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Disclaimer: The information contained in these reports
has not been scientifically or otherwise verified as to a
cause and effect relationship and cannot be used to
estimate the incidence of adverse

drug reactions.
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IMPORTANT INFORMATION:

The Adverse Event Reporting System (AERS) in the Office of Postmarketing
Drug Risk Assessment (OPDRA), was implemented to take advantale of up-to-
date methods for data entry and database design. AERS contains all reports
received since November 1, 1997.

BACKGROUND:

The AERS database is a computerized system for storing adverse events
reported by heaith professionals and others. The system contains adverse
events detected and reported after marketing of the drug.

AERS relies on health professional to detect new clinical events, to attribute the
appearance of the clinical event to the administration of a drug, and to report that

cfinical event.

. The heaith professional may choose ta report the adverse reaction to the FDA or

to a drug firm, whe must, by law, report to the FDA. Ninety percent of the FDA's
reports are received from drug manufacturers. OPDRA receives the remaining
ten percent directly from other reporters. (i.e., Health Professionais and

consumers).

Data from all reports are entered into AERS and the repoﬁ images are scanned
into an Electronic Filing System (EFS). Alf reports are retrieved by accessing the
Individual Safety Report (ISR) number.

Copies of individual case safety reports, which are summarized in this printout,
may be obtained by submitting a separate FOI request. When requests are
submitted for copies of report images, the ISR number should be listed in tabular.-
format in ascending order as shown in the following example:

- ISR NUMBER

30009131
3000917-9
3001581-5

There is a $29.00/Hour search time and a $.50/page charge. Please note that
there will be redactions made to all personal identifiers on the repart.




Date

ISR Number

Report Type

Report Type

Definitions of the FOI Report

Date the report was received by the FDA.

Unigque number for identifying an AERS report.

The type of ISR received. Expedited (15-day) and
periodic reports are from manufacturers;*direct"
reports are voluntarily submitted to the FDA by non-

manufacturers.

Description

Expedited (15-day)

Periodic

Direct

Company Report Number

Mandatory reports received from the manufacturer
informing the FDA of adverse events that are both
serious and unexpected. By law, these reports must
be delivered to the FDA, within 15 calendar days of
the initial receipt by the manufacturer.

These are mandatory reports that do not fall into the
expedited category. These reports are delivered
quarterly to the FDA.

These reports are from heaith professionals, private
individuals or sources other than manufacturers.

Manufacturer's unique report identifier.

Age Numeric value of patient's age at event.

Gender The gender of the patient {male, female, unknown, or
Not specified).

Qutcome The results of the adverse event as. The following
events are potential choices.

Qutcome DESCRIPTION

DE Death

LT Life~Threatening

HO Hospitalization — Initial or.Prolonged

DS Disability

CA Congenital Anomaly

Rt Required Intervention to prevent permanent

impairment/damage
Other




PT (Preferred Term)

Report Source

-Product

Roie

*Suspect Drug

Concomitant Drug

Manufacturer

Route

Dose

Units

Duration

The reported reaction, in medical terminclogy,
describing the event. This is coded using the Medical
Dictionary for Regulatory Activities (MedDRA).

Identifies the initial source of the report. (l.e., Health
Professional, Consumer, etc..)

Name of drug.

S = Suspect

C = Concomitant

PS = Primary Suspect
S8 = Secondary Suspect

The drug that the initial reporter deemed most likely to
be associated with the reactions.

A list of any drugs taken at the same time as the
suspect medication, but not suspected of causing the
adverse event.

The company that manufacturers the drug.

Route of administration of the drug.

Quantity of drug administered in a 24-hour period.

Modifies the dose with units of measurements (e.g.,
mg, U, ml, etc.). ’ )

Number of days the drug was used.




CAVEATS:

There are some important things fo remember when reviewing or analyzing data
from AERS.

1.

Reports contain only those reactions voluntarily submitted either directly to
the FDA or to the drug manufacturer by consumers and/or members of the
health profession and which have been entered into the AERS

computerized filing system since November 1,1997.

FS -

The information contained in the reports has not been scientificatly or
otherwise verified.

For any given report, there is no certainty that the suspected drug caused
the reaction. This is because physicians are encouraged to report
suspected reactions. The event may have been related to the underlying
disease for which the drug was given to concurrent drugs being taken or
may have occurred by chance at the same time the suspected drug was

taken,

Accumulated case reports cannot be used to calculate incidence or
estimates of drug risk.

Numbers from these data must be carefully interpreted as reporting rates
and not occurrence rates. True incidence rates cannot be determined
from this database. Comparisons of drugs cannot be made from these

data.




Date: 11/04/1983

ISR Number: 154121-3

Report Type: Expedited (15-Day)

Company Report Number: MS83661 Age: 15YR Gender:  Female
Ouicome T Report Source Product Role Manof; Route DosefUmit  Duration
Depression Nec Accutane Ps Roche ORAL 26
Date: 03/09/1983 ISR Number: 157641-X Report Type: Expedited (15 Day) Campany Report Number: MS8398 Age:  25YR Gender:  Female
Outcome PT Report Source Product Role Manuf, Route Doss/Unit  Duration
Otber Palpitations Acoutane PS © Roche ORAL
Date: 03/09/1983 ISR Number: 157646.9 Report Type: Expedited (15-Day) Company Report Number: COMS8384 Age:  I9YR Gender:  Female
Outcome PT Report Source Product Role Mamufacturer Route Dosefthit  Duration
Amnesia Nec Accutane PS Roche ORAL 103
Hepatic Funetion Abnormal Nos
Jaundice Nos
‘Weight Decreased
Date: 04/14/1983 ISR Number: 158987-1 Report Type: Expedited (15-Day) Company Report Number: M583.212 Age:  13YR Gender:  Male
Outcome FT . Report Souzce Product Raole Manufacturer Route Dose/Unit  Duration
Other Emotional Distarbance Nos Accutane Ps Roche ORAL 153
Hyperkinetic Syndrome Depskene e ORAL
Tegretol C CRAL
Date: 05/13/1983 ISR Number: 161749-2 Report Type: Direct Company Report Numbex: Age: 42YR Gender:  Male
Outeome FT Regort Source Praduet Role Manufacturer Route Dose/Unit  Duration
Ceordination Abnormal Nos Actutane PS Roche .ORAL
Nervousness
Tachycardia Nos
‘Tremor Nec
Date: 06/16/1983 1SR Number: 164688-6 Report Type: Expedited (15-Day) Canpany Report Number: 00MS8335 Age 17TYR Gender:  Female
Outcome PT Report Soorce Product Role Manaf; er Route Dose/Unit  Doration
Other Emotional Disturbance Nos Accatanc s Roche ORAL
Date: 06/16/1983 ISR Number: 164689-8 Report Type: Expedited (15-Day) Company Report Nomber: 0M$83336 Age: 16 YR Gender:  Male
Ouiconie PT Report Souree Product Rale M Route Daose/Unit Duration
Other Asthenia Accotane PS Roche ORAL
Depression Neg
Personality Disorder Nos
(84032000
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ISR Number: 164690-4

Report Fype: Expedited (15-Day)

Company Repost Number: 0MS8329] Age: 21 YR Gender:  Male
Outeome PT Report Source Product Role Manufacturer Routr  Dose/Unit _ Duration
Other Impotence Accutane PS Roche ORAL 120
Date: 08/03/1983 ISR Number; 165237-9 Report Type: Pesiodic Company Report Number: OMS83449 Age:  17YR Gender:  Female
Outcome T Report Source Produnct Role Manuf; Route Dose/Unit  Puoration
Hospitalization - Amnesia Neo Accutane PS Roche
Tnitial or Prolonged Beiign Intracranial
Hypertension
Ecchymosis
Date: 1202/1983 ISR Number: 172586-7 Report Type: Expedited (15-Day) Company Report Nusber: MS83678 Age: 33 YR Gender:  Female
Outcome T Report Source Product Rale Manufacturer Reoute Dose/Unit _ Duration
Asthma Nos Accutane s Roche ORAL 119
Depression Nec Anaprox ss
Myalgia
Qesophagitis
Date: 12/14/1963 ISR Number: 172587.9 Report Type: Expedited (15-Day) Campany Report Numiber: M$83688 Age:  3E8YR Gender:  Pemale
Outcome PT Report Source Product Role Manufe Route Dose/Unit _ Duration
Hespitalization - Depression Neo Accotane PS Roche ORAL 41
Initial or Prolonged .
Lithiwin C
ORAL
Restoril (o} Sandez ORAL
Date: 12/13/1983 ISR Number: 172602.2 Report Type: Dirct Company Report Number: Age:  20YR Gender:  Male
Outcome PT Report Sonree Praduet Role Manufaeturer Route Dose/Unit  Duration
Other Depressien Nec Health Professional Accutane PS Roche ORAL 95
Date: 12/06/1983 ISR Numbers 174700-6 Report Type: Peridic Company Report Number: M583537 Age: 32YR Gender:  Female
Outeome PT Report Source Product Rele Mannfacturer Route Dose/Unit _ Duration
Other Headache Nos Accatane PS Raoche ORAL 7
Insominia Nec Erythromycin fad ORA] 28
Nervonsness
Palpitations
Date: 02/01/1984 ISR Number: 176897-0 Report Type: Direct Company Report Nunber: 00000000 Age: 30YR Gender:  Pemale
Outcome PT Report Source Product Rale Manufacturer Route Dose/Unit  Duratlon
Amenorrhoca Nos Consurner Accutane Ps Reochic 68
Cheilitis
08/03/2000
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—
Date: 05/14/1984

ISR Number: 182736-4 Report Type: Periodic Company Report Number: MSB3745 Ager  30YR Gender:  Female
Ontcome PT Report Source Product Role M; Route Dose/Tnit Duration
Other Alopecia Aceutune S Roche ORAL 101
Cheilitis
Parnat [ ORAL
Confusion e
Nai) Disorder Nos
Date: 03008/1984 ISR Number 183567-1 Report Type: Expedited (15-Day) Company Report Numbes= MS8476 Age:  63YR Gender:  Male
QGutcoms rT Report Source Product Role Manuf; Route Dose/Unit  Duration
Other Depression Nec Accatane s Roche ORAL 34
Sedation
Date: 05/18/1984 ISR Number: 184682.9 Report Type: Dinct Company Report Number: 00000000 Ager Gender:  Unknown
Dutcome PT Keport Sooree Product Role Manufscturer Route Dase/Unit _ Durstion
Impotence Health Professional Accutane ] Roche ORAL
Date: 05/14/1984 ISR Number: 1846830 Report Type: Brpedited (15-Day) Company Report Number: MS3456 Age:  2TYR Gender:  Male
Outcome T Report Source Product Role Mannfacturer Route Dose/Unit  Duration
Other Inpotence Accutane ps Roche ORAL 118
Date: 0622171984 ISR Mumber: 184955.X Report Type: Periodic Company Report Nunber: 84192 Age:  37YR Gender:  Female
Outcome PT Report Source Product Role Mannfacturer Route Dose/Unit  Duration
Depression Nee Accusne PS Roche ORAL 120
Date; 07/00/1984 ISR Number: 186192-1 Report Type: Pedodic Company Report Number: 84260 Age:  20YR Gender:  Maje
OQuicome  _ PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Dysphonia Accutane Ps Roche ORAL 64
Date: O7/18/1984 1SR Number: 1865190 Report Type: Periodic Company Report Number: MSg4289 Age YR Gender:  Female
Outcome  PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Other Palpitations Accutane Ps Roche ORAL 2%
§
yneepe Predusone c ORAL m
Date: 03/08/1964 ISR Number: 186549.9 Report Type: Expedited (15-Day) Company Report Number: MS8495 Age: I1SYR Gender:  Male
Qutcame PT Report Source Product Role Manufs Route Dose/Unit Duration
Hutcome =~ Report Source Role _ Duration
Other Depression Nec Accutane PS Roche ORAL 104
Weight Decreased
08/03/2000
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Date: 1071171984 ISR Number; 301087-8 Report Tspe: Pesiodic Company Report Nmmber: MS84529 Age:  40YR Gender:  Female
Outcome BT Report Source Product Role Manufacturer Route Dose/Unit Duration
Depression Nes Acoutane s Roche ORAL 78
Date: 10/11/1984 ISR Number: 301091-X Report Type: Periodic Company Report Number: MS84529 Age:  40YR Gender:  Fanale
Outeome PT Repori Souree Product Role Manufs er Route Dose/Unft Duration
Depression Nee Accutane PS Roche ORAL 8
Date: 10/26/1984 ISR Number: 3015754 Report Type: Periodic Company Report Number: MS84572 Age:  32YR Gender:  Female
Outcome PT Report Sonrce Product Role Manud; or Ronte Dose/Unit Duration
Antinlgia Accutane s Roche GRAL 126
Depression Nec
Date: 10/17/1984 ISR Number: 301997-1 Report Type: Periodic Company Report Number: MS84535 Age:  30YR Gender:  Female
Cuteome PT Report Source Product Role Manufacturer Route Dose/Unit _ Dutation
Other Chest Pain Acctane PS Roche ORAL
Palpitations
N; C Syatex ORAL
‘Tachyeardia Nos i
Date: 10/17/1984 ISR Number: 301998-3 Report Type: Pesiodic Company Report Number: M584533 Age:  3LYR Gender:  Female
Outcone PT Report Source Produect Role Manufactorey Route Dose/Unit Duraiion
Other Depression Nec Accutane Ps Roche ORAL 140
Libido Decreased
Date; 10/23/1984 ISR Number: 302664-0 Report Type: Periodic Company Report Number: MS84572 Age: 32YR Gender:  Female
Outcome FT Report Source Product Rele M Route DosefTalt Duratlon
Anhralgia Accutane s Roche ORAL 126
Drepression Nee
Date: 10/18/1984 ISR Number: 303215-7 Report Type: Paiodic Comapany Report Number: MS84533 Age: 31YR Gender: Female
Outcome PT Report Souree Product Role M Route Dos/Unit _ Duration _
Other Depression Nee Accutane s Roche ORAL 140
Libido Decreased
Date: 10/29/1984 ISR Numiber: 303612-X Report Type: Periodic Company Report Number: MS84580 Age:  42YR Gender:  Pemale
Ontcome PT Report Sowrce Product Role Manufs er Route DoseUnit Duration
Ansemia Nos Accutane S Roche ORAL &3
Dysproea Nog
Palpitations
08/03/2000
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Date: 11/01/1984

'umber: 303920-2

Report Type: Periodic

Company Report Number: 84580 Age:  4IYR Gender:  Fernale
Oulcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Auacmia Nos Avcutane Ps Roche ORAL 63
Dysprosa Nos
Palpitations
Date: 11/13/1984 1SR Number; 305553-0 Report Type: Periodic Cempany Report Number: MS84607 Age:  30YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Hospitalization - Bar Disorder Nos Accutane P Roche CRAL
Initia] or Prolonged Headache Nos
Psychotic Disorder Nos
Date: 08/14/1984 ISR Nomber: 3095936 Report Type: Expedited (15-Day) Company Report Number: MS84354 Ager TOYR Gender:  Male
Gutcome PT Report Source Produet Role M. Route Dose/Unit  Duration
Hospitalization - Confusion Accutane PS Roche ORAL 60
Initial or Prolonged Hezema Nos
Date: 0B/24/1984 ISR Number: 309599-8 Report Type: Expedited (15-Day) Company Report Numbey; M584388 Age: 24 YR Gender:  Male
Oufcome PT Report Source Preduoct Rele Manufactirer Route Dose/Unit Duration
Balasitis Nos Accutane ] Roche* ORAL 150
Dry Skin
Tmpotence
Pain Nos
Date: 08/14/1584 ISR Number: 309606-2 Report Type: Periodic Company Report Numbey: MS84351 Age;  20YR Gender:  Male
Outcome rT Source Product Role Manufacturer Route Dose/Unit Duration
Depression Nee Accutane PS Roche ORAL 15¢
Date: (9/03/1984 ISK Number: 3096074 Report Type: Expedited {15-Day) Company Report Number: MS84425 Age:  39YR Gender:  Female
Outcome T Report Source Product Role Manufacturer Route Dese/Unit  Duration
Libido Decreased : Aceatane BS Roche ORAL 95
Date: 09/03/1984 ISR Nimber: 3096104 Repert Type: Expedited (15-Day) Company Report Number: MS8426 Age:  45YR Gender:  Fempale
Oufcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Deptession Neo Accutane s Roche ORAL 120
Rash Maculo-Papular
Seberthoea
08/Q3/2000
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Date: 0872471984

ISR Number: 309617-7

Report Type: Expedited (15-Day)

Company Report Number: MS84281 Age:  18YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Routc Dose/Unit  Duration
Other Amnesia Neo Accutane s Rodhe ORAL 2
Date: 09806/1984 ISR Nuniber: 311077-7 Report Type: Bxpedited {15-Day) Company Report Nwmber: 840200491001 Age: 5YR Gender:  Maje
Ouatcome PT Report Source FProduct Role Manufacturer Route Dose/Unit  Duration
Disability Congenital Abnormaity Nos Health Professional Accutane PS Rache ORAL 58
Hydrocephalus Nos Tylencl c o
Hypotonia
Mental Retardation Severity
Unspecified
Date; 11/06/1984 ISR Number: 311571-9 Report Type: Periodic Company Report Number: MS84-599 - Age: 38 YR Gender:  Female
Outcome FT Report Source Product Role M Route Dose/Unit Duration
ReportSonrce Dose/Unit =~ Duration
Dysphonia Accutane PS Roche ORAL %0
Date: 12/18/1984 ISR Number: 3119158 Report Type: Periodic Company Report Number: MS84680 Age:  30YR Gender:  Male
Quicome PT Report Source Prodoet Role Manufacturer Route Dose/Unit Duration
Tmpotence Accutane Ps Roche ORAL 27
Libido Decreased
Date: 12/18/1984 ISR Number: 31192i-3 Report Type: Periodic Company Report Number: MSE4678 Age: 44 YR Gender:  Female
Outcome PT Report Source Produet Role Manufactarer Route Dose/Unit  Durstion
Aniety Nec Accotane s Roche ORAL
Atazia Neo Lithium c ORAL a
Muliiple Sclerosis .
Sedation Ativan C ORAL
Seconal C OQRAL
Unspecified C ORAL
Date: 12/18/1984 ISR Number: 311942-1 Report Type: Expedited (15-Day) Company Report Number: MS84676 Age:  35MON Gender:  Male
Quicome r Report Souree Product Role  Manwfacturer Route Dose/Unit _ Duration __
Hospitalization - Confusion Acctane P Rache CRAL 111
Initiat or Prolonged Dermatitis Exfoliative Nos
Other Epistaxis
Hypealipidaemia Nos
D8/03/2000
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Date: 12/18/1984 ISR Number: 311950.X Report Type: Eapedited (15-Day) Company Report Nuwriber: MS84686 Age:  32YR Gender:  Male
Quicome BT Report Souree Product Role Ronte Dose/Unit  Duration
Death Hypersensitivity Nos Accutane Ps Roche ORAL 19
Major Depressive Disorder Nos Tofranil c ORAL
Date: 11/23/1984 ISR Number: 312222-X Repoxt Type: Periodic Compiny Report Number: MS24607 Age:  30YR Gender:  Female
Outcome P Report Souree Product Rale Manufacturer Route Dose/Unit _ Duration
Hospitalization - Ear Disorder Nos Accutane BS Roche ORAL 126
Initial or Prolanged Headache Nos.
Psychotic Disorder Nos
Date: 11/08/1984 ISR Number: 312873-2 Report Type: Pedodic Company Report Number: MS84425 Age:  39YR Gender:  Female
Outeome PT Report Source Product Role Manufactarer Route Dose/Unit Duration
Libido Decreased Accutane Ps Rothe ORAL o0
Date: 01/10/1985 ISR Numberx: 3134328 Report Type: Periodic Company Report Number: MS84710 Age:  TOYR Gender:  Unknown
Outcome PT Report Source Product Role M, er Route Dose/Unit _ Duration
Other Amniesin Neo Acctane s Roche ORAL
Date: 01/10/1985 TSR Number; 313445.6 Report Type: Periodic Cempany Report Number: MS84709 Age:  19YR Gender:  Male
Outcome PT Report Source Product Role Manuf; Route Dose/Unit  Duration
Abroninal Dreams Accotane PS Roche ORAL 138
B .
quefnun Neo Septra Ds c ORAL
Sweating Increased
Ampicillin C ORAL G
Keflex < ORAL ¢} 9
Cleocin Hel (o4 ‘ORAL
Date: 12/28/1984 ISR Number; 313485-7 Report Type: Expedited (15-Day) Company Report Number: MS84696 Age:  23YR Gender:  Male
Outcome PT Repert Source Preduct Role Manufs or Route Dose/Unit Duration
H d‘ ization - D Nee Accutane Ps Roche ORAL 120
Inii; Prolonged i RAL
or Prolong Farancia Tofranil c o
Date: 12/28/1984 ISR Number: 313517-6 Report Type: Expedited (15-Day) Company Report Number; MS84695 Apge: Gender:  Male
Outsome PT Report Source Prodnct Role Manulf; Route Dose/Unit  Duration
Personality Disorder Nos Accutane s Roche ORAL
08/03/2000




Date: 12/28/1984

ber: 313607-8

Report Type: Expedited ( 15-Day)

Company Repart Number: MS84708 Age:  52YR Gender:  Female
Guicome T Report Source Product Rale Mannfacturer Route Dose/Unit ~ Doration
Hospitalization - Confusion Health Profestional Accutane Ps Roche ORAL 35
Initia) or Prolonged Convulsions Nos Hy
Other Headache Nos
Pyrexia Decadron c
Date: 12/28/198¢ SR Number: 313608-X Report Type: Expedited (15-Day) Company Report Number: MS84706 Age:  43YR Gender: TFemale
Outcome PT ill:porl Source Product Role Manuf; Rowie Dase/Unit Duration
- ~oEaton
Other Degression Nec Health Professional Acoutanc P Roche ORAL
Derratitis Nos Keflex c
Emotional Distorbance Nos ) -
Nervou Mycostatin c
Date: 12/28/1984 ISR Number: 313610-8 Report Type: Expedited (15-Day) Company Report Nomber: M584714 Age:  13YR Gender:  Unknown
Cutcome FT Report Sourre Product Rale Manuf; Route Dose/Unit  Daration
Depaession Nec Acentane PS Roche ORAL
Date: 12/28/1984 ISR Number: 313636-4 Report Type: Bapedited (15-Day} Compaiy Report Number: M384709 Age:  19YR Gender:  Male
Qutcome PT Report Souree Prodizct Role Mannfs eT Roate Dose/Unit Duration
Abnormal Dreams Acoutane s Roche ORAL 138
Depression Nec "
cin c ORAL G
Sweating Increased Ef!’lhﬁ.my
Ampiciflin o ORAL G
SepiraDs c ORAL 10
Kedflex C ORAL 1
Date: 127231984 ISR Number: 313641.§ Report Type: Expodited (15-Day) Company Report Numnber: MSg4710 Age:  T0YR Gender:  Unknown
Ontcome PT Report Source Product Rale Manufact Route Dose/Unit Duration
Other Anesia Nec Accutane PS Roche ORAL
Date: 12/28/1984 ISR Number: 313643-1 Report Type: Expedited {15-Day) Company Report Number: MS84711 Age: Gender:  Upknown
Outcome rT Report Source Product Role Manufacturer Route Dose/Unit _  Duration
— _ ReportSource Role . Dotelnit  Duwration _
Other Amiesia Nec Acestane PS Roche ORAL
08/03/2000 Page 92 of 487




Date: 01/04/1985

ISR Number: 313711-4 Report Type: Peri Company Report Number: MS84260 Age:  29YR Gender:  Male
Outcorne PT Report Source Product Role Manuf; Route Dase/Unit  Duration
Other Dysphonia Acoutane s Roche ORAL 120
Neoplasm Nos
Date: 12/19/1984 ISR Number: 314914.5 Report Type: Periodic Company Report Number: MS84661 Age:  17YR Gender:  Male
Outconse PT Report Source Product Role Manufactorer Route Dose/Unit = Duration
Cther Depuession Nec Accutane PS Roche ORAL 47
Date: 12/19/1984  [SR Number: 3149303 Report Type: Expedited (15-Day) Company Report Number: MS84654 Age: 21 YR Gender:  Male
Outcomne T Report Source Product Rale Manufacturer Route DoseUnit . Duration
Hospitalization - Convulsions Nos Acclane ps Roche ORAL 88
e, . A
nitial or Prolonged Schizophrenia Nos Tetracycline c ORAL
Date: 01/04/1985 ISR Number: 3(5186-8 Report Type: Periodic Company Report Number: MS84714 Age:  13YR Gender:  Unkpown
Outcome PT Report Source Product Role Manufi Route Dose/Unit  Duration
Depression Ne Accotane s ORAL
Date: 01704/1985 ISR Number: 315159-3 Report Type: Periodic Company Report Nomber: MS84708 Age: S2YR Gender:  Femnale
Outcome PT Report Souree Product Rsle Manufactarer Rante Dose/Unit  Duration
Confusion Accutane P§ Roche ORAL
Date: 01/17/1985 ISR Number: 315194.7 Report Type: Periodic Cempsny Report Nmnber: MS856 Age:  1BYR Gender:  Male
Qutcome PT Report Souree Produact Role M Route Dase/Unit Duration
Other Ammnesia Nec Accutane BS Roche " ORAL
Date: 12/21/1984 ISR Number: 315346-6 Report Type: Periodic Campany Report Number: MS84676 Age: 35YR Gender:  Male
Outeome PT Report Source Product Rale M Roitte Dose/Unit Duration
Hospitalization - Confusi Accutane Ps Roche ORAL 1il
Initial or Prolonged Dermatitis Bxfoliative Nos
Epistaxis
Hypedipidaemia Nos
Date: 12721/19%84 ISR Number: 3153521 Report Type: Pesiodic Company Report Numiber: MS84680 Age:  30YR Gender:  Male
Oulcome PT Report Source Product Role Manuf Rolite Dose/Unit  Duration
Impotence Accotane PS Roche ORAL 27
Libide Decreased
08/03/2000
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Date: 1272171984 ISR Number: 315364-8

Repert Type: Periodic

Company Report Number: MS34686 Age:  32YR Gender:  Male
Outeome T Report Source Product Role Manufactorer Raoute Dose/Unit  Duration
Death Death Acemtane 23 Roche ORAL 19
Depression New Toftanil c ORAL
Non-Accidental Overdose
Date: 01171985 ISR Number: 316137-2 Report Type: Perioddic Company Report Number: MS855 Age:  36YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Thinking Abnormal Nec Accutane Ps Rodie ORAL
Date: O04/1985 ISR Number: 316307-3 Report Type: Periodic Company Report Number: MS84605 Age: Gender:  Male
Outcome PT Report Source Prodact Role Manuf; Route Dose/Unit  Duration
Personality Disorder Nos Accutane PS Roche ORAL
Dale: 01/04/1985 ISR Number: 316308-5 Report Type: Periodic Canpany Report Number: MS84696 Age: 2IYR Gender:  Male
Quicome _____ 2T Report Souree Produat Role  Mannfaclurer Roste  DossUnit  Duration
Hospitalization - Agitation Accutans S Roche ORAL 120
Initial or Prolonged unm-..sum Nee Tofranil c ORAL
Paranoia
Date: 09/12/198¢ ISR Nusber: 3164443 Report Type: Expedited (15-Day) Company Report Number: Ms84434 Age:  30YR Gender:  Fanale
Outeome T Report Soaree Product Role Manufactarer Route Dose/Unit  Duration
Other Depression Nec Accutane Ps Roche ORAL 60
Date: 09/11/1984 ISR Number: 316445-5 Report Type: Expedited ( 15-Day) Company Report Nmmber: MS84425 Age:  30YR Gender:  Female
Qutcome T Report Source Product Role Manufacturer Route Dose/Unit  Duration
Death Libido Decreased Accotane s Roche ORAL
Date: 09/12/1984 ISR Number: 316454-6 Report Type: Expedited (15-Dag) Company Report Nmnber: MS84433 Age:  35YR Gender:  Female
Dutcome PT Report Source Product Role M; or Route Dose/Unit Duration
Other Depression Nec Acoutane FS Roche ORAL 7
Date: 09/12/1984 ISR Number: 316527-8 Report Type: Expedited (15-Day) Company Report Number: MS84436 Age: Gender:  Ferale
Cuteome P Report Source Product Role Manuf; Route DosefUni¢  Duration
Cleft Palate Accutane P§ Rache ORAL 180
Deafness Nos
0803/2000 Page 11 of 487




Date: 01/04/1985 ISR Number: 316580-1

Report Type: Perodic

Company Report Number: MS84711 Age: Gender:  Unknown
Outcome FT Repori Souree Product Role Manufacturer Route Dose/Unit  Duration
Other Amnesia Nec Atcutane PS Roche
Date: 01/14/1985 ISR Nomber: 317661-9 Report Type: Perodic Company Report Number: MS856 Age: Gender:  Unknown
Outcome T Report Source Produet Rale Manuf; Route Dose/Unit  Duration
Other Amnesia Neo Accmane FS Roche ORAL
Date: 01/14/1985 ISR Namber: 317662-G Report Type: Periodic Company Report Nmmber: MS855 Age: Gender:  Unknown
Oulcome PT Report Source Product Role Manufacturer Route Dose/Unit Duration
Other Aumnesia Nec Accutane Bs Roche ORAL
Date:: 01/29/1985 ISR Number: 319553-8 Report Type: Expedited (15-Day) Company Report Number: 00044001 Age:  25YR Gender:  Male
Outcome PT Report Source Product Role Manuf Route Dase/Unit  Duration
Hospitalization - Psychoiic Disorder Nog Accntane PS Roche ORAL
Iniial ex Prolonged Lithiu ¢ 730
Date: 02/04/1985 ISR Number: 319614-3 Report Type: Pediodic Company Report Number: 85020006 Age: 26 YR Gender:  Male
Outcome PT Report Souree Product Role M, Reoute Dose/Unit Duralion
Hack Pain Accuiane PS Rochie ORAL 214
Cyst Nos
Depression Nec
Date: 02/04/1985 ISR Number: 3196209 Report Type: Periodie Company Report Number: 85020004 Age:  2SYR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route DosefUnit Duration
Hospitalization - Psychotic Disonder Nos Acrutane S Roche ORAL 2
Initial or Prolonged Lithivm c 730
Date: 09/21/1984 ISR Nuniber: 3223403 Report Type: Perndic Company Report Number: M584472 Age:  20YR Gender:  Famale
Gutcome PT Report Source Product Role Manufaciyrer Route Dose/Unit Doration
Other Depression Nec Accutane Ps Roche ORAL 32
Atamax C ORAL,
Date: 02/05/1985 ISR Number: 322402-5 Report Type: Expedited (15-Diay) Company Report Number: 85020009 Age: 26 YR Gender:  Male
Outcome PT Report Sauree Product Role Manufacturer Route Dese/Unit  Dmration
Other Headache Nos Accutane PS Roche ORAL
08/03/2000
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Date: 01/28/1985

ISR Number: 325954-4

Report Type: Periodic

Company Report Number: 85020011 Age:  Z4Y¥YR Gender:  Female
Outcomne PT Report Sonrce Froduct Role Manufacturer Route Dose/Unit  Duration
Dysphonia Acoutane PS Roche ORAL 600
Date: 01/30/1985 ISR Number: 326430-5 Report Type: Periodic Company Report Number: 85020006 Age: 26 YR Gender:  Male
Outcome PT Report Source Product Role Manufs Route Dose/Unit  Duration
Depression Neo Accutane PS Roche ORAL
Pain Nos
Thinking Abnonmal Nec
Date: 02/11/1985 ISR Number: 330947-7 Report Type: Periodic Company Report Number: 85020009 Age: 26 YR Gender:  Male
Ontcome PT Report Source Product Role Mi Route Dosc/Unit Duration
Other Headache Nos Accutane ] Roche GRAL
Hypertension Nos. Indernl c ORAL
Insomnia Nec P RAT
Navsca Multivitamins C o
Captopsil c ORAL
Date: 04/04/1985 ISR Number: 337875-1 Report Type: Periodic Company Report Number: 85020037 Age: 16 YR Gender:  Male
Cutcome PY Report Source Product Role ) Route Dose/Unit  Duration
Hypotension Acontane BS Roche ORAL 125
Parsonality Disorder Nos Tiodnal c
Midrin c
Date: 03/26/1985 SR Number: 339601-9 Report Type: Expedited (15-Day) Company Report Number: 85020028 Age: 16 YR Gender:  Male
Outeome PT Report Source Product Rale Manuf; Raute Dose/Unit  Duration
Depression Nec Accutane PS Roche ORAL 141
Date: 04/01/1985 ISR Number: 339610-X Report Type: Expedited (15-Day) Company Report Number: 85020037 Age: 16 YR Gender:  Male
Outcome T Report Source Product Rale Manuf; Route Dose/Unit Duration
Other Anthiitis Nos Accutane Ps Roche ORAL 141
i:rr;h: Dlsm'ﬂ-u' Nos Fiotinal ¢
'S potension
4 Midrin C
Date: 03/14/1985 ISR Number: 342031.7 Report Type: Periodic Company Report Number: 00281001 Age:  I6YR Gender:  Male
Outcome PT Report Sonree Product Role Manufi Route Dose/Unit ~ Duration
Depression Nec Acontane Ps Roche ORAL 141
08/03/2000
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—
Date: 03/12/1985

ISR Nwmber: 3425552

Report Type: Expedited (15-Day)

Other

Campany Report Number: 85020024 Age: 2L YR Gender;  Male
Outeome T Report Source Product Role Manufacturer Route Dose/Unit  Duration
Otber Confusion Acettane s Roche ORAL 153
Hair l?Jsmder Nos Erythromycin c ORAL
Sedation A
Weight Decreased Molrin c ORAL 5}
Date: 0507/1985 ISR Number: 342863-5 Report Type: Expedited (15-Day) Company Report Number: 00537001 Ager  I6YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dase/Unit Duration
Other Depressicn Nec Accutane s Roche ORAL 158
Personality Disorder Nos
Date: 03/15/1985 ISR Number: 343680-2 Report Type: Pesiodic Company Report Number: 00185001 Age:  17YR Gender:  Male
Outcome PT Report Scurce Product Role Manufacturer Route Dose/Unit _ Duration
[oupotence Aceutane PS Roche ORAL 121
Date: 03/15/1985  ISK Number: 3436833 Report Type: Periodic Company Report Number: 00254001 Agei  25YR Gender:  Male
Outcomne PT Report Soures Prodoct Role Manufactorer Route Dose/Unit  Duration
Amncsia Nec Accutane P8 Roche ORAL
Headache Nos
Vision Abnormal Ne¢
Date: 051971985 ISR Namber: 344137-5 Report Type: Periodic Company Report Number: 00335001 Age:  13YR Gender:  Famale
Guteome PT Report Source Product Role Manufacturer Route Dose/Unit Duratlon
Hospitalization - Degression Nec Accutane s Roche ORAL 140
L o - .
Initial or Prolong Hypedipidaemia INos Tetrsoyelin c
Menometronhagia
Date: 05/10/1985 ISR Number: 344273-3 Report Type: Periodic Company Report Number; MS34294 Age:  16YR Gender:  Male
Cutcomne T Reporti Source Prodoct Role Manufacturey Route DosefUnit  Duratjon
Other Impotence Actutane PS Roche ORAL 67
Date: 05/09/1985 ISR Number: 344498.7 Report Type: Periodic Campany Report Nmnber: 00230001 Age:  20YR Gender:  Male
Outcome T Report Sowrce Product Role Manufacturey Route Dose/Unit Duration
Hospitalizatian - Psychotic Disorder Nos Accutane Ps Roche ORAL
Enitial or Prolonged

030312000
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Date: 05/10/1985

ISR Nomber: 345135-8

Report Type: Periodic

Company Report Number: MS84402 Age: 17 YR Gender:  Male
Outcome PT Report Source Produet Role Manufactorer Route Dose/Unit _ Duyatlon
Hospitalization - Blood Alkaline Fhosphatase Nos Accutane s Roche ORAL 142
Initial or Prolonged Increased
Schizophrenia Nos
Date: 05/10/1985 ISR Number: 345136-X Report Type; Periodic Company Report Number: 00285001 Age:  I9YR Gender:  Female
Outcome PT Report Seuree Product Role Manufactarer Route Dose/Unit _ Duration
Arthalgia Aceutane S Roche ORAL 72
Mydgha Thyroid c ORAL Ma
Tenosynovids
Thinking Abnormal Neg
Date: 05/10/1985 ISR Namber: 345192-9 Report Type: Periodic Company Report Number: 00010001 Age:  33YR Gender:  Female
Outcome T Report Source Product Role Manufacturer Route Dose/Unit  Duration
Authralgia Acoutane PS Roche ORAL 1z
Back Pain
Insomnia Nec
Date: 04/17/1985 ISR Number; 343326-6 Report Type: Expedited (15-Day) Company Report Number: 85020042 Age:  43YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Depression Nec Accutzne Ps Roche ORAL
Emotional Dismibance Nos
Date: 05/10/1985 ISR Number; 345335-0 Report Type: Periodic Company Report Number: MS84295 Ape: S0YR Gender:  Female
Outcome PT Report Source Preduct Role Manufactarer Route Dose/Unit _  Duration
Other Anxiety Nec Accitane PS Roche ORAL
Sutnycin Hel [ ORAL
Date: 05/10/1985 ISR Number: 345405.3 Report Type: Petiodic Company Report Number: 00103001 Age: 16 YR Gender: Malc
Outcome T Report Soarce Product Role Manufacturer Route Dose/Unit  Duration
Other Alopecia Accutane 3 Roche ORAL 100
Nail Disorder Nog
Personality Disorder Nos
Date: 04/29/1985 ISR Number: 345740-9 Report Type: Expedited (15-Day) Company Report Number: 00524301 Age: 46 YR Gender:  Male
Oulcome PT Report Source Product Role Manufacturer .Route Dose/Unit Duration
Libido Deecreased Accotane PS Roche ORAL 298
Q8A3/2000
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Date: 05/10/1985

ISR Number: 3458889

Report Type: Periodic

Cempany Report Number: 00392001 Age:  17YR Gender:  Male
Outcome PT Report Source Product Role Manufscturer Route  Dose/Unit  Duration _
Other Alopecia Atcotane S Roche ORAL 112
Palpitations

Date: 05/01/1985 ISR Number: 349045-1 Report Type: Periodic Company Report Number: 00524001 Age: 46 YR Gender:  Male

Outeome PT Report Sonrce Product Role Manufacturer Route Dose/Unit  Dwraton
Libido Decreased Accutane Ps Roehe ORAL 228

Date: 05/09/1985 ISR Number: 349792.1 Report Type: Periodic Company Repart Number: M$84368 Age: 18 YR Gender:  Male
Outcome PT Report Source Product Role Manofacturer Route Dose/Unit  Duration
Other Depression Nec Accutane Ps Roche ORAL 19

“Thinking Abscrmal Nec

Date: 05/0/1985 ISR Number: 350264.9 Report Type: Periodic Company Report Nusuber: 00205001 Aget  19YR Gender:  Femnale

Outcome PT Report Sonrce Product Role Manufactorer Ronte Dose/Unit Duration
Acne Nos Accutane s Roche ORAL 120
Depression Nec
Drug Ineffective

Date: 05/10/1985 ISR Number: 350278.9 Report Type: Periodic Company Report Number: 00017001 Age:  32YR Gender:  Female
Qutcome PT Report Source Product Role Manufacturer Ronte Dose/Unit Duration
Other Palpitations Acoutane P8 Rocke ORAL 4“4
Date: 05/10/1985 ISR Number: 350281.5 " Report Type: Pegodic Company Report Number: 00015001 Age:  20YR Gender:  Female
Outcotne T Report Sonrce Product Role M Ronte Dose/Unit  Duration

Alopecia Accutane s Roche ORAL 126
Anxiety Nec

Asthenia

Dizziness (Exc Vertigo)

Date: 05/10/1985 ISR Number: 350295-9 Repert Type: Pesiodic Company Report Namuher: MS84214 Age:  20YR Gender:  Pemale
Ouatcome PY Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Insomnia Nec Accutane Ps Roche ORAL

08/03/2000
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Date; 05/10/1985 1SR Number: 350330-8

Report Type: Pesiodic

Company Report Number: 00078001 Age:  30YR Gender:  Male
Outcome PT Report Source Product Role M er Ronte Dose/Unif  Duration
Impoience Accutane P$ Roche ORAL 69
Date: 05/10/1985 ISR Number: 350576-9 Report Type: Periodic Company Report Number; MS84712 Age: 26 YR Gender:  Female
Quicome PT Report Source Product Rele Manuf; Ronte Dose/Unit  Duration
Other Depression Nec Accutane PS Raoche ORAL 43
Myalgia
Rectal Bleeding
Date; 06727/1985 TSR Number: 354278-4 Report Type: Expedited (15-Day) Company Report Number; 00726001 Age: 24 YR Gender:  Pemale
Outcome PT Report Soarce Product Rele Manwfacturer Route Dose/Unit_ Duration
Myalgia Accatane Ps Roche ORAL 47
Palpitations Modican ¢
Tachycandia Nos
Date: 06725/1985 ISR Numbeér: 354283.3 Report Type: Bxpedited (15-Day) Company Report Number: 00652001 Age:  17YR Gender:  Male
Qutcome PT Report Source Product Rale Manufacturer Raute Dose/Unit _ Duration
Hospitalization - Aphasia Accutane Ps Roche ORAL
Initial or Prolonged Carotid Artery Stenosis
Hemiplegia
Date: 10/07/1985 ISR Number: 366392.8 Report Type: Periodic Company Report Number: 01147001 Age:  49YR Gender:  Female
Quieome ” Eeport Source Product Bole  Manutactsier Reste  DosefUnit_ Duration _
Amnesin Nec Accutane s Roche ORAL 128
Dry Skin
Myopathy
Vision Abnormal Nec
Date: 10/16/1985 ISR Number: 367376.5 Report Type: Periodic Company Report Number: 01217001 Age:  ISYR Gender:  Male
Quicome T Report Source Product Role ) fe ey Route Dose/Unit Duration
Death Depression Nec Accutane s Roche ORAL 29
Date: 10/17/1985 ISR Number: 368132-5 Report Type: Expedited (15-Day) Company Report Number: 01217001 Age:  1SYR Gender:  Male
Outeonie PT Report Source Froduct Ruole Manufacturer Route Dose/Unit Duration
Death Depressioa Nec Accutane PS Roche ORAL 29
08/03/2000




Date: 102471985 ISR Number: 372390-0

Report Type: Pericdic

Company Report Number: MS84426 Ape:  45YR Gender:  Female
Dwteome T Report Souree Product Role Manufacturer Route Dose/Unit  Dupration
Cendition Aggravaied Accotane PS Roche ORAL 120
Depression Nec
Seborthoea
Skin Disorder Nos
Date: 1240171985 ISR Number: 373016.2 Report Fype: Expedited (15-Day) Company Report Number: 01548001 Age:  22YR Gender:  Female
Ouicome PT Report Souxce Product Role Manufacturer Route Dose/Unit Duration
Hospitalization - Cereh DisonderNos  poreign Acentane s Roche ORAL 17
Initial or Prolonged Hirsntistn
Hyporeflexia
Psychotic Disorder Nos
Date: 10/23/1985 ISR Number: 373113-1 Report Type: Periodic Company Report Number: MS84426 Age:  45YR Gender:  Female
Ouvicome PT Report Source Product Rele Manufacityrer Rente Dose/Unit Duration
Condition Aggravated Aceutane s Roche ORAL
Depression Nec
Heat Rash
Seborthoea
Date: 12/10/1985 ISR Number: 376051-3 Report Type: Periodic Company Report Nutnber: 01147001 Age: 49 YR Gender:  Female
Outcome PT Report Source Product Role Manufs Route DosefUnit  Duration
Anuiesia Neo Accutane Ps Roche ORAL 90
Dry $kin
Myopathy
Vision Abnormal Nec
Date: 0107/1986 ISR Number: 378385.5 Report Type: Periodic Company Report Number: 00747001 Age:  35YR Gender:  Male
Cutcoms T Repart Source Product Role M er Route Dose/Unit  Duration
Confusion Acrutans s Roche ORAL 111
Epistaxie
Hendache Nos
Hyperipidaemia Nos
Date: 02/10/1986 ISR Number: 384028-7 Report Type: Periodic Company Report Number: 00112001 Age:  38YR Gender:  Pemale
Dhitcome PT Report Source Prodact Role Manufacturer Route Dose/Unit Duration
Other Palpitations Aceutane P8 Roche ORAL 11
08/0372000 Page 18 of 487




Date; 02/11/1986

ISR Number: 384033-0

Report Type: Expedited (15-Day)

Compay Report Number: 0018800 Age:  43YR Gender:  Pemale
Outcome rr Report Source Prodact Role Manafacturer Eoute Dose/Unit  Duration
Hospitalization - Alopecia Literamre Accutane PS Roche ORAL 244
Initial or Prolonged Cheilitis
Comea] Uleer Nec
Depressian Nec

Date: 02/25/1986 ISR Numiber: 384455.8 Report Type: Expedited (15-Day) Company Report Number: 860200057061 Age:  15'YR Gender:  Female
Outcome PT Report Source Product Rote Manaf: er Route Dose/Unit Duration
Hospitalization - hralgi Health Professional Accutane PS Roche ORAL 28
Initial or Prolonged Depression Nec

Personality Disonder Nos
Syncope

Date: 03/05/1986 ISR Nomber: 3854992 Repor Type: Expedited (15-Day) Company Report Number: 850101669001 Age:  22YR Gender:  Male
Gulcome PT Report Source Product Role ‘Mannf; Route Dese/Unit Duration
Hospitalization - Personality Disorder Nos Foreign Jccutane Ps Roche ORAL 138
Initial or Prolanged Speech Disorder Noc

Thinking Abnormal Nec

Date: 05/14/1986 ISR Number: 394615-8 Report Type: Expedited (15-Day) Company Report Number: 860200518001 Age: 19 YR Gender:  Male
Oufcome PT Report Source Product Role M Route Dose/Unit Duration
Hospitalization - Amnesia Nee Foreign Accutane s Rodie ORAL 2
Tnitial or Prolonged Health Professional” Alcohal c :

Date: 08/C/1986 ISR Number: 4013063 Report Type: Expedited (15-Day) Company Report Number: 860200760001 Age:  15YR Gender:  Male
Qutcome PT Report Source Product Role Manufacturer Route Dose/Unit Duration
Other Ammesia Nec Health Professional Accutane PS Roche ORAL 159

Conversion D-ISUI'\‘]H p isone e
Lymgphocytosis

Date: 07/16/1986 ISR Number: 403506.5 Report Type: Expedited (15-Day} Company Report Number: 860200823001 Age:  I8YR Gender:  Male
Outcome T Report Source Product Role Manuf; er Route Dose/Unit  Daration
Hospitalization - Acne Nos Health Professional Accutane PS Roche ORAL 417
Tnitial or Prolonged Epistaxis
Other Pharyngitis Nos

Peychotic Disorder Nos
0B/3/2000
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Date: 0B/07/1986

ISR Number: 406642-5

Report Type: Pajodic

Campany Repart Number: 340200509001 Age:  20YR Gender:  Female
Owteome PT Report Source Product Role Manufs Route Dose/Unit  Duration
Other Depression Nec Health Professional Acentane Ps Roche ORAL 492
Headache Nos
Hirsutism
Weight Decreased

Date: 08/07/1986 ISR Number; 406043-7 Report Type: Periodic Company Report Number: 840200943001 Age: 1S YR Gender:  Male
Ontoome PT Report Source Product Role N Route Dose/Unit Duoratien
Hospitalization - Adsenal Insuficienoy Noa Consumer Accotane s Roche ORAL 89
Tnitial or Prolonged Anziety Nee

Benign Intracranial
Hypertension
Hypotensjon

Date: DB/7/1986 ISR Number; 406548-9 Report Type: Pedodic Company Report Number: 850201251001 Ager  45YR Gender:  Female
Outcome PT Report Source Prodiet Role M. er Roxte Dos¢/Unli  Dreratjon
Other Depression Nec Health Professional Accotane s Roche ORAL T

Emotional Disturbance Nos N
Mincein o

Date: 08/01/1986 ISR Number: 406560-X Report Type: Periodic Company Report Number: 850201248001 Age: 16 YR Gender:  Female
Qutcome M Report Source Product Reke Manufacturer Rante Dose/Unit  Durution
Otter Anzemia Nos Health Professicnat Accutane PS Roche ORAL 120

Condition Aggravated
Depression Nee )

Date: 08407/1986 ISR Nuniber: 406570-2 Report Type: Periodic Company Report Namher: 860200213001 Age: 24 YR Gender:  Female
Outcome PT Report Sonrce Product Role Manufi Route Dose/Unit _ Duration
Other Depression Nec Health Professional Accutane Ps Roche ORAL 146

Date: 08/07/1985 ISR Number: 4065817 Report Type: Periodic Company Report Number: 850201180001 Age:  17YR Gender:  Male
Outcome PT Report Source Product Role Manuls Route Dose/Unit  Duration
Disability Syncope Health Professiona] Accutane Ps Roche ORAL 133

Thinking Abnormal Nec

Date: 08/07/1986 ISR Number: 406588.X Report Type: Periodic Company Report Number: 840200875001 Age:  23YR Gender:  Male
Outcome BT ReportSouree  Product Role  Muunfucturer Route Dose/Unit  Doration _
Other Infection Nos Hiealth Professional Accntane PS Roche ORAL 12

Nail Disorder Nos
P ity Disorder Nos
08/03r2000
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Date: 08/07/1986

ISR Number: 406590-8

Report Type: Periodic

Company Report Number: 860200262001 Age:  57YR Gender:  Male
COutcomne PT Report Source Frodact Role Mannfncturer Route Dose/Unit Duration
Other Nervousness Health Professional Accatane PS Roche ORAL
Date: D8/07/1986 ISR Number: 407261-4 Repuort Type: Periodic Company Report Number: 850201462001 Age:  30YR Gender:  Female
QOutcome PT Report Souree Product Role Mamifacturer Route Dost/Unit  Duration
Other Agitation Cansumer Accuntane PS Roche ORAL 173
Headache Nos
Tachycardia Nos
Date: 08/07/1986 ISR Number: 407266-3 Repoit Type: Periodic Comipany Report Number: 850201315001 Age:  31YR Gender:  Male
Outcome PT Repout Sonrce Product Role Mamufacturer Route Dose/Unit  Duration
Other Impotence Health Professiona] Aceutane Ps Rochie ORAL 51
Date: 0B/07/1986 ISR Number: 407270-5 Report Type: Periodic Company Report Number: 850200849001 Age:  17YR Gender:  Male
Qutcome PT Report Source Product Role Manufactarer Route Dos/Unit ~ Duration
Cther Alopecia Health Professional Accutane PS Roche ORAL 130
Depression Nec
Granuloma Nos
Nail Disorder Nos
Date: 08/07/1986 ISR Number: 407291-2 Report Type: Periodic Company Report Number: 860200187001 Age:  20YR Gender:  Permale
Ogtcome BT Report Source. Product Role Mainufs Route Dose/Unit  Duration
Hospitalivatian - Depression Nec Health Professional Accutane P8 Roche ORAL
Initial or P ed
or Frolang Lithium c
Thorazine o4
Xanax C
Aventyl C
Date: 08/07/1986 ISR Number: 407299.7 Report Type: Perindic Company Report Number: 850200613001 Age:  19YR Gender:  Male
Outcome PT Repert Seuree Product Role Manuf; Route DoseUnit Daration
Other Impotence Health Professional Acoutane PS Roche ORAL 145
Theo-Dur C
Ventolin c
Intal c
Dimetapp c
08/33£2000
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. 08/07/1986

ISR Number: 408677-2

Report Type: Periodic

Company Report Number: 850200610601

Age:  2BYR Gender:  Male
Outcome T Report Source Prodoct Role Manufacturer Roule Dose/Unit Duratien
Other Dizziness (Exc Vestigo) Health Professional Acoutans s Roche ORAL 99
Pemscnality Disorder Nos
Syncope
Date: 07721/1986 ISR Number: 409013-§ Report Type: Expedited (£5-Day) Company Report Number: 860200853001 Age:  17YR Gender:  Male
Outcome T Report Sonrce Product Role Manufscturer Route Dose/Unit  Duration
Deaih Emotional Disturbance Nos Consunsr Accutane PS Roche ORAL
Major Depressive Disorder Nos
Date: 08/07/1986 ISR Number: 409359.3 Report Type: Periodic Company Report Number: 850201352001 Ager  17YR Gender:  Male
Outcome T Report Source Product Role Manufacturer Route Dose/Unit  Daration
Disability Depression Neo Health Professional Accutane Ps Roche ORAL 4
Personality Disorder Nos
Date: 08/07/1986 ISR Number: 409394.5 Report Type: Periodic Company Report Number: 850200920001 Age: Gender:  Male
Outcome PT Report Source Product Role Manaf; Route Dose/Unit  Duration
Other Abnormal Dreams Health Professional Acctane PS Roche ORAL 140
Date; 08/07/1986 ISR Number: 410567-6 Report Type: Pericdic Company Report Number: 850200594001 Age: 21 YR Gender:  Male
Qutcome PT Report Source Product Role M; Roule Dose/Unit Duration
Other Depression Nec Consnmer Acculane P8 Roche ORAL 231
Denmatitis Contact NMinocin c
Impotence
Refraclive Errors Nos
Date: 0807/1986  ISK Number: 410560-X Report Type: Pesiodic Company Report Number: 850200585001 Ager  42YR Gender:  Male
Outcome FT Report Source Product Role Menufacturer Route Dose/Uni¢  Duration
Other Abdominal Pain Nos Health Professional Accutane PS Roche CRAL 4
Emwa‘; Prednisone c
miia Nec
Sweating Increased Keflex ¢
Date: 08/07/1986 ISR Number: 410666-9 Report Type: Pegiodic Company Report Number: 860260020001 Age: 28YR Gender:  Female
Qutcome T Report Souree Product Rale Manufacturer Route Dose/Unit  Duration
Other Anorexia Health Professional Accntane PS Roche ORAL 76
Condition Aggravated
Depression Ne¢
Nausea
080372000
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Date: 08/07/1986

ISR Number: 410727-4

Report Type: Periodic

Company Report Number; 850201040001 Age: Gender:  Male
Outcome PT Report Source Product Rale Mannfucturer Route Dose/Unit  Duration
Other Major Depressive Disorder Nos  Heglih Professional Accutane Ps Roche ORAL
Date: 08/07/1986 ISR Number: 411141-8 Report Type: Periodic Company Réport Number; 850201058001 Age:  20YR Gender:  Male
Outcome PT Report Source Prodnct Role Manuf; Rowte Dose/Unit Duration
Other Apathy Health Professional Accutane Ps Roche ORAL
Mydsasis
Date: G8/07/1986 ISR Number: 411260-6 Report Type: Periodic Coempany Report Number: 850200477001 Age:  35YR Gender:  Female
QOuicomne T Report Sovree Prodnet Role Manufacturer Route Dose/Unit  Duratign
Disability Condition Aggravated Health Professional Accutane PS Roche ORAL 4z
Depression Nee
Skin Discolouration
Date: 08/07/1986 ISR Nomber: 411361-2 Report Type; Periodic Company Report Number: 850200655001 Age:  1TYR Gender:  Male
OQuteome PT Report Source Product Role M er Route Dose/Unit  Durstion
Disubility Depression Nec Health Professional Accutane PS Roche ORAL 135
Date: 08/07/1986 ISR Number: 411909.8 Report Type: Pariodie Company Report Number; 850201406001 Age:  19YR Gender:  Female
Outcome PT Report Souree Product Role Manufactarer Route Dose/Unit  Duration
Other Confunctivitis Nec Heaith Professional Accutane PS Roclie ORAL 102
Dysphonia
Menstrua] Disorder Nos
Date: 08/07/1986 1SR Number: 413358-5 Report Type: Periodic Compsany Report Number: 860200306001 Age:  17YR Gender:  Male
Outcorne PT Report Soarce Product Role Manvfacturer Routc Dose/Unit  Duration
F 2ation - Blindness Night Health Professional Accutane ] Roche ORAL 285
initial or Prolonged Condition Aggravated Litsiom c
Hypedipidaemia Nos .
- Minocin o
Mania
Tagamet C
Date: 08/07/1986 TSR Number; 413372.X Report Type: Pedodic Company Report Number: 850201557001 Age:  20YR Gender:  Female
Ouicome PT Report Souree Product Role Manuf; er Route Dose/Unit  Duratlon
Other Condition Aggravated Health Professional Acentane PS Roche ORAL 115
Dysphonia
Laryngitic Nos
08/03/2000




Date: 08/7/1986 ISR Number: 413406.2

Report Type: Pedodic

Company Report Number: 840200961001 Age: 19YR Gender:  Female
COutcome PT Report Source Product Role M Route Dos¢/Unit  Duration
Other Arthralgia Health Professional Accutane bg Roche ORAL 168
Depression Nec Alcohol c
Headache Nos
Nausea
Date: C8/07/1986 ISR Number: 413453-0 Report Type: Periodic Company Report Number: 850200707001 Age:  35YR Gender:  Femate
Outcome T Report Source Product Role Manulacturer Route Dose/Unit  Duration
Other Antimuclear Factor Positive Health Professional Accutane s Roche ORAL
Asthenia
Depression Nec
Myalgia
Date: 08/07/1986 ISR Number: 413603-6 Report Type: Periodic Company Report Number: 860200049001 Age:  IBYR Gender:  Male
Outcome PT Report Sonres Product Rele Manufi Route Dose/Unit Duration
Other Major Depressive Disorder Nos  Henjih Professional Accutane s Roche ORAL 16
Date; OB/07/1986 ISR Numiber: 413606-1 Report Type: Periodic Campany Repurt Number: 860200031001 Age: 28 YR Gender:  Pemale
Uutcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Depression Nec Health Professional Accutane Ps Roche ORAL &3
Date: 08/07/1986 ISR Number: 4136§6-4 Report Type: Feriodic Company Report Number: 850201540001 Ages 22 YR Gender:  Femule
Outeome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Abdorminal Pain Nos Health Professional Accutane b Roche ORAL 4
Depression Nec
Emotional Distorbance Nos.
Headache Nos
Date: 0B/07/1986 ISR Number: 413625.5 Report Type: Periodic Company Report Number: 850201478001 Age: 34 YR Gender:  Female
Outcome PT Report Souree Product Role Manufacturer Route Dose/Unit ~ Duration
Other Depression Nee Health Professional Accutane ] Roche ORAL 168
Marax (o)
Date: 07/23/1986 ISR Number: 414343.X Report Type: Direct ‘Compeny Report Number: Age:  25YR Gender:  Female
Outconie PT Report Source Product Role Manufactarey Route Dose/Unit Duratien
Anxicty Nec Health Professional Accolane 23 Roche ORAL 48
Depression Nec
08403,/2000
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Date: 08/17/1986

ISR Number: 414344-1

Repprt Type: Periodic

Company Report Number: 850200925001 Age:  39VR Gender:  Female
Cutceme n Report Source Product Role Manuf: Route Dosc/Unit  Duration
Other DPyspharia Health Professional Accutane 5 Rache ORAL 120
Date: 08/07/1986 ISR Nuniber: 415015-8 Report Type: Periodic Company Report Nuwnber: 850200985001 Ape: 46 YR Gender:  Male
QOutcome T Report Source Product Role Manufacturer Route DoseUnit  Duration
Other Impotence Health Professional Accmtane PS Roche ORAL 732
Date; 08/07/1986 ISR Number: 415022-5 Report Type: Periodic Campany Report Number: 860200129001 Age: Gender  Femple
Cutcome PT Report Source Prodoet Role Manuf Route Dese/Unit Duration
Other Amnesia Nec Consumer Accutane Ps Roche ORAL 718
Coordination Abnormal Nos
Utinary Tract Infection Nos
Varicose Veins Nos
Date: 08/07/1986 ISR Number: 415249.2 Report Type: Pesiodic Company Report Number: 860200115001 Age: 29YR Gender:  Female
Oalcome FT Report Source Product Role Manufacturer Route Dose/Unit Duratien
Other Asw:; Aminotransfecase Health Professional Accutane Ps Roche ORAL 16
Blood Creatine Phosghokinase Hydrodiurl c
Increased
Blood Lactate Dehydrogenase
Increased
Depression Nec
Date: 07/28/1986 ISR Number; 425361-X Report Type: Periodie Company Repart Nomber: 540201005003 Age: Gender:  Female
Outeome PT Report Souree Product Role Maonul; Route Dose/Unit Doration
Other Delisiun, Health Professional Accutane PS Roche ORAL
Date: 11/13/1986 ISR Number; 430401-8 Report Type: Expedited (15-Day) Company Report Number: 860201286001 Age:  19YR Gender:  Male
Outeome T Report Source Product Rale Manufacturer Ronte Dose/Unit _ Duration
Hospitalization - Acne Nos Consumer Accutane ] Roche ORAL 19
Initial or Prolonged Hostility Lithiem c
Other Major Depressive Disorder Nos
Weight Decreased Meclan ¢
Telraeycline C
Celestone c
08/03/2000
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Date: 02/11/1987 ISR Number: 447708-0

Report Type: Expedited {15-Day)

Company Report Number: 860200086001 Age:  21YR Gender:  Male
Ouicome PT Report Source Product Role Manufact Route Dose/Unit Duration
Death Alanine Aminotransferase ‘Health Professional Accutane PS Roche ORAL 104
Increased
Back Pain
Major Depressive Disorder Nos
Personality Disorder Nos
Date: 02/17/1987 ISR Number; 447722-5 Report Type: Direct Company Report Number: Age: 22YR Gender:  Female
Outcome PT Report Source Product Rale Manufact Route Dose/Unit Duration
Other Depression Nec Health Professional Accutane P Roche ORAL 90
Emotiouat Disturbance Nos
Date: 02/05/1987 ISR Number: 448059-0 Report Type: Expedited (15-Day) Company Report Number: 8602000952001 Age:  22YR Gender:  Male
Outcome PT Report Source Prodact Role Manuiacturer Route Dose/Unit _ Duration
Other Cardiovascular Disasdes Nos Health Professional Accutane PS Roche ORAL 20
Depression Nec
Hypotension
Tachycardia Nos
Date: 02051987 ISR Number: 448066-8 Report Type: Expedited (15-Day) Company Report Number: 870200061001 Age:  I7YR Gender:  Male
Quicome PT Report Sonres Product Role Manufi Roule Dose/Unit Duration
Death Miajor Depressive Disorder Nog Health Professional Actutane PS Roche. ORAL 94
Date: 0211771987 ISR Number: 448219-9 Report Type: Direct Company Report Number: Agt:  24YR Gender:  Male
Outeome PT Report Souree Product Role Manuf Route Dose/Unit  Duration
Other Astheain Health Professional Accutanc S Roche ORAL 4
Depression Nec
Date: 02006/1987 ISR Numbers 4484502 Repart Type: Expedited (£5-Day) Company Report Number: 840200020001 Age:  20YR Gender:  Tlendle
Outcome PT Report Source Prodact Role Manufacturer Route Dose/Unit  Duration
Other Calcinm Metabolism Disorder Healih Professional Accutane Fs Roche ORAL 1188
Mazjor Depressive Disorder Nos
Non-Accidental Overdose
Tenosynovitis
Date: 03/i871987 ISR Nuwmber: 453579-9 Report Type: Expedited (15-Day) Conpany Report Number: 870200261001 Age: 17YR Gender:  Male
Outcome PT Report Source Product Role Manufactorer Route Dose/Unit  Duration
Death Cardiac Armrest Health Professional Accutsne Ps Roche ORAL 4
Chest Puin Tetraoyeline c
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Date: 04/13/1987

1SR Number: 458010-5

Report Type: Expedited (15-Day)

Company Report Number: 870200228001 Ape 1TYR Gender:  Male
Outcome PT Report Source Product Role Maanuf: Route Dose/Unlt = Durstion
Other Conjfunctivitis Nee Health Professional Accatane Ps Roche ORAL 86
Depression .Nec Minocin [+
Vasodilatation
Date: 04/16/1987 ISR Number: 461294.0 Report Type: Bxpedited (15-Day) Company Report Nwmber: 870200134001 Age: 18 YR Gender:  Male
Outcome T Report Souree Product Raole Manufs ‘or Route Dose/Unit Duration
Hospitalization - Anzicty Nec Health Professional Accutane s Roche ORAL 340
Initial or Prolonged Bpistaxis
Other Headache Nos
Major Depressive Disonder Nos
Date: 051271987 ISR Numiber: 462882.8 Report Type: Eapedited (15-Day) Company Report Number: 860200851001 Age: 1 MON Gender:  Female
Outcome T Report Source Product Role Manufacturer Route DosefUnit  Duration
Disability Congenital Abnormality Nos Health Profcssional Accotane S Roche ORAL 144
Other Mental Retardation Severity
Unspecified
Date: 05/12/1987 ISR Number: 463405-4 Report Type: Expedited (15-Day) Company Report Number: 870200501001 Age: 29 YR Gender:  Male
Outcome PT Report Source Product Role Manuii Routs Dose/Unit  Duration
Other Alopecia Health Professional Accytane ] Roche CRAL 208
Depression Nec
Hypedipidsemia Nos
Pamesthesia Nec
Date: 05/722/1987 ISR Number: 4640733 Report Type: Periodic Company Report Nmuber: 850201217001 Age:  15YR Gender:  Male
Outcome PT Report Sonrce Product Raole Manufacturer Rouie Dose/Unit  Duration
Death Mjor Depressive Disorder Not ey Professional Accinae PS Roxche ORAL 30
Diate: 05/02/1987 ISR Number: 465397-6 Report Type: Expedited {15-Day) Company Report Number: 870200283001 Age:  42YR Gender:  Fenule
Outcome PT Report Source Product Role Manufactarer Route Dose/Unit  Duration
Hospitalization - Annesia Nec Congumer Accutane BS Roche ORAL
]rlfunl.tfr Frolonged Coma Nec Valiom c
Disability Denmatitis Nos
Other Infection Nog Nutmcort c
Hyione <
Kwell C
08/03/2000
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Date: 06/02/1987

ISR Number: 457421-3

Report Type: Eapedited (15-Day)

Company Report Number: 87020030100t Age:  23YR Gender:  Male
Outcome T Report Source Product Role Manuf; Route Dose/Unit  Duration
Hospitalization - Hyperlipidaemia Nos Health Professional Accutanc Ps Rache ORAL 40
In.itial.cfr Prolonged Joint Df'suniq Nos Minoci c
Disability Neurosis Nos
Other Oedema Nos
Date; 0730/1987 ISR Nusmber: 477054-0 Report Type: Periodic Company Report Number: 870200376001 Age:  18YR Gender:  Male
Qutcome PT Report Source Product Role Manuf; Route Dose/Unit _ Duration
Other Dry Skin Health Professional Accutane s Roche ORAL 6
. Emotional Disturbance Nos
Epistaxis
Face Oedema
Date: 073071987 ISR Number: 477073-4 Report Type: Periodic Company Report Number: 870200322001 Age:  30YR Gender:  Female
Outcome PT Report Souren Product Role Manut; Route Dose/Unit Duration
Hospitalization - Alopecia ‘Health Professional Accutane s Roche ORAL 117
Initial of Prolonged Condition Aggravated
Headache Nos
Neurosiz Nos
Dade: 073071987 ISR Number: 477424-0 Report Type: Periodic Company Report Number: §60200451001 Age:  M4YR Gender:  Female *
Outcome PT Report Source Product Role Manufactarer Route DosefUnit  Duration
Other Anulesia Nec Health Professional Accutane s Roche ORAL 87
Confusion
B 1Peroxide [}
Hoadache Nos ey
Insommia Nes CleocinT ¢
Dale: 0730/1987 ISR Number: 477426-4 Report Type: Periodic Company Report Namber: 860200563001 Age: 42YR Gender:  Male
Outcome PT Report Source Preduct Role Manufs Route Dose/Unit Daration
Other Anziely Nec Consumer Accutane PS Roche ORAL
{ypercholesterolaemia Valivm e
Hypertension Nos.
Nervousness
Date: 0730/1987 ISR Number: 477452-5 Report Type: Periodic Company Report Number: 860201212008 Age:  34YR Gender:  Male
Outcome T Report Souree Preduct Role Manufacta Route Dose/Unit Duration
Other Alopecia Henlth Professional Acentane s Roche ORAL 9
Depression Nec
Headache Nos
08/03/2000




Date: 07/3071987

ISR Number: 477703-7

Report Type: Periodic

Company Report Number: 860201124001 Age:  22YR Gender:  Femule
Qutcome PT Report Source Product Role Manufach Route Dose/Unit Duration
Disability Degression Nex Hexlth Professional Acoutane PS Roche ORAL 60
Keratoconjunciivitis -
Date: 07/30/1987 ISR Number: 477820-8 Report Type: Periodic Company Report Number: 860201417001 Age:  24YR Gender:  Male
QOuteome T Report Sotrce Produet Role Manufacturer Ronte DoseUnit Duration
Other Abnormal Direams Consumer Accutane Ps Roche GRAL 51
Dry Skin
Hepatic Function Abnonnal Nos
Keratoconjunetivitis
Date: 07/30/1987 ISR Number: 477888-2 Report Type: Periodic Company Report Number: 860201215001 Age: 25YR Getider:  Pemale
Outcome PT Report Source Product Rale Manufs Route Dose/Unit Duration
Other Perscnalicy Disorder No Health Professionat Accotane PS Roche ORAL 60
Date: 0760/1987 ISR Number: 4778804 Report Type: Periodic Coanpany Report Number: £60201253001 Age: 23YR Gender:  Fenmlc
Owtcome PT Report Source Product Role Manufaciurer Routs Dose/Unit Duration
Gthier Depression Nec Consumer Accutane S Roche ORAL 9%
Hypertonis "
Au; itin [}
Enfection Nos gm
Weight Decyensed Ampicillin ¢
Prodnisone: [
Unipen c
Date: 07/30/1987 ISR Number; 478027-4 Report Type: Periodic Company Report Number: 850201489001 Ages 24 YR Gender:  Pemale
Outcome Pr Report Source Product Role Manufacturer Route Dese/Unit  Duration
Other Depression Nec Health Professional Accotane S Roche ORAL 242
Hypercholesterolacmia
Kemtoconfunctivitis
Urticaria Nos
Date; 07730/1987 ISR Nomber: 478209.1 Report Type: Pedodic Company Report Number: 860201244001 Ager 19 YR Gender:  Male
Dutcame PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Abdominal Pain Nos Health Professional Accutane PS Roche ORAL 127
Hypedipidaemis Nos.
Paipitations
Tachycardia Nos
08/03/2000

Paze 29 of 487




ISR Number: 478215.7

Report Type: Perindic

Company Report Number; 860200568001 Age:  17TYR Gender: Male
Outcome PT Report Source Product Role Manufacturer Route DoseUnit  Duration
Other Personality Disorder Nos Health Professional Accutane Ps Roche ORAL 320
Date: 07/30/1987 ISR Number: 478733.9 Report Type: Periodic Company Report Number: 860200841003 Age: Gender:  Male
OQutcome T Report Souree Product Role  Manufacturer Route Duse/Unit_ Duration
Other Personality Disorder Nos Health Professional Accutane P8 Roche ORAL
Date: 0730/1987 ISR Number: 478255-8 Report Type: Feriodic Company Report Number: 860200611001 Age:  3IYR Gender:  Male
Onteome PT Report Saurce Product Role Manufacturer Route Dose/Unit  Duration
Other Alopecia Health Professional Accutane PS Roche ORAL 91
Depression Nec
Dry Skin
Photosensitivity Reaction Nos
Date: 07730/1987 ISR Number: 478260-1 Report Type: Periodic Company Report Number; 860200714001 Age:  21YR Gender:  Female
Outcome T Report Source Product Role Manufacturer Route Dose/Unit ~ Duration
Other Depression Nee ‘Health Professional Accutane PS Roche ORAL 2
Date: 07/30/1987 ISR Number: 478272-8 Report Type: Peziodic Company Report Number: 870200196001 Age: 4R YR Gender:  Female
Ocome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Other Agitation Health Professional Acoutane S Roche ORAL 5
Cenjunctivitia Nec
Premarin c
Headache Nos B
Vision Abnormal Noc Thyroid c
Date: 07/730/1987 ISR Number; 478296-0 Report Type: Pericdic Company Report Number: 70200113001 Age: Gender:  Male
Gutcome PT Report Souree Product Role Manuf; Route DosefUnit | Duration
Depression Nec Health Professional Accutane PS Roche
Personality Disorder Nos
Date: 07301987 ISR Number: 478847-6 Report Type: Petiodic Company Report Number: 860200999001 Age:  30YR Gender:  Female
Outcome PT Report Source Product Role Ma Route Dose/Unit =~ Duration
Other Emotional Disturbance Nos Health Professional Accutane P Roche ORAL 50
Insoiania Nec
Unintended Prognancy
08/03/2000
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Date; 07/30/1987

1SR Numbrer: 478852-X

Report Type: Periodic

Cumpany Repori Number: 860200906001 Age:  29YR Gender:  Male
Outcoine PT Reéport Scurce Produet Role Manufucturer Rawnte Dose/Unit Duration
Other Convulsions Nos Health Professional Accutanc Ps Roche ORAL a1
Depression Nec Vieodin c
Hendache Nos }
Vomiting Nos Elavil ¢
Sansert C
Date: 0730/1987 ISR Number: 479438.3 Report Type: Periodic Company Repott Number: 860201102001 Age:  25YR Gender:  Male
Qutcome T Report Source Produci Rale Manufacturer Route Dost/Unit  Duration
Other Personality Disorder Nos Health Professional Accutane PS Roche ORAL 88
Weight Decreased
Date: 07/30/1987 ISR Number: 4794504 Report Type: Pesiodic ‘Company Report Number: 860200993001 Age: IS YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duratlon
Other Impotence Health Professional Accutane Fs Roche ORAL 12
Date: 073011987 ISR Number: 479452-8 Report Type: Pesiodic Company Report Number: 360200986001 Age: Gender:  Male
Outcome PT Report Source Product Raole Mannfacturer Route Dose/Unit Duration
Other Hostility Health Professional Aceutane Ps Roche ORAL
Personality Disorder Nos
Date: 0773071987 1SR Number: 479458-9 Report Type: Periodic Company Report Number: 860200958001 Ages 41YR Gender:  Female
Dutcome PT Report Source Product Role Manufacturer Route Dose/Unit  Doration
Other Anxiety Nec Health Professional Accontane Ps Roche ORAL 181
Aniurlgia Hydmeortisone C
Pruritus i c
Vaginal Discharge Teldda
Date: 07/30/1987 ISR Number: 479466-8 Report Type: Peiodic Campany Report Number: §60200411001 Age: 39YR Gender:  Male
Oulcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Alopecia Consumer Accutane Ps Roche ORAL 23
Asthenia
Dry Skin
Nervousness
Date: 07/30/1987 ISR Number; 479480.2 Report Type: Peaiodic Company Report Number: 860200301001 Age:  28YR Gender:  Male
Outcome T Report Sonrce Produet Role Manufacturer Route Dose/Unit _ Duration
Other [mpotence Health Professional Accutane rs Roche ORAL 9%
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Date: 08/05/1987

ISR Numaber: 479575-3

Report Type: Periodic

Company Report Number: 860200865001 Age: {6 YR Gender:  Male
Outcomne PT Report Source Product Role Manuf; Route DosefUnit = Duration _
Other Acng Nos Health Professional Acoitanc P8 Roche ORAL 44
Blood Alkaline Phosphatase Nos
Increased
Depression Nec
Headache Nog
Date: 07/30/1987 ISR Number: 479590-X Report Type: Periodic Company Report Nomber: 260200841001 Age: Gender:  Unknown
Quteome PT Report Source Product Role Manufs Route Dose/Unit Duration
Other Personality Disorder Nos Health Professional Accutane s Roche ORAL
Date; 0773071987 ISR Number; 479591-1 Report Type: Periodic Company Report Number: 860200841002 Age: Gender:  Female
Outcome PT Report Source Pruduct Role Mamuf; Route Dose/Unit = Duration
Other Persanatity Disorder Nos Health Professional Accutane 7S Roche ORAL
Date: 07/30/1987 ISR Number: 479724-7 Report Type: Periodic Conpany Report Number: 860201189001 Age: 18 YR Gender:  Male
Ontcome PT Report Source Product Role Muatrafacturer Route Dosge/Unit Duration
Cther Deptesaion Nee Health Professional Accutane ps Roche ORAL 42
Date: 07/30/1987 TSR Number: 4797624 Report Type: Periodic Company Report Number: 860200472001 Age:  3ITYR Gender:  Female
Outcome PT Report Soyree Prodact Role Manufscturer Route Dose/Unit _ Duration
Other Amnesia Nec ‘Health Professional Accttane PS Roche ORAL
Date: 07/30/1987 ISR Number: 479763-6 Report Type: Periodic Company Report Number: 860200473001 Age: 16 YR Gender:  Male
Outcome PT Report Source Product Role Manuf; er Route Dase/Unlt Duration
Other Agitation Health Professional Accutane PS Roche ORAL
Hostility
Personslity Disorder Nos
Date: 07/30/1987 ISR Number: 479764-8 Report Type: Periodic Company Report Nmuber: 860200474001 Age:  36YR Gender:  Female
Qutcome rT Report Seurce Product Role Manafacturer Route Dose/Unit  Duration
Other Depression Nee Health Professional Accutane PS Roche ORAL 11
Emotional Disturbance Nos
Insomnia Nec
Nervousness
08/03/2000
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Date: 07/30/1987

ISR Numiber: 479788-0

Report Type: Periodic Company Report Number: 870200038001 Age:  26YR Gender:  Male
Onteonie PT Report Source Product Rele Manuf: Route Dose/Unit  Duration
Other Asthenia Flealth Professional Aceutane Ps Roche ORAL 152
Depression Nec
Thinking Abnormal Nec
Date: 07/30/1987 ISR Number: 479791-0 Report Type: Periodic Cempany Report Number: 870200045001 Age: 26 YR Gender:  Female
Quicome FT Report Source Product Role Manufacturer Route Dose/Unit Durstion
Other Depression Nec Health Professional Accutane PS Roche ORAL 103
Kemloconjunctivitis
Date: 07/27/1987 ISR Number: 481107-0 Report Type: Bxpedited (15-Day) Company Report Number: 860201423001 Age:  42YR Gender:  Female
Outcome PT Report Source Product Roie Manufactorer Route DosesLTnit Duratlon
Hospitalization - Coma Nec Health Professional Accwane PS Roche ORAL
ln‘mnl ur Prolonged Damentia Nos Valium c
Disability Demmatitis Nos
Sepsiz Nog Nutracort c
Kenalog c
Topicort c
Date: 08/18/1987 ISR Nwmber: 481252-X Report Type: Expedited (15 Day) Company Kepott Number: 87020088900t Age:  34YR Gender:  Male
Outrome PT Report Source Product Role Manufactarer Route Dose/Unit _ Duration
Hospitalization - Condition Aggravated Health Professional Accmane PS Roche ORAL 327
Initiat or Prolonged Ms.uar Depressive Disorder Nos Lithi c
Other Pain Nog
Ruinitis Nos Capoten ¢
Navane c
Date: 07/30/1957 ISR Nunber: 481323-8 Report Type: Periodic Company Report Number: 60260445001 Age:  19YR Geader:  Male
Outcome PT Report Source Product Reie Manufacturer Route Dose/Unit Duration
Disability Delusion Nos Heaith Professional Accutane P$ Roche ORAL
Parancia
Date: 07730/1587 ISR Numiber: 481329-9 Report Type: Periodic Company Report Nomber: 860200413001 Age: 40Y¥YR Gender:  Female
Ountcome T Report Source Product Role Manulacturer Route Dose/Unit _ Duration
Other Cheilitis Health Professional Actutane s Roche CRAL 140
Condition Aggravated
Depression Nec
Dry Skin
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s 07/30/1987

1SR Number: 481334.2

Report Type: Periodic

Company Report Number: 860200494001 Age:  39YR Gender:  Male
Onteome PT Report Sonrce Product Route Dose/Unit  Buration
DOther Blood Creatine Phosphokinase Consumer Accutane ORAL 13
Increaced K
Influenza Like Niness Tetrzcycline
Insomnia Nec
Neuritis Nos
Date; 07730/1987 ISR Number: 481339-1 Report Type: Pesiodic Company Report Number: 860201023001 Age: Gender:  Male
Outeotue rr Report Source Proiuct Route Dose/Unit  Duration
Depression New Cengumer Acowane ORAL 120
Dry Mouth
Dry Skin
Insomnia Nec
Date: 0773071987 ISR Number: 481788-3 Report Type: Periodic Company Repert Number: 860200821001 Age:  20YR Gender:  Male
Qutcome PT Report Source Product Route Dose/Unit. Duration
Other Dry Skin Health Professional Accutane ORAL 112
Major Depressive Disorder Nos
Navsea
Non-Accidental Overdose
Date: 0730/1987 ISR Number: 481442.6 Report Type: Periodic Company Report Nemiber: 870200779001 Age:  14YR Gender:  Female
Outcome T Report Source Product Route Dose/Unit  Duratlon
Other Depressian Nec Health Professional Accatane ORAL 155
Hypedipidaemia Nos Produisone
Impaired Healing
Skin Discolonration
Date: 07730/1987 ISR Number: 4814724 Repart Type: Periodic Company Report Numbet: 860201497001 Age: 23YR Gender:  Male
Cutcome T Report Sonree Prodact Route Dose/Unit  Duration
Hospitalization - Condition Aggravated ‘Health Professional Accutane ORAL 57
Initial ar Prolonged Depression Nec
Other Pmotianal Disturbance Nos
Insominia Nec
Date: 07/730/1987 ISR Number: 481585.X Report Type: Perdodic Company Report Nmmiber: 860201462001 Age: 24 YR Gender:  Male
Outcone PT Report Source Product Route Dose/Unit Duration
Other Impotence Health Professionat Accutane ORAL 291
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: 07730/1987 ISR Number: 481669-3

Report Type: Periodic

Company Report Number: 870200393001 Age:  19YR Gender:  Male
Outcome FE Report Source Product Role Manuf: Route Dose/Tit Duration_
Other Dermatitis Nos Health Professional Accntane s Roche ORAL 85
Dry Skin
Palpitations
Date: 07/3071987 ISR Number: 481684-X Report Type: Periodic Company Report Number: 860200539001 Age:  33YR Gender:  Male
Dutcome PT Report Souree Preduct Role Mamulacturer Route Dose/Unit  Duratlon
Other Dysphonia Health Professional Accutane PS Roche ORAL 124
Laryngitis Nos
Rhinitis Nos
Sinusitis Nos
Date; 07/30/1987 ISR Number: 481690-5 Report Type: Pericdic Company Report Number: §60200582001 Age: 16 YR Gender:  Male
Outcome PT Report Sonrce Product Rale Manufactnrer Raute Dost/Unit  Duration
Hospitalization - Back Pain Health Professional Accutane PS Roche ORAL 149
Initial or Prolonged Depression Nec Predrisone c
Other Headache Nos
Hypercholesterolaemia
Date: 0972171987 ISR Number: 488002-1 Report Type: Expedited (15-Day) Cempany Report Number: 870200186001 Age: 44 YR Gender;  Female
QCutcome T Report Soarce Product Rale Manufactorer Route Dose/Unit ~ Duration
Other Anxiety Nec Health Professional Aceutane Ps Roche ORAL 9
Prodius ) Tylenal c
Skin Discolouration
Date; 11/12/1987 ISR Number: 498538-5 Report Type: Expedited (15-Day) Campany Report Number: 870201184001 Age: 36 YR Gender:  Male
Ouleome PT Report Sonrce Product Roke Manuf Route Dose/Unit  Duration
Other Condition Aggravated Health Professional Accutane P§ Roche ORAL 45
Palpitations Motsin c
Date: 11/20/1987 ISR Numiber: 504235-X Report Type: Expedited (15-Day) Company Report Number: 870201294001 Age:  25YR Gender:  Female
Outeome PT Report Souzee Product Role Manuf Route Dose/Unit  Puration
Other Palpitations Health Professional Accwtane s Roche ORAL 20
Supraventricular Tachycardia
Date: 12/08/1987 ISR Nuinber: 5042452 Report Type: Expedited {15-Day) Company Report Number: 870201373001 Age: 21 YR Gender:  Male
Outeeme PT Report Source Produci Rale Manulactarer Route Dese/Unit_ Durstion
Gther Acne Nos Health Professional Accutane S Roche ORAL 488
Degmatitis Nos
Q83,2000
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Date: 12/28/1987 ISR Numher: 504981-8 Report Type: Expedited (15-Day) Company Report Number: 870201450001 Age: I8 YR Gender:  Female
Outcome PT Report Sotirce Product Role Maaufs er Route Dose/Unit Duration
Onher Major Depressive Disorder Nos — Health Professionl Accutane S Roche ORAL 153
Date: 02/04/1988 ISR Number: 510057-6 Report Type: Expedited (15 Day) Company Report Number: 830200028001 Age:  25YR Gender:  Female
Ontcome PT Report Source Product Rale Manufact Route Dosef/Unit Duratjon
Death Major Depressive Disorder Nos Health Professional Accutane PS Roche ORAL 5
Non-Accidental Overdose Enovid °
Darvocet-N c
Date: 02/05/1988 TSR Number: 510881.X Report Type: Expedited {15-Day) Company Repert Number: $80200030001 Ape:  23YR Gender:  Female
Quteome PT Report Source Product Role Manuf; Route Dose/Unit _ Duration
Hospitalization - Delusion Nos Health Professiona] Accutane S Roche ORAL 3
Initial or Prolonged Psychotic Disonler Nos Lithobid c
Date: 04/11/198%8 ISR Number: 5163542 Report Type: Enpedited (15-Day) Company Repori Number: 880200382001 Ager  20YR Gender:  Male
Cutcome PT Report Source Product Role Manofacturer Raoute Dose/Unit  Duration
Hospitalization - Apathy Health Professional Accutane s Rothe ORAL 7
Initial or Prolonged Hostility .
Other Paranoia
Date: 04/06/i988 ISR Number: 517122-8 Report Type: Expedited (15-Day) Company Report Number: 870200281001 Age: I3 YR Gender:  Male
Cutcome PT Report Souree Product Role Manuf; Route Dose/Unit  Durstion
Hospitalization - Epistaxis Health Professional Accutane PS Roche ORAL 350
Initial or Prolonged Headache Nos
Major Depressive Disorder Nos
Date: 07/06/1988 ISR Number: 530830-8 Report Type: Expedited (15-Day) Company Report Number: 880200786001 Age: 16 YR Gender:  Male
Outcome PT Report Souree Produet Roile Mamufacturer Route Dose/Unit  Duration
Death Major Depressive Disorder Nos  Healih Professional Accitane S Roche ORAL 100
Date: 07/06/1988 ISR Number: 531912-7 Report Type: Expedited (15-Day) Company Report Number: 380100584001 Ager  I6YR Gender:  Male
Outcome PT Keport Source Product Role Manufacturer Ronte Dose/Unit  Duration
Hospitali . Ab; | Dreams Foreign Accutane Ps Roche ORAL 14
Initial or Prolonged Health Professional
DBA03/2000
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Date: 07/30/1987 ISR Number: 532010.9 Report Type: P Cempany Report Number: 8502000985001 Aget 46 YR Gender:  Male
Dutcome ___ pT Report Source Product Role  Mannfucturer Roate Dose/Unit  Duration
—_— Zole
Other Abscess Nos Health Professional Accutane Ps Roche ORAL 1095
Impotence
Date: 08/03/1988 ISR Number: 53506.7 Report Type: Expedited (15-Day) Company Report Number: 850101548001 Age:  22YR Gender:  Female
Ontcome T Report Source Preduct Role Manuf Route Dose/Unit _ Duration
Hospitalization - Dry Mouth ’ Foreign Accutane PS Roche ORAL 17
Initia] or Prolonged Hirsutism Health Professional
Hyperpituitarizm Nos.
Psychotic Disomer Nos
Date: 08/17/1988 ISR Number: 537031-8 Report Type: Expedited (15-Day) Counpany Report Number: 880200850001 Age:  39YR Gender:  Peanale
Outcome FT Report Source Prodmet Role Manufacfurer Route DoseUnit Duration
Hospitalization - - Depression Nec Health Professional Accutane Ps Roche ORAL 162
Initial or Projonged Hypoglycaemia Nos
Other Hypothyridism
Jaint Disorder Nog
Date: 08/19/1588 ISR Number: 5377424 Report Type: Periodic Company Repozt Number: 870201546001 Age: 16 YR Gender:  Male
Outcome PT Report Sowrce Product Role Manufacturer Route DoserUnit Duration _
Other Amnesia Nec Haalth Professionsl Accutanc rs Roche ORAL 134
Apathy
Depression Nec
Dry Skin
Date: 0B/19/1988 ISR Number: 5377461 Report Type: Periodic Company Report Number: 870201531001 Age:  18YR Gender:  Male
Outcome PT Report Source Product Rale Manuf: Route Dose/Unit_ Duration
Uulcome epol 2osetnit | Doraton
Other Abnormel Dreams FHealth Professional Accutane 5] Roche ORAL 163
Back Pain
Condition Aggravated
Convalsions Nos
Date: 08/19119838 ISR Namber: 537750-3 Report Type: Pedodic Company Report Number: 870201517001 Age:  39YR Gender:  Femle
Outcome T ReportSource  Product Role Manufi Route Dose/Unit _ Durstion
Dutcome Role Dose/Unit  Duration
Other Dopression Nec Health Professional Actutane Ps Roche ORAL 15
Emotional Distosb: Nos
08/03/2000
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08/19/1988

ISR Number: 537756-4

Company Report Number: §70201484001 Age:  19YR Gender:  Female
Outcome PT Report Source Prodact Role M Route Dose/Unit Duration
Other Palpitations Health Professional Accutane S Roche ORAL 33
Dage: 08/19/1988 ISR Nuniber; 538134-4 Report Type: Periodic Company Report Number: 870201198001 Age:  40YR Gender:  Female
Outcoine FT Report Source Preduct Role Manufacturer Ronte Dost/Unit  Duratjon
Other Asthenia Health Professional Accutane Ps Roche ORAL 7
Influenza Like Nlness
Thinking Abnommal Nec
Date: 081971988 I5R Number: 538137-X Report Type: Periodic Company Report Nmnber: 870201207001 Age:  20YR Gender:  Male
Qutcome PT Report Source Product Role Mannfacturer Route Dose/Tnit Duration
Other ‘Abnormal Dreams Health Professiona] Accutane Ps Roche ORAL 120
Date: 08/19/198% SR Number: 5381381 Report Type: Pesiodic Company Report Number: 870201206001 Age IZYR Gender:  Male
Outcome T Report Source Produci Role Manufacturer Route Dose/Unit  Duration.
Other Abnonal Dreams Heajth Professional Accutane PS Reche ORAE, 127
Depression Nec
Emotional Disturbance Nos
Date: 08/19/1988 . ISK Number: 538140-X Report Type: Peiodic Campany Report Nomber: 870201420001 Age:  18YR Gender:  Female
Outeome PT Report Source Product Rote Manufacturer Route Dose/Unit Duration
Cther Alopecia Consumner Accutane 1 Raoche ORAL 144
Amenorthoea Nos
Depression Nec
Skin Discoloaration
Date: 08/19/1988 ISR Namber: 5381423 Report Type: Periodic Company Report Number: 870201455001 Age: 21YR Gender:  Male
Outcome BT Report Souree Product Rule Manufacturer Route Dose/Unit Duration
Cther Blood Alkaline Phosphatase Nos  Healih Professions Acentane Ps Roche ORAL 7
Increased
Condition Aggravated
Hostility
Personality Disorder Nos
Date; D8/1$/1988% ISR Number: 518950-9 Report Type: Periodic Company Repor! Numbet: 870200485001 Age:  IBYR Gender:  PFemale
Outeome gy Report Source Produet Role Manufactnrer Route Doseflnit  Duration
Other Depression Nec Consumer Acculane FS Roche ORAL 103
Emotional Distorbance Nos
08/03/2000
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Date: 08/19/1988 ISR Number: 538951-0

Report Type: Peiodic

Company Report Numher: 570200482001 Age:  17TYR Gender:  Male
Outcome T Report Source Product Role Manuf Route Dose/Unit  Duration
Cther Emoticnal Distarbance Nos Health Professional Accutane PS Roche ORAL 50
Major Depressive Disorder Nos
Date: 08/19/1988 ISR Number: 5389534 Report Type: Periodic Company Report Numher: 870200529001 Age:  39YR Gender:  Pemale
Cutcome rr Report Source Product Role Manofactarer Route Dose/Unit _ Duration
Cther Cataract Nec Health Professional Acctane PS Rache ORAL 156
Nervonsness
Vasodilatation
Date: 08/19/198% ISR Number: 538959.5 Report Type: Periodic Cumpany Report Number: 870200510001 Age: 16 YR Gender:  Female
Outcome PT Report Souree Product Role Manwfacturer Route Dose/Unit  Duration
Other Breast Neoplasm Nos Health Professional Accatane s Roche ORAL 518
Personality Disorder Nos
Date: 08/19/1988 ISR Number: 538962-5 Report Type: Periodic Company Report Nunmiber: 870200895001 Age:  27YR Gender:  Pamule
Outcome PT " Report Source Product Role Manuf Route Dose/Unit  Duration
Other Acnie Nos Health Professional Aceutane PS Roche ORAL 102
Depression Nec
Dysmennrthoea
Ketatoconjunctivitis
Date: 08/19/198%8 ISR Number: 539000-0 Report Type: Pesiodic Company Report Number: 870200639001 Age:  25YR Geder:  Pemale
Outecome PT Report Source Product Role Manuf; Route Dose/Unit  Duration
Disability Asthenia Health Professional Acculane s Roche ORAL 135
Depression Nec
Date: 08/19/1988 ISR Number: 539130-3 Report Type: Periodic Company Report Number: 880200107001 Age:  17YR Gender:  Male
Outeome PT Report Souree Prodirct Raole M. Route Dose/Unit Duration
Other Depression Nec Health Professional Accutane Ps Roche ORAL
Influenza Like Hlness
Weight Decreased
Date: 0B/159/1988 ISR Nunther: 539170-4 Report Type: Periodic Company Report Number: 870200801601 Age:  35YR Gender:  Female
Outcome: rr Report Sanrce Prodnct Role Manufacturer Route Dose/Unit  Duration
Other Palpitations Health Professional Accetane S Roche ORAL 29
Retin-A C
08/03/2000
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ISR Number: 539181-9

Repart Type: Periodic

Company Report Nunaber: 870200652001

Age:  43YR Gender:  Female
Ouicome BT Report Source Product Role M. er Route Dose/Unit Duratian
Other Condition Aggravated Health Professional Accatane PS Roche ORAL 157
Emotional Disterbance Nos Seldine o
Hypercholesterolaemia
Leucopenia Nos
Date: 08/19/1988 ISR Number: 53192011 Regort Type: Peziodic Company Report Number: 880200266001 Age: 16 YR Gender:  Male
Ouicome PT Report Sonrce Prodact Role Manufacturer Route Dose/Unit _ Duration
Other Anaemia Nos Heslth Professianal Accntane Ps Rache ORAL 50
Blood Lactate Deh .
Increased * yirmgerase ¥ eI c
Insornnia Nec
Date: 08/19/1988 ISR Number: 5392394 Report Type: Periodic Company Report Number: 830200041001 Ager 34 YR Gender:  Fenale
Quicome T Report Souree Product Role Manufscturer Route Dose/Unit  Duration
Other Emotions] Diswrbance Nos Health Professicnal Accutane PS Roche ORAL 67
Headache Nos
Pamesthesia Nec
Date: 08/19/1988 ISR Number: 5394174 Report Type: Periodic Canpany Report Number: 870200947001 Age:  28YR Gender:  Female
Ovtcome PT Report Source Product Role Manufsctarer Route Dose/Unit  Duration
Other Abnormat Dreams Health Professional Accotane Ps Roche ORAL 121
Amnesia Nec "
Aspirin c
Benign Intmcranial
Hypertension
Vestigo Nec
Date: 08/19/1588 ISR Number: 5394433 Report Type: Pesiodic Company Report Namber: 870201356001 Age: 4 YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Gondition Aggravated Health Professional Accutane PS Roche ORAL
Depression Nec
Date: 08/19/1988 ISR Number; 53%447-2 Report Type: Pericdic Company Report Number: 870201115001 Age:  37YR Gender: Pemale
Onteome PT Report Source Produet Role Manufactorer Route Dose/Unit Duration
Other Congh Health Professional Accutane s Roche ORAL 126
Drysphonia
Menorrhagia
08/03/2000
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Date: 08/19/1988

ISR Namber: 539456-3

Report Type: Periodic

Company Report Number; 870201159001 Age:  1SYR Gender:  Male
Quicome BT Report Source Product Role by Route Dose/Unit  Dutation
Other Acae Nos Health Professional Accutane Ps Roche ORAL 153
Depression Nec
Insomnia Nes
Date: 08/19/1988 15R Number: 539713-0 Report Type: Periodic Company Report Number: 870201075001 Age:  35YR Gender:  Paynale
Dutcomne PT Report Source Product Role Manuf e Route Dose/Unit  Duration
Other Depressian Neo Health Professional Accntane PS Roche ORAL 145
Libido Decreased
Date: 08/19/198%8 ISR Namber: 539812.3 Report Type: Paiodic Company Report Number: 870200617001 Age:  1TYR Gender:  Pemale
Outeome PT Report Seurce Product Role Manuf Route Dose/Unit Duration
Other Bronchitis Nog Health Professional Accutusie PS Roche ORAL 154
Dry Skin
Personality Disorder Nos
Uninary Trmet Infection Nos
Date: 08/19/1988 ISR Number: 5398214 Report Type: Pericdic Company Report Number: 870200643001 Age: 15YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit ~ Duration
Hospitalization - Depressian Nee Health Professiona Accutine PS Roche ORAL 29
Initial or Projonged Hapat{c Punction Abnomnal Nos Mellaril c
Other Heoatility -
Hyperricacmia Sinequan c
Date: 08/15/1988 ISR Number: 540162-X Report Type: Periodic Company Report Number: 870200608001 Age:  17YR Gender:  Male
Quicome T Report Source Product Role Manufacturer Route Dase/Unit Duration
Othier Personality Disorder Nos Health Professional Accotane PS Roche ORAL 56
Date: 08/19/1988 ISR Number; 541345-7 Report Type: Perodic Cotmpany Report Number: 880200139001 Ager  20YR Gender:  Male
Outcome PT Report Source Product Role Manuf er Route Dose/Unit  Duration
Other Ammnesia Nec Health Professional Accutane PS Roche ORAL 135
Condition Aggrvated
Date: 08/19/1988 ISR Number: 5413534 Report Type: Periodic Company Report Number: 880200167001 Ager Gender:  Fenuale
Outcome PT Report Source Product Role Manufacturey Route Dose/Unit  Duration
Alopecia Consumer Acctitane s Reche ORAL 119
Condition Aggravated Pamate c
Depression Nec
08/03/2000
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Date: 08/19/1988

ISR Nymber: 541355-8

Report Type: Pericdic

Company Report Number: 880200171001 Age: 28 YR Gender:  Female
Outeosme PT Report SBvurce Product Role Manufscturer Route Dose/Unit  Duration
Other Candiovascular Disorder Nos. Health Professional Accptane Ps Roche ORAL 57
Hyperventilation
Date: 08/19/1988 ISR Number: 542456-0 Report Type: Periodic Company Report Number: §70201297001 Age:  35YR Gender:  Femmale
Qutcome PT Report Source Product Role Manul; Route Dose/init  Duration
Other Palpitations Health Professional Accutane PS Roche ORAL 9
Date; 08/19/1988 ° ISR Number: 542469-9 Report Type: Periodic Company Report Number: 870201369001 Age: 23YR Gender:  Male
Cutcome PT Report Souree Product Role Manufacturer Rente Dose/Unit _ Duration
Other Epistaxis Health Professional Acentane PS Roche ORAL 1t
Hypercholesterolaemia
Hypedipidaemia Nos
Personality Disorder Nos
Date: 0871971988 ISR Number: 54248i-X Report Type: Periodic Comipany Report Number: 870200738001 Age:  19YR Gender:  Male
Outcome T llqn:l: Souree Product Role Mannfactarer Route Dose/Unit  Duration
Aspantate Atinoizansterse Health Professianal Accutanc s Roche ORAL 181
Increased
Degpression Nec
Dute: 08/19/1988 ISR Numher: 542579-6 Report Type: Pesiodic Company Report Number: 870201316001 Age: 28 YR Gender:  Male
Outcome PT Report Source Preduct Role Manafacturer Route Dose/Unit  Duration
Other Abnormal Dreams Health Professiona) Acontane PS Roche ORAL Ho
Impotence
Libido Decreased
Date: 08/19/1988 ISR Number: 542580-2 Report Type: Periodic Company Report Number: 870201327001 Age:  27YR Gender:  Pemale
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Eniotional Disturbance Nos Health Professional Accntane s Roche ORAL
Hosility Intal c
Personality Disorder Nos
Date: 09/09/1988 ISR Number: 542716-3 Report Type: Direct Company Report Number: Age:  ITYR Gender:  Male
Outeome ET Report Source Product Role Manufacturer Route Dose¢/Unit  Duratian
Disability Alopecia Cansumer Accutane ] Rache ORAL 97
Depression Nec
Photosensitivity Reaction Nos
Skin Disorder Nos
08/03/2000
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Date: 08/19/1988 ISR Number: 544032-2

Report Type: Periodic

Company Report Number: 370201223001 Age:  20YR Gender:  PFemate
Ouicome PT Report Scurce Product Role Manuf; Route Dose/Unit  Duration
Other Amnnesia Nec Health Professional Accutane PS Roche ORAL 67
Arthralgia
Hypedipidaemia Nos
Date: 08/19/1968 ISR Number: 544040-1 Report Type: Periodic Company Report Number: 370200033001 Age:  ITYR Gender:  Male
Ouicome PT Report Source Product Role er Route DoseMnit Duratjon
Other Auunesia Neo FHealth Professional Accutane Ps Roche ORAL 120
Arhythmia Nos
Chest Pain
Demutitis Exfaliative Nos
Date: 08/19/1988 ISR Numbey; 544044-9 Report Type: Peiodic Company Report Number: 870200534001 Age: 19 YR Gender:  Female
Outcome PT Report Source Product Role Mai er Route Dose/Unit Duration
Other Asbicnia Healih Professional Accutane Ps Roche ORAL 31
Biood Bilimbin Increased
Depression Nec
Hepatitis Nos
Date: 08/19/1988 ISR Number: 544088-7 Report Type: Periodic Company Report Number: 880200046001 Age:  54YR Gendex:  Male
Outcome PT Report Source Product Role Route Dose/Tnit Duration
Other Personality Disorder Nos Health Professional Accutane Ps Roche ORAL
Date: 08/19/1988 ISR Number: 544093-0 Report Type: Feriodic Comipany Report Number: 880200042001 Age: 22YR Gender:  Male
Outcome PT Report Source Product Role Matmfacturer Roule Doseftnit Duration
Other Chest Pain Heslth Professional Accutane Ps Roche ORAL 8
Palpitations
Date: 08/19/1988 18R Number: 544096-6 Report Type: Pesiodic Company Report Number: 870201562001 Age:  14YR Gender:  Female
Outcone Pr Report Souree Prodnct Rale Manufacturer Route Dose/Unit  Duration
Other Dry Mouth Health Professional Accutane 3 Roche ORAL 21
Personality Disarder Nos Tetmeyeline c
Date: 08/19/15988 ISR Number: 544121-2 Report Type: Pertodic Cotmpany Report Number: 880200294001 Age: Gender:  Unknown
Outcome FT Report Source Prodact Role Manufacturer Route Dose/Unit ~ Duration
Other Hostility Health Professionsl Actmtane PS Roche ORAL
08/63/2000
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: 11/02/1988

ISR Number: 553830-0

Initial ar Pralonged

Report Type: Direct Company Report Number: Age: I6YR Gender:  Male
Gutcome T Report Source Prodnct Role Manuffacturer Ronte Dose/Unit _ Doration
Hospitalization - Hostility Health Professional Accutane PS Roche ORAL 14
Initial or Prolonged Mania Tetracyline c
Psychotic Disorder Nos
Retin-A C
Date: 10/28/1988 1SR Number: 554169-X Report Type: Expedited (15-Day) Conipany Repert Number; 880201176001 Age:  I6YR Gender:  Male
Outconme PT Report Souirce Product Raole Manauf, Ronte Dose/Unit Duration
Hospitalization - Bipolar I Disorder Health Professional Accutane PS Roche ORAL 2
Initia) or Prolonged Condition Aggravated
Other Hostility
Psychotic Disorder Nos
Date;: 1270271088 ISR Number: 558399-2 Report Type: Expedited (15-Day) Cempany Report Numbers 870103027001 Age:  18YR Gender:  Male
Outcame PT Report Soutce Product Role Manuf; Route Dose/Unit  Duration
Hospitalization - Major Depressive Disorder Nos  Foreipn Accotane s Roche ORAL 1
Initia] or Prolonged Non-Accidental Overdose Health Professional Oxaz c
Pamesthegia Nec . d
Speech Disorder Nec Dosepin Iy onde ¢
Methylprednisolone c
Erythromycin C
Date; 12/19/1988 ISR Numiber: 559371-9 Report Type: Expedited (15-Day) Company Report Number: 880201083001 Age:  18YR Gender;  Male
Outconte PT Report Soarce Product Rale Mannfacturer Ronte Dose/Unit Duration
Hospitalization - Arthralg Health Professionat Accutane S Roche ORAL 14
Tnitial or Prolonged Major Depressive Disorder Nos Retin A ss Ortho
Other Psychotic Disorder Nos
Date: 01/19/1989 ISR Number: 565743-9 Report Type: Direct Company Report Nomber: Age:  17YR Gender:  Female
Outcome PT Report Source Prodact Role Mamuf, Route Dose/Unit _ Duration
Disability Confusion Health Professional Accutane PS Roche 65
Dry Mouth
Dry Skin
‘Thinking Abnormal Nee
Date: 02/22/1989 ISR Number: 569194-2 Report Type: Expedited (15-Day) Company Report Number: 820200109001 Age:  4IYR Gender:  Male
Outcome T Report Source Product Role Manufacturer Route Dose/Unit Duration
Death Delirium Health Professional Accutene PS Roche ORAL 2
Hospitalization -
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i 0222/1989 ISR Number: 5691942

Report Type: Expedited (15-Bagfuct __ Company Report Number:Bk2001 098bimfs Route Dose/Unit  Duration _
32
o . PT Ps Roche . ORAL
Other Delirium
Date: 03/30/1989 ISR Number: 579176-2 Company Report Number: 890200199001 Age: 33YR Gender:  Male
Outcome T Report Souree Product Role M Route Dose/Unit  Duration _
Disability Dysarthria BS Roche ORAL 731
Hepatic Function Abnormal Nos
Mutltiple Sclerosis .
'Vision Abnormal Nec
Date: 03/30/1989 ISR Number: 579177-4 Report Type: Expedited (15-Day) Company Report Number: 880400212001 Age: 36 YR Gender:  Female
Outcome T Role  Menufacturer Route Dos/Unit _ Duration
Other Amblyopia Nos PS Roche ORAL 55
g“"“’ Nee Ethiny) Estadiol c
ysarthria Cyprotezone Acetate (o}
Date: 03/30/1989 ISR Number: 579183-X Report Type: Expedited (15-Day) Company Report Number: 890200209001 Age: 19YR Gender: Male
Outcome PT Report Source ‘ Role Manufacturer Ronte Dose/Unit =~ Duration _
Hospitalization - Delusion Nos PS Roche ORAL 132
Initial or Prolonged Hallucination Nos
Disability Major Depressive Disorder Nos
Other Psychotic Disorder Nos
Date: 05/12/1989 ISR Number: 583883-5 Report Type: Expedited (15-Day) Company Report Number: 890200393001 Age:  24YR Gender:  Male
Outcome PT Role ‘Mamnuf; Route Dose/Unit Duration
Convalsions Nos PS Roche ORAL
Initial or Prolonged Delirium
Disability Encephalitis Nos
Panalysis Nos
Date: 06/28/1989 ISR Number: 596087-7 Report Type: Expedited (15-Day) Company Report Number: 890200522002 Age: Gender:  Unknown
Outcome PT Role Manuf; Route Doid_Unu Duration
Hospitali - Schi ia Nos PS Roche ORAL
Initial or Prolonged
08/03/2000
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Date: 06/28/1989

ISR Number: 599182-1

Report Type: Bxpedited (15-Day)

Company Report Number: 890200522001 Age:  17YR Gender:  Male
Outcome T Report Source Product Role Manaf; Route Dose/Unit  Duration
Hospitalization - Hypercholesteral ‘Health Professional Accutane PS Roche ORAL 121
Initial or Prolonged Hyperlipidaemia Nos
Other Schizophrenia Nos
Date: 08/08/1989 ISR Number: 601690-1 Report Type: Expedited (15-Day) Company Report Number: 890200654001 Age:  18YR Gender:  Male
Ovutcome PT Report Source Produet Role Manuf, Route Dose/Unit  Duration
Hospitalization - Amnesia Nec Health Professional Accutane PS Roche ORAL 140
Initial or Prolonged Blood Magnesium Decreased
Other Hypocalcaemia
Renal Tubular Disorder Nos
Date: 08/25/1989 ISR Number: 608203-9 Report Type: Expedited (15-Day) Company Report Number: 8900200658001 Age:  18YR Gender:  Male
Outcome T Report Source Product Rale Manufacturer Route Dose/Unit  Duration
Disability Amblyopia Nos Health Professianal Accutane PS . Roche ORAL 154
Depression Nec
Skin Disorder Nos
‘Weight Decreased
Date: 09/01/1989 ISR Number: 609517-9 Report Type: Expedited (15-Day) Company Report Number: 890200754001 Age:  20YR Gender:  Male
Outcome PT Report Sonrce Product Role M Route Dose/Unit  Duration
Hospitalization - Alopecia Health Professional Accutane PS Roche ORAL 29
Initial or Prolonged Condition Aggravated Navane c
Psychotic Disorder Nos
Date: 10/05/1989 ISR Number: 618712-4 Report Type: Direct Company Report Number: Age:  34YR Gender:  Female
Outcome PT Report Source Product Role Manufs Route Dose/Unit Duration
Agitation Health Professional Accutane PS Roche ORAL 14
Confusion
Hallucination Nos
Date: 10/12/198% ISR Number: 623566-6 Report Type: Expedited (15-Day) Company Report Number: 890200886001 Age:  22YR Gender:  Female
Outcome PT Report Source Product Role Manofactorer Route Dose/Unit _ Duration
Hospitalization - Bipolar I Disordes Health Professional Accutane PS Roche ORAL 21
Initial or Prolonged Condition Aggravated Navane c
Tegretol C
Klonopin c
Asendin o
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