Date: 05/13/1997

ISR Number: 1924270-4

Report Type: Expedited (15-Day)

Company Report Number: 80661 Age:. 21 YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit Duration
Other Depression Nee Consumer Accutane PS Roche ORAL
Haemoptysis
Sinusitis Nos
Date: 04/28/1997 ISR Number: 1928328-5 Report Type: Expedited (15-Day) Company Report Number: 80117 Age:  15YR Gender:  Male
Outcome T Report Source Product Role Manufacturer Route Dose/Unit Duration
Hospitalization - Amnesia Nec Health Professional Accutane PS Roche ORAL 80 1
Initial or Prolonged Delusion Nos
Haltucination Nos
Speech Disorder Nec
Date: 06/09/1997 ISR Number: 1930045-2 Report Type: Expedited (15-Day) Company Report Number: 81719 Age: 16 YR Gender:  Female
Outcome PT Report Source Product Rale Mannfacturer Route Dose/Unit  Duration
! Hospitalization - Aphasia Foreign Roaccutane PS ORAL 1 91
Initial or Prolonged Facial Palsy Health Professional “ ss ORAL 39
Haemorrhagic Stroke
i Hemiplegia
I
'Date: 06/10/1997 ISR Number: 1932182.5 Report Type: Expedited (15-Day) Company Report Number: 76795 Age:  15YR Gender: Female
Outcome PT Report Source Product Role Manufactarer Route Dose/Unit  Duration
Hospitalization - Disorder Neanatal Nos Health Professional Accutane PS Roche ORAL 170
Initial or Prolonged Hyperventilation
Otitis Media Nos
Preumonia Nos
Date: 06/18/1997 ISR Number: 1932702-0 Report Type: Expedited (15-Da) Company Report Number: 82370 Age:  18YR Gender:  Female
: Outcome PT rt Source Product Role Manufacturer Ronte Dose/Unit Duration
: s rode Route ~  Dose/Unit = Duration
Hospitalization - Dep Nec Health Professional Accutane PS Roche ORAL 1
Initial or Prolonged Suicide Attenmpt
Date: 05/23/1997 ISR Number; 19403987 Report Type: Expedited (15-Day) Company Report Number: 81258 Age: 21 YR Gender:  Male
Outcome PT Report Source Product Role Manufactarer Route Dose/Unit _ Duration
Other Panancia Foreign Roaccutane PS ORAL 62
! Psychotic Disorder Nos .
Date: 06/24/1997 ISR Number: 1941955-4 Report Type: Expedited (15-Day) Company Report Namber: 82537 Age:  18YR Gender: Male
Outcome PT Report Sonrce Product Role Manufacturer Route _  Dose/Unit  Duration
" -
Hospitalization - Condition Aggravated Foreign Roaccutane PS Roche 91
Initial or Prolonged Psychotic Disorder Nos
08/03/2000

Page 147  of 487




’:ﬁez 06/11/1997

ISR Number: 1948993.6

Report Type: Periodic

Company Report Number: 74771 Age:  17YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
_— Dole
Other Depression Nec Consumer Accutane PS Roche ORAL
Dry Skin
Insomnia Nec
Date: 06/11/1997 ISR Number: 1949100-6 Report Type: Pesiodic Company Report Number: 74270 Age:  35YR Gender:  Female
Outcome PT Report Source Prodnct . Role Manufacturer Route Dose/Unit  Duration
Other Depression Nec Consumer Accutane PS Roche ORAL 40 80
Dermatitis Nos
Urticasia Nos
Vasodilatation
Date: 06/1171997 ISR Number: 1949120-1 Report Type: Periodic Company Report Number: 73983 Age:  S54YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer . Route Dose/Unit _ Duration
Other Impotence Health Professional Accutane Ps Roche ORAL 80 122
Date: 06/11/1997 ISR Number: 1949141-9 Report Type: Periodic Company Report Number: 75051 Age:  24YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Emotional Disturbance Nos Consumer Accutane PS Roche ORAL 40
Libido Decreased
Vaginitis
Date: 06/11/1997 ISR Number: 1949149.3 Report Type: Pesiodic Company Report Number: 74930 Age:  20YR Gender:  Male
Outcome PT Report Source Product Role Manufactarer Route Dose/Unit Duration
Other Emotional Disturbance Nos Consumer Accutane Ps Roche ORAL 2
Date: 06/11/1997 ISR Number: 1949481.3 Report Type: Periodic Company Report Number: 74926 Age:  20YR Gender:  Female
Outcome PT Report Source Product Role Mamnfacturer Route Dose/Unit _ Duration
Other Amnesia Nec Consumer Accutane PS Roche ORAL 80 154
Date: 06/11/1997 ISR Number: 1949510-7 Report Type: Pesiodic Company Report Number: 74873 Age: 48 YR Gender:  Female
Outcome’ PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Depression Nec Health Professional Accutane Ps Roche ORAL 60
Pain Nos
Pruritos
Utticaria Nos
08/03/2000
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Date: 06/11/1997

ISR Number: 1949679-4

Report Type: Periodic Company Report Number: 75238 Age: 37YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route ~  Dose/Unit  Duration _
Other Anxiety Nec Health Professional Accutane PS Roche ORAL 60 36
Diarthoea Nos
Dry Skin
Dyspnoea Nos
Date: 06/11/1997 ISR Number: 1949700-3 Report Type: Periodic Company Report Number; 75163 Age: Gender:  Male
Outcome PT Report Source Product Role M Route Dose/Unit _ Duration
Other Asthenia Consumer Accutane PS Roche ORAL 120 141
Depression Nec
Headache Nos
Sedation
Date: 06/11/1997 Isli Number: 1951133-0 Report Type: Periodic Company Report Number: 68118 Age:  49YR Gender: . Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Dermatitis Nos Consumer Accutane PS Roche ORAL 40 6
Insomnia Nec
Pain Nos
Date: 06/11/1997 . ISR Number: 1955987-3 Report Type: Periodic Company Report Number: 76887 Age:  23YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Depression Nec Consumer Accutane PS Roche ORAL 40 27
Dry Eye Nec
Nervousness
Date: 06/11/1997 ISR Number: 1955990-3 Report Type: Periodic Company Report Number: 76871 Age:  I5YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit = Duration
Other Alopecia Health Professional Accutane PS Roche ORAL 40 92
Depression Nec
Thinking Abnonmal Nec
Date: 06/11/1997 ISR Number: 1956054-5 Report Type: Periodic Company Report Number: 76785 Age:  37YR Gender:  Female
Outcome PT Report Sonrce Product Role Manufactarer Route Dose/Unit  Duration
Other Dyspareunia Nec Health Professional Accutane PS Roche ORAL 0
Vaginitis
Date: 06/11/1997 ISR Number: 1956154-X Report Type: Pesiodic Company Report Number: 77341 Age: 20YR Gender:  Female
Outcome PT Report Source Product Role Mannfs Route Dose/Unit Duration
Other Anxiety Nec Consumer Accutane PS Roche ORAL 7
L Dizziness (Exc Vertigo)
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Date: 06/11/1997

ISR Number: 1958869-6

Report Type: Periodic

Company Report Number: 77830

Age:' 26 YR Gender:  Female
Outconte PT Report Source Product Role Mamf; Route Dose/Unit  Duration
Other Depression Nec Consumer Accutane Ps Roche ORAL 40
Drug Ineffective
Emotional Distrbance Nos
Muscle Cramps
Date: 06/11/1997 ISR Number: 1958889-1 Report Type: Periodic Company Report Number: 78355 Age:  23YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
" T T /-
Other Amblyopia Nos Consamer Accutane PS Roche ORAL 80
Dermatitis Nos " Cef c
Dry Skin
Emotional Disturbance Nos
Date: 06/11/1997 ISR-Nnmber: 1959132-X Report Type: Periodic Company Report Number: 77975 Age: 31 YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit Duration
Other Depression Nec Health Professional Accutane Ps Roche ORAL 80 69
Date: 06/11/1997 ISR Number: 19591392 Report Type: Periodic Company Report Number: 77958 Age: Gender:  Unknown
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
ott Depression Nec Health Professional Accutane PS Roche ORAL
Date: 06/11/1997 ISR Number: 1959175-6 Report Type: Periodic Company Report Number: 77777 Age: 16 YR Gender:  Female
Qutcome PT R Report Source Product Role Manufacturer Route Dose/Unit ~ Duration
- ~ —_— Roe —_— ==
Other Emotional Distrbance Nos Health Professional Accutane PS Roche ORAL 60
Headache Nos
Date: 06/11/1997 ISR Number: 1959178-1 Report Type: Periodic Company Report Number: 77776 Age:  34YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Amnesia Nec Health Professional Accutane PS Roche ORAL 100 159
Date: 06/11/1997 ISR Number: 19592701 Report Type: Periodic Company Report Nember: 77469 Age:  17YR Gender:  Male
Outcome Lt Report Source Product Role Manufacturer Route Dose/Unit _ Duration
- == 2= Dose/Unit Duration
Other Alopecia Consumer Accutane Ps Roche ORAL 60 66
Depression Nec
Beconase C
Myalgia
Personality Disorder Nos
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: 06/11/1997

ISR Number: 19592804

Report Type: Periodic

Company Report Number: 77461 Age:  39YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit Duration
Role YEnutacturer Zuration
Other Asthenia Consumer Accutane Ps Roche ORAL 40
Palpitations X c

Date: 06/k1/1997 ISR Number: 1959459-1 Report Type: Periodic Company Report Number: 63526 Age: 16 YR Gender:  PFemale
Outcome T Report Source Product Role Mamuf; Route Dose/Unit  Duration
Othe Palpitations Health Professional Accutane PS Roche ORAL

Ventdicular Extrasystoles

Date: 06/11/1997 ISR Number: 1959645-0 Report Type: Periodic Company Report Number: 68575 Age:  28YR Gender:  Female
Outcome T Report Source Product Role Manufacturer Route Dose/Unit Duration
Other Drug Interaction Nos Consummer Accutane PS Roche ORAL 20 50 )

Major Depressive Disorder Nos Paxil ¢
Syiithroid .

Date: 06/11/1997 ISR Number: 19596358-9 Report Type: Periodic Company Report Number: 64803 Age:  17YR Gender: Male
Outcome PT Report Source Product Role Manufactarer Route Dose/Unit Duration
Other Hostility Health Professional Accutane PS Roche ORAL 80 153

Personality Disorder Nos

Date: 06/11/1997 ISR Number: 19596644 Report Type: Periodic Company Report Number: 64762 Age:  35YR Gender:  Female
Outcome PT Report Source Product Rale Manufactarer Route Dose/Unit _ Duration
Other Confusion Consumer Accutane PS Roche ORAL 80 32

i Emotional Disturbance Nos . )

Date: 06/11/1997 ISR Number: 1959749.2 Report Type: Periodic Company Report Number: 64667 Age: 16 YR Gender:  Female
Ouitcome PT - Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Asthenia Consumer Accutane PS Roche ORAL 40 86

Emotional Disterbance Nos
Mucous Membrane Disorder
Nos

Date: 06/11/1997 ISR Number: 1959790-X Report Type: Pesiodic Company Report Number: 64541 Age: 28 YR Gendeér:  Female
Outcome PT Report Source Product Role Manuf; Route Dose/Unit  Duration
Other Cyst Nos Health Professional Accutane Ps Roche ORAL 80

Insomnia Nec
Pain Nos
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Date: 06/11/1997 ISR Nuwmber: 19600033

Report Type: Periodic Company Report Number: 66743 Age:  34YR Gender: = Female
Outcome PT Report Source Product Role Manufactorer Route Dose/Unit  Duration
Other Hallncination Nos Health Professional Accatane PS Roche ORAL 212
Date: 06/11/1997 ISR Number: 1960006-9 Report Type: Periodic Company Report Number: 66735 Age:  41YR Gender:  Female
Outcome PT 1t Source Product Role Manufactarer Route Dose/Unit  Duration
Other Palpitations Health Professional Accatane PS Roche ORAL 40
Acyclovir C
Date: 06/11/1997 ISR Number: 19600124 Report Type: Periodic Company Report Number: 66676 Age: 27YR Gender:  Female
Outcome P Report Source Product Role  Manufacturer Route Dose/Unit  Duration
Other Anorexia Health Professional Acentane Ps Roche ORAL 40 7
Depression Nec
Stupor
Date: 06/11/1997 ISR Nmmber: 1960017-3 Report Type: Periodic Company Report Number: 66674 Age: 34 YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit Duration
~eportSource = Role =5 Dose/Unit  Duration
Other Confusion Consumer Accatane Ps Roche ORAL 20
) Face Oedema
Hallucination Nos
Mucous Membrane Disorder
Nos
Date: 06/11/1997 ISR Number: 1960027-6 Report Type: Periodic Company Report Number: 66639 "Age:  23YR Gender:  Male
Outcome PT - Report Source Product Role Manufacturer Route Dose/Unit Duration
Other Amblyopia Nos Health Professional Accutane Ps Roche ORAL 80
Confusion
Dizziness (Bxc Vertigo)
Paraesthesia Nec
Date: 06/11/1997 ISR Number: 1960056-2 Report Type: Periodic Company Report Number: 67016 Ager  27YR Gender: Male
Outcome T Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Other Depression Nec Consumer Accutane PS Roche ORAL 1 72
Prozac C
Ativan [o]
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ISR Number: 1960059-8

Report Type: Periodic

Company Report Number: 67010 Age:  40YR Gender:  Female
PT Report Source Product Role Manufactarer Route Dose/Unit  Duration
Bone Pain Consumer Accotane PS Roche ORAL 120 92
Depression Nec
Myalgia
Viral Infection Nos
Date: - 06/11/1997 ISR Number: 1960174-9 Report Type: Periodic Company Report Number: 67752 Age: 17YR Gender:  Pemale
Outcome PT Report Source Product ‘Role Manufacturer Route Dose/Unit Duration
Other Dysphonia Health Professional Accutane PS Roche ORAL 40 99
Hypercholesterolaemia
Date: 06/11/1997 ISR Number: 19601853 Report Type: Periodic Company Report Number: 67733 Age: Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit Duration
Other Hormone Level Nos Abnotmal Health Professional Accutane Ps Roche ORAL 60 89
Palpitations
Tachycardia Nos
Thyroiditis Nos
Date: 06/11/1997 ISR Number: 1960583-8 Report Type: Periodic Company Report Number: 77280 Age:  32YR Gender:  Female
Outcome PT Report Sonrce Product Role Manufacturer Route Dose/Unit _ Duration
Other Palpitations Health Professional Accutane PS Roche ORAL 40 30
Vicodin o}
Aspisin c
Date:. 06/11/1997 ISR Number: 1960778-3 Report Type: Periodic Company Report Number: 68355 Age: 23YR Gender:  Female
Outcome PT Report Source Product Rale Manuf; Route Dose/Unit  Duration
Other Depression Nec Health Professional Accutane PS Roche ORAL 40
Date: 06/11/1997 ISR Number: 1961064-8 Report Type: Periodic Company Report Number: 70220 Age: 20YR Gender: Male
Outcome PT Report Source Product Role Manuf; Route Dose/Unit Duration
Other Depression Nec Consumer Accutane PS Roche ORAL 80
Emotional Disturbance Nos
Date: 06/11/1997 ISR Number: 1961071-5 Report Type: Periodic Company Report Number: 70218 Age: 23YR Gender:  Female
Outcome PT Report Source Product Role Manufactarer Route Dose/Unit _ Duration
Other Depression Nec Consumer Accutane PS Roche ORAL 40 53
Insomnia Nec :
‘Thinking Abnormal Nec
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Date: 06/11/1997

ISR Number: 1961083-1

Report Type: Periodic

Comy Report Number: 69930
pany Rep

Age: 16 YR Gender:  Pemale
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit ~ Daration
Other Depression Nec Health Professional Accutane PS Roche ORAL 60 23
Date: 06/11/1997 ISR Number: 1961133-2 Report Type: Periodic Company Report Number: 70328 Age:  19YR Gender:  Female
Outcome PT Report Source Product Role Mannfacturer Route Dose/Unit ~ Duration
Other Alopecia Consumer Accutane PS Rodhe ORAL 139
Depression Nec
Epistaxis
Myalgia
Date: 06/11/1997 ISR Number: 1961154-X Report Type: Periodic Company Report Number: 76301 Age: 18YR Gender:  Female
Outcome Pr Report Source Product Role Manuf: er Route Dose/Unit  Duration
Other Anxiety Nec Health Professional Accutane PS Roche ORAL 60 17
Hyperkinetic Syndrome
Nervousness
Date; 06/11/1997 ISR Number: 1961261-1 Report Type: Periodic Company Report Number: 72915 Age:  17YR Gender:  Male
Outcome PT Report Source Product Role Manufactarer Route Dose/Unit _ Duration
Other Asthenia Consumer Accotane PS Roche ORAL 80 103
Depression Nec
Dizziness (Bxc Vertigo)
Hypercholesterolaemia
Date: 06/11/1997 ISR Number: 1961675-X Report Type: Periodic Company Report Number: 63528 Age:  29YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Doase/Unit . Doration
Other Depression Nec Health Professional Accutane Ps Roche ORAL 40 157
Dry Skin . .
‘Emotional Disturbance Nos
Headache Nos
Date: 06/11/1997 ISR Number: 1961708-0 Report Type: Periodic Company Report Number: 63458 Age:  18YR Gender:  Male
Outcome PT Report Source Product Role Manuf; er Route Dose/Unit  Duration
Other Depression Nec Consumer Accutane Ps Roche ORAL 80
Dermatitis Nos
Dry Skin
Myalgia
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Date: 06/11/1997

ISR Number: 19620024

Report Type: Periodic

Age:  1ISYR

Company Report Number: 62931 Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duaration
Other Depression Nec Health Professional Accutane PS Roche ORAL 100
Emotional Disturbance Nos
Date: 06/11/1997 ISR Number: 1962021-8 Report Type: Periodic Company Report Number: 62374 Age:  14YR Gender:  Male
Outeome PT ) Report Source Product Role Manufacturer Route Dose/Unit  Duration
ot Emotional Distarbance Nos Health Professional Accutane PS Roche ORAL 80 158
Date: 06/11/1997 ISR Number: 1962755-5 Report Type: Periodic Company Report Number: 62230 Age: 36 YR Gender:  Male
Outcome PT Report Source Product Role - Manufacturer Route Dose/Unit _ Duration
Other Confusion Health Professional Accutane PS Roche ORAL 80 182
‘Vascular Disorder Nos
Date: 06/11/1997 ISR Number: 1962822-6 Report Type: Periodic Company Report Number: 66491 Age:  33YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Dry Mouth Health Professional Accutane PS Roche ORAL 120 134
Dysphonia Aspirin [o]
Naphazoline (o]
Date: 06/11/1997 ISR Number: 1963311-5 Report Type: Pesiodic Company Report Number: 67940 Age:  30YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Other Arthralgia Consumer Accutane PS Roche ORAL 60 7
Asthenia
Depression Nec
Date: 06/11/1997 ISR Number: 1963313-9 Report Type: Periodic Company Report Number: 61989 Age:  40YR Gender:  Female
Outcome T Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Other Asthenia Health Professional Accutane Ps Roche ORAL 123
Diarthoea Nos
Dry Skin
Palpitations
Date: 06/11/1997 ISR Number: 1963340-1 Report Type: Periodic Company Report Number: 62441 Age: 34 YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Asthenia Consumer Accutane Ps Roche ORAL 123
Depression Nec
Libido Decreased
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Date: 06/11/1997 ISR Number: 1963417-0

Report Type: Periodic

Company Report Number: 70346 Age: 21 YR Gender:  Female
Outcome PT Report Source Product Role Manufs Route Dose/Unit  Duration
Other Abnormal Dreams Health Professional Accutane Ps Roche ORAL 40
Nordette C
Date: 06/11/1997 ISR Number: 1963533-3 ) Report Type: Periodic Company Report Number: 71221 Age: 23YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Other Emotional Disturbance Nos Consumer Accutane PS Roche ORAL 80 141
Visual Field Defect Nos Clasitin-D c
Vitamins C
Date: 06/11/1997 ISR Number: 1963547-3 Report Type: Periodic Company Report Number: 71280 Age: 22YR Gender:  Female
Outeome T Report Souree Product Role  Mamufacturer Route Dose/Unit_ Duration
Other Emotional Disturbance Nos Health Professional " Accutane s Roche ORAL 80
Date: 06/11/1997 ISR Number: 1963703-4 Report Type: Periodic Company Report Number: 76515 Age: 135YR Gender:  Female
Outcome PT Report Source Product Role Manofacturer Route Dose/Unit  Duration
Personality Disorder Nos Health Professional Accutane PS Roche ORAL 76
Date: 06/11/1997 ISR Number: 19637307 Report Type: Periodic. Company Report Number: 72347 Age  2YR Gender:  Female
Outcome PT 5 Report Source Product Role Maimfs Route Dose/Unit _ Duration
Other Auxiety Nec Health Professional Accutane Ps Roche ORAL 40 181
Myalgia
Paraesthesia Nec
‘Weight Decreased
Date: 06/11/1997 ISR Number: 1963748-4 Report Type: Periodic Company Report Number: 73303 Age:  27YR Gender:  Female
Outcome T Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Palpitations Health Professional Accutane Ps Roche ORAL 40 56
Date: 06/11/1997 ISR Number: 19638027 Report Type: Periodic Company Report Number: 73182 Age: 18 YR Gender:  Female
Outcome PT Repeort Source Product Role Manuf Route Dose/Unit  Duration
Other Depression Nec Health Professional Aceutane PS Roche ORAL 60 124
‘Weight Decreased
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Date: 06/11/1997 ISR Number: 1963962-8

Report Type: Periodic

Company Report Number: 72351

TAge: 33YR Gender: Male
Outcome PT Report Source Product Role Manuf; Route Dose/Unit Duration
Other Depression Nec Consumer Accutane PS Roche ORAL 80 22
Hair Disorder Nos Valiem c
Thuprofen [of
Date: 06/11/1997 ISR Number: 1965194-6 Report Type: Periodic Company Report Number: 70616 Age:  29YR Gender:  Female
Outcome PT Report Source Product Rale Manufactarer Route Dose/Unit  Duration
Other Amenonthoca Nos Health Professional Accutane Ps Roche ORAL 20 92
Dyspareunia Nec :
Mucous Membrane Disorder
Nos
Date: 06/11/1997 ISR Number: 1965408-2 Report Type: Periodic Company Report Number: 72008 Age:  17YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Anorexia Consumer Accutane Ps Roche ORAL 184
Depression Nec
Emotional Distarbance Nos
Date; 06/11/1997 ISR Number: 1965565-8 Report Type: Periodic Company Report Number: 71278 Age: " 39 YR Gender:  Female
Outcome PT Report Source Product Role Manufs Route Dose/Unit  Duration
Other Anxiety Nec Consumer Accotane PS Roche ORAL 40 154
Depression Nec
Influenza Like Niness
Rhinitis Nos
Date: 06/11/1997 ISR Number: 1965622-6 Report Type: Periodic Company Report Number: 66158 Age:  20YR Gender:  Female
Outcome PT Report Source Product Role Manufs Route Dose/Unit Duration
Other Bacterial Infection Nos Health Professional Accutane Ps Roche ORAL 124
Dyspareunia Nec
Vaginitis
Date: 06/11/1957 ISR Number: 1965629-9 Report Type: Perodic Company Report Number: 66136 Age:  34YR Gender:  Female
Outcome T Report Source Product Role Manufacturer Ronte Dose/Unit  Duration
Other Depression Nec Consumer Accutane Ps Roche ORAL 20 178
Dizziness (Exc Vetigo)
Headache Nos
Myalgia
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Date: 06/11/1997

ISR Number: 19657414

Report Type: Periodic

Gender:  Female

Company Report Number: 73477 Age: 29 YR
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Other Amblyopia Nos Accutane PS Roche ORAL 80
Amenorrhoea Nos
Depression Nec
Dry Eye Nec
Date: 06/11/1997 ISR Number: 1965743-8 Report Type: Periodic Company Report Number: 73476 Age:  32YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Abnormal Dreams Consumer Accutane PS Roche ORAL 20 21
Asthenia Zoloft c
Empotional Disturbance Nos
Skin Disorder Nos
Date: 06/11/1997 ISR Number: 1965847-X Report Type: Periodic Company Report Number: 75899 Age: 41 YR Gender:  Female
Outcome PT . i Report Source Product Role Manuf Route Dose/Unit  Duration
Other Emotional Disturbance Nos Health Professional Accutane PS Roche ORAL 40 80
Date: 06/11/1997 ISR Number: 19659395 Repert Type: Periodic Company Report Number: 75290 Age: 41 YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit Duration
Other Emotional Disturbance Nos Consumer Accutane PS Roche ORAL 40 30
Gastritis Nos .
Erythromycin C
Skin Disorder Nos . 4
Valivm C )
: Date: 06/11/1997 ISR Number: 1965984-X Report Type: Periodic Company Report Number: 65917 Age:  34YR Gender:  Female
| Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration _
Other Alopecia Consumer Accutane PS Roche ORAL 40
Depression Nec Paxil c
Dermatitis Nos
EBechymosis
{Date: 06/11/1997 ISR Number: 1966213-3 Report Type: Periodic Campany Report Number; 75904 Age:  37YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Other Depression Nec Health Professional Accutane Ps Roche ORAL 160
: Drug Interaction Nos
Depakote Ss Abbott RA]
Drug Level Nos Below i . o
Therapeautio Wellbutrin c
Cytome] [o]
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ISR Number: 1966230-3

Report Type: Periodic

Company Report Number: 75807

Age: 18 YR Gender: Male
PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Asthenia Consumer Accutane PS Roche ORAL 80
Thinking Abnormal Nec
Date: 06/11/1997 ISR Number: 1966614-3 Report Type: Periodic Company Report Number: 75615 Age:  17YR Gender:  Male
Outcome T Report Scarce Product Role Manufacturer Route Dose/Unit  Duration
Other Asthenia Health Professional Accntane PS Roche ORAL 40 245
Hypedipidaemia Nos
Nervousness
Sinusitis Nos
Date: 06/11/1997 ISR Number: 1966615-5 Report Type: Periodic Company Report Number: 75611 Age: - 15YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit Duration
Other Comeal Lesion Nos Consumer Accutane Ps Roche ORAL 60
Depression Nec
Diy Eye Nec
Date: 06/11/1997 ISR Number: 1966616-7 Report Type: Periodic Company Report Number: 75609 Age:  41YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Palpitations Consumer Accutane PS Roche ORAL 80 154 -
Sllprnvenuicu]urExuasystdes
Date: 06/11/1997 ISR Number: 19666222 Report Type: Periodic Company Report Number: 75492 Age:  41YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Other Libido Decreased Health Professional Accotane PS Roche ORAL
Date: 06/11/1997 ISR Number: 1967172-X Report Type: Periodic Company Report Number: 75960 Age:  40YR Gender:  Female
Outcome PT Report Source Product Role Manufactarer Route Dose/Unit  Duration
Menstrual Disorder Nos Health Professional Accutane PS Roche ORAL 80
Nervousness Muktivitamins c
Synthroid [o}
Propranclol c
Fiorinal C
Date: 11/13/1997 ISR Number: 3000460-7 Report Type: Expedited (15-Day) Company Report Number: 80181 Age:  17YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit Duration
Congenital Anomaly ~ Candiac Mumwr Nos Health Professional Accutane PS ORAL
Complications Of Matemnal
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Dat

e 11/17/1997

Outcome

ISR Number: 3000973-8

T

Report Type: Expedited (15-Day)

Report Source Product

Compli Of Matemal

Congenital Anomaly

Exposure To Thempuetic Drugs
Developmental Coordination
Disorder Nos

Difficulty In Walking

Thinking Abnormal Nec

Company Report Number: 89723

Manufacturer

Other Accutane

Role

Age: Gender:

Female

Route
ORAL

Dose/Unit Duration

Date: 12/01/1997

Outcome

ISR Number: 3003385.6
PT

Report Type: Expedited (15-Day)

Report Source

Other

Date:

Confusion

Hespes Simplex
Lymphadenopathy
Mumps

Pyrexia

Sore Throat Nos
Swelling Nos
‘Weakness

Product

Company Report Number: 89535

Role Manufacturer

Health Professional Accutane

Age:  39YR Gender:

Route
ORAL

Dose/Unit  Duration

12/01/1997

Outcome

ISR Number: 3003535-1

PT

Report Type: Expedited (15-Day)

Report Source Product

Hosoi

A

Initial or Prolonged

Balance Impaired Nos
Cheilitis

Caonfusion

Disturbance In Attention Nec
Dizziness (Bxc Vertigo)
Fatigue

Headache Nos

Loss Of Conscicusness Nec
Muscle Weakness

Syncope

Visual Disturbance Nos

Company Report Number: 88810

Role Manufacturer

Foreign
Health Professional

Reoaccutane

PS

Age:  17YR Genders  Male

Route
ORAL

Dose/Unit  Duration

Date: 12/01/1997

Outcome

ISR Number: 3003537-5

PT

Report Type: Expedited (15-Day)

Report Sonree Product

Other

Depression Nec
Suicidal Ideation

Company Report Number: 90195

Manufacturer

Accutane
Klanopin
Trazodone
Benadryl

Role
=

Age:  42YR Gender:  Female

Route Dose/Unit  Duration

Qaog

ORAL
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12/02/1997

ISR Number: 3003878-1

Report Type: Expedited (15-Day)

Company Report Number: 90489

Age:  19YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration _
Hospitalization - Depression Nec Other Accutane PS ORAL
Tnitial or Prolonged Hallucination Nos

Date: 12/08/1997 ISR Number: 3004624-8 Report Type: Expedited (15-Day) Company Report Number: 90973 Age:  30YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Life-Threatening Failure To Thrive Accutane PS ORAL
Congenital Anomaly Lipid Metabolism Disorder Nos

Low Set Ears
Mental Retardation Severity
Unspecified

Date: 12/08/1997 ISR Number: 3004636-4 Report Type: Expedited (15-Day) Company Report Number: 55633 Age: 28 YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Life-Threatening Depression Nec Foreign Roaccutane PS ORAL
Hospitalization - Svicide Attempt Health Professional Lexomil ss
Initial or Prolonged Ludiomil c

Maprotiline (o}

Date: 12/10/1997 ISR Number: 3005621-9 Report Type: Expedited (15-Day) Company Report Number: 83658 Age: 16 YR Gender:  Female
Ontcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Dizziness (Exc Vestigo) Foreign Roaccutane PS ORAL

Headache Nos Health Professional Diane 35 c
Syncape
Visval Disturbance Nos

Date: 12/23/1997 ISR Number: 3010724-9 Report Type: Expedited (15-Day) Company Report Number: 91491 Age: Gender:

Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration

Other Coma Nec Health Professional Accutane PS ’ ORAL

Convulsions Nos Dilasitin s§ INTRAVEN
Depression Nec OUS DRIP
Dysarthria
Hypotension
Short-Term Memory Loss
Status Epilepticus
Suicide Attempt
08/03/2000
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12/31/1997

ISR Number: 3013336-6

Report Type: Expedited (15-Day)

Company Report Number: 90404

Age: 19 YR Gender; : Male
Outcome PT Report Source - Product Role Manuf Route Dose/Unit  Duration
Hospitalization - Depression Nec Health Professional Accutane PS ORAL
Initial or Prolonged Hallucination Nos Other ’
Date: 12/31/1997 ISR Number: 3013345.7 Report Type: Expedited (15-Day) Company Report Number: 91903 Age:  13YR Gender:  Female
Outcome PT Report Souree Product Role M: Route Dose/Unit - Duration
Death Compieted Suicide Health Professional Accutane Ps ORAL
Date: 12/31/1997 ISR Number: 3013358-5 Report Type: Expedited (15-Day) Company Report Number: 90195 Age:  42YR Gender:  Female
Outcome PT Report Source Product Role Manufs Ronte Dose/Unit  Duration
1 Other Depression Nec Consumer Accutane Ps ORAL
Suicidal Ideation Klonogin c
Trazodone [o]
Benadryl (o]
Date: 12/31/1997 ISR Number: 3013361-5 Report Type: Expedited (15-Day) Company Report Number: 91718 Age:  29YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Rouite Dose/Unit Duration
Other Anger Consumer Accutane PS ORAL
Crying Other
Lip Dry
Major Depressive Disorder Nos
Visnal Disturbance Nos
Date: 12/31/1997 ISR Number: 3013364-0 Report Type: Expedited (15-Day) Company Report Number: 904789 Age:  19YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Hospitalization - D jon Nec Other Accutane PS ORAL
Initial or Prolonged Hallucination Nos
Date: 01/08/1998 ISR Number: 3016841-1 Report Type: Expedited (15-Day) Company Report Number: 92130 Age: 38 YR Gender:  Female
Outcome T Report Source Product Role Manufacturer Route Dose/Unit  Duration
Hospitalization - Abnormal Behy Nos Foreign Roaccuiane PS ORAL
Initial or Prolonged Cognftfve Disorder Nec Other c ol ss ORAL
Condition Aggravated Sol c
Encephalopathy Nos medrol
Endoxan C
Synacthene C
Colchicine c
08/03/2000
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Date: 01/21/1998 ISR Number: 3017857-1

Report Type: Expedited (15-Day)

Company Report Number: 92822

Age: 44YR Gender:  Male
Outcome PT Report Source Product Role = Manufacturer Route _ Dose/Unit  Duration
Other Anxlety Nec Health Professional Accutane ] ORAL
Bipalar Disorder Nec Prozac c
Thinking Abnormal Nec )
Date: 01/21/1998 ISR Number: 3017873-X Report Type: Expedited (15-Day) Company Report Number: 92735 Age:  18YR Gender:  Male.
Outcome PT Report Source Product Role Manuf: er Route Dose/Unit Duration
Death Completed Suicide Health Professional Accutane PS ORAL
Date: 01/21/1998 ISR Number: 3017887-X Report Type: Expedited (15-Day) Company Report Number: 88218 Age: 16 YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit Duration
italization - A Poreign Roaccutane S ORAL
Initial or Prolonged Amnesia Nec Health Professional
Asthenia
Dry Skin
Hypentension Nos
Mucosal Dryness Nos
Muscle Cramps
Phobias Nec
Polydipsia
Sweating Increased
Tachycardia Nos
Date: 01/27/1998 ISR Number: 3019417-5 Report Type: Expedited (15-Day) Company Report Number: 93114 Age: 32YR Gender:  Female
Outcome PT Report Sonrce Product Role Manufacturer Route Dose/Unit  Duration
F italization - Bronchitis Nos Consumer Accutane PS ORAL
Initial or Prolonged Complications Of Maternal
Congenital Anomaly ~ Exposure To Th ic Drugs
Growth Retarded
Hepatotoxicity Nos
Jaundice Nos
Kidney Small
Malaise
Stammering
Date: 01/27/1998 ISR Number: 3019422-9 Report Type: Expedited (15-Day) Company Report Number: 93037 Age: 16 YR Gender:  Male
Outcome PT Report Source ‘Product Role Route Dose/Unit _  Duration
Other Abnormal Behaviour Nos Literature Accutane PS ORAL
Aggression Health Professional Lsd ss
Drug Abuse
08/03/2000
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Dai 01/27/1998

Outcome

ISR Number: 3019460-6

PT

Report Type: Expedited (15-Day)

Report Source Product

Company Report Number: 93035

Hospitalization -
Initial or Prolonged

Age:

Route

16 YR

Gender:  Male

Dystonia
Hallucination Nos
Parancia

Psychotic Disonder Nos
Speech Disorder Nec

Literature
Health Professional

Accutane
Tetracycline

Role
PS
SS

ORAL
ORAL

Dose/Unit_ Duration

Date: 02/02/1998

Outcome

ISR Number: 3022832-7

PT

Report Type: Expedited (15-Day)

Report Soarce Product

Company Report Number: 93274

Other

Date: 02/09/1998

Dry Skin
Hyperthyroidism Aggravated
Nervousness

- Skin Chapped

Manuf:

Age:  39YR

Gender:  Male

Dose/Unit

Consumer

aay

ORAL

Duration

Outcome

ISR Number: 3026038-7

PT

Other

Abdominal Pain Upper
Anxiety Nec

Back Pain

Buming Sensation Nos
Calculus Renal Nos
Constipation
Ecchymosis

Bye Infection Viral Nos
Eye Imritation

Gall Bladder Disorder Nos
Haematusia Present
Heart Rate Irregular
Hepatic Disorder Nos
Lethargy

Nail Disorder Nos
Rash Erythematous
Rash Prusitic

Skin Discolovration
Sore Throat Nos
Tic Nec
Urine Abnormal Nos
Vasculitis Nos

Report Type: Expedited (15-Day)

Report Source Product

Company Report Number: 93539

Consumer Accutane
P .

Tenormin

aay

Manufacturer

Age:  54YR

Route

Gender:  Female

Dose/Unit  Duration

ORAL

08/03/2000
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Dai 01/27/1998

Outcome

ISR Number: 3019460-6

PT

Report Type: Expedited (15-Day)

Report Source Product

Company Report Number: 93035

Hospitalization -
Initial or Prolonged

Age:

Route

16 YR

Gender:  Male

Dystonia
Hallucination Nos
Parancia

Psychotic Disonder Nos
Speech Disorder Nec

Literature
Health Professional

Accutane
Tetracycline

Role
PS
SS

ORAL
ORAL

Dose/Unit_ Duration

Date: 02/02/1998

Outcome

ISR Number: 3022832-7

PT

Report Type: Expedited (15-Day)

Report Soarce Product

Company Report Number: 93274

Other

Date: 02/09/1998

Dry Skin
Hyperthyroidism Aggravated
Nervousness

- Skin Chapped

Manuf:

Age:  39YR

Gender:  Male

Dose/Unit

Consumer

aay

ORAL

Duration

Outcome

ISR Number: 3026038-7

PT

Other

Abdominal Pain Upper
Anxiety Nec

Back Pain

Buming Sensation Nos
Calculus Renal Nos
Constipation
Ecchymosis

Bye Infection Viral Nos
Eye Imritation

Gall Bladder Disorder Nos
Haematusia Present
Heart Rate Irregular
Hepatic Disorder Nos
Lethargy

Nail Disorder Nos
Rash Erythematous
Rash Prusitic

Skin Discolovration
Sore Throat Nos
Tic Nec
Urine Abnormal Nos
Vasculitis Nos

Report Type: Expedited (15-Day)

Report Source Product

Company Report Number: 93539

Consumer Accutane
P .

Tenormin

aay

Manufacturer

Age:  54YR

Route

Gender:  Female

Dose/Unit  Duration

ORAL

08/03/2000
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Date: 02/10/1998 ISR Number: 3026743-2

Report Type: Expedited (15-Day)

Company Report Number: 93458 Age: . 22 YR Gender:  Male
Outcome PT Report Source Product ) Role Manufacturer Route Dose/Unit _ Duration
Death Completed Suicide Other Accutane PS ORAL
Date: 02/10/1998 - ISR Number: 3026744-4 Report Type: Expedited (15-Day) Company Report Number: 93625 Age: 16 YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Death Completed Suicide Health Professional Accutane PS ORAL
Depression Nec Other
Date: 02/12/1998 ISR Number: 3030329-3 Report Type: Expedited (15-Day) Company Report Number: 94020 Age:  19YR Gender:  Female
Outcome PT Report Source Product Role Manufi Route Dose/Unit  Duration
Other Candida Nos Health Professional Accutane s ORAL
‘Condition Aggravated
Insomnia Nec
Panic Attack
Date: 02/12/1998 ISR Number: 3030330-X Report Type: Expedited (15-Day) Canpany Report Number: 94041 Age:  27YR . Gender:  Female
Oufcome PT Report Source Product Role Manufs Route Dose/Unit _ Duration
Congenital Anomaly ~ Ch 1 AL lityNos  Health Professional Accutane PS ORAL
Complications Of Matemnal
Exposure To Therapuetic Drugs
Down'S Syndrome
Premature Labour
Date: 02/12/1998 ISR Number: 3030332-3 Report Type: Expedited (15-Day) Company Report Number: 83906 Age: 18 YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit Duration
Other Candida Nos ‘Health Professional Accutane PS ORAL
Cephalhaematoma
Chlamydial Infection Nos
Congenital Usinary Tract
Anomaly Nos
Eczema Nos
Hydrooele
Insomnia Nec
Panic Attack
Date: 02/12/1998 ISR Number: 3030336-0 Report Type: Expedited (15-Day) Company Report Number: 91431 Age: 56 YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Benign Eye Neoplasm Nos Health Professional Acoutane PS ORAL
Chororetinitis
08/03/2000
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Date: 02/12/1998 ISR Number: 3030339-6 Report Type: Expedited (15-Day) Company Report Number: 93881 Age:  29YR Gender:  Female

Outcome PT Report Source Product Role Mamuf: Route Dose/Unit  Duration
Other Abnormal Eye M Nes ¢ : Accutane PS ORAL
Anxiety Nec .
Cerebral Ocdema Retin A ss TOPICAL
c
c
c

Canvulsions Nos Vitamin A
Diabetes Mellitus Nos Vitamin B
Diplopia Vitamin B
Dizziness (Exc Vertigo)
EBpistaxis
Fatigue
Headache Nos
Insomnia Nec
. Malaise
Menstrual Disorder Nos
Movement Disorder Nos
Muscle Twitching
Nausea ’
Nervousness
Panic Attack
Pyrexia
Salivary Hypersecretion
Sensation Of Pressure Nos
Stress Symptoms
Syncope
Tremor Nec
Vision Blurred

Date: 02/12/1998 ISR Number: 3030587-5 Report Type: Expedited (15-Day) Company Report Number: 91720 Age:  14YR Gender:  Male -

Outcome PT Report Source Product Role Manuf: Route Dose/Unit  Duration

Death Aspartatc Aminotransferase Health Professional Accutane PS ORAL
Ss

Inc .
Blood Alkaline Phosphatase Nos Bactrim Ds ORAL

Increased
Blood Lactate Dehydrogenase
Increased

Blood Triglycerides Increased
Completed Suicide
Dry Skin

08/03/2000




Outcome

Hoenmealt

Date: 02/18/1998 ISR Number: 3031267-2

PT

Initial or Prolonged

Abdominal Pain Nos
Bronchitis Nos
Complications Of Matemal

Exposure To Therpuetic Drugs

Congenital Abnormality Nos
Constipation

Growth Retarded
Hypermetropia

Jaundice Nos

Kidney Smail

Otitis Media Nos

Rhinitis Allergic Nos
Stammering

Report Type: Expedited (15-Day)

Report Source
—Portource

Consnmer
Health Professional

Product

Company Report Number: 92114

Accutane

5 |
&

Age:  32YR

Route

ORAL

Gender:  Female

Dose/Unit Duration

Date: 02/18/1998

Outcome

ISR Namber: 30312726

PT

Report Type: Expedited (15-Day)

Report Source

Product

Company Report Number: 93881

M

Other

Anxiety Nec

Cerebral Oedema
Convulsions Nos
Diabetes Mellitus Nos
Diplopia

Dizziness (Exc Vertigo)
Emotional Disturbance Nos
Epistaxis ‘
Fatigne

Headache Nos
Hypoglycaemia Nos
Increased Activity
Insomnia Nec

Loss Of Consciousness Nec
Malaise

Menstrual Disorder Nos
Muscle Twitching

Nausea

Nervousness

Panic Attack

Pysexia

Salivary Hypersecretion
Sedation

Sensation Of Pressure Nos

08/03/2000

Consumer
Health Professionat

Accutane
Retin A
Vitamin A
Vitamin E
Vitamin B

Role
Ps
ss
Cc

Cc

C

Age:  29YR

Route

ORAL
TOPICAL

Gender:  Female

Dose/Unit = Duration _
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e
Date: 02/18/1998

Ontcome
Other

ISR Number: 3031286-6
PT

Report Type: Expedited (15-Day)

Report Source Product

Company Report Number: 91431

Benign Eye Neoplasm Nos

Chorioretinitis
Clamminess

EBating Disorder Nec
Eye Inflammation Nos
Hypersensitivity Nos
Mental Impairment Nos
Shivering

Tremor Nec

Vision Abnormal Nec
Vision Blurred

Health Professional Accutane

Role

PS

‘er

Age: 56 YR

Route

Gender:  Female

ORAL

Dose/Unit  Duration

Date: 02/18/1998

Outcome
Death

ISR Number: 3032237-0

PT

Report Type: Expedited (15-Day)

Report Source Product

Company Report Number: 93625

Completed Suicide
Depression Nec
Dry Skin

Health Professional
Other

Accutane

Role
PS

Manufacturer

Age: 16 YR

Route

ORAL

Gender:  Male

Dose/Unit  Duration

Date: 02/19/1998

Outcome

ISR Number: 3032263-1

PT

Report Type: Expedited (15-Day)

Report Sonrce Product

Company Report Number: 93114

Abde

1 Pain Nos

Initial or Prolonged

Bronchitis Nos

Complications Of Maternal
Exposure To Therapuetic Drugs

Constipation
Growth Retarded
Hypenmetropia
Jaundice Nos
Kidney Small

Otitis Media Nos
Rbinitis Allergic Nos
Stammering

Consumer
Health Professional

Accutane

Role
Ps

Manufacturer

Age: 32YR

Route

Gender:  Female

ORAL

Dose/Unit  Duration

Date: 02/19/1998

Outcome
Other

ISR Number: 3032273-4

PT

Anxiety Nec
Convulsions Nos
Diabetes Mellitus Nos
Diplopia

Dizziness (Exc Vertigo)

Report Type: Expedited (15-Day)

Report Source Product

Company Report Number: 93881

Role

Consumer
Health Professional

Accutane
Retin A
Vitamin A
Vitamin B

PS
Ss
c
C

Manufacturer

Age:  29YR

Route

Gender:  Female

Dose/Unit _ Duration

ORAL
TOPICAL

08/03/2000
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Date: 02/23/1998

ISR Number: 3035850-X

Report Type: Expedited (15-Day)

Company Report Number: 87461 Age: * 35YR Gender:  Male
Outcome PT Report Source Product Role Manufe Route Dose/Unit  Duration
Other Depression Nec Consumer Accutane Ps ORAL
Influenza Betoptic c
Liver Fatty - c
Liver Punction Tests Nos msopt
Abnormal
Oesophageal Erosions
Pain Nos
Pruritus
Date: 02/23/1998 ISR Number: 3037179.2 Report Type: Expedited (15-Day) Company Report Number: 94423 Age:  13YR Gender:  Female
Ontcome PT Report Source Product Role Manufacturer Route Dose/Unit * Duration
Other Depression Nec Other Accutane PS ORAL
f;'m_x‘s N Chlor-Trimeton C
igraine Nos ..
Mood Swings Claritin-D C
Rash Erythematous Nebulizer c
Vision Blurred )
Date: -02/27/1998 ISR Number: 3037624-2 Report Type: Expedited (15-Day) Company Report Number: 94721 Age: Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Hospitalization - Abnormal Be Nos Health Professional Aceutane PS
Initial or Profonged Mania Lithium c
Date: 02/27/1998 ISR Number: 3037626-6 Report Type: Expedited (15-Day) Company Report Number: 89723 Age: Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit . Duration
Disability Attention Deficit/Hyperactivity Other Accutane PS
X Disorder
Congenital Anomaly Cardiac Disorder Nos
Clumsiness
Complications Of Maternal
Exposure To Therapuetic Drugs
Difficulty In Walking
Foot Deformity Nos
Motor Dysfunction Nos
Date: 03/02/1998 ISR Number: 3038633-X Report Type: Expedited (15-Day) Company Report Number: 94721 Age: Gender:  Female
Outcome PT Report Scurce Product Role Manufacturer Route Dose/Unit  Duration
Hospitalization - Abnormal Behaviour Nos Health Professional Accuitane Ps OPHTHAL
Initial or Prolonged Increased Activity Mic
Mania
08/03/2000
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D

ate: 03/03/1998

ISR Number: 3040349-0

Report Type: Expedited (15-Day) Company Report Number: 94940 Age: 16 YR Gender:  Female
Outcome PT Report Soarce Product Role Manufacturer Route Dose/Unit  Duration
—tcome 2oe —
Other Hallucination Nos Foreign Roaccutane S ORAL
Lyme'S Disease Health Professional
Nausea
Sedation
Taste Disturbance
Date: 03/05/1998 ISR Number; 30442879 Report Type: Fxpedited (15-Day) Company Report Number: 93309 Age: Gender:  Female
Qutcome PT Report Source Product Role M er Route Dose/Unit Duration
Other Abdominal Pain Upper Consumer Accutane Ps ORAL
Back Pain
Jaundice Nos
Sleep Disorder Due To General
Medical Condition, Mixed Type
Date: 03/05/1998 ISR Number: 3050346-7 Report Type: Direct Company Report Number: Age: 16 YR Gender:  Female
Outcome T ort Source Product Role Manufs Route Dose/Unit _ Duration
mtcome @000 Rep . Role
Other Suicide Attempt Accutane Ps
Date: 03/04/1998 ISR Number: 3050470-9 Report Typg; Direct Company Report Number: Age:  18YR Gender:  Female
Quicome L) Report Source Product Role . Mannfacturer Route Dose/Unit  Durstion _
Hospitalization - Depression Nee Accutane s Roche
Initial or Prolonged Suicide Attempt
Other
Date: 03/04/1998 ISR Number: 3050493.X Report Type: Direct Comipany Report Number: Age: 17YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duratlon _
—=fome =tportSource =tle
Death - Completed Suicide Health Professional Accutane PS
Date: 03/10/1998 ISR Number: 30545527 Report Type: Expedited (15-Day) Company Report Number: 95430 Age: 23 YR Gender:  Female
Outcome T Report Source Product Role Manufacturer Route Dose/Unit  Duration _
Dufcome =~ - P Role
Other Alopecia Consumer Accutane PS ORAL
Blindness Night . :
Anti o]
Blood Cholesterol Tncreased epressants
Blood Pressure Increased
Blood Triglycerides Increased
Depression Nec
Epistaxis
Headache Nos
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Date: 03/10/1998

ISR Number; 3054593-X

Report Type: Expedited (15-Day)

Company Report Namber: 95291 Age: 19YR Gender:  Male
Outcome PT Report Source Product Role Manuf; Route  DoseUnit  Duration
Life-Threatening Depression Nec Consumer Accutane PS ORAL
Non-Accidental Overdose Prozac s
Overdose Nos
Suicide Attempt
Date: 03/10/1998 ISR Number: 3054597-7 Report Type: Expedited (15-Day) Company Report Number: 91162 Age:  17YR Gender:  Miale
Outeome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Life-Threatening Anxiety Nec Other Accutane PS ORAL
Depressian Nec
Suicide Attempt
Date: 03/10/1998 ISR Number: 3054664-8 Report Type: Expedited (15-Day) Company Report Number: 95304 Age:  20YR Gender:  Female
QDutcome PT Report Source Product Role Manuf: Route Dose/Unit _ Duration
Death Completed Suicide Health Professional Accutane PS . ORAL
Vomiting Nos Dermlen C
Spironolactone c
Date: 03/10/1998 ISR Number: 3054939-2 Report Type: Expedited (15-Day) Company Report Number: 95296 Age: 16YR Gender: Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit = Duration
Hospitalization - Depression Nec Other Accutane PS ORAL
Initial or Prolonged Suicidal Ideation
Date: 03/10/1998 ISR Number: 3055037.4 Report Type: Expedited (15-Day) Company Report Number: 90195 Age: 42YR Gender:. Female
Outcome PT Report Source Product Role Manuf Route Dose/Unit - Duration _
Other Depression Nec Consumer Accutane PS ORAL
Suicidal Ideation Klonopin (o]
Trazodone [}
Benadryl C
Date: 03/10/1998 ISR Number: 30550404 Report Type: Expedited (15-Day) Company Report Number: 95293 Age:  1SYR Gender:  Male
Qutcome PT Report Source Product Role Manufactarer Route Dose/Unit _ Duration _
Life-Threatening Overdose Nos Health Professional Accutane PS ORAL
Suicide Attempt c c
08/03/2000
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Date: 03/16/1998

Outcome

ISR Number: 3055125-2

PT

Report Type: Expedited (15-Day)

Report Source Product

Company Report Number: 95287

Other

Anorexia
Depression Nec
Insomnia Nec
Mental Disorder Nec
Tic Nec

Tourette'S Disorder

Other Accutane

Prozac

Role

a g

Manufacturer

Age: - 15YR-

Route

ORAL

Gender:  Male

Dose/Unit  Duration

Date: 03/16/1998

Outcome

ISR Number: 3055809-6

PT

Report Type: Expedited (15-Day)

Report Source Product

Company Report Number: 95445

Other .

Abnormal Behaviour Nos
Aggression
-Confusion

Hostility

Lethargy

Pallor

Saocial Avoidant Behavicur
‘Weakness

Other Accutane

Role
Ps
S8

Age: 18YR

Gender: . Male

Route

Dose/Unit  Duration

ORAL

Date; 03/16/1998

Outcome

ISR Number: 3055853-9

PT

Report Type: Expedited (15-Day)

Report Souree Product

Company Report Number: 95448

Other

Anxiety Nec
Depression Nec
Dry Bye Nec
Dry Skin
LipDry

Panic Attack

Consumer Accutane

Role
s

Manufacturer

Age:  27YR

Route

ORAL

Gender:  Female

Dose/Unit Duration

Date: 03/16/1998

Qutcome

ISR Number: 3055855-2

PT

Report Type: Expedited (15-Day)

Report Source Product

Company Report Number: 95265

Other

Abnormal Behaviour Nos
Depression Nec

Insomnia Nec

Svicidal [deation

Other Accutane

Role
PS

Age:

Route

Gender:  Male

ORAL

Dose/Uni¢ _ Duration

Date: 03/16/1998

Outcome

ISR Number: 3055858-8

Report Type: Expedited (15-Day)

Report Source Product

Company Report Number: 95443

Life-Th

Other Accutane

Lsd

n;gg

Manufacturer

Route

ORAL

16 YR

Gender:  Female

Dose/Unit © Duration

08/03/2000
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Date: 03/17/1998
Outcome

Death
Life-Threatening
Disability

ISR Number: 3055879-5 Report Type: Expedited (15-Day)

PT ort Source

Product

Company Report Number: 860200853001

Manufacturer

Abnamal Behaviour Nos
Anorexia

Completed Suicide
Depression Nec

Mood Swings

Other Accutane

g

Age: 17YR

Route

ORAL

Gender:  Male

Dose/Unit Duration

Date: 03/17/1998

Outcome
Death

Date: 03/17/1998

Outcome
Other

ISR Number: 3055884.9 Report Type: Expedited (15-Day)
Pr Report Source Product

Company Repori Number: 95304

Completed Suicide

Health Professional
+ Vomiting Nos

Accutane
Demulen

Spironalactone

Age:  20YR

Route

Gender:  Female

Dose/Unit  Duration

oay

ORAL

ISR Number: 3055918-1 Report Type: Expedited (15-Day)

PT

Product
_—

Company Report Number: 95448

Age:  27YR

Report Source

Role

Anxiety Nec
Depression Nec
Dry Eye Nec
Dry Skin
LipDry

Panic Attack

Consumer Accutane

3

ORAL

Route

Gender:  Pemale

Dose/Unit _ Duration

Date: 03/16/1998

Outcome
Death

ISR Number: 3055928-4 Report Type: Expedited (15-Day)
PT Report Source Prodict

Company Report Namber: 920200145901

Role Manufacturer

-_—
Alanine Aminotransferase Consumer
Increased

- Accutane
Health Professional -

Initial or Prolonged
Disability

08/03/2000

Antibody Nost Ab,
Anxiety Nec

Arthralgia

Back Pain

Biopsy Peripheral Nerve
Abnormat

Blood Creatine Phosphokinase
Increased

Blood Magnesium Decreased
Carpal Tunnel Syndrome
Chronic Fatigue Syndrome
Completed Suicide
Demyelination Nos

Depressed Mood

Disturbance In Attention Nec

Age:  37YR

Ronte

Gender:  Male

Dose/Unit Duration

Ps

ORAL
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Date: 03/16/1998 ISR Number: 3055942.9 Report Type: Expedited (15-Day) Company Report Number: 95384 Age  27YR Gender:  Male

Outcome PT Report Source Product Role Mannfsctarer Rogte  Dose/Unit  Duration
R X ————— — et
Death Bipolar I Disorder Other Accutane PS ORAL
Life-Threatening Completed Snicide
Depression Nec
Suicidal Ideation

Date: 03/16/1998 ISR Number: 3055960-0 Report Type: Expedited (15-Day) Company Report Number: 93539 Age:  54YR Gender:  Female

Outcome PT Report Source Product
Other Abdominal Pain Nos

Consumer Accutane
Anxiety Nec .
Asthralgia - Premadn
Back Pain Tenormin
Buming Sensation Nos
Calcutus Renal Nos
Constipation
Dry Eye Nec
Ecchymosis
Erythema Nec
Eye Infection Viral Nos
Eye Imitation
Gall Bladder Disease Nos
Haematuria Present
Heart Rate Irregular
Hepatic Cyst Nos
Paraesthesia Nec
Rash Pruritic
Skin Discolouration
B Sore Throat Nos
Usine Abnormal Nos
Vascalitis Nos
Vein Pain

Manuf Route Dose/Unit  Duration

ORAL

ooalg

Date: 03/16/1998 ISR Number: 3055962-4 Report Type: Expedited (15-Day) Company Report Number: 95341 . Age:  17YR Gender:  Male

Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
e T———— ReportSouree Role  Manufscturer 2osetmit
Other Appetite Decreased Other Accntane Ps ORAL

Bipolar Disorder Nec
Depression Aggravated
Mood Alteration Nos
Suicidal Ideation
‘Weight Decreased
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Date: 03/16/1998

ISR Number: 3056036-9

Report Type: Expedited (15-Day)

Company Report Number: 95333 Age:  18YR Gender: Male
Qutcome PT Report Source Product Rale Manufacturer Route Dose/Unit  Duration _
Death Campleted Suicide Other Accutane PS
Non-Accidental Overdose
Date: 03/16/1998 ISR Number: 3056037-0 Report Type: Expedited (15-Day) Company Report Number: 95333 Age: 18 YR Gender:  Male
Outcome PT ReportSource ~ Produet Role Manufacturer Route Dose/Unit = Duration
—feome =~ =0 2
Death Completed Suicide Other Accutane PS ORAL
Non-Accidental Overdose
Suicide Attempt
Date: 03/18/1998 ISR Number: 3056373-8 Report Type: Direct Company Report Number: Age: 16 YR Gender:  Male
Outcome PT Report Source Product Role Mannfacturer Route Dose/Unit _ Duration
Required Intervention ~ Depression Nec Accutane PS ORAL
1o Prevent Permanent .
Impaimment/Damage
Date: 03/19/1998 ISR Number: 3057782-3 Report Type: Direct Company Report Number: Age: Gender:  Female
Ll T Report Source Product Role Manufacturer Route Dose/Unit  Duration _
OQutcome Role
Other Depression Nec Accutane Ps Roche
Date: 03/19/1998 ISR Number: 3057827-0 Report Type: Expedited (15-Day) Company Report Number: 95976 Age: 18 YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Hospitalization - Anxiety Nec Other - Aéciitane PS ORAL
Initial or Prolonged Cerebrovascular Accident Nos
Convulsions Nos
Coordination Abnormal Nos
Diplopia
Disability Nos
Dysarthria
Eye Movement Disorder Nos
_Inflammation Nos
Vascalar Disorder Nos
Vision Blurred
Date: 0324/1998 ISR Number: 3058987-8 Report Type: Expedited (15-Day) Company Report Number: 95864 Age:  21YR. Gender:  Male
Outcome PT .‘S’."“SL Product Role Manufacturer Route Dose/Unit Duration
Hospitalization - Deéliriom Foreign Roaccutane PS ORAL .
tnitial or Prolonged Health Professional
08/03/2000
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Date: 03/12/1998 ISR Number: 3059142-8

Report Type: Direct

Company Report Number:

Age:  1SYR Gender:  Female
Ovutcome PT Report Source Product Role Mamfacturer Route Dose/Unit _ Duration
Lutcome ——————  Roe  Mamfactorer
Life-Threatening Depression Nec Accutane PS Hoffinan La Roche ORAL
Hospitalisation . Ear Haemorrhag
Tnitial or Prolonged Epistaxis
LipDry
Rectal Bleeding
Suicidal Ideation
Date: 03/12/1998  IsR Number: 3059190-8 Report Type: Direct Company Report Number: Age:  I5YR Gender: Male
Outcome PT Report Source Product Role Manuf; e Route Dose/Unit . Daration
—_— - —_—
Required Intervention ~ Depression Nec Consumer Accutane Ps ORAL
to Prevent Permanent (o]
| Impoiment/Damage Serzone
Date: 03/12/1998 IR Number: 3059197-0 Report Type: Direct Company Report Number: Age:  17YR Gender: . Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
e = Regp
Other Anger Consumer Accutane Ps Roche
Anxiety Nec
Appetite Decreased
Crying
Depression Nec
Date: 03/24/1998 ISR Number: 3059391-9 Report Type: Expedited (15-Day) Company Report Number: 96389 Age: Gender:  Female
Outcome PT ReportSource - . Product Role ' Manufacturer Route . Dose/Unit  Duration
Hospitalization - A  Nervosa Health Professiorial Accitane PS ORAL
Initial or Prolonged Nausea L !
Date: 03/24/1998 ISR Number: 3059394-4 Report Type: Expedited (15-Day) Company Repoit Numnber: 96392 Age: Gender:  Female
Outcome PT Report Sml;'u Product Role Manufacturer Route Dose/Unit _ Duration
—=fome - 4 Role |
Other Anorexia Nervosa Foreign Roaccutan Ps
Breast Lump Nos Health Professional
Lymphadenopathy
Nausea
Skin Cysts Nos
Date: 03/24/1998 ISR Number: 3059463-9 Report Type: Expedited (15-Day) Company Report Number: 910700071001 Age:  17YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration _
Zmtcome - Role
Death Completed Suicide Fareign Roaccutane Ps
Life Threatening Depression Nec Literatare
08/03/2000
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Date: 0324/1998  Isp Report Type: Expedited (15-Day) Cempany Report Number: 96225 Age:  37YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration _
T — 0%
Other Hypersomnia - Consumer Accutane Ps ORAL
Hypothyroidism Zoloft c
Pruritos
Utticaria Nos
Weight Increased
Date: 03/24/1998 ISR Number: 3059494.9 Report Type: Expedited (15-Day) Company Report Number: 91903 Age:  13YR Gender:  Female
Outcome PT . Report Source Produet Role Manufacturer Route Dose/Unit Duration
Death Cheilitis Health Professional Accatane S ORAL
Completed Suicide
Date: 03/24/1998 ISR Number: 3059498-6 Report Type: Expedited (15-Day) Company Report Number: 96084 Age: 16 YR Gender:  Male
Outcome PT Report Sonrce Product Role Manufacturer Route Dose/Unit _ Duration _
——teme e
Other Condition Aggravated Other Accutane PS ORAL
Depression Aggravated Zoloft c
Dry Eye Nec
Artificial T C
Hypertriglyceridaemia oIl Tears
LipDry
Obsessive-Compulsive Disorder
Date: 03/24/1998 ISR Number: 3059502.5 Report Type: Expedited (15-Day) Company Report Nuraber: 96185 Age:  18YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit Daration
Other Asthma Nos Other Acctitane PS ORAL
Cough s
Depression Nec
Epistaxis
Lethargy
Weakness
Date: 03224/1998 ISR Number: 30595542 Report Type: Expedited (15-Day) Company Report Number: 96110 Age: 26 YR Gender:  Female
Outcome PT Report Source Product Role Manufactorer Route Dose/Unit Duration
i n — _—
Hospitalization - Depres A Health Professional Accutane Ps ORAL
Initial or Prolonged Depression Nec Paxil [od
Muoscle Spasms
Ovarian Disorder Nos
08/03/2000
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Date: 03/24/1998 ISR Number: 30595554 Report Type: Expedited (15-Day) Company Report Number: 96187 Age:  21YR Gender:  Male
Outcome PT Report Source Product Role Manufactarer Route  Dose/Unit  Duration _
Other Abnormal Behaviour Nos Other Accutane Ps ORAL

Antisocial Personality Disorder
Nec

Dry Skin

Economic Problem Nos
Educational Problem
Headache Nos

Hypersomnia

Impulsive Behaviour Nos

Date: 03/24/1998 ISR Number: 30595724 Report Type: Expedited (15-Day) Company Report Number: 860200853001 Age:  17YR Gender:  Male

Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
=Pl oource = -
Death Completed Suicide Other Accatane Ps ORAL
Life-Tt tening Depression Nec
Disabils Eating Disorder Nec
isabllity Feeling Abnormal
Mood Swings
Date: 03/24/1998 ISR Number: 30595773 Report Type: Expedited (15-Day) Company Report Number: 94721 Age: Gender: . Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration _
e re—
Hospitalization - Ab B Nos Health Professional Accutane PS ORAL
Initial or Prolonged Hallucination Nos Lithiom ss ORAL
Mania
Psychotic Disorder Nos
Self Mutilation

Date: 03/24/1998 ISR Number: 3060187-2 Report Type: Expedited (15-Day) Company Report Number: 94423 Age: 13YR Gender:  Female

OQutcome PT Report Source Product Role Manufacturer Route DosefUnit  Duration

Otter Depression Nec Health Professional Accutane Ps ORAL

Du'mallms Nos Other Chlor-Trimeton C
Epistaxis Claritin-D ¢
Insomnia Nec anu'n-
Migraine Nos Nebulizer ¢
Mood Swings Zolofi C
Suicidal Ideation
Vision Blorred
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Date: 03/24/1998

ISR Number: 3060188-4

Report Type: Expedited (15-Day) Company Report Number: 94704 Age:  29YR Gender:  Female
Outcome PT Report Source Product Role Mamufacturer Route Dose/Unit Duration
_—_— ==—— -esetnlt  Duration
Other Acne Nos Consumer Accutane PS ORAL
Dry Eye Neo Health Professionsl Imitrex c
Headache Nos .
In ia Nec Synthroid [
Migraine Aggravated
Photophobja
Vision Blurred
Date: 03/24/1998 ISR Number: 3060298-1 Report Type: Expedited (15-Day) Company Report Number: 95287 Age:  15YR Gender: . Male
Outcome PT Report Source Product Role M Route _ Dose/Unit Duration
Other Appdite Decreased Other Accutane Ps ORAL
“Dep on Nec Prozac (Fluoxetine) [o]
Insomnia Nec » c
B Mental Disorder Nec Serzone (Nefazodone Hydrochlori le)
Tic Nec
Tourette'S Disorder
‘Weight Decreased
Date: 03/31/1998 ISR Number: 3060332-9 Report Type: Expedited (15-Day) Company Report Number: 96390 Age:  20YR Gender:  Male
Outcome PT Report Source Product Role M: Route Dose/Unit  Duration _
< —_—_— =0
Other Aranesia Nec Health Professional Accutane PS ORAL
Minoc c
Date: 03/26/1998 ISR Number: 30603767 Report Type: Expedited (15-Day) Company Report Number 95293 Age: 15YR Gender:  Male
Outcome PT Report Source Product Role M: Route Dose/Unit  Duration
Ountcome =~ Role
Life-Threatening Overdose Nos Health Professional Accutane PS ORAL
Suicide Attempt
Prozac C
Date: 04/03/1998 ISR Number: 3060773-X Report Type: Expedited (15-Day) Company Report Number: 96389 Age:  23YR Gender: - Pemale
Outcome PT Report Source Product Role ‘ Manufacturer Route Dose/Unit Duration
Hospitalization - Anorexia Nervosa Health Professional Accutane PS ORAL
Ini‘ill or Prol d D ¥ i “DD Py
Eating ﬁisardq Nec Claritin ¢
Nausea Paxil ¢
‘Weight Decreased Ortho Tri Cyclen (o}
Xanax C
Ritalin c
08/03/2000
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Outcome
Life-Threatening

Date: 04/07/1998

Outcome
Hospital:

Date: 04/03/1998 ISR Number: 3060778-9

ISR Number: 3061694-9

Report Type: Expedited (15-Day)

PT

Report Source
_—

Product

Company Report Number: 870103027001

Role

Bone Pain

Dry Skin

Headache Nos
Pamesthesia Nec
Prurits

Rash Scaly

Sedation

Speech Disonder Nec
Suicide Attempt

Foreign
Literature

Roaccutane
Oxazepam

Methylprednisolone

PS
(o4
Doxepin Hydrochloride (o]
C
Erythromycin C

Manuf;

Age: 18 YR Gender:  Male

er Route Dose/Unit ~ Duration

ORAL

Report Type: Expedited (15-Day)

Report Sonrce

PT Product

Company Report Number: 96343

Role

Initial or Prolonged

Ab, I Behaviour Nos
Confusion

Coordination Abnomal Nos
Disorientation

Dizziness (Exc Vertigo)
Electroencephalogram Abnormal
Encephalopathy Nos

Facial Palsy
Hypersomnia
Hyperventilation

Influenza Like Miness

Foreign
Health Professional *

Roaccutane
Agyrax
Vogalene

PS
C
o]

Age:  18YR Gender: Male

Manufacturer Route =~

ORAL

Dose/Unit  Duration

Date: 04/07/1998

Outcome
Disabitity
Congenital Anomaly

08/03/2000

ISR Number: 30617‘04—9

Report Type: Exbedited (liDay)

Report Source

T Product

Cmy-ﬁ RepaitNmben 72202

Role

‘Abnomal Eye Movemants Nos ~
Blindness Transient
Cerebral Palsy
Conjunctivitis Nec
Convulsions Nos
Developmental Delay Nos
Dyskinesia Nec

Eyelid Prosis

Hyperplasia Nos
Hypotonia

Irdtability

Maultiple Congenital
Abnormalities

Mydriasis

Health Professional Accutane
Prozac

Alechol

Age: 24YR Gender:  Female

Manufs

Route
ORAL

Dose/Unit _ Duration




Date: 03/31/1998

SR ber: 3063222-0

Report Type: Direct Company Report Number: Age: 16 YR Gender:  Male
Outeome PT Report Source Product Role Manufacturer Route ~  Dose/Unit  Puration _
Death. Completed Suicide Consumer Accutane PS. Hoffman-Laroche
Depression Nec
Peeling Of Despair
Date: 04/16/1998 ISR Number: 3064753-X Report Type: Expedited (15-Day) Company Report Number: 95445 Age:  18YR Gender:  Male
Ountcome PT Report Source Product Role Manuf; Route Dose/Unit  Duration
—_— =22
Other Ageression Other Accutane Ps ORAL
Belligerence Mescaline ss
Depressian Nec
Distusbance In Social Behaviour
Nos
Drug Abuse
Bducational Problem
Hostility
Lethargy
Paltor
Schizophrenia Nos
Social Avoidant Behavicur
‘Weakness
Date: 04/16/1998 ISR Number: 3064755-3 Report Type: Expedited ( 15-Day) Company Report Number: 95261 Age: Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Required Intervention = Dyspareunia Nec Health Professioial Accutane LPS - ORAL
to Prevent Permanent Genital Pain Female Loestrin tc
Impairment/Damage Vulval Ulceration
Vaulvitis
Vulvovaginal Discomfort’
Date: 04/15/1998 ISR Number: 3066241-3 Report Type: Expedited (15-Day) Company Report Number: 97351 Age: 17YR Gender:  Male
Outeome PT Report Source Product Role Manufacturer Route Dose/Unit Duration
Other Accident Nos Health Professional Accutane PS ORAL
Loss Of Consciousness Nec it T
Ampicillin [of
Mood Alteration Nos
‘Weight Decreased
Date: 04/21/1998 ISR Number: 3067215-9 Report Type: Expedited (15-Day) Company Report Number: 91162 Age: 21 YR Gender:  Male
Outcome T Report Source Product Role Manufacturer Route Dose/Unit Duration
Life-Threatening Anxiety Nec Other Accutane PS ORAL
Depression Nec
08/03/2000
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Date: 04/27/1998

Outcome
Other

—me _ _

ISR Number: 3069022-X Report Type: Expedited (15-Day)

PT

Report Source Product

Company Report Number: 97796

Anorexia

Role

Age: 16 YR Gender:  Female

Route Dose/Unit  Duration

Other Accotane
Anxiety Nec

Depression Nec
Fibromyalgia Syndrome
Gastrointestinal Candidiasis
Giardiasis

Myalgia

Steep Disorder Nos

Weight Decreased

3

ORAL

Date: 04227/1998

Outcome
Other

ISR Number: 3070608-7 Report Type: Expedited (15-Day)

PT

Report Source Product
—_—

Company Report Number: 96390

Role

Amnesia Neo Health Professional Accutane
Fear, Focus Nec

Minoci

PS
[ad

Manufacturer

Age:  20YR Gender: Male
Route

ORAL

Dose/Unit ~ Duration

Date; 04/16/1998

Outcome
Other

Date: 04/30/1998

Outcome
Other

L

ISR Number: 3071512-0

ISR Number: 3070773-1 Report Type: Expedited (15-Day)

PT

Report Source Product

Company Report Number: 97439

Manufs

Age: 25YR Gender:  Female

Role

Route Dose/Unit  Duration _

Abdominal Pain Nos

Acne Aggravated

Cholelithiasis

Complications Of Maternal
Exposure To Therapuetic Drugs
Congcenital Hearing Disorder
Flatulence

Headache Nos

Speech Disorder

Consumer Accutane

(Developmental)

PS

ORAL

Report Type: Expedited (15-Day)

PT Report Source

Prodact

Company Report Number: 92223

Role

Anorexia Nervosa

Appetite Decreased

Condition Aggravated

Cyanosis Perigheral

Peripheral Vascular Disease Nos
Raynaud'S Phenomenon

Rigors

‘Weight Decreased

Foreign
Health Professional

Stimycine

08/03/2000

Roaccutane

s

Meliane (Bthiny] Estradiol/Gestodene) ~ 5$

(o}

(Erythromycin) (o]

Manufacturer

Age:  17YR Gender:  Female

Rowe _ DosefUnit _

Duration
ORAL
ORAL
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Date: 04/30/1998

ISR Number: 30715144 Report Type: Expedited (15-Day)

Company Report Number: 96389 Age: 23 YR Gender:  Female
Outcome PT Report Source Product Role -~ Manufacturer Route Dose/Unit  Duration
Hospitalization - Anorexia Nervosa Health Professional Accutane Ps ORAL
Initi i
nitial or Prolonged Depresm.]n Aggravated Clasitin c
Eating Disorder Nec .
Nausea Pasil ¢
Weight Decreased Ortho Tri Cyclen c
Xanax C
Ritalin C
Date: 04/30/1998 ISR Number: 3071521-1 Report Type: Expedited (15-Day) Company Report Number: 98139 Age: Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Hospitalization - Cellulitis Health Professional Accutane PS ORAL
Initial or Prolonged Depression Nec
Infection Nos
Inflammation Nos
Mood Swings
Date: 04/30/1998 ISR Number: 3073227-1 Report Type: Direct Company Report Number: Age: 16 YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration _
Hospitalization - Abnornal Behavicur Nos Accatane PS
Initial or Prolonged Depression Nec
Other Mentsl Disorder Nec
Mood Swings . LA
Date: 05/05/1998 ISR Number: 30735962 Report Type: Expedited (15-Day) Company Report Number: 96084 Age:  16YR Gender:  Male
Outeome PT Report Source Product Role  Manufacturer Route  Dose/Unit  Duration
Other Blood Triglycerides Increased Other Accutane PS ORAL
gundm?n A:gmvnu?:d Zoloft c
epression Aggravat .
Dry Bye Nec Artificial Tears C
LipDry
Obsessive-Compulsive Disorder
Date: 05/05/1998 ISR Number: 3073795-X Report Type: Expedited (15-Day) Company Report Number: 98139 Age: Gender:  Female
Outcome PT Report Source Product Rale Manufacturer Route Dose/Unit = Duration
e portSource Role
Hospitalization - Cellulitis Health Professional Accutane PS ORAL
Initial or Prolonged Depression Nec Other
Mood Swings
Skin Infection Nos
Skin Inflammation Nos
08/03/2000

Page 183 of 487




Date: 05/05/1998  ySR Number: 3073845-0

Report Type: Expedited (15-Day) Company Report Number: 98332 Age:  80YR Gender:  Male
OQutcome T Report Source Product Role Manufs Route Dose/Unit  Duration
Other Abnommal Behavicur Nos Other Tasmar S ORAL
DE ¢ ntia Ne Sinemet C
eme; ‘ ia Nos Aggravated c
Eughoric Mood Zoloft
Hypersomnia Imdnr C
Weight Decreased Lanoxin [od
Folic Acid (o}
K-Dur c
Vitamin B C
Feosal o}
Vitamin Bl [o]
Vitamin B12 (o}
One-A-Day C
Ecotrin [of
Date: 05/05/1998 ISR Number: 3073852.8 Report Type: Expedited (15-Day) Company Report Number: 98380 Age: 63 YR Gender:  Male
Outcome PT Report Source Product Role Mamnfacturer Route Dose/Unit _ Duration
R . ) . _— 3
Hospitalization - D! Health Professional Tasmar Ps ORAL
Initial or Prolonged Hepatic Encephalopathy si c
Hepatitis Nos aminE ¢
Jaundice Nos Vinmin .
Liver Function Tests Nos
Abnormat
Pancreatic Carcinoma Nos
Pyrexia
Tremor Nec
White Blood Cell Count
Decreased
Date: 04/30/1998 ISR Number: 3073944-3 Report Type: Direct Company Report Number: Age: Gender:  Pemale
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Required Intervention ~ Anxiety Nec Acautane Ps Roche
to Prevent Permanent Depressed Mood
Impairment/Damage Depression Nec
Diarthoea Nos
Disturbance In Attention Nec
Faecal Occult Blood
Irritability
Suicidal Ideation
08/03/2000
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Date: 05/04/1998

ISR Number: 3073952-2

Report Type: Expedited (15-Day)

Company Report Number: 68417

Age:  41YR Gender:
Outcome PT Report Source Product Role Manufacturer Route =~ Dose/Unit = Duration
Hospitalization - Colitis Nos Foreign Roaccutane PS ORAL
Initial or Prolonged Dianthoea Haemorrhagic Health Professional c
Date: 04/30/1998 ISR Number: 3074426-5 Report Type: Expedited (15-Day) Company Report Number: 92643 Age:  17YR Gender:  Male
Outcome PT Report Source Product Role Maruf; Route Dose/Unit  Diration
Other Depression Nec Health Professional Accutane PS ORAL
Gonorrhoea Nos
Urethral Discharge Nos
Date: 04/21/1998 ISR Number: 3074823-8 Report Type: Direct Company Report Number: Age: 20 YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Disability Anger Accutane PS
Ot Asocial Behaviour
Economic Problem Nos
Headache Nos
Tmpulsive Behaviour Nos
Intermittent Explosive Disorder
Loss Of Employment
Social Avoidant Behavionr
Date: 05/13/1998 ISR Number: 3075587-4 Report Type: Direct Company Report Number: Age: 19 YR Gender:  Male
Outcome PT ReporiSource . """ Product Role Manufactirer Route Dose/Unit  Duration
Death Abnormal Behaviour Nos Accutane s
Comgpleted Suicide
Depression Nec
Date: 05/12/1998 ISR Number: 3076718-2 Report Type: Expedited (15-Day) Company Report Number: 98567 Age:  47YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route  Dose/Unit  Duration
Other Abnomnal Behaviour Nos Forcign Tasmar PS ORAL
Health Professional Sinemet c
Date: 04/29/1998 ISR Number: 30788774 Report Type: Direct Company Report Number: Age: 18 YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Ronte Dose/Unit  Duration
Asthma Nos Acoutane PS Hoffman Laroche, Inc
Cough .
Depression Nec
Dyspnoea Nos
Epistaxis
08/03/2000
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05/15/1998 ISR Number: 3079356-0 Report Type: Expedited (15-Day) Company Report Number: 54423 Age:  13YR' Gender:  Femdle
Outcome PT Report Source Product Role Manaf: Route Dose/Unit  Duration
Other Depression Nec Health Professional Accutane S ORAL

Epistaxis Other Chlor-Trimeton c
Insomnia Nec L c
Migraine Nos Claritin

Mood Swings Nebulizer c
Rash Maculo-Papular Zaloft (o4
Vision Blurred

Date: 05/15/1998 ISR Number: 3079361-4 Report Type: Expedited (15-Day) Company Report Number: 98139 Age: 20 YR Gender:  Female
Outcome PT Report Source Product Role Manufs Route Dose/Unit  Duration
Hospitalization - Cellulitis Health Professional Accutane PS ORAL
Initial or Prolonged Depression Nec Other

Epistaxis
Inflammation Nos
Localised Infection
Mood Swings
Pyrexia

Date: 05/15/1998 ISR Number: 3079381-X Report Type: Expedited (15Day) *  Company Report Number: 94704 Age:  29YR Gender:  Female
Outcome BT Report Source Prodnct ] Role  Manufactarer Route Dose/Unit _ Duration
Other Acne Aggravated Consumer Accutane PS ORAL

Drug Ineffective Health Professional Tiitrex c
Dry Eye Nec s i

Headache Nos yidhoi ¢
Insomnia Nec

Migraine Aggravated

Nausea

Photophobia

Vision Blurred

Date: 05/15/1998 ISR Number: 3079458-9 Report Type: Expedited (15-Day) Company Report Number: 97351 Age:  17YR Gender:  Male
Outcome PT Report Source Product Role M er Route Dose/Unit  Duration
Other Accident Nos Health Professional Accutane PS ORAL

Loss Of Consciousness Nec o
Ampicillin C
Mood Alteration Nos
Weight Decreased
08/03/2000
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Date: 05/20/1998

ISR Number: 3080382-6

Report Typ irect

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

ate: 05/22/1998

Outcome

ISR Number: 3081736-4

T

Hospitalization -
Initial or Prolonged

Collapse

Delusion Nos

Feeling Abnormal
Hypoglycaemia Nos
Parkinsonism Aggravated

Report Type: Expedited (15-Day)

Report Source Product
R e

Company Report Number: 99244

Role

Foreign
Other

Tasmar
Sinemet
Dothiepin

Bezalip-Mono

Aspirin

caaay

Manufacturer

Age:  65YR

Route

ORAL

Gender:  Male

Doss/Unit _ Duration

Date: 05/22/1998

Outcome

He

ISR Number: 3081748-0

PT

Report Type: Expedited (15-Day)

Report Soarce Product

Initial or Prolonged

D ion Aggravated
Hyporeflexia

Muscle Disorder Nos
Muscle Spasms

Myalgia

Neurological Disorder Nos
Ovarian Disorder Nos
Pain Nos

Weight Increased

Company Report Number: 96110

Health Professional Accutane

Paxil

o gz
&

Manufacturer

Age: 26 YR

Route

Gender:  Female

Dose/Unit _ Duration

ORAL

Date: 05/22/1998

Outcome

ISR Number: 3081750-9

PT

Disability
Congenital Anomaly

Binocular Bye Movement
Disorder Nos

Blindness Transient

Blindness Unilateral

Cerebral Palsy

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

Developmental Delay Nos

Eye Discharge

Eye Rolling

Eyelid Malformation, Congenital
Nos

Eyelid Prosis
Pacial D: i

Report Type: Expedited (15-Day)

Report Source

Product

Company Report Number: 72202

Health Professional Accutane
Prozac

Alcchol

08/03/2000

)
C
C

Role

Age: 24 YR

Route

Gender:  Female
Dose/Unit

Duration

ORAL

Page 188 of 487




08/03/2000

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

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

Initial or Prolonged Psychotic Disorder Nos Other Si ss




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

Report Type: Expedited (15-Day)

Company Report Number: 97796

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

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




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

Outcome
Disability
C

ital A 1

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

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

At Deficit/Hyperactivity

Disorder Other
Cardiac Disorder Nos
Clumsiness

Complications Of Matemnal
Exposore To Therapuetic Drugs
Congenital Ventricular Septal
Defect

Developmental Coordination
Disorder Nos

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

Hypospadias

Increased Activity

Leaming Disorder Nos
Motor Dysfunction Nos
Urinary I

Date: 06/

Outcome
Other

19/1998

Manufacturer

Gender:  Female

Dose/Unit Duration

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

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

Visual Acuity Reduced

Visnal Field Defect Nos

Mlll\lf’ acturer

Age: 86 YR

Route

Gender:  Female

Dose/Unit _ Duration _

ORAL

Date: 06/22/1998

Outcome

Hospitalization -
Initial or Prolonged

08/03/2000

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

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

Hepatic Encephalopathy

Hepatic Failure

Hepatitis Nos

Hyperpyrexia

Infection Nos

Tasmar

0003

Manufactorer

Age: 63YR

Route

Gender:  Male

Dose/Unit  Duration

ORAL
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Date: 06/22/1998

ISR Number: 3097288-9

Report Type: Expedited (15-Day)

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

06/30/1998

Outcome

ISR Number: 3100307-4

PT

Initial or Prolonged

Adj Disorder Nec
Cellulitis

Depression Nec

Educational Problem

Flat Affect

Gender Identity Disorder Nos
Loss Of Employment

Scar

Sedation

Social Avoidant Behaviour

Report Type: Expedited (15-Day)

Compauy Report Number: 101424

Report Source
Other

Role
Accutane Ps

Manufacturer

Age:  19YR Gender:  Female

Route

Dose/Unit  Duration
ORAL

Date: 07/02/1998

Outcome

ISR Number: 3101702-X

PT

Hospitalizati

Abdominal Pain Nos

Initial or Prolonged

Bronchitis Nos

Complication Of Delivery Nos
Complication Of Labour Nec
Complications Of Matemal

Exposure To Theraputetic Drugs

Congenital Abnormality Nos
Constipation

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

Jaundice Neonatal

Kidney Small

Malaise

Obstructed Labour Nos
Otitis Media Nos

Rhinitis Allergic Nos
Stammering

Report Type: Expedited (15-Day)

Report Source

Consumer
Health Professional

Company Report Number: 93114

Product Role
Accuatane Ps

Manufacturer

Age:  32YR Gender:  Female

Route . Dose/Unit  Duration

ORAL

Date: 06/09/1998

Outcome

ISR Number: 3101822-X

PT

Report Type: Periodic

Company Report Number: 88381

Report Source Product

Other

Distarbance In Attention Nec
Memory Impairment

Role

Health Professi Accutane Capsnles (I inoi s

Mnmfutnrgr

Age: 32YR Gender:  Female

Route Do§dUnlt Duration

ORAL
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Date: 06/09/1998

Report Type: Periodic

Company Report Number: 88388

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