Date: 12/30/1998

ISR Number: 3177154-0

Report Type: Direct Company Report Number: - Age:  51YR Gender:  Female
Ostcome PT Report Source - Product Role Manufacturer Route Dose/Unit _ Duration
Anxiety Nec Accutane PS
Depression Nec
Date: 06/05/1998 ISR Number: 3177413-1 Report Type: Pesiodic Company Report Number: 96823 Age:  25YR Gender:  Female
Outcome PT Report Source Product Role Manuf: Route Dose/Unit  Duration
Other Blindness Night Consumer Accutane Capsules (Isotretinoin) PS ORAL
Contact Lens Intolerance
Dry Eye Nec
Mood Alteration Nos
Red Bye
Date: 06/09/1998 ISR Number: 31774155 Report Type: Periodic Company Report Number: 95155 Age: - 14YR Gender:  Male
Qutcome L) Report Source Product Role  Manufacturer Route Dose/Unit  Duration
Other Agitation Other Accutane Capsules (Tsolretincin) ] ORAL
Depression Nec 40.000 Mg
Date: 06/09/1998 ISR Number: 3177416-7 Report Type: Periodic Company Report Number: 95278 Age: 19YR Gender: - Male
Outcome T Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Depression Nec Other Accutane Capsoles (Isotretinin) PS ORAL
‘Weight Decreased 40.000 Mg
Date: 06/09/1998 ISR Number: 3177417-9 Report Type: Pesiodic . Company Report Number: 95279 Age: 21 YR Gender: Female
Outéome PT Report Source " Product . Role Manufacturer - Route Dose/Unit  Duration
Other Depression Nec Other Accutane Capsules (Isotretinoin) PS ORAL
Date: 06/09/1998 ISR Number: 3177420-9 _ Report Type: Péidic Company Report Number: 9528’8 Age: 16 YR Gender: Female
Outcome PT Report Source Product . Role Manufacturer Route Dose/Unit  Duration
Other Depression Nec Other Accutane Capsales (Fsotretinoin) PS ORAL
Initability
Mood Disorder Nos
‘Weight Decreased .
Date: 06/09/1998 ISR Number: 31774234 Report Type: Periodic Company Report Number: 95373 Age:  15YR Gender:  Male
Outcome PT Report Source Product Role Manufs Route Dose/Unit Duration
Other Abnormal Behaviour Nos Other Accutane Capsiles (Jsotretinoin) PS ORAL
Depression Nec
Personality Disorder Nos
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Date: 06/09/1998

ISR Number: 3177424-6

Report Type: Pesiodic

Company Report Number: 95386 Age: Gender:  Male
Outcome PT Report Source Product Role Manuf; Route Dose/Unit _ Duration
Life-Threatening Depression Nec Other Accatane Capsules (Isotretinoin) PS ORAL
Suicide Attempt
Date: 06/09/1998 ISR Number: 3177425-8 Report Type: Periodic Company Report Number: 95388 Age: 17YR Gender:  Male
Outcome PT Report Souree Product Role M Route Dose/Unit  Duration
Hospitalization - Depression Nec Other Accutane Capsnles (Isotretinoin) PS ORAL
Initial or Prolonged Hallucination Nos 40.000 Mg
Insomnia Nec
Psychotic Disorder Nos
Thinking Abnormal Nec
Date: 12/31/1998 ISR Number: 3177649-X Report Type: Expedited (15-Day) Company Report Number: 111230 Age:  S0YR Gender:  Female
Outcome PT Report Source Product Role Mannfacturer Route Dose/Unit _ - Duration _
Other Dementia Nos Health Professional Accutane Ps 'ORAL
Short-Term Memory Loss
Date: 06/09/1998 ISR Number: 3177865-7 Report Type: Perodic Corupany Report Number: 95399 Age:  14YR Gender:  Female
Outcome PT Report Source Product Role Manufs Route Dose/Unit  Duration _
o Depression Nec Other Accutane Capsules (Isotretinoin) PS ORAL
Mood Swings 40.000 Mg
Suicide Attempt
Date: 06/09/1998 ISR Number: 3177866-9 Report Type: - Periodic . Company Report Number: 95402 : - Ager - 14YR Gender:  Female
Quicome rr Report Soures Product . : Role ~ Manufacturer " Route Dose/Unit _ Duration
Life-Threatening Abdeminal Pain Nos Other * Accutane Capsules (fsotretincin) ps ORAL
Mood Alteration Nos 40.000 Mg E
Suicide Attempt Aleve c
‘Vomiting Nos Thuprofen C
‘Weight Decreased Tylenol c
Date: 06/09/1998 ISR Number: 3177868-2 Report Type: Periodic Company Report Number: 95438 Age:  17YR Gender: Male
Outcome PT Report Souree Product Role Mannfacturer Route Dose/Unit  Duration
Other Depression Nec Other Accutane Capsoles (Isotretinoin) PS ORAL
40.000 Mg
Date: 06/09/1998 ISR Number: 31778694 Report Type: Pediodic Company Report Number: 95458 Age:  15YR Gender:  Male
Outcome T Report Source Product Role Manufactarer Route Dose/Unit  Duration
Life-Threatening Depression Nec Other Accutane Capsules (Fsotretinoin) PS ORAL
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Date: 06/09/1998

ISR Number: 3177869-4 Report Type: Periodic Product _ Company Report Number:RGH58 ~ Mamuf: Route Dose/Unit  Duration
tane Capsul inoi
o PT Accut Dt .es(Imummn) Ps ORAL
Hosottafiration - Deprossion Nec Tylenol (Acetaminophen) Ss
Initial or Prolonged ~ Liver Function Tests Nos Allergy Shots c
Abnormal
Suicide Attempt

;Date: 06/09/1998 ISR Nmmber: 31778724 Report Type: Periodic Company Report Number: 95531 Age:  39YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Arthralgia Health Professional Accutane Capsules (Tsotretincin) PS ORAL

! Depression Aggravated ; Paxil c

Dry Mouth
I ja Nec Nasalcrom C
Lethargy Aleve o]

Date: 06/09/1998 ISR Nmber: 3177873-6 Report Type: Periodic Company Report Number: 95553 Age:  30YR Gender: Male
Outcome PT Report Source Product Role Mannfacturer Route Dose/Unit _ Duration
Other Confusion Consumer Accutane Capsales (Isotretinoin) Ps ORAL

Depression Nec
Buphoric Mood

Date: 06/09/1998 ISR Number: 3177874-8 Report Type: Pesiodic Company Report Number: 97662 Age: 38YR Gender:  Female
Outcome PT Report Source - Product Role Manufacturer Route Dose/Unit  Duration
Other Acne Aggravated Consumer “-Accutane Ps . ORAL

Ax!htllg.la Ortho Tri- Cycleri” - o]
Depression Nec i . :

Mood Swings

Myalgia

Dlte:_06/09/1998 ISR Number: 31778864 Report Type: Periodic Company Report Number: 97806 Age: 18YR Gender: Male
Quteome BT Report Source Product Role  Manufactarer Roste  DoseUnit  Duration
Other Depression Nec Health Professional Accutane PS ORAL

Date: 06/09/1998 ISR Number: 3177888-8 Report Type: Periodic Company Report Number: 59576 Age: 14YR Gender: © Male
Outcome PT Report Source Product Role Manufactorer Route Dose/Unit _ Duration

" Other Anger Health Professional Accutane PS ORAL )
Anxiety Nec Other
Discomfort Nos
Distress
Epiphyses Premature Fosion
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Date; 06/09/1998 ISR Number: 3177915-8

Report Type: Periodic Company Report Number: 89550 Age: 36 YR Gender:  Female
Outcome P Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Alopecia Consumer Accutane Capsules (Isotretinoin) PS ORAL
Depression Nec
Pain Nos
Personality Change
Date: 06/09/1998 ISR Number: 31779274 Report Type: Pesiodic Campany Report Number: 29625 Age: Gender:  Female
OQutcome _ N ¢ § Report Source Product Role Mamfacturer Route Dose/Unit _ Duration
Other Acne Aggravated Consamer Accatane Capsules (Esotretinoin) Ps ORAL
Dry Skin Ativan c
LipDry . .
Palpitations Birth Control Pill [o]
Date: 06/09/1998 ISR Number: 3177929-8 Report Type: Pesiodic Company Report Number: 86484 Age:  32YR Gender:  Female
Outcome _ PT Report Source Product Role Manufacturer Route Dose/Unit  Duration _
Other Depression Nec Consumer Accutane Capsnles (Tsolretinoin) PS ORAL
B . Dura-Vent -C
Hair Disorder Nos (Puaifensin/Phenypropanclamine
Insomnia Nec Hydrochloride)
Mood Swings Bisth Control Pill(Oral Contraceptive [o]
Nos)

Date: 06/09/1998 IR Number: 3177933-X Report Type: Periodic Company Report Number: 86911 Age:  32YR Gender: Faqale
Outcome PT Report Source. - Produict ; Lo Rl Manufactiser Runte Dose/Usit |~ Duratisn
Other Depression Aggravated Constimer © Accutane Capsules {Isoiselingin) Ps : ORAL

Suicidal Ideation Health Professionsl 40.000 Mg

Effexor (Venlafaxine Hydrochloride) C
Kloriopin (Clonnzepam) C
Trilafon (Pephenazine) [s}
Theoghyllin (Theophylline) [}
Proventil (Albuterol Sulfate) C
Vancenase (Beclomethasone c
Dipropionate)

Date: 06/09/1998 ISR Number: 3177937-7 Report Type: Pesiodic Company Report Number: 87326 Age:  27YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit_ Duration
Other Arthralgia Health Professional A Capsales PS ORAL

Elood Bilirubin Increased 40.000 Mg
Blood Lactate Dehydrogenase
Increased
Depression Nec
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Date: 06/09/1998

ISR Number: 3177957-2

Report Type: Periodic

Company Report Number: 95579 Age: 48 YR Gender:  Male
Outcome PT rt Source Product Role Mamnfacturer Route Dose/Unit  Duration
Outcome Manofacturer
Other Depression Nec Health Pro Accutane Capsules (. ps ORAL
Date: 06/09/1998 ISR Number: 3177958-4 Report Type: Periodic Caompany Report Number: 95581 Age: 26 YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration _
e Role
Other Depression Nec Health Professi A Capsules . Ps ORAL
Suicidal Ideation
Date: 06/09/1998 ISR Number: 3177959-6 Report Type: Periodic Company Report Number: 95582 Age:  17YR Gender:  Male
Outcome PT Tt Source Product Role Mamufactorer Route Dose/Unit _ Duration
Jwcome _ Role ———=_ urallon
Other Depression Nee Other Accutane Capsules (Isotretinoin) PS ORAL
Personality Change
Suicidal Ideation
Date: 06/09/1998  15R Number: 3177960-2 Report Type: Periodic Company Report Number: 95583 Age: 16 YR Gender:. Male
T Report Source Product Role Manufacturer Route Dose/Unit _ Duration
italization - b Nee Other Accutane Capsules (Tsotretinoin) s ORAL
Initial or Prolonged Suicide Attempt Zoloft c
Date: 06/09/1998 IR Number: 31779614 Report Type: Periodic Company Report Number: 95585 Age:  32YR Gender:  Female
Outcome _ PT Report Source Product : Role M Route Dose/Unit - Duration
Other Parancia Other - Accutane Capsules (sotretinoin).- -~ - p§ ORAL
Svicidal Ideation ‘ K ‘ i
Date: 06/09/1998 ISR Number: 3177962.6 Report Type: Periodic Company Report Number: 95587 Age: 16 YR Gender:  Female
Outcome T Report Source Product Role Mannfactarer Route Dose/Unit  Duration
Dutcome Role ~ Mamnfactarer
italization - Depression Nec Health Professional A Capsules (Isotretinoi PS ORAL
Initial or Prolenged Dissociation Ot
Intentional Self-Injury.
Suicidal Ideation
Date: 06/09/1998 ISR Number: 31779638 Report Type: Periodic Company Report Number: 95607 Age:  20YR Gender:  Male
Outeome PT ) Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Depression Ne Other Accutane Capsules (Tsotretinoin) PS ORAL
Marijuana C
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Date: 06/09/1998  YSR Number: 3177964-X Report Type: Periodic Company Report Number: 95643 Age: 34 YR Gender:  Male
Outcome PT Tt Source Product Role Manufacturer Route Dose/Unit_ Duration _
e Rele S
Other Abnormal Behavionr Nos Consumer Accutane Capsules (Isotretinoin) Ps ORAL
Anger -
Depression Nec
Hepatic Disorder Nos
Date: 06/09/1998 ISR Number: 3177967-5 Report Type: Periodic Caompany Report Number: 95719 Age:  18YR Gender:  Female
Outcome PT . Re rt Source Product Role Manuf; Route Dose/Unit D—“‘l‘,’i-;
T o po Role
Other Acne Aggravated Health Professi A Capsales (1 ) Ps ORAL
Depression Nec :
Zoloft c
Psychiotic Disorder Nos .
Date: 06/09/1998 ISR Number: 3177968.7 Report Type: Periodic Company Report Number: 95720 Age: 24YR Gender:  Fernale
Outcome PT Report Source Product Role Manafacturer Route ~  Dose/Unit  Duration
Dutcome = epo; Role
Other Depression Nec Consumer Accutane Capsules ([sotretinoin) PS ORAL
Emotianal Distarbance Nos
Insomnia Nec
Markedly Reduced Food Intake
Date: 06/09/1998 ISR Number: 3177969.9 Report Type: Pesiodic Company Report Number: 95777 Age:  17YR Gender: Female
Outcome PT Report Source Product Role Manufacturer . - Route Dose/Unit  Duration
Other Depression Nec Other Accotane Capsales (Tsotretinoin) S ORAL
Headache Nos
Date: 06/09/1998 . ISR Number: 3177970.5 Report Type: Pesiodic Company Report Numbets: 95804 Age:  13YR Gender: Female
Outcome PT Report Source ) Product . Role Manuf: Route Dose/Unit  Duration
e SeportSource Role : —_— /2
Hospitalization - Anger Other Accutane Capsules (Isotretinoin) PS ORAL
Initial or Prolonged Anxiety Nec
Depression Nec
Date: 06/09/1998 ISR Number: 31779717 Report Type: Periodic Company Report Number: 95856 Age: 18 YR Gender:  Female
Outcome PT Report Source Product Role Manufs Route Dos¢/Unit  Duration
Dutcome = - . ep
Hospitalization - D Nec Health Professional A Capstles (Tsotretinoi PS ORAL
itial or Prolonged Disturbance In A
Date: 06/09/1998 ISR Number: 31779729 Report Type: Pesiodic Company Report Number: 95857 Age: ISYR Gender:  Male
Outeome PT ) 1t Source Product Role Manuf; " Route Dose/Unit  Duration
ey T ReportSouree Role
Death Back Pain Other Actuitane Capsules (Fsotretinoin) PS ORAL
Blindness Night
Completed Suicide
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Report Type: Pesiodic Company Report Number: 95985 Age:  27YR Gender:  Female
Outcome Pr Report Source Product Role Manufacturer Route Dos/Unit _ Duration _
utcome @0 . epo
Other Depression Aggravated Consumer Accutane Capsules ([sotretinoin) Ps ORAL
Date: 06/09/1998 ISR Number: 3177977-8 Report Type: Periodic Campany Report Number: 92941 Age: 16 YR Gender: Male
Outcome PT Report Source Product Role Manuf: Route Dose/Unit _ Duration
—_— T Rep 2oe
Other Acie Aggravated Health Professional Acentane Capsules (Tsolretinoin) PS ORAL
Dry Skin 40,000 Mg
LipDry
Mood Swings
Date: 06/09/1998 ISR Number: 3177978-X Report Type: Periodic Company Report Number: 93005 Age: 16 YR' Gender:  Male
Outcome PT Report Source Prodnet Role Manafs Route Dose/Unit  Duration _
e = =0
Other Depression Nec Health Professional A Capsules (Tsotretingi PS ORAL
Dermatitis Nos 40.000 Mg
Fatigue
Date: 06/09/1998 ISR Number: 3178312-1 Report Type: Periodic Company Report Number: 88644 Age: 22YR Gender: Male
Outcome PT rt Source Product Role Manufacturer Route Dose/Unit  Duration
—_—e L
Other Depression Nec Consumer Accatane Capsules (Isotretinoin) PS ORAL
Myalgia 40.000 Mg .
Pneumonia Nos
Date: 06/09/1998. ISR Number: 3178321-2 Report Type: Pesiodic Company Report Number: 90136 - Age:. -24YR Gender: . Female
OQutcome _ pr Report Source Prodiict : L Rele " Mamufactares Route Dose/Unit  Duration _
Disability Dry Bye Nec Consiimmer Accutane Capsules (Isotretinoi) Ps ORAL
Dy:ﬁphoma Clozaril [o]
Fatigoe
LipDry
Phiotosensitivity Reaction Nos
Rectal Bleeding
Skin Disorder Nos
Vulvovaginal Dryness
Date: 06/09/1998 ISR Number: 3178326.1 Report Type: Pesiodic Company Report Number: 90772 Age:  17YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit Duration _
Other Degression Nec Other Accutane Capsules (sotretinoin) PS ORAL
: 40.000 Mg . )
Advil (Tbuprofen) S5
' 08/03/2000
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Date: 06/09/1998

ISR Number: 3178335.2 Report Type: Periodic Company Report Number: 77341 Age: 20 YR Gender:  Female
Onutcome PT rt Scurce Product Role Manuf; Route Dose/Unit _ Duration
Other Dizziness (Exc Vertigo) Consumer Acemtane Capsules (Isotretinoin) Ps ORAL
Dyspnoea Nos PRSI
Multivitamin c
Headache Nos
Hypoaesthesia
Panic Attack
Rectal Bleeding
Date: 06/09/1998 ISR Number: 3178340-6 Report Type: Periodic Campany Report Number: MM Age: 16 YR Gender:  Female
Quicome T Report Source Product Role  Manufacturer Roste Dose/Unit  Duration
—mfcome =~ Role
Other Headache Nos Health Profe A Capsules (Isotretinoin) PS ORAL
Mood Alteration Nos
Date: 06/09/1998 ISR&IImber: 3178342-X Report Type: Periodic Company Report Number: 77958 Age: Gender:. - Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit = Duration
Other Depression Nec Health Professi A Capsules (I inoin) PS
Date: 06/09/1998 ISR Number: 3178343.1 Report Type: Periodic Company Report Number: 77969 Age: 26 YR Gender:  Female
ome Fr Report Source Prodnct Role  Manufacturer Route Dose/Unit  Duration
Other Asntinuclear Factor Positive Consumer Accutane Capsules (Isoretinoin) PS ORAL
Arthralgia Health Professianal
Dysparennia Nec . .
Headache Nos g
Menstruation Irregular -
Muscle Injury Nos
Muscle Spasms
Palpitations
Tired Byes
Vulvovaginitis Nos
Date: 06/09/1998 ISR Number: 3178344.3 Report Type: Periodic Company Report Number: 77975 Age:  31YR Gender:  Female
Qutcome PT Report Source Product Role Manufs Route Dose/Unit  Duration
Other Depression Nec Health Professional Accutane Capsules (Isotretinoin) PS ORAL
20.000 Mg
Bep o4
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Date: 06/05/1998

ISR Namber: 3178350-9 Report Type: Periodic Company Report Number: 81479 Age:  26YR: Gender: . Female
Outcome o Report Source Product Role  Manuf Route Dose/Unit  Duration
Other Depression Nec Consumer Accutane Capsales (Isotretinoin) PS ORAL
Mood Swings Oral Contracegtive Pill (Oral c
ive Nos)
Date: 06/05/1998 ISR Number: 3178354-6 Report Type: Pesiodic Company Report Number: 81490 Age: Gender:  Female
Outeome BT Report Source Product Role  Manuf. Route Dose/Unit  Duration
Other Depression Nec Consumer Accutane Capsules (Isotretinoin) PS
Date: 06/09/1998 . ISR Number: 3178372-8 Report Type: Pesiodic Company Report Number: 76328 Age:  17YR Gender: Female
Outcome PT Source Product Role Manuf; Route Dose/Unit  Duration
e B Rems Role_ eseUnlt
Other Anorexia Health Professional Accutane Capsules (Isotretinoin) PS ORAL
Depression Nec Other
‘Weight Decreased
Date: 06/09/1998 ISR Nwmber; 3178374-1 Report Type: Periodic Company Report Number: 49955 Ager  18YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Alopecia Other Accutane Capsales (Tsotretinoin) PS ORAL
Depression Nec
Stye
Date: 06/09/1998 ISR Nomber: 3178376.5 Report Type: Periodic Campany Report Number; 58042 Age:  42YR Gender:  Male
Onteome PT Report Sotiree Produét ] “Role . Manmfacturer Route _ Doss/Unit  Duration _
Other Conjunctivitis Nec Consumer Accutane Capsules (Tsotretinoin) Ps ORAL
Dry Mouth Unipres c
Dyy Skin c
Eczema Nos
Emotional Disturbance Nos
Eyelid Disorder Nos
Oral Mucosal Blistering
Seborthoea
Date: 06/09/1998 ISR Number: 3178384-4 Report Type: Periodic Company Report Number: 67940 Age: ' 30YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route  Dose/Unit  Duration
Other Arthralgia Consumer Accutane Capsules (Isotretinoin) PS ORAL
Dq.xcssm Nec Birth C 1 Bill c
Fatigue
Joint Stiffness
08/03/2000
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Date: 06/09/1998

ISR Number: 3178413-8 Report Type: Pesiodic Company Report Number: 92727 Age:  17YR Gender:  Female
Outcome PT Report Source Prodaet Role Manufy Route Dose/Unit  Duration
Other Acne Aggravated Other Accutane Capsules (Isotretinain) PS ORAL
Diarthoea Nos 40.000Mg |
EBpistaxis
LipDry
Nighlmne
Vomiting Nos
Date: 06/05/1998 ISR Namber: 3178430-8 Report Type: Periodic Company Report Number: 84043 Age:  37YR Gender:  Female
Outcome PT Report Source Product Role Manmuf; Route Dose/Unit ~ Duration .
Other Anaemia Nos Consumer Accutane Capsules (Isotretinoin) PS . ORAL
Depression Nec 40.000 Mg
Date: 06/05/1998 ISR Number: 3178445-X Report Type: Periodic Company Report Nmmber: 82627 Age: 19YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Disturbance In Atteation Nec Company Accutanc Capsules (Isotretinoin) PS ORAL
—Representative
Date: 06/09/1998 ISR Number: 3178476-X Report Type: Periodic Company Report Number: 84338 Age: 17YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit Duration
Other Acac Aggravated Other Accutane Capsules (Isotretinoin) PS ORAL
Depression Neo Steroid Nos (Steroid Nos) c
Drug Ineffective A . i e e
Face Oedema
Muscle Stiffness
Date: 06/09/1998 ISR Number: 3178487-4 Report Type: Periodic - Company Report Number: 85217 Age:  19YR Gender: Male
Outcome PT Report Source Product Role » Route Dose/Unit  Duration
Other Anarexia Other Accutane Capsules (Tsotretinain) s ORAL
Depression Nec
LipDry
Vision Blarred
‘Weight Decreased
Date: 06/09/1998 ISR Number: 3178492-8 Report Type: Periodic Company Report Number: 85718 Age: . 15YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration _
Other Depression Nec Health Professional Accutane Capsules (I PS ORAL
Mental Disorder Nec
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Date: 06/09/1998 ISR Number: 31785594

Report Type: Periodic

Company Report Number: 72197 Age:  15YR Gender:  Female
Outcome PT Report Source Product Role Route Dose/Unit ~ Duration
Other Condition Aggravated Consumer Accutane Capsules (Isotretinoin) PSS’ ORAL
Tic Nec 40.000 Mg
Date: 06/05/1998 ISR Number: 3178570-3 Report Type: Periodic Company Report Number: 82572 Age:  35YR Gender:  Female
Outcome PT Report Source Product Role M Route Dose/Unit  Duration
Other Contact Lens Intolerance Consumer Accutane Capsules (Tsotretinoin) PS ORAL
Depression Nec 40.000 Mg
Dermatitis Nos
Dry Skin
LipDry
‘Weight Decreased
Date: 06/09/1998 ISR‘Nmnber. 3178573-9 Report Type: Periodic Company Report Number: 74873 Age: 48 YR Gender: Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Depression Nec Health Prof A Capsules (Tsotretinol PS ORAL
Pain In Limb
Prusitus
Utticaria Nos
Date: 06/09/1998 ISR Number: 3178575-2 Report Type: Periodic Company Report Number: 75096 Age:  14YR Gender:  Female
Quicome PT Report Source Product ‘Role Manufacturer Route Dose/Unit  Daration
Other Alopecia Other ' Accutane Capsules (Isotretinoin) PS ORAL
Depression Nec . "
Minocycline o}
Face Oedema .
Fatigue -
Lip Dry
‘Weight Decreased
Date: 06/09/1998 ISR Number: 3178579-X Report Type: Pesicdic Company Report Number: 91589 Age:  14YR Gender:  Female
Outcome T Report Source Product Role Manufs er Route Dose/Unit  Duration
Hospitalization - Depression Nec Health Professional Accutane Capsules (Tsotretinoin) Ps ORAL
Initial o Prolonged
Date: 06/09/1998 ISR Number: 3178594-6 Report Type: Periodic Company Report Number: 92904 Age:  15YR Gender:  Female
Outcome PT Report Source Product Role Manufactarer Route Dose/Unit Duration
Other Cough Health Professional A Capsules (sotretinoi; PS ORAL
Depression Nec
Headache Nos
Mood Swings
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Date: 06/09/1998 ISR Number: 3178596-X Report Type: Pesiodic Company Report Number: 93052 Age: 21 YR Gender:  Female
Outcome ! PT Report Source Product Role  Manufs Route Dose/Unit_ Duration _
Otber Depression Nec Consumer Accutane Capsules (Isoiretinoin) PS ORAL
40.000 Mg
Triphasil Bthinyl . c
Emdio]l[.zvoﬂ_mgesll_el
Date: 06/09/1998 ISR Number: 31786009 Report Type: Periodic Company Report Number: 93566 Age:  I5YR Gender:  Male
Outcome PT Report Source Product Role Manuf; Route Dose/Unit - Duration
Life-Threatening Depression Nec Other Accutane Capsules (sotretinoin) PS ORAL
Suicidal Ideation
Date: 06/05/1998 ISR Number: 3178608-3 Report Type: Periodic Company Report Number: 82736 Age:  15YR Gender: = Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Blood Triglycerides Increased Other Accutane Capsules (Isotretinoin) PS ORAL
Depression Nec 40.000 Mg
Fatigue Serevent c
High Density Lipoprotein Azmacost o}
b Proventil C
Date: 06/05/1998 ISR Number: 3178610-1 Report Type: Pesiodic Company Report Number: 82760 Age:  32YR Gender:  Male
Outcome PT Report Souree Product Role Mamfacturer Route Dose/Unit  Duration
Other Anxiety Nec Consumer Accutane Capsules (Isotretinoin) Bs : ORAL )
Chest Pain 40.000 Mg
Heart Rate Increased
Rectal Bleeding
Date: 06/05/1998 ISR Number: 3178621-6 Report Type: Perodic Company Report Number: 82803 Age:  53YR Gender:  Male
! Outcome PT Report Source Produet Role Manuf; Route Dose/Unit . Duration
Other Aggression . Consumer Accatane Capsules (Isotretinoin ) PS ORAL
Cheilitis 10.000 Mg _
Pruritos Ceftin [}
Vision Bluired
Date: 06/09/1998 ISR Number: 3178981-6 Report Type: Pesiodic Company Report Number; 94154 Age:  19YR Gender:  Male
| Outcome PT rt Source Product Role Manufacturer Route Dose/Unit Duration
Other Abdominal Pain Nos Other Accutane Capsules (Isotretinoin) PS ORAL
Back Pain
Echinacea c
Completed Svicide Am id
Dry Eye Nec ¢
Dry Skin
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06/05/1998 ISR Number: 31789841

Report Type: Periodic Company Report Number: 94238 Age: ISYR:. . Gender: Male
Outcome PT Report Soarce Product Role Manafs Route Dose/Unit  Duration
Other Crying Health Professional Accutane Capsules (Isotretinoin) Ps ORAL
Depressed Mood
Depression Nec. .-
Date: 06/09/1998 ISR Number: 3178986-5 Report Type: Periodic Company Report Number: 94518 Age:  ISYR Gender:  Male
Outeome PT Report Source Product Role Mamufacturer Route =~ Dose/Unit  Duration
Other Cheilitis Health Professi Accutane Capsules (Isotfetinoin) PS ORAL
Depression Nec
Dry Skin
Lip Dry
Date: 06/09/1998 ISR Number: 3178989.0 Report Type: Periodic ‘Company Report Number: 94795 Age: 1SYR ... Gender:  Male
Outcome PT Report Source Product Role Mannfacturer Route  Dose/Unit Duration _
— N - _—— —_—
Other Aggression Aggravated Health Professi Accutane Capsules (I i PS ORAL
ot et o :
lycerides Increas
Mood Swi Inhaler Nos C
Date: 06/09/1998 ISR Number: 3179001-X Report Type: Periodic Company Report Number: 93246 Age:  19YR Gender:  Female
Outcome PT Report Source Product Role  Manufacturer Route Dose/Unit  Duration _
Other Mood Alteration Nos Health Profe N Capsales (lsotretineg s ORAL
Paxil (o]
Date: 06/05/1998 ISR Number: 3179108-7 Repnn'l‘ype: Periodic Company Report Number: 85810 Age: 21 YR Gender:  Female
Qutcome Pr Report Souree Product Role  Mannfacturer Romte  Dose/Unit  Duration
- T —_— ZcportSource ——— Role  Munufacturer
Other Anxiety Nec Consumer Accalane Capsales (Jsotretinoin) PS ORAL
Date: 06/05/1998 ISR Number: 3179131-2 Report Type: Peziodic Company Report Number: 86268 Age: 28 YR ) Gender:  Female
Outcome PT_ Report Source Product Role Manufacturer Route Dose/Unit  Duration
- N ——
Other Alopecia Health Prof A Capsules (Tsotretinoi PS ORAL
L opathy Darvocet [of
Mood Swings
Pain Nos
08/03/2000
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Date: 06/09/1998 IS‘RNmnber: 3179238-X
I

Report Type: Periodic Company Report Number: 94162 Age:  ISYR Gender:  Male
Outeome ‘pr Report Source Product Role  Manufacturer Romte  Dose/Unit  Duration _
T =
Other Aggression Health Professional Accutane Capsules (Isotretinoin) Ps ORAL
Date: OU/11/1999 ISR Number: 3179326.8 Report Type: Expedited (15-Day) Company Report Number: 108931 Age:  72YR Gender:  Femule
Outcome PT Report Source Product Role > Route Dose/Unit  Duration
hfcome 000 P _
Other Abdominal Pain Upper Foreign Tasmar (Tolcapone) Ps
Blood . Tncreased Health Professional Sinemet -25/100 (Carbidopa/Levodopa)  C
IC;"f“mN Other Tolvon (Mianserin Hydrochloride) c
iarthoea os
Dyskinesia Nec - Eldepry] (Selegiline Hydrochloride) C
Liver Panction Tests Nos Imovane (Zopiclone) (o}
Abnormal
Malaise
Motor Dysfunction Nos
Date: 01/11/1999 ISR Number: 3179336.0 Report Type: Bxpedited (15-Day) Company Report Number: 109074 Age: 66 YR Gender:  Female
Outeome rr Report Source Product Role  Manuf Ronte Dose/Unit  Duration
Death Acute Circulatory Failure Foreign Tasmar (Tolcapone) PS ORAL
Hospitalization - Agitati ) Health Professional Modopar (Benserazide/Levodopa) 125 SS ORAL
Initial or Prolonged Anorexia Other Mg
Amiria Lexomil (Bromazepam) S8 ORAL
Blood Creatine Phosphokinase Sermion (Nicergoline) ss ORAL
Increased . g ORAL
Blood Creatine Phosphokinase Tenommine (Atenolol) Ss
Mb Increased Amantadine (Amantadine ss ORAL
Blood Creatinine Increased Hydrochloride)
Bronichospasm Nos Tegretol (Carbamazepine) Ss ORAL
Candiac Failure Nos Spironolactone (Spironclactone) S8
Cardiac Murmmr Nos Deroxat (Paroetine) ss ORAL
Coma Neg Ginkor (Ginkgo/Troxerutin) c
Condition Aggravated . .
Confusion
Convulsions Nos
Dehydration
Difficuity In Walking
Disorientation
Drug Interaction Nos
Extrapyrariiidal Disorder Nec
. Hallucination Nos
Hypematraemia
Hyperreflexia
08/03/2000

Page 260 of 487




Date: 01/13/1999 ° sR Number: 3180229-3 Report Type: Expedited (15-Day)

Company Report Number: 110947

Age: 66 YR

Gender: Male

PT Report Source Product Role Manufacturer Route Dose/Unit  Duration _
—_—e__ SeportSource
Hospitalization - Decreased Activity Health Professional Tasmar FS ORAL
Initial ed i i . Carbidopa/l
or Prolong 1:];1:; Fanction Tests Nos s « evodopa) c
Phenylephrine (Phenylephrine (o]
Hydrochloride)
Midodrine (Midodrine Hydrochloride) o]
Florinef (Fladrocortisone Acetate) (o]
Milk Of Magnesia (Magnesia, (Milk [of
of)
Magnesium Citrate (Magnesim [o]
Citrate)
Pepcid (Famotidine) [o]

Date: 01/14/1999 ISR Number: 3180783.1 Report Type: Expedited (15-Day) Company Report Number: 109103 Age: 72YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unft = Duration
Hospitalization - Abdominal Dist Health Professional Tasmar PS ORAL
Tniial or Prolonged Asc‘ \sthedoaia Other Sinemet (Carbidopa/Levodoga) c

ites
i C
Biopsy Liver Abnormal Mirapex (Pmmipexole)
Blood Albumin Decreased Fosamax (Lendronate Sodium) c
Blood Alkaline Phosphatase Nos Acetaminophen (Acetaminophen) c
Increased
Blood Bilirubin Increased
Chaldithiasis
Depression Nec
Differential White Blood Cell
Count Abnormal
Difficulty In Walking
Dyskinesia Nec
Electrocardiogram Abnormal
Nos
Fatigue
Haematocrit Decreased
Haemogiobin Decreased
Hepatic Failure
Hepatic Fibrosis
Hepatic Necrosis
Hepatitis Viral Nos
Hepatotoxicity Nos
Hyperglycaemia Nos
Hypertonia
"Hypokalaemia
08/03/2000
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Date: 06/05/1998  1sR Number: 31811040

Report Type: Periodic Company Report Number: 81030

Age: 17YR

Gender:  Female
Outcome rT Report Source Product Role Manufacturer Route Dose/Unit Duration _
—_— o ——————— ReportSource
Other Blood Trigh L [ Accutane Capsules (Isotretinoin) PS ORAL
Depression Nec
Fatigne
Pain Nos
Date: 06005/1998 ISR Number: 3181106.4 Report Type: Peciodic Company Report Number: 81034 Age:  12YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
e Role  Manufacturer =
Other Glossodynia Health Professional A Capsules (Isotretinoin) PS ORAL
Tongue Oedema 40.000 Mg
Date: 06/05/1998 ISR Number: 3181122.3 Report Type: Periodic Company Report Number: 81129 Age: 16 YR Gender:  Male
Quicome PT rt Somrce Product Role Manufacturer Route Dose/Unit  Duration
— T — —
Other Depression Nec Health Professional Accutane Capsales (Tsotretincin) Ps ORAL
Headache Nos
Lip Disorder Nos
Lip Dry
Date: 01/19/1999 ISR Number: 3182155.2 Report Type: Expedited (15-Day) Company Report Number: 107086 Age:  20YR Gender:  Male
Outcome PT &e% Product Role Manufacturer Route Dose/Unit Duration
~Heome 0 Role |
Other Delnsion Nos Foreign Roaccutane (Tsotretinoin) Ps ORAL
Hallucination, Auditory ‘Health Professioial
Parancia
Psychotic Disarder Nog
Schizophrenia Nos
Date: 01/19/1999 ISR Number: 3182176.X Report Type: ‘Expedited (15-Day) Company Report Number: 108798 Age: 25 YR Gender:  Pemale
Outcome PT 5% Product Role Manufacturer Route Dose/Unit  Duration
Other Dizziness (Exc Vertigo) Consumer Accutane PS ORAL
Dry Bye Neo Health Professions] Oral Cantraception c
Dry Skin
Fear, Focus Nec
Feeling Cold
Hypertension Nos
LipDry
Middle Insomnia
Myalgia
Panic Attack
Tachycardia Nos
Tremor Nec
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Date: 0122171999  IsR Number: 31837064 )

Outcome PT
~ome
Hositali A

Initial or Prolonged

Drug Effect Decreased

—_—
Communication Disorder Nos

Repoit Type: Expedited (15-Day)

Report Source

Foreign

Health Professional

Date: 01/22/1999  sR Number: 3184275.5

Outeome pr

Death Abdominal Distension
Agitation
Benign Prostatic Hyperplasia
Blood Bilirbin Increased
Bronchitis Acute Nos
“Bronchopnenmonia Nos
Candiac Pailure Nos
Cardiomegaly Nos
Condition Aggravated
Confusion
Dehydmtion
Dianthoea Nos
Disorieatation
Dry Skin
Gastrointestinal Disorder Nos
Infection Nos
Muscle Rigidity
Pneumonia Nos
Pyrexia
Renal Disarder Nos
Respiratory Failure Exc
Neonatal)
Sedation
Weakness
‘White Blood Celt Connt
Increased

Prodact

Company Report Number: 1998SINOI35 Age:  79YR

Gender:  Male

Sinemet
Tasmar

Role  Manuf, Boute
Ps | ORAL
Ss

Dose/Unit  Duration

Report Type: Expedited (15-Day)
Report Source
e

Foreign
Study
Health Profe

Product

Company Report Number: 110000 Age: TS5YR

Tasmar
Madopar (Bmsmzide/[.evodopa)

Other

Movesgan (Selegiline Hydrochlorid:
Pk-Merz (Amantadine Sulfate)
Digimerck Minor (Digitoxin)
Leponex (Clozapine)

Gender:  Male

Role  Manufactorer Route
ORAL

Dose/Unit_ Duration

Date: 01/25/1999  IsR Nomber: 3185543-3

Report Type: Expedited (15-Day)

Outcome PT Report Source N
o " ———————_ ReportSourc
Other Abnommal Behaviour Nos Poreign
Health Profe
08/03/2000

Company Report Number: 112083 Age:  1SYR Gender:  Male
Product Role Manufacturer Route Dose/Unit _ Duration
Roacentane (Isotretinoin) Ps ORAL
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Date: 0127/1999 ISR Number: 3186544-1 Report Type: Expedited (15-Day) Company Report Number: 108183 : Age:  51YR Gender:  Male
Outcome PT ort Source Product Role Mannf; Route Doss/Unit  Duration _
Ao T ————— .
Hospitalization - Agitation Foreign Tasmar Ps ORAL
Iniﬁnloerlonged Non-Accideatal Overdose Health Professional Trivastal ss ORAL
Preumanitis Aspiration Mod
Suicide Attempt P
Vomiting Nos Dopergin
Date: 02/01/1999 ISR Number: 3189043.6 Report Type: Expedited (15-Day) Campany Report Number: 110256 Age: - T5YR Gender:  Male
OQutcome PT Report Soures Product Role Manuf, RBoute Dose/Unit  Duration
—_—
Other Aggression Faoreign Tasmar (Tolcapone) PS ORAL
Gait Festinating Health Professional Ma ® . C c
J dopar BeaserezidelLevodopa,
ﬁ::’:xi:::’f‘::}os Co-Beneldopa (Benserazide/Levodopa) C
Abnormal Selegiline (Selegiline Hydrochloride) C
Nodding Of Head Pergolide (Pergolide Mesylate) c
Date: 0201/1999 ISR Number: 31891442 Report Type: Expedited (15-Day) Company Report Number: 111092 Age:  T6YR Gender:  Male
Qutcome r ReportSource  Product Role = Manufscturer _ Route Dose/Unit  Duration
—_
Other Aggression Foreign Tasmar (Tolcapone) Ps ORAL
“Appetite ed Health Professional Bactrim Forte (Sulfamethoxazaole ss
Cholestasis Trimethoprim
Diarthoea Nos Madopar Dr c
Hepatic Cyst Nos : Levodopa c
Hepatotoxicity Nos B id c
Jaundice Nos
i c
Liver Function Tests Nos Predaiscne
Abnormal Konakion c
Weight Decreased
Date: 02/01/1999 ISR Number: 3190996-0 Report Type: Expedited (15-Day) Company Report Number: 106035 Age: Gender:  Male
Outeome. _ pr ReportSource  Product Role - Manufacturer Route Dose/Unit _ Duration
Other Abdaminal Distension Consamer Tasmar PS ORAL
Abdominal Pain Nos Other Sinemet c
AsthmaNos P c
Decreased Activity m"_
Diarthoea Nos Synthroid c
Difficulty In Walking Notvasc (o}
Dyspnoea Nos
Flatulence )
Food Interaction
08/03/2000
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ISR Number: 3191837-8

PT

Abd.

inal Pain Nos

Anxiety Nec

Aottic Atherosclerosis
Calculus Renal Nos
Dehydration

Dyskinesia Nec

Dysuria

Hypertonia

Leacopenia Nos

Lymphoma Nos

Muscle Cramps

Nausea

Pain Nos

Pancytopenia

Parkinson'S Disease Aggravated
Pericardial Effusion

Rash Erythematous

Renal Cyst Nos

Renal Vascular Disorder Nos
Splenomegaly

Sweating Increased
Thrombocytopenia

Thyroid Neoplasm Nos
‘Tremor Nec

Tricuspid Valve Incompetence
Urinary Frequency

Vomiting Nos

Report Source

Report Type: Expedited (15-Day)

Product

Health Professional

‘Tasmar
Sinemet-25/100

Company Report Number: 100199

Role
Ps
C

Manufactarer

Age: 72YR

Route

Gender:  Female

Dose/Unit  Duration

ORAL

Date: 02/04/1999

Outcome

ISR Number: 3192331-0

PT

Other

Abnormal Behaviour Nos
Aggression
Asthenia

 Crying

Emotional Disterbance Nos
Insomnia Nec

Mania

Mood Swings

Thinking Abnonnal Nec

Report Type: Expedited (15-Day)

Report Source
Foreign
Health Professional

Product

Roaccutane

Company Report Number: 110423

Role
PS

Manufacturer

Age:  19YR

Route

Gender:  Male

ORAL

Dose/Unit  Duration

08/03/2000
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Date: 02/04/1999

ISR Number: 3192338-3

Report Type: Expedited (15-Day)

Company Report Number: 112555 Age: 36 YR Gender:  Pemale
Outcome T Report Source Product Role Manuf; Route Dose/Unit Duration
Other Complications Of Matemal Consamer PS ORAL
Exposure To Therapuetic Drugs Aosotane
Disturbance In Attention Nec Oral Contraceptive Pill (Oral c
Eye Movement Disarder Nos Contraceptive Nos)
Leaming Disorder Nos
Speech Disorder Nec
Undescended Testicle
Date: 02/04/1999 ISR Number: 3192344-9 Report Type: Expedited (15-Day) Company Report Number: 108188 Age:  45YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer - Route Dose/Unit  Duration
Other Appetite Decreased Consumer Accutane Ps ORAL
Breast Cancer Female Nos Health Professicnal Ritalin (Methyphenidate Hydrockloride)  C
D__ N vated Other Yot e (M Hodrod s c
Suicidal Kdeation 4
Date: 02/08/1999 ISR Number: 3193332-9 Report Type: Direct Company Report Number: Age:  17TYR Gender:  Male
Outcome PT Report Source Product Role Manuf; Route Dose/Unit  Duration
Death Completed Suicide Accutane PS
Date: 02/08/1999 ISR Number: 3193581-X Report Type: Expedited (15-Day) Company Report Number: 113009 Age: Gender:  Female
Outcome PT _ Report Source Product Role Mamufacturer Route Dose/Unit  Duration
Death Appetite Decreased Fareign Tasmar PS ORAL
SC""‘.":I‘Q"" Other Haldol (Haloperidol) c
epsis Nos . .
‘Suicidal Ideation Morphine (Morphine Sulfate) C
Sinemet (Carbidopa/Levodopa) c
Date: 02/08/1999 ISR Number: 3193599-7 Report Type: Expedited (15-Day) Company Report Number: 112718 Age: 76 YR Gender: Female
Qutcome PT Report Sonrce Product Role Manufacturer Koute Dose/Unit  Duration
Death Coma Nec Foreign Tasmar PS ORAL
Confusion Health Professional Sinemet Slow Release c
Tmmobile (Carbidopa/Levodopa)
Lencocytosis Nos Sinemet Cr (Carbidopa/Levodopa) C
Myocardial Infarction Tsmo (Tsosorbide Monornitrate) c
Nesroleptic Malignant . I
Synirorie g Adalot Rétard (Nifedipisic) c
Atenolol (Atenclol) o}
Warfarin (Warfarin Sodium) C
Pergolide (Pergolide Mesylate) c
08/03/2000




Outcome

Date: 02/08/1999 ISR Number: 31936024

Report Type: Expedited (15-Day)

Campany Report Number: 100846

PT Report Source Product

Hospitalization -
Initial or Prolonged
Required Intervention
to Prevent Permanent

/Damage

Role
Tasmar Ps
Sinemet Cr (Carbidopa/Levodopa) c

Anxiety Nec Health Professional
Blood Creatine Phosphokinase

Increased

Blood Creatinine Increased

o )

Il Nos
Depressed Level Of
Conscionsness

Dialysis Nos

Dianthoea Nos

Dyskinesia Nec
Electrocardiogram Qt Prolonged
Fall’ )
Fatigue

Hyponatraemia
Hypotension

Leucocytosis Nos

Loss Of Consciousness Nec
Metabolic Acidosis Nos
Muscle Rigidity

Oliguria

Pain Nos

Radial Nerve Injury

Renal Failure Nos

Renal Impairment Nos
Rhabdomyolysis

Syncope

Tremor Nec

Urinary Incontinence
Urinary Tract Infection Nos

Age:  70YR Gender:  Female

Manufactorer Route Dose/Unit . Duration

Date: 02/09/1999

Outcome

ISR Number: 3194531-2

Report Type: Expedited (15-Day) Company Report Number: 112192

PT Report Source

Hocnitalirati

Ahd.

ial Pain Nos

Initial or Prolonged

Other
Abnormal Behaviour Nos

Acne Aggravated
Depression Aggravated
Depression Nec
Duodenitis

Feeling Abnormal
Irritability

ona,g

Gender:  Male

Route Dose/Unit Duration

08/03/2000
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Outcome

Date: 02/11/1999

ISR Number: 3195892-0

Report Type: Expedited (15-Day) *
Report Source Product

Company Report Number: 111092

Mannfs

Age:

Other

Aggression
Anaemia Nos
Appetite Increased
Blood Albumin Increased

" Bleod Alkaline Phosphatase Nos
Increased
Blood Glucose Decreased
Blood Impwaoglobulin M
Increased
Blood Lactate Dehydrogenase
Increased

C-Reactive Protein Increased
_Cholestasis

Cyst Nos

Diantoea Nos

Erythrocyte Sedimentation Rate
Increased

Faecal Abnormality Nos
Gamma-Ghitamyltransferase
Increased

Haemoglobin Decreased
Hepatic Disorder Nos
Hepatotoxicity Nos

Huonger

Jaundice Nos

Laboratory Test Abnarmal Nos
Liver Function Tests Nos
Abnomal

Ultrasound Scan Nos Abnormal
Weight Decreased

Route

Foreign Tasmar (Tolcapone)

Health Professional Bactdm Forte
(Sulfamethoxazole/Trimethoprim)
Madopar Dr

Levodopa
Benserazid
Prednisone
Konakion

Q0 00an0n %ag

ORAL

76 YR

Gender:  Male

Dose/Unit

Duration

Date: 02/16/1999

Outeome

Hospitalization -
Initial or Prolonged

ISR Number: 3199591-0
PT .

_—_
Mental Impairment Nos

Nausea

Pyrexia

Rigors .
Toxic Shock Synd Nos

08/03/2000

liapoﬂ : Expedited (15-Day)
eport Type:

Report Source

Preduct

Health Professional Accutane Capsules (Isotreting 0in)

Company Report Number: 200082

Role
Ps

mmm

Age:

Route

ORAL

16 YR

Gender:

Female

Dose/Unit _ Daration




Date: 02/16/1999

Outcome

Hospitalization -
Initial or Prolonged
Required Intervention
1o Prevent Permanent
ImpaintentDamage

ISR Number: 3200013-1

PT
Anxiety Nec
Blood Creatine Phosphokinase
Increased
Blood Creatinine Increased
Blood Glucose Increased
Blood Urea Increased
Convulsions Nos
Death Of Parent
Depmfsed Level OF

iousness
Dialysis Nos
Diagthoea Nos
Dyskinesia Aggravated
Blectrocardiogram Abnormal
Nos
Electrocardiogram Qt Prolonged
Fall
Fatigue
Heart Rate Increased
Hyponatraemia
Hypotension
Leucocytosis Nos
Loose Stools
Metabolic Acidosis Nos
Muscle Rigidity
Oliguria
Pain Nos
Radial Nerve Injury
Renal Failure Nos
Renal Impairment Nos
Respiratory Rate Increased
Rhabdomyolysis
Syncope
‘Tremor Nec
Urinary Incontinence
Urinary Tract Infection Nos
Urine Abnormal Nos
Urine Analysis Abnormal Nog
Weakness

08/03/2000

Report Type: Expedited (15-Day) Company Report Number: 100846 Age:  T0YR Gender:  Female
Report Source Produet Role M; Route Dose/Unit Duration
Health Professional Tasmar (Toleapone) 100 Mg Ps ORAL

Sinemet Cr 50-200 (Carbidopa / c
Levodopa)
Sinemet 25/100 (Carbidopa / C
Levodopa) .
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02/19/1999

ISR Number: 3202993-7

Report Type: Expedited (15-Day)

Campany Report Number: 109364 Age: 62 YR Gender:  Male
Outeome PT Report Source Product Role Manufacturer Roufe Dose/Unit  Duration _
Other Calon Spastic Consnmer Tasmar (Tolcapone) Ps ORAL
g;:‘::i“’" Nos Health Professional Sinemet Scarbidopa?Levodops) c
G Oesophiageal Refh Inderal (Propranclol Hydrochloride) C
Disease Aricept (Donepezil) [o]
Hepatic Cyst Nos .
Hepatitis Nos
Hiatns Hemia
Influenza Like iness
Jaundice Nos
Liver Function Tests Nos
Abnormal
Nausea
Nightmare
Tremor Nec
Urtine Discoll
Date: 02/18/1999 ISR Number: 3203070-1 Report Type: Expedited (15-Day) Company Report Number: 113245 Age: 78 YR Gender: Male
Qutcome PT Report Source Product. Role Manufacturer Route Dose/Unit ' Duration _
Life-Threatening Depression Nec Study Tsotretinoin (Tsotretinoin) B ORAL
Fatigue Health Professional inine (Quini
C
Jaundice Nos ?’ﬂu:me((ill;llu:ﬁ Fvdrachlas
Liver Function Tests Nos ¢
Abnormal Zoloft (Sertraline Hydrochloride) c
Asa (Aspirin) C
Allopurinol (Allopurinol) C
Date: 02/19/1999 ISR Number: 3203414-0 Report Type: Expedited (15-Day) Company Report Number: 200193 Age:  16YR Gender:  Female
Outcome P Report Source Product Role Manuf: Route Dose/Unit _ Duration _
Hospitalization - Depression Nec Other Accutane Capsules (Isotretinoin) PS ORAL ’
Initial or Prolonged Intentional Self-Injury Amoxicillin c
Nasopharyngitis
Cough Syrup o]
Avgmentin C
Zoloft c
Date: 02/19/1999 ISR Nomber: 32035212 Report Type: Expedited (15-Day) Company Report Number: 111092 Age: 76 YR Gender:  Male
Outcome PT Report Source Product Role Manuf; Route Dose/Unit  Duration
Other Anaemia Nos Foreign Tasmar (Tolcapone) Ps ORAL
Appetite I
08/03/2000
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Date: 02/19/1999

ISR Number: 3203521-2

Report Type: Expedited (15-Bagiict  Company Report Number:R@092  Manuf Route Dose/Unit  Duration

PT Report Source ’l‘asm.nr (Tolcapone) PS ORAL

Anaemia Nos Health Pr Bu(itnm Forte _ ss

Appetite Increased Madopar Dr c

Blood Lactate Dehydrogenase Levodopa o

C-Reactive Protein Increased Benserazid C

Cholestasis Prednisonc c

Condition Aggravated Konakion c

Diarthoea Nos

Erythrocyte Sedimentation Rate

Increased

Faecal Abnomality Nos

Haemoglobin Decreased

Hepatotoxicity Nos

Hunger

Jaundice Nos

Liver Panction Tests Nos

Abnonmal

Prothrombin Time Prolonged

Renal Cyst Nos

‘Weight Decreased
Date: 02/22/1999 ISR Nwinber: 3205300-9 Report Type: Expedited (15-Day) Company Report Number: 112776 Age:  52YR Gender:  Male
Outcome PT Report Source Product Role  Manufacturer Route Dose/Unit  Duration
Hospitalization - Condition Aggravated Foreign Tasmar s ORAL
Initial or Prolonged gdn‘im.\ Nos et Health Professional MadoparDr (BeaserzidelLevodopa) e

D::::m Asera Roliypnol (Funitrazepam) c

Gliosis Valinm (Diazepam) c

Hallucination Nos Permax (Pergolide Mesylate) C

Hallucination, Auditory Kalium Tabletten (Potassium Nos) c

Hypoparathyroidism Beloc-Zok (Metoprolol Succinate) c

Joint Stiffness Glucophage (Metformin Hvdrachlort i c

Monoparesis

Motor Dysfonction Nos Daonil (Glybuside) c

Muscle Contractions Involuntary Naproxen (Naproxen) C

- Persecutory Delusion At-10 (Dihydrotachysterol) c

Psychotic Disorder Nos Saroten (Amitriptyline Hydrochloride) ~ C

Speech Disonder Nec Sirdalud (Tizanidine Hydrochlogide) - ¢

Suicidal Ideation Tenogen c

Svuicide Attempt (Ami ine/Bu “affeine/Dihy

Sweating Increased d ine M

08/03/2000
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Date; 0224/1999 ISR Number: 32059791 Company Report Number: Age:  62YR Gender:  Female
Outeome  pT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Other Pasic Attack Tasmar PS Roche ORAL
Diltiazem Xr [of .
Sinemet 25/100 (o}
Sinemet Cr 501200 c
Date: 02124/1999 ISR Number: 3206436.9 Report Type: Direct Company Report Number: Age: 16 YR Gender:  Male
Outeome PT Report Source Product Role Mamufacturer Route Dose/Unit  Duration
Death Completed Suicide Consumer _ Accutane 40 Mg Capsules PS Roche
Date: 02/25/1999 ISR Number: 3208410-5 Report Type: Expedited (15-Day) Company Report Number: 100515 Age:  74YR Gender: Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Death Ammonia Increased Foreign Tasmar (Tolcapone) 100 Mg Ps ORAL
PR Confusion :
Hospitalization - N Literaturc Madopar (Benserazide/Levodope) 125 S8 ORAL
Initial or Prolonged Dizziness (Bxc Vertigo) Health Professional Mg
Drug Maladministration Symmetrel [o]
Electroencephalogram Abnormal Effortil fol
Fall
Rhefluin c
Haematoma Nos :
Hepatic Encephalopathy S ¢
Hepatic Necrosis
Hepatitis Fulminant
Hepatomegaly
Hypotension
Jaundice Nos
Liver Fatty
Liver Function Tests Nos
Abnormal
Loss Of Conscicusness Nec
Malaise
Palpitations
Prothrombin Time Prolonged
Date: 02/25/1999 ISR Number: 3200935.9 Report Type: Pesiodic Company Report Number: 9824192 _ Age Gender:
Outcome PT BM_ Product Role Manufactarer Route Dose/Unit Dauration
T — /- 2%c _ Dost/Unit Duration
Other Depression Nec Health Professional Zoloft Tablets . PS ORAL
Company X Accutane ss ORAL
ve
08/03/2000
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Date: 03/01/1999 ISR Number: 3210639-7

Report Type: Direct

Company Report Number: Age: 76 YR Gender:  Male
Outcome _pr Report Source Product Role  Manuf: Route Dose/Unit _ Daration
—=ome —_— T
Required Intervention ~ Confusion Tasmar (Tolcapone) PS Roche
to Prevent Permanent Dystonia
i Permax C
ImpﬂllmmtIDamage Hip Fracture ) o
Lorazepam [of
Prilosec o]
Eldepryl o}
Senakot c
Multivitamin C Minerals (&4
Timoptic C
Date: 03/03/1999 ISR Number: 3210908-0 Report Type: Direct Company Report Number: Age: Gender:
Outcome PT Report Source Product Role Mamfacturer Route Dose/Unit _ Duration
- —_—— 2o Mamfactorer ————— hton
Dystonia Tasmar s Hoffman La Roche Inc
Hallucination Nos
Date: 03/03/1999 ISR Number: 321 1637-X Report Type: Expedited (15-Day) Company Report Number: 200406 Age:  82YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
e = Role
Other E‘Mﬁhh“ Fhosphatase Nos Other ‘Tasmar (Tolcapone) PS ORAL
Icrea;
Constipation Sinemet (o4
Fall Paxil C
Groin Pain Mylanta c
Hallucination Nos
Date: 03/03/1999 ISR Number: 321 1645-9 Report Type: Expedited (15-Day) Campany Report Number: 110947 Age: 66 YR Gender:  Male
o P Report Source Product Role  Mamufacturer Route Dose/Unit  Duration _
Outeome
Hospitalization - D d Activity Health Professional Tasmar (Tolcapone) PS ORAL
Initial or Prolonged I:l:rer Function Tests Nos si (Carbidopa/Levodopa) c
Phenylephrine (Phenylephrine Cc
Hydrochloride)
Midodsine (Midodsine Hydroch c
Florinef (Fludrocortisone Acetate)
Milk Of Magnesia (Magnesia Milk [o]
Of))
Magnesiom Citrate (Magnesiom [of
Citrate)
Pepcid (Famotidine) o}
08/03/2000
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Date: 02/25/1999 ISR Number: 3212214-7 Report Type: Periodic

Oitcome PT Report Source Product

Other Depersonalisation Consomer
Hallucination Nos
‘Thinking Abnormal Nec

Company Report Number: 9802532 Age: 16 YR Gender:  Male

Role Manufacturer Route Dose/Unit Duration
Zoloft Tablets PS ORAL

Ss

Ss

Health Professional Accutane ORAL
Ritalin ORAL

Date: 03/01/1999 ISR Number: 32137547 Report Type: Periodic
Onuteome PT Report Souree Product Role  Manuf; Route Dose/Unit  Duration
Other Crying Consumer Soriatane (Acitretin) Ps ORAL

Depression Nec Health Professional Accutane Capsules (Isotretinoin) 10mg S ORAL

Lethargy tamins c

Mental Disorder Nec vi

Myalgia

Company Report Number: 95797 Age:  53YR Gender:  Female

Date: 03/11/1999 ISR Number: 3218114-0 Report Type: ‘Expedited (15-Day) Company Report Number: 109510 Age: 16 YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration

Hospitalization - Abdominal Tend) Poreign Roaccatan (Isotretinoin) Ps ORAL
Initial or Prolonged Acne Aggravated Health Professional

Blood Iron Decreased Other
Collapse

Decreased Activity

Dizziness (Bxe Vertigo)
Dizziness Postoral

Gastric Erosions

Gastric Ulcer

Gastrointestinal Haemorthage
Nos

Haematocrit Decreased
Haemoglobin Decreased
Haemorrhage Nos

Headache Nos

Inflammatory Bowel Disease
Nos

Melaena

Nommochromic Normocytic
Anzemia

Red Blood Cell Count Decreased

Tinnitus
‘Weakness
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s 03/12/1999 ISR Number: 3218933-0

Report Type: Expedited (15-Day) Company Report Number: 201190 Age: 19YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route _2;:;'“’[1",_“ Duration
Hospitalization - D itis Exfoliative Nos Foreign Roaccutane (Isotretinoin) 20 Mg PS ORAL
Initiat or Prolonged Glossodynia Health Professional
Penile Pain Other
Date: 03/12/1999 ISR Number: 3218937-8 Report Type: Bxpedited (15-Day) Company Report Number: 112083 Age: 18YR Gender:  Male
Outcome PT Report Source Product Role  Manufacturer Route ~ Dose/Unit  Duration _
Other Abnermal Behaviour Nos Forcign Roaccutane (Esotretinoin) Ps ORAL
Other
Date: 03/12/1999 ISR Number: 3218994-9 Report Type: Expedited (15-Day) Company Report Number: 111144 Age:  18YR Gender:  Male
Outeome PT Report Source Product Role Mannf; Route Dose/Unit  Duration _
Hospitalization - Aleahol Interaction Foreign Roaccutane (Tsotretincin) 20 Mg PS ORAL
Initial or Prolonged . Amnesia Nec " Health Professional Aleakiol (Alocial) ss ORAL
Convulsions Nos
Drug Maladministration
Extrasystoles Nos
Fall
Head Injury
Loss Of Consciousness Nec
Date: 03/12/1999 ISR Number: 3219002-6 Report Type: Expedited (15-Day) Company Report Number: 90195 Age: 42YR Gender:  Female
Ontcome PT Report Source Product Role Manufacturer Route  Dose/Unit _ Duration _
Other Depression Nec Consamer Accutane Capsules (Isotretinoin) Ps ORAL
Relationship Breakdown Other Klonopin c
Swuicidal Ideation
Trazodone C
Beaadryl C
Ortho Tti-Cyclen Cc
Date: 03/01/1999 ISR Number: 32195339 Report Type: Periodic Company Report Number: 108318 Age:  74YR Gender:  Malc
Outcome .PT Report Source Product Role Mamufacturer Route Dose/Unit . Duration _
Other Diarthoea Nos Health Professional Tasmar Ps ORAL
Hallucination Nos Levodopa (Levodopa) c
Albuterol (Albuterol) (o]
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Date: 03/01/1999

ISR Nember: 3219535.2

Report Type: Periodic Company Report Number: 109052 Age: 69 YR Gender:  Male
Outcome _ pr : Report Source Product Role Manufacturer Route Dose/Unit  Duration
———————— R Rele . Manufactarer
Hospitalization - Cerebrovascular Accident Nos Health Professional Tasmar Ps ORAL
Initial od
or Prolong Cuma Nec Other sh o c
Dizziness (Bxc Vertigo) .
Increased Activity Preduisone ¢
Intraocular Pressure Increased Theo-Dor (Theophylline) c
Nausea Bufferin o]
Pyrexia Kior-Con (Potassium Chloride) [o]
Sedation
Weakness
Date: 0301/1999 ISR Number: 3219539-X Report Type: Periodic Company Report Number: 109296 Age:  58YR Gender:  Male
Outcome PT ReportSource ”  Product Role Manufacturer Route Dose/Unit - Duration
D U —_— ——————— -_—— R ——
Hospitalization - Condition Aggravated Health Professional Tasmar Ps ORAL
Initial or Prolonged Diarthoea Nos si cr c
Difficulty In Micturition .
Dyskinesia Nec Sinemet-25/100 c
Dystonia Hytrin o)
Mania
Nausea
Swealing Increased
Date: 03/01/1999 ISR Number: 3219546-7 Report Type: Periodic Company Report Number: 108214 Age: 71 YR Gender:  Female
Outcome PT rt Source Product Role Manufacturer Route Dose/Unit Duration
— Ymacwrer = Route  Dose/Unit |
Other Extrasystoles Nos Consumer Tasmar PS ORAL
Palpitations s c
Ursinary Trct Infection Nos
Sinemet Cr C
Benadryl o]
Date: 03/01/1999 ISR Number; 32195546 Report Type: Periodic Company Report Number: 109398 Age:  83YR Gender:  Male
O“‘W'M\ PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
—_—  Repo = 2os¢lnit  Duration _
Other Abnogmal Dreams Consumer Tasmar PS ORAL
Anarexia
Other Lanoxis c
Anhythmia Nos Anexin
Chest Pain Sinemet C
Confusion Aricept c
Digoxin Toxicity Maxzide C
Dizziness (Exc Vertigo)
Hallucination Nos
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Date: 03/01/1999 ISR Number: 3219556-X Report Type: Pesiodic Company Report Number: 109782 _ Age: Gender:  Male
Outcome . pT Report Source Product Role Manuf; Route Dose/Unit _ Duration
——————————  TtportSource =2
Other Amnesia Nec Health Professional Tasmar PS ORAL
Motor Dysfanction Nos
Date: 03/01/1999 ISR Number: 3219566-2 Report Type: Periodic Company Report Number: 110937 Age:  75YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
— —_—
Other Bruxism Other Tasamar PS ORAL
Jerky Movement Nos . c
Nausea c
Vision Blurred Glucotrol
Date: 03/01/1999 ISR Number: 3219578-9 Report Type: Periodic Company Report Number: 107622 Age:  S0YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Hospitalization - Abd: Pain Nos : Consomer Tasmar PS ORAL
[mlla! m—l’mlmu;me::ml ]l;ummg Sensation Nos . (Carbidopa/Lovodopa) c
Required Interv ry Throat . .
to Prevent Permanent Hallucination Nos Eldepryl (Selegitine Hydrochloride) c
Impairment/Damage
Hoarseness
Paraesthesia Nec
Pyrexia .
Rigors
Throat Iniitation
Urinary Tract Infection Nos
Date: 03/01/1999 ISR Number: 3219580-7 Report Type: Periodic Company Report Number: 102349 Age: 71YR Gender:  Female
Outcome PT Report Source Product Role Manul Route Dose/Unit  Duration
Other Back Pain Consumer Tasmar PS ORAL
Constipation Other Sinemet c
Feeling Hot 1 . c
Muscle Cramps Eldepry
Nesvonsness Permax c
Taste Distorbance Fosamax Cc
Tremor Nec Benadryl C
Date: 03/01/1999 ISR Number: 3219585-6 Report Type: Pesiodic Company Report Number: 105780 Age: T3YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit_  Duration
N o .
Other Confusion Health Professional Tasmir Ps ORAL
Dizziness (Exc Vertigo) Other si
inemet o]
Movement Disorder Nog
Neurontin C
Nausea
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Date: 03/17/1999 ISR Number: 3222169.7 Report Type: Expedited (15-Day) Company Report Number: 200082 Age: 16 YR Gender:  Female
Qucome ___ pr Report Source Product Role  Mamf Ronte Dose/Unit _ Duration _
Hospitalization - Mental Impairment Nos Health Professi A Cabmles r. s s ORAL
Initial or Prolonged Nausea
Pyrexia
Rigors
Toxic Shock Syndrome Nos
Date: 03/19/1999 ISR Number: 3223855-5 Report Type: Expedited (15-Day) Campany Report Number: 200193 Age: 16 YR Gender:  Female
Outeome  __ Pr Report Source Product Role  Manufacturer Route _ Dose/Unit  Duration
Hospitalization - Cough Other Accutane Capsules (Isotretinoin) Ps ORAL
Initial or Prolonged Depressfxl Mood cillin ( icillin) c
m:s;:s Cough Syrup (Antitussive Nos) [of
Self Mutilation Avgmentin (Amoxicillin Or Amccicillin ~ C
Sodium/Clavulanate Potassinm)
Stress Symptoms - Zoloft (Sestaaline Hydmchloride) c
Date: 03722/1999 ISR Number: 3224341.9 Report Type: Expedited (15-Day) Company Report Number: 201957 Age: Gender:
Outcome _ pr Report Source Product Role Mannf; Route Dose/Unit  Duration
Other Asthritis Nos Health Professional Tasmar (Tolcapone) PS ORAL .
ﬁm Aminotransferase Other Sinemet 25/100 (Carbidopa/Levodops) ~ C
Blood Alkaline Phosphatase Nos Permax (Pergolide Mesylate) c
Emm Dehydrogenase Mimpex (anipexole). ¢
Increased Amantadine (Amantadine c
Cough Hydrochloride)
Dyspnoea Nos Lanoxin (Digoxin) c
Hallucination Nos Klenogin (Closazepam) c
Pleural Effusion Vivactil (Protriptyline Hydrdochloride) €
Pulmonary Fanction Test Nos Tsmo (Isosorbide Mononitrate) c
Decronscd Zocor (Simvastatiny c -
Demadex (Torsemide) (o}
Trovan (Trovafloxacin Mesylate) c
Allopurinol (Allopuriiol) c
Lanoxin (Digoxin) c
Baby Aspirin (Aspirin) c
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Outcome
Other

Cerebrovascular Accident Nos
Hemiplegia

Report Type: Expedited (15-Day)

Report Sonrce
Foreign
Health Professional

Company Report Numbeir: 202198

Role

Roaccutane (Isotretinoin) Ps

C

Age:  54YR
Route

ORAL

Gender:  Female

Dose/Unit  Duration

Date: 04/05/1999 ISR Number: 3233053-7

Outcome . PT

Hallucinations, Mixed

Report Type: Direct

rt Source

Company Report Number:

Product

Tasmar

Levodopa
Carbidopapergolide

Rale

Ps
C
c

Manufacturer

Age:

Roote

ORAL

Gender: Male

Dose/Unit

Duration

Date: 04/08/1999 ISR Number: 3234997.2

Outcome PT i

Other Candiac Murmur Nos
Complications Of Matemal
Exposure To Therapuetic Drugs
Depression Nec
Eating Disorder Nec
Foetal Distress Syndrome
Foetal Growth Retardation
Genital Praritus Female
Genitourinary Tract Infection
Nos
Mitml Valve Incompetence
Oligchydramnios
Premature Rupture Of
Membranes
Rash Papular
Smear Cervix Abnommal
Streptococeal Infection Nos
Tricuspid Valve Incompetence
Umbsilical Cord Vascular
Disorder
Uterine Hypertonus
Vaginal Discharge
Vaginitis Bacterial Nos
Vulvovaginal Dryness

Report Type: Expedited (15-Day)

Report Stnux"ce
Health Professional

- Product

Accutane Capsules (Isotretinoin
Effexor (Venlafaxine Hydrochloride)
Flagyl (Metronidazole)

Company Report Number: 109041

Role

PS
C
o]

Age:

Route

Gender: Male

Dose/Unit Duration
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Date: 04/13/1999

ISR Number: 3239053.5 Report Type: Expedited (15-Day) Company Report Number: 111092 Age: 76 YR ‘Gender:  Male
Outcome PT rt Source Product Role Manufs Route  Dose/Unit  Duration _
Al T ———————— -
Death Akinesia Foreign Tasmar (Tolcapone) Ps ORAL
Blood Pressure Decreased Health Professional Bactim F
Bane Pain Ssulfamethoxazole/Trimehoprim
Cachexia Madopar C
Condition Aggravated Levodopa c
Constipation B id c
Dehydration N c
Diarthoea Nos '.
Dyskinesia Nec Konakion c
Gall Bladder Disorder Nos Leponex c
JTaundice Nos Insulin Mixtard c
Liver Panction Tests Nos c
b, Duphalac ]
Loose Stools
Markedly Reduced Food Intake
Motion Sickness
Oliguria
Pruritus
Renal Cyst Nos
Ultrasound Scan Nos Abnormal
Urinary Incontinence
Weight Decreased
Date: 04/13/1999 ISR Number: 3239050.6 Report Type: Expedited (15-Day) Company Report Number: 203460 Age: Gender:  Male
Outcome PT It Source Product Role Mannfacturer Route Dose/Unit Duration
_— o
Other Svicide Attempt Health Professional Tasmar (Tolcapone) Ps
Date: 04/14/1999 ISR Number: 3239848-8 Report Type: Expedited (. 15-Day) Company Report Number: 109041 Age: Gender:  Male
Qutcome PT ReportSource  Product Role Manufacturer Route  Dose/Unit Duration
T ——— —_— Rae
Other Arthralgia Health Professi A Capsules (Tsotretinoi PS ORAL
Candiac Murmur Nos Effexor c
Complications Of Maternal
Exposure To Therapuetic Drugs Flagyl c
Eating Disorder Nec Metronidazole C
Foetal Distress Syndrome
Foetal Growth Retardation
Foetal Movements Decreased
Genital Prarites Female
Mitml Valve Incompetence
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: 04/14/1999

ISR Number: 3239891-9

Report Type: Expedited (15-Day), Company Report Number: 203426 Age:  GOYR Gender:  Male
Outcome PT Report Source Product " Rale Manufacturer Route Dose/tnit Duration
Other foanine Ainotranserse Heallh Professionsl Tasmar (Tolcapon) 100 Mg Ps ORAL
Aspartate Aminotransfe Sinemet Cr 50-200 C
Tncroased (CarbidopalLevodops)
Decreased Activity Sinemet-25/100 (Carbidopa/Levodopa)  C -
Dianthoea Nos Zoloft (Sertraline Hydrochloride) c
Fatigue Clonazepam (Clonazepam) c
Nausea
Transaminase Nos Increased -
Weakness
Date: 04/16/1999 ISR Number: 3241726.5 Report Type: Expedited (15-Day) Company Report Number: 112625 Age: T3YR Gender:  Male
Outcome PT Report Source Product Role Marmufs Route Dose/Unit  Duration
oo ————— ReportSource Role —_—
Hospitalization - Blood Creatine Phosphokinase  popeigy Tasmar (Toleapone) - PS ORAL
Initial or Prolonged Increased Health
Cardiomegaly Nos Professional
Fall
Haltucination Nos
Liver Function Tests Nos
Abnormal
Pulmonary Congestion
X-Ray Nos Chest Abnormal
Date: 09/01/1998 ISR Number: 3242136.7 Report Type: Periodic Campany Report Number: 101655 Age:  61YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
. . —_ - ——
Other Hallucination Nos Other Tasmar (Tolcapone) PS ORAL
Restlessness Sinermet (Carbidopa/Levodopa) c
Date: 09/01/1998 ISR Number: 32421434 WonW: Periodic Camnpany Report Number: 102644 Age:  80YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route __ Dose/Unit  Duration
N i .
Other Anxicty Nec Other ‘Tasmar (Tolcapone) s ORAL
Dyskinesia Nec . .
Sinemet (Carbidopa/Levod ) (o}
Peeling Jittery ¢ o
Date: 09/01/1998 ISR Number: 3242190.2 Report Type: Periodic Company Report Number: 99369, Age:  BOYR Gender:  Female
Outcome BT Report Source Product Role Mannfacturer Route . Dose/Unit = Duration _
—_— '’ OO Role
Other Drug Withdmwal Syndrome Other Tasmar (Tolcapone) Ps ol
Hallucination Nos : .
Sinemet 25/100 (Carbidopa/Levodopa) C
Lethargy
Staring
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Date: 09/01/1998 1SR Number: 342196.3 Report Type: Periodic ‘Company Report Number: 100000 Age:  TSYR Gender:  Female
Outcome PT Report Souree Product ) Role Mamufactorer Route Dose/Unit  Duration
ohe | eom——————— ReportSome Role
Other Confusion Consumer Tasmar (Tolcapone) 100.000 Mg Ps ORAL
W Ab Sinemet (Carbidopa/Levodopa) [o]
ealmess
. Xanax (Alprazolam) C
Date: 09/01/1998  15R Number: 3242210-5 Report Type: Periodic Company Report Number: 101025 Age: 84 YR Gender:  Female
Outeome PT Report Source Prodnet Role Manufacturer Route Dose/Unit _ Duration
Datcome )
Other Appetite Decreased Consumer Tasmar (Tolcapane) Ps ORAL
Ddlyd‘?m Other Sinemet Cr 50-200 c
Insommia Nec (Carbidopa/Levodopa)
Syncope Sinemet 25/100 (Carbidopa/Levodopa) C
Usinary Frequency Lanoxin (Digoxin) c
Zyprexa (Olanzapine) C
Date: 09/001/1998 ISR Number: 32420129 Report Type: Periodic Company Report Nuniber: 101417 Age:  T3YR Gender:  Female
Qulcome 23 ReportSource Product Role Manufacturer Route Dose/Unit _ Duration
Outcome Role ose/Unit  Duration
Other Hallucinations Aggravated Other Tasmar (Tolcapone) 100000 Mg Ps ORAL
Sinemet (Carbidopa/levodopa) c R
Neurontin (Gabapentin) c
Vitamins (Multivitamins Nos) c
Date: 09/01/1998. ISR Number: 3242220.8 Report Type: Periodic Company Report Number: 103431 Age:  7SYR Gender:  Male
Outcome PT Report Seurce Product . Role Manofactarer Route =~ Dose/Unit  Duration
Dutcome ep Role  Manofacturer
Hospitalization - Condition Aggravated Other ‘Tasmar (Tolcapone) PS ORAL
Initial or Prolonged Confusi
i ﬂfm Sinemet 25/100 (Carbidopad.evodops) €
Depression Nec
Fall Lupron Lenprolide Acetate) C
Date: 06/05/1998 ISR Number: 3242241.5 Report Type: Periodic Company Report Number: 96803 Age:  67YR Gender:  Male
Outcome T rt Source Product Role Manufacturer Route Dose/Unit  Duration
Other Anxiety Nec Consumer Tasmar (Tolcapone) Ps ORAL
Blood Potassium Decreased N sy
D; estigati ss ORAL
Condition Aggravated Ef,‘;;f“’“‘“‘ o8 (nvestigationsl
Depression Aggravated Sinement Cr 50-200 (o}
Dizziness (Bxc Vertigo) Eldepryl c
Flushing .
Indapamide c
Headache Nos N
Muscle Rigidity Monopil ¢
08/03/2000

Page 283 of 487




Date: 06/05/1998 ISR Number: 32422464

Report Type: Periodic Company Report Number; 97782 Age: Gender:  Unknown
Outeome _ PT Report Source Product Role Manufactorer _~ Route Dose/Unit  Duration
Other Hallucination Nos Health Professional Tasmar (Toleapone) 100.000 Mg PS
Psychotic Disorder Nos
Date: 06/05/1998 ISR Number: 3242253.1 Report Type: Periodic Company Report Number: 96252 Age:  T3IYR Gender:  Female
M\ rr Report Source Product Role Manufacturer Route  Dose/Unit _ Duration
—_—
Other Aphonia Consumer Tasmar (Tolcapone) PS ORAL
Hosseness Sinemet Cr c
Sinemet (o]
Snythroid c
Multivitamin c
Calcium C
Date: 06/05/1998 ISR Number: 32422622 Report Type: Periodic Company Report Number: 96610 Age:  67YR Gender:  Male
Outcome _ pr . 1t Source Product Role Mamufacturer Route  Dose/Unit  Duration
Other Condition Aggravated Other ‘Tasmar (Tolcapone) 100.000 Mg PS ORAL
Confusion si ¢
Fatigee
Headache Nos EBldepryl C
Insomnia Nec Vitamin E [o]
Muscle Rigidity Baby Aspirin C
Nausea
Nervousness
Oral Pain
Tremor Nec
Date: 06/05/1998 ISR Number: 3242274.9 Report Type: Periodic Company Report Number: 97325 Age: 64 YR Gender:  Male
Outcome PT Report Sonree Produet Role M Route Dose/Unit  Duration
Dutcome epo 3
Other Dysl'(memn Nee Consumer Tasmar (Tolcapone) 100.000 Mg PS ORAL
Feeling Abnormal Sinemet c
Increased Activity c
Parkinsonism Aggravated Pardodel
Xanax [}
Ambien c
Date: 06/05/1998 ISR Number: 32422762 Report Type: Periodic Company Report Number: 97405 Age: Gender:  Female
Outcome rt Source Product Role Mannfacturer Route Dose/Unit  Duration _
Other Hallucination Nos Health Professianal Tasmar (Tolcapone) PS ORAL
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Date: 06/05/1998 ISR Nuber: 32422816 Report Type: Pesiodic Company Report Number: 97661 Age: 66 YR Gender:  Male

Outcome  ___ pr Report Source Product Role Mamufactorer Route _ Dose/Unit = Duration _
N ReportSouree —alacturer
Other N‘uv‘mlsness Other Tasmar (Tolcapone) bs ¥
Tinnitus Aggravated si c
Ativan C
Luvox C
Date: 06/0S/1998 ISR Number: 3242301.9 Report Type: Periodic Company Report Number: 97822 Age:  83YR Gender:  Female
Outcome T rt Source Product Role Mannfacturer Route Dose/Unit _ Duration
Amnea Neo - — ——————— ¢mc¢ _ Dose/Unit Duration _
Ofher Amnesia Nec Other Tasmar (Tolcapone) PS ORAL
Date: 06/05/1998 ISR Number- 3242323.8 Report Type: Periodic Company Report Number: 98315 Age:  45YR Gender:  Male
OQuicome _ pr Report Source Product Role Manufactarer Route Dose/Unit  Duration
Other Initability Consumer Tasmar (Tolcapine) Ps ORAL
Nausea Health Professional Campazine (Prochlorperazine) 25 Mg~ 5§ ORAL
Nervousness
Date: 06/05/1998 ISR Number: 3242339.1 Report Type: Periodic Company Report Namber: 98569 Age:  78YR Gender:  Male
Outeome . pr Report Source Product Role  Mannfacturer Route Dose/Unit _ Duration
Poa i ——————— —_— Role —_— —————— Y .
Gther Dysarthria Other Tasmar (Tolcapone) PS ORAL
Hostility - c
Aricept C
Vitamin B Cc
Vitamin C c
Date: 0472011999 ISR Number: 3243440°9 Report Type: Expedited (15-Day) Company Report Number: 111092 Age: 76 YR Gender:  Male
Outcome _ pr ] rt Source Product Role  Mannfacturer Route Dosc/Unit  Duration
—_— ELL L
Death Anxiety .bf“" . Fareign Tasmar (Tolcapone) PS ORAL
Blood Bilimbin Increased Health Professional Bacts ss ORAL
Blood Lactate Dehydrogenase (Sulfamethoxazole/Trimethoprim)
Inc:e.ased ) Madopar c
Cardiac Failure Nog
Chest Pain Levodopa ¢
Condition Aggravated Benserazid [e]
Diverticulitis Nos Prednisane c
Dysphagia ' Konakion c
Dyspnoca Nos Leponex c
Gamma-Ghutamyltransferase .
Tncreaged Insulin Mixtard c
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Date: 04/20/1999 ISR Number: 32434434

Report Type: Expedited (15-Day) Caupany Report Number: 108675 Age: 63 YR

Gender:  Pemale

Quieome ____ P RepotSowe  Produt
Hospitalization - A i Cansomer ‘Tasmar (Tolcapone)
Initial or Prolonged Amnesia Nec Health Professional Sinemet
Required Intervention Appetite Decreased
to Prevent Permanent Coma Nec Amantadine
Impairment/Damage Confasion Valivm

Difficulty In Walking

Dyskinesia Nec

Dysphagia

Eating Disorder Symptom Nos

Encephalopathy Nos

Facial Palsy

Gait Abnormal Nos

Hallucination Nos

Hypothyroidism

Tmmobile

Laboratory Test Abnormal Nos

Lethargy

Proteus Infection Nos

Weight Decreased

Wheelchair User -

Date: 04/20/1999 ISR Number: 3243450.1 Report Type: Expedited (15-Day) Company Report Number: 203893 Age:  23YR

Manufs

Bowe  DoseUnit  Durstion _

nonal;

Gender:  Male
Outcome PT

Role Mannfacturer ‘Route Doze/Unit  Duration

Required Intervention  Accident At Work Foreign Roacentan (Isotretinoin) PS
to Prevent P Alanine Ami i
Impaimment/Damage Increased Health Profesclonl

Aspartate Aminotransferase

Increased

Depression Nec

Gamme-Glutamyltransferase

Increased

Report Source Product

Hand Fracture

Head Injury

Spinal Disarder Nos
Date: 04/22/1999 ISR Number: 3244448-X

Report Type: Direct Company Report Number: Age: 21 YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Life-Threatening Asorgasmia - Accotane PS
Disability Chromatopsia

Depression Nec
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Date: 04/22/1999

ISR Number: 3244471-5

Report Type: Direct Company Report Number: Age: 76 YR Gender: Male

Outcome PT Report Souree Product Role M Route Dose/Unit  Duration

Chorea Nos ‘Tasmar Tablets (Tolcapone) PS Hoffmann La Roche Inc

Dysphagia

Dystonia

Hallucination Nos

Muscle Rigidity
Date: 04/22/1999 ISR Number: 3244683-0 Report Type: Expedited (15-Day) Company Report Nomber: 200406 Age:  82YR Gender:  Female
Outcome PT Report Source Product Role  Manufacturer Route _ Dose/Unit  Duration
Other Abdominal Pain Noe Tasmar Ps ORAL .

Blood Alkaline Ph No . .

P °‘1""“f° g Sinemet 25/100 (Casbidopa/Levodops)  C

Condition Aggravated Paxil (Paroxetine) C

Constipation Mylanta (Alominum [of

Dyskinesia Nec Hydmnde/Mugneunm

Dyspnoea Nos Hydroxide/Simethicone)

Faecal Impaction

Fall

Groin Pain

Hallucination Nos

Muscle Injury Nos

Palpitations
Date: 04/22/1999 ISR Number: 3244710-0 Report Type: Expedited (15-Day) Canpany Report Number: 202854 . Age: 25YR Gender: - Female
Outcome PT Report Souree Product Role Manofacturer Route Dose/Unit  Duration
I R D ian Nec Health Professional A Capsaules (I s ORAL
Initial or Prolanged Endaometriosis Claritin (Loratadine) c

Mood Swings

Ovarian Cyst

Thinking Ab; 1 Nec
Date: 04/22/1999 ISR Number: 3245241.4 Report Type: Expedited (15-Day) Company Report Number: 201957 Age:  74YR Gender: Male
Outcome PT Report Source Prodnet Role Manufacturer Route Dose/Uniit _  Duration
Death Cough Health Professional Tasmar (Tolcapone) Ps - ORAL

Dyspm.)u Nos Other 5 c

Hallucination Nos

Liver Function Tests Nos Pomax ¢

Abnormal Mirapex (o}

Myocardial Infarction Amantadine c

Pleural Effusion Lanoxin c
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Outcome

Date: 04/28/1999

ISR Number: 3249004-5
PT

Report Type: Expedited (15-Day)

Report Source

Product

Required Intervention
to Prevent Permanent
Impaiment/Damage

Accident At Work

Back Disorder Nos
Depyession Nec

Hand Fractore

Head Injury

Liver Function Tests Nos
Abnormal

Foreign

Health Professional

Roaccntan (Isotretinoin)

Company Report Number: 203893

Age:  23YR

Route

Gender: Male

Dose/Unit

Date: 05/04/1999

Outcome

ISR Number: 3253915-4

PT

Disability

Congenital Anomaly

Accidental Exposare
Autism

Congenital Abnormality Nos
Mental Retardation Severity
Unspecified

Microtia

Mutism Nec

Strabismns Nec

Report Type: Expedited (15-Day)

rt Source
Other

Product

Accutane Capsules (Isotretinoin)

Retin A Cream (Tretincin)

' Prenatal Vitamins (Mineals

Nos/Multivitamin Nos)

Company Report Number: 204535

Role

aay

Manufactarer

Age:

Route

ORAL

Gender: - Male

Dose/Unit  Duration

Date: 05/04/1999

Outcome

ISR Number: 3253941-5

PT

Report Type: Expedited (15-Day)

Report Sonrce

Product

Other

Acne Aggravated
Alopecia

Blood In Stool
Cyst Nos
Depression Nec
Duodenitis
Gastiitis Nos
Haematemesis
Haemonhoids
LipDry

Mood Swings
Rectal Bleeding
Skin Infection Nos
Staphylococcal Infection Nos
Suicidal Ideation

Consumer
Health Professional

Accntane Capsules (Isotretincin)
Corubivir

Colace

Mvi

Company Report Number: 204304

Role

aecay

Mamufactorer

Age: 39YR

Route

ORAL

Gender: Male

Dose/Unit  Duration
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Date: 05/04/1999

ISR Number: 32539464

Report Type: Expedited (15-Day)

Company Report Number: 204662 Age: 16 YR Gender:  Male
Outcome PT Report Source Product Role Manuf; Route Dose/Unit = Duration
Hospitalization - Depression Nec Foreign * Roacontane (Isotretincin) ) ORAL
Initial or Prolonged Non-Accidental Overdose Other
Obsessive-Compulsive Discrder
Date: 05/11/1999 ISR Number: 32589272 Report Type: Expedited (15-Day) Company Report Number: 112718 Age: 76 YR Gender:  Female
Outeome PT Report Source Product Role Manufacturer’ Route  Dose/Unit  Duration
Death Blood Urea Increased Foreign Tasmar (Tolcapone) PS ORAL
Coma Nec Health Professional Sinemet Slow Release c
Confusion . o ¢
Coranary Astery Disease Nos Sinemet
Hypematraemia Tsmo c
Immobile Adalat Retand C
Lencocytosis Nos Atenclol Be}
Lower Respiratory Tract Warfarin c
Infection Nos .
Myocardial Infarction Peagolide c
Neuroleptic Malignant
Syndrome
White Blood Cell Count
Increased
Date: 05/11/1999 - ISR Number: 3258980.6 Report Type: Expedited (15-Day) Company Report Number: 205299 Age:  63YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer ‘Route Dose/Unit  Duration
Hospitalization - Depression A d Health Professional Tasmar (Tolcapane) PS ORAL
Initial or Prolonged :I:::::‘dmul Overdose si c
Remeron C
Xanax C
Astane C
Date: 05/11/1999 ISR Number: 3259284.8 Report Type: Expedited (15-Day) Company Report Number: 112555 Age: Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration _
Oher Asrested Labour Consumer Accutane Capsules (Isotretincin) Ps ORAL
Caesarean Section . I
Oral Contraceptive Pill C
Complications Of Matemal P
Exposure To Therapuetic Drugs
Condition Aggravated
Disturbance In Attention Nec
Expressive Language Disorder
Eye Movement Disorder Nos
Leaming Disorder Nos
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Date: 05/12/1999

ISR Number: 3260039-9

Report Type: Expedited (15-Day)

Canpany Report Number: 204528 Age: Gender: - Unknown
Outcome PT Report Sonrce Product Role Manufacturer Route Dose/Unit  Duration
Required Intervention  Abortion Incomplete Nos Health Profe A Capsules (I PS ORAL
to Prevent Permanent Complications Of Matemal . "
upsmenDamge o fo Drugs Birth Control Pills c
Crying
Dyspareunia Nec
Mood Disorder Nos
Unwanted Pregnancy
Vaginal Odour
Vaginitis Bacterial Nos
Vaulvovaginitis Nos
Date: 05/12/1999 ISR Number: 3260058-2 Report Type: Expedited (15-Day) Company Report Number: 110489 Age:  15YR Gender: Male
Outcome PT Report Source Prodnct Role  Manuf: Route _ Dose/Unit  Duration
Hospitalization - Abnormal Behaviour Nos Foreign Roaccutane (Jsotretinoin) PS ORAL
Initial o Prolonged Aggression Other Vidix (Cetrizine Hydrochloride) ss ORAL
Date: 05/13/1999 ISR Number; 3261087-5 Report Type: Expedited (15-Day) Company Report Number: 201521 Age: 18YR Gender: Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Hospitalization - Conjunctivitis Nec Health Professional A Capsules (I 40Mg PS ORAL
Initial or Prolonged Bye Discharge
Hallucination, Auditory
Insomuia Nec
Obsessive-Compulsive Disonder
Palpitations
Red Eye
Date: 05/14/1999 ISR Number: 3262580-1 Report Type: Expedited (15-Day) Company Report Nuinber: 200082 Age: 16 YR Gender:  Female
Outcome PT Report Source Product Role Manufactarer Route Dose/Unit  Duration
Hospitalizatian - Mental Impairment Nos Health Professional Accutane Capsules (Isotretinoin) Ps ORAL
Initial or Prolonged Nausea
Pyrexia
Rigors
Toxic Shock Syndrome Nos
Date: 05/14/1999 ISR Number; 32625813 Report Type: Expedited (15-Day) Company Report Number: 203460 Age: T1YR Gender: Male
Outcome PT - Report Source Product Role Manufacturer Route Dose/Unit  Duration
Hospitalization - D Aggnavated Health Professional ‘Tasmar (Tolcapone) PS
Initial or Prolonged Overdose Nos Sinemet (Casbidk Levodops) c
Suicide Attemnpt
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Date: 05/26/1999 ISR Number: 3269431-X Report Type: Expedited (15-Day) Company Report Number: 206296 Age: Gender:  Male
Ouicome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Hallucination Nos Health Professional Tasmar (Tolcapone) ] ORAL

Liver Panction Tests Nc . .
Al ) o ests Nos Sinemet (Carbidopa/Levodopa) c
Date: 05/25/1999 ISR Number: 32695983 Report Type: Expedited (15-Day) Conipany Report Number: 201957 Age:  74YR Gender: . Male
Outcome PT Report Source Product Role Mannfacturer Route ~  Dose/Unit  Duration
Death Axthritis Nos ‘Health Professional Tasmar (Toleapane) PS - ORAL
Aspartate Aminotransferase Other Sk c
Blood Alkaline Phosphatase Nos Permax [o]
Increased
Blood Lactate Dehydrogenase Mirapex ¢
Increased Amantadine (o]
Cough Lanoxin c
Dyspnoea Nos -
Kionopin c
Hallucination Nos Vivactl c
My " ion 1VaK
Pleural Effusion Tsmo <
Zocor [s]
Demadex [of
Trovan [of *
Allopurinol o}
Baby Aspirin c
c

. Date: 05/25/1999 ISR Number: 3269601-0 Report Type: Expedited (15-Day) Company Report Number: 203460 Age:  T3YR Gender:  Male
Outcome PT rt Source Product Role Manofacturer Route _ Dose/Unit Duration
Hospitalization - D Aggravated Health Professional Tasmar (Tolcapone) PS
Initial or Prolonged Overdose Nos si c

Suicide Attempt
Permax C
Clozan (o]
Date: 06/02/1999 ISR Number: 3275302-5 Report Type: Expedited (15-Day) Company Report Number: 204746 Age:. 14YR Gender:  Male
Outcome Fr ReportSource  Produst . Role_  Manufacturer Route Dose/Unit  Duration
Other Acne Aggravated Other Accutane Capsules (Isotretinoin) 20Mg ~ PS ORAL
Arthralgia
Decreased Activity
LipDry
Pain Nos
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Date: 06/02/1999

Outcome

ISR Number: 32754377

PT

Report Source

Other

Abdominal Pain Upper
Arthralgia

Depressed Mood
Hypestriglyceridnemia
Nausea

Personality Disorder Nos
Palydipsia

Social Avoidant Behaviour
Stress Symptoms
Suicidal Ideation

Suicide Attempt

Theft

Urine Discolouration

Other

Report Type: Expedited (15-Day) Company Report Number: 202989

Product Role
Accutane Capsules (Isotretinoin) 20 Mg PS

Manufacturer

Age: 16 YR Gender: Male

ORAL

Date: 06/02/1999

Outcome

ISR Number: 3275556-5

PT

Death
Hospitalization -
Initial or Prolonged

Accessory Nerve Disorder Nos
Acute Circolatory Failore
Anaemia Nos

Required
to Prevent Peimanent
Impaimment/Damage

Cardio-Respiratory Arrest
Convulsions Nos

Dna Antibody Nos Positive
Dyspnoea Bxertional
Ecchymosis
Electrocardiogram T Wave
Amplitude Decreased
Encephalopathy Nos
Haemonhagic Stroke
Menometrorthagia
Petechine

Proteinuria Present
Pulmonary Alveolar
Haemorthage

Red Blood Cell Schistocytes
Present

Reticalocyte Count Increased

Thrombotic Microangiopathy
Nos

‘White Blood Cell Count
Decreased

Report Type: Expedited (15-Day)’ Company Report Number: 200462

Tt Source
Foreign
Health Professional

Product i Role
Roaccutane (Isotretinoin) PS

Age: 21 YR Gender:  Female

ORAL
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Date: 06/01/1999 ISR Number: 3276808-5

Report Type: Periodic Caompany Report Number: 109052 Age:  69YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration

Hospitali Ab 1 Bye My Nos Health Professional Tasmar (Tolcapaae) S ORAL :

Initial or Prolonged Coma Nec Other : si Cr c
Required Intervention  Dizziness (Exc Vertigo) ‘
loPreventPemmnent  poerepanic Stroke Prednisane ¢
Impainnent/Damage Hy ion Nos Theo-Dur [o]

Increased Activity Bufferin [of
Nausea Klor-Con (o]
Neck Stiffness

Pyrexia

‘Weakness

Date: 06/01/1999 ISR Nomber: 32768267 Report Type: Periodic Company Report Number: 201192 Age:  44YR Gender:  Female

Outcome PT Tt Source Product Role Manufactorer Route Dose/Unit  Duration
—_— Sncmer = Route W ~==ton
| Other Headache Nos Consumer Tasmar (Tolcapone) 100 Mg PS ORAL
Orgasm Abnarmal Herbal Diuretic Nos (Hesbal Diuretic ~~ SS ORAL
Nos)
i Sinemet Cr c
i Sinemet C
Carmex (o
Exceddin (o}

Date: 06/01/1999 ISR Number: 3276830-9 Report Type: Periodic Company Report Number: 202278 - Age: - 83YR Gender:  Female
Outcome PT Report Source Product Role Mamufacturer Route Dose/Unit  Duration
ot Abdominal Distension Other Tasmar (Tolcapane) 200 Mg PS ORAL

; Appetite Decreased Sinemet Cr c

Constipation )} N
Deprestion : Lecodopa-Carbidopa c
Dizziness (Exc Veatigo) Bumetanide c
Headache Nos K Dur [of
Nervousness Atenolol c
Oedema Lower Limb Norvasc c
kanes‘: . c
Lorazepam (o]
Amaryl o}
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Date: 06/01/1999

ISR Number: 3276840-1

Report Type: Paiodicv

tnmp-ny Report Number: 204693 Age:  83YR Gender:  Male
Qutcome PT Report Source Product Role Manufacturer Route ~ Dose/Unit  Duration
Other Abnormal Behaviour Nos Other Tasmar (Toleapone) 100mg Ps ORAL
Condition Aggravated Trazodone (Tmzodone Hvdrachlar ss
Diarthoea Nos . »
Emotional Distuzb Nos Sinemet Cr c
Hallucination Nos Sineaet c
Hypematraemia Vitamin B12 [o]
Hypokalaemia Aspirin Enteric Coated o}
Parkinsonism Aggravated Eye Drops c
Syncope 1
‘Weight Decreased ¢
Date: 06/01/1999 ISR Number: 3276849-8 Report Type: Pesiodic Company Report Number: 200410 Age:  76¥R Gender:  Male
Outcome PT Report Seurce Product Role Manufacturer Route - Dose/Unit Duration _
Other Abrasion Nos Health Professional Tasmar (Tolcapone) PS . ORAL
Anaemia Nos .
Sinemet Cr 50- [of
Confusion . 20 .
Desmatitis Nos Sinemet-25100 ¢
Diplopia Olanzapine C
Ecchymosis Bromocriptine [of
Fall
Hallucination Nos
Headache Nos
Insomnia Nec
Oedema Lower Limb
Date: 06/01/1999 ISR Number: 3276854-1 Report Type: Periodic Conipany Report Number: 200463 Age: S5YR Gender: .. Male
Outcome PT Report Source Produet Role Manufs Route Dose/Unit  Duration
Other Hallucination Nos Health Professional ‘Tasmar (Tolcapone) 100 Mg PS ORAL
Sinemet (o]
Date: 06/01/1999 ISR Number: 3276859-0 Report Type: Periodic Company Report Number: 201632 Age:  40YR Gender:  Male
Outcome PT Report Source Produet Role Manufacturer Route _  Dose/Unit Duration
Ho;sliunuﬁm. - Bipolar Disorder Nec Health Professianal Tasmar (Tolcapone) PS ORAL
Initi Prolonged i
or Prolong, Mania Sinemet Cr25-100 c
Sinemet (o]
Mirapex C
Periactin c
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Date: 06/14/1999

ISR Number: 3282664-1

Report Type: Expedited (15-Day)

Company Report Number: 207260

Age:  49YR Gender: " Male
Outcome PT Report Source Product Role Manufs Route Dose/Unit _ Duration _
Other Alanine Aminotransferase Foreign Tasmar (Tolcapane) PS
In Health Professional
Parkinson'S Disease Aggravated essl Madopar Dr c
Personality Change Akineton C
Date: 06/07/1999 ISR Number; 3283548-5 Report Type: Periodic Company Report Number: 111649 Age: 15YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Abnormal Behaviour Nos Health Professional A Capsules (: i PS ORAL
Mood Swings
Date: 06/07/1999 ISR Number: 3283565.5 Report Type: Periodic Company Report Number: 111863 Age: 26YR Gender:  Remale
Outcome T Report Source Produet Role Mamfacturer Raute Dose/Unit Duration
Other Aggression Consumer Accutane Capsules (Isotretinoin) 40 Mg~ PS ORAL
Back Pain Health Professionsl Birth Control Pills Nos c
Coma Nec
Crying
LipDry
Mood Swings
Muscle Cramps
Nightmare
‘Thrombocytopenia
Date: 06/07/1999 ISR Number: 3283583-7 Report Type: Periodic Company Report Number: 112111 Age:  33YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Initability Consumer Accutane Capsules (Isotretinoin) PS ORAL
Mood Swings Health Professional ive Pi
Contraceptive Pill Not (o]
Pessonlity Change s *
Date: 06/07/1999 ISR Number: 32835898 Report Type: Periodic Company Report Number: 112137 Age:  19YR Gender:  Peinale
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit Duration
Other Coma Nec Consomer Accutane Capsules (lsotretinoin) 40mg  PS ORAL
Depression Nee Health Professional :
Disturbance In Attention Nec
Mood Swings
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