 1773013-6 Report Type: Periodic Company Report Number: 50280 Age:  30YR Gender:  Female
Outcome 4] ReporiSomree _ Product Role Manufactarer Ronte Dose/Unit _ Duration
Other Amblyopia Nos Health Professional Accutane PS Roche ORAL 246
Depression Nec
Hypertonia
Peripheral Neuropathy Nec
Date: 06/13/1996 ISR Number: 17730227 Report Type: Periodic Company Report Number: 50455 Age: 31 YR Gender:  Female
Qutcome PT Report Source Produet Role  Manufacturer Route Dose/Unit _ Durstion
e —_— e e T Y———
‘Other Agitation Consumer Accutane PS Roche ORAL 60
Anxiety Nec c
Tremor Nec
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Date: 06/13/1996

ISR Number: 1774354-9 Report Type Peziodic Company Report Number: 59666 Age:  18YR Gender:  Male
Outcome PT .. ReportSource Product Role Manufs Route Dose/Unit  Duration _
Other Hostility Health Professional Accutane PS Roche ORAL 40 146
Date: 06/13/1996 ISR Number: 1774506-8 Report Type: Periodic Company Report Number: 53278 Age: 19YR Gender:  Male
Outcome PT Report Source Product Role M Route Dose/Unit  Duration _
Other Alopecia Consumer Accutane Ps Roche ORAL 187
Dry Eye Nec
Dyspepsia
Ermotional Disturb, Nos
Date: 06/13/1996 ISR Number: 1774519.6 Report Type: Periodic Company Report Number: 53405 Age: 20 YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Emotional Disturbance Nos Health Professional Accutane PS Roche ORAL 40
Darvocet-N C
Deltasone C
Date: 06/13/1996 ISR Number: 17745226 Report Type: Periodic Company Report Number: 53284 Age:  25YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Depression Nec Health Professional Accutane Ps Roche ORAL
Date: 06/13/1996 ISR Number: 1774528-7 Report Type: Periodic Company Report Number: 53568 Age:  17YR Gender:  Male
Outcome PT Report Source Product ) Role Manufacturer Route Dose/Unit = Duration
Other Depression Nec Health Professional Accutane PS Roche ORAL 80 61
Ejaculation Disorder Nos
Faecal Abnommality Nos
Urinary Frequency
Date: 06/13/1996 ISR Number: 1774745-6 Report Type: Periodic Company Report Number: 54452 Age: 17YR Gender: Male
Outcome PT Report Source Product Role M Route Dose/Unit Duration
Other Abnormal Dreams Health Professional Accutane PS Roche ORAL
Impotence
Date: 06/13/1996 ISR Number: 1774780-8 Report Type: Periodic Company Report Number: 54534 Age: 48 YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit Daration
Other Insomnia Nec i Consumer Accutane PS Roche 40 697
Myalgia Synthroid c
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Date: 06/13/1996

ISR Number: 1778108-9 Report Type: Periodic

Company Report Number: 54992 Age: 24 YR Gender: Male
Outcome PT Report Source Product Role  Manufacturer Route Dose/Unit  Duration _
weome W 0 Role
Other Thinking Abnormal Nec Consumer Accutane PS Roche ORAL 80
Nytol c
Date: 06/13/1996 ISR Number: 1778184.3 Report Type: Periodic Company Report Number: 54800 Age:  39YR Gender:  Female
Ontcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration -
——————  _ ReportSource Role | === Durafion
! Other Breast Pain Consumer Accutane PS Roche ORAL 60 123
! Depression Nec Prodni c 1
Epistaxis
Menstrual Disorder Nos
:Date: 06/13/1996 ISR Number: 1778216-2 Report Type: Periodic ‘Company Report Number: 56403, Age:  37YR Gender:  Female
Outcome T ) Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Appeitz Increased Consumer Accutane S Roche ORAL 40
Depressian Nec
Emotional Disturbance Nos
Flatulence
‘Date: 06/13/1996 ISR Number: 17782319 Report Type: Periodic Company Report Number: 56187 Age: 18 YR Gender:  Male
Outcome Report Source Product Role Manufacturer Route Dose/Unit  Duration
—_— . s —_—
Other Amblyopia Nos Consumer Accutane PS Roche _ ORAL 80 35
Depression Nec
Dry Skin
Emotional Distarbance Nos
Date: 06/13/1996 ISR Number: 1778308.8 Report Type: Periodic Company Report Number: 55937 Age:  35YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
| Other Emotional Disturbance Nos Health Professional Accutane PS Roche ORAL 40 9
. Hypersensitivity Nos
. Palpitations
Rectal Bleeding
Date: 06/13/1996 ISR Number: 1778442-2 Report Type: Periodic Company Report Number: 56812 Age: 25 YR Gender:  Female
Qutcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration _
‘ Other Libido Decreased Health Professional Avoutane Ps Roche ORAL
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ISR Number: 1778533-6

Report Type: Periodic

Company Report Number: 53042

Age: 40YR Gender:  Pemale
PT Report Source Product Role Manufacturer Route Dose/Unit . Duration
Nervousness Health Professional Accotane PS Roche ORAL 20 13
Date; 09/18/1996 ISR Number: 1795768-7 Report Type: Expedited (15-Day) Company Report Number: 67928 Age: 25YR Gender: Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _  Duration
Hospitalization - Confusion Health Professional Accutane PS Roche ORAL 80 124
Initial or Prolanged Depression Nec
Disability Emotional Distsrbance Nos
Thinking Abnormal Nec
Date: 09/10/1996 ISR Number: 1801886-7 Report Type: Expedited (15-Day) Company Report Number: 67453 Age: 28YR Gender:  Pemale
Outcome PT Report Source Product Role Manuf; Route Dose/Unit _ Duration
Hospitalization - Aphasia Health Professional Accutane PS Roche ORAL 80 5
Initial or Prolonged Confusion
Headache Nos
Vomiting Nos
Date: 10/01/1996 ISR Number: 1820874-8 Report Type:- Expedited (15-Day) Company Report Number: 68681 Age: 16 YR Gender:  Female
Outcome PT " Report Source Product " Role Manufacturer Route Dose/Unit  Duration
Hospitalization - Condition Aggravated Foreign Roaccutane - PS Roche ORAL 20
Initial or Prolonged Major Depressive Disorder Nos ‘Health Professional Diane c
Suicide Attempt
Date: 11/20/1996 ISR Number: 1841822-0 Report Type: Expedited (15-Day) Company Report Number: 71977 Age:  15YR Gender: Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Hospitalization - Dysarthria Foreign Roaccutane PS Roche ORAL 35 9
Initial or Prolonged Headache Nos Health Professional
' Panaesthesia Nec
Peripheral Nevropathy Nec
Date: 11/12/1996 ISR Number: 1847288-9 Report Type: Expedited (15-Day) Company Report Number: 68760 Age:  17YR Gender:  Male
Outcome PT Report Source Product Rale Manufactarer Route Dose/Unit Duration
Other Depression Nee Fareign Roaccntane ] Roche ORAL 40 86
Suicide Attempt
‘Thinking Abnormal Nec
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11/12/1996

Da ISR Number; 1847313-5 Report Type: Expedited (15-Day) Company Report Number: 68764 Age:  18YR Gender:  Male
Quteome PT Report Source Product Role  Manufacturer Route Dose/Unit _ Duration
Other Psychotic Disorder Nos Foreign Roaccutane PS Roche ORAL 60 87
Date: 12/09/1996 ISR Number: 1847904-1 Report Type: Expedited (15-Day) Company Report Number: 72443 Age:  20YR Gender:  Male
OQutcome _ pr Report Source Product X Role » Route Dose/Unit _ Duration
Hospitalization - Depression Neo Foreign Roaceutanc PS Roche ORAL
Tnitial or Prolonged Suicide Attempt Health Professional
Date: 11/07/1996 ISR Number: 1848747-5 Report Type: Expedited (15-Day) Company Report Number: 71105 Age: . 17YR Gender:  Male
Outcome P Report Source Product Role . Manufacturer Route _ DoseUnit — Duration _
l‘;i _al' lization - E idal Disorder Nec Foreign Roaccutane PS Roche ORAL
tial or Prolonged Insamma Nec ‘Health Professional Vitamin C c
Mydriasis )
Pain Nos G ¢
Date: 11/12/1996 ISR Number: 1849153.X Report Type: Expedited (15-Day) Company Report Number: 71470 Age: 26 YR Gender:  Male
Outcome PT Report Source Product Rolke Manufacturer Route Dose/Unit  Duration _
Death Suicide Attempt Foreign Roaccutane PS Roche ORAL 100 148
Health Professional Prednisone c 64
Date: 12/10/1996 ISR Number: 1849258.3 Report Type: Expedited (15-Day) Company Report Number: 72895 Age: Gender:  Female
Outeome rr Report Sourece Product Role Manufacturer Route Dose/Unit _ Duration
Disability Amblyopia Nos Consomer Accutane . PS Roche ORAL 80 3
Ataxia Nec
. Phenergan c
Thinking Abnormal Nec :
Tinnitus Prozac c
Lortab™ . o]
Baclofen . - C
Date: 12/26/1996 ISR Number: 1869957.7 Report Type:. Expedited (15-Day) Company Report Number: 73516 Age: - 15YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration _
Hospitalization - Aghasia Foreign Roaccutane PS’ Roche ORAL 35 10
Initial or Prolonged Laboratory Test Abnormal Nos Health Professional
Migraine Nos
 Peripheral N y Nec
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Date: 03/11/1997

ISR Number: 1891089.2 Report Type: Expedited (15-Day) Company Report Number: 76693 Age:  ISYR Gender:  Female
Outconte PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Deptession Nec Foreign Roaccutane PS Roche ORAL 367
Sticide Attempt Health Professionsl
Date: 0121/1997 ISR Number: 1896111-5 Report Type: Expedited (15-Day) Company Report Number:. 63416 Age:  42YR Gender:  Female
Outeome PT Report Source Product Role Manufs Route Dose/Unit  Duration
Other Depression Nec Consumer Accntane S Roche ORAL 10 7
Myalgia N
Librium 8S Roche
Peripheral Neuropathy Nec . c
Rhinitis Nog Norpramin
Date: 0124/1997 ISR Number: 1899346-0 Report Type: Expedited (15-Day) Company Report Number: 74849 Age: Gender:  Unknown
Outcome PT Report Source Product Role Manuf: Route Dose/Unit  Duration
Congenital Anomaly ~ Blindness Nec Foreign Roacoutane PS Roclie TRANSPLA 14
Congenital Abnormality Nos CENTAL
Cangenital Central Nervous
System Anomaly Nos
Mental Retardation Severity
Unspecified
Date: 02/11/1997 ISR Number: 1906164-3 Report Type: Periodic Company Report Ni N Age: 32YR Gender:  Female
Osutcome PT Report Soarce Product Role Manufs Route Dose/Unit  Duration
—_— ReportSoarce =~ Role ose/mit
Hospitalization - Acne Nos Consamer Norplant PS Wyeth SUBCUTAN
Initial or Prolonged Benign Intracranial EOUS
Othier Hypestension Accutane ss Roche ORAL 426
Depression Nec
‘Weight Increased
Date: 05/20/1997 ISR Number: 1924247.9 Report Type: Expedited (15-Day) Company Report Number: 80553 Age:  13YR Gender:  Female
Outcome T Tt Source Product Role Manefacturer Route Dose/Unit  Duration
—_ = =t Dese/Unit  Duration
Hospitalization - Suicide Attezpt Accutane s Roche ORAL 40 14
Initial or Prolonged
Date: 04/28/1997 ISR Number: 1924269-8 Report Type: Expedited (15-Day) Company Report Number: 80102 Age: 21YR Gender:  Male
Outcome PT Report Source Product Role Mamfacturer Route Dose/Unit _ Duration
Other Paranoia Foreign Roacentane s Roche ORAL © 62
Psychotic Disorder Nos
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