Date: 07/28/1999

ISR Number: 3312756-X

Report Type: Expedited (15-Day)

Caanpany Report Number: 205994 Age:  75YR Gender:  Female )
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Other Blood Bilirubin Increased Foreign Tasmar (Toleapone) Ps
Condition Aggravated Health Professional MadoparDr c
Liver Function Tests Nos
Abnormal Padodel C N
Stress Symptoms Deanxit c

Date: 07/13/1999

ISR Number: 3315065-8

Report Type: Expedited (15-Day)

Company Report Number: USA010108 Age:  32YR Gender:  Male
Outcome T . vt Source Product Role Manufacturer Route Dose/Unit _ Duration
Death hAspmw Aminotransferase Heaith Professional Vicodin Ps ORAL
Comgpleted Suicide Other Accutane ss
Hepatic Failore
Mental Impairment Nos
Multi-Organ Failure
Non-Accidental Overdose
Date: 08/02/1999 ISR Number: 3315044-1 Report Type: Expedited (15-Day) Company Report Number: 205976 Age: 74 YR Gender:  Female
Outcome PT Report Source Product Role Manufactarer Route Dose/Unit  Duration
Other Apraxia Foreign ‘Tasmar (Tolcapone) PS ORAL
Extrapyramidal Disorder Nec Health Professional Mad c
Insomnia Nec .. )
Liver Function Tests Nos P © ¢
Abnonmal Eltroxin C
Muoscle Rigidity Fosamax C
Oedema Peripheral N
Sirdalud C
Restless Leg Syndrame
Varicose Veins Nos Venoraton ¢
Paragar C
Calcivm D Savter C
Date: 07730/1999 ISR Number: 3316272-0 Report Type: Expedited (15-Day) Company Report Number: 206552 Age:  19YR Gender: Not
Specified
Outcome - PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Blood Pressare Abnormal Health Professional .
Cardio lar Disorder Nos Accutane Capsules (Isotretinoin) 40mg =~ PS ORAL
Mental Disorder Nec
Neurological Disorder Nos
Social Avoidant Behavicur
Stress Symptoms
Valvalar Heait Disease Nos
08/03/2000

Page 348 of 487




Date: 08/04/1999

ISR Number: 3318970-1

Report Type: Expedited (15-Day)

Campany Report Number: 207602 Age:  19YR Gender:  Male
Outcome PT Report Source Product Role M Route Dose/Unit _ Darati
Other Headache Nos Health Professional Accutane Capsules (Jsotretinain) 40Mg ~ PS ORAL
Hypertension Nos
Stress Symptoms
Date: 08/06/1999 ISR Number: 3321055-1 Report Type: Expedited (15-Day) Company Report Number: 207951 Age:  T0YR Gender:  Pemale
Outcome PT Report Source Prodnct Role Mannfactarer Route Dose/Unit  Duration
Other Insomnia Nec Health Professional Tasmar (Tolcapone) PS ORAL
Liver Function Tests Nos Mirag c
Abnormal pex
Estrogen c
Tdamterene c
Tylenol c
Symmetre]l c
Date: 08/10/1999 ISR Number: 3322533-1 Report Type: Expedited (lS-Da&) Company Report Number: 211956 Age:  14YR Gender:  Female
Outcome T rt Source Product Role Manufactorer Route Dose/Unit  Duration
Required Interveation ~ Abdominal Pain Upper Other Accutane Capsules (Isotretinoin) 40mg ~ PS ORAL
to Prevent Permanent Blood In Stool i
. e N Prevacid C
Impairment/Damag Dry Skin L,
Fatigue Vitamins (o
Gastsitis Nos (Multivitamin Nos) C
Hypersomnia
Hyperventilation
Proctalgia
Date: 08/10/1999 ISR Number: 3322541-0 Report Type: Expedited (15-Day) Company Report Number: 201521 Age:  18YR Gender:  Male
Outcome PT rt Source Product Role Manufacturer Route Dose/Unit  Duration
Hospitalization - Brain Neoplasm Nos Health Professianal Accutane Capsules (Isotretinoin) 40 Mg~ PS ORAL
Tnitial or Prolonged Condition Aggravated
Conjunctivitis Nec
Eye Discharge
Hallucination, Auditory
Obsessive-Compulsive Disorder
Palpitations
RedEye
Schizophrenia Nos
Stress Symptoms
08/03/2000
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Date: 08/10/1999

ISR Number: 3322748-2

Report Type: Expedited (15-Day)

Company Report Number: 211463 Age:  27YR Gender:  Female
Outcome T Tt Source Product Role Manufacturer Route  Dose/Unit  Duration _
Hospitalization - Cervical Carcinoma Nos Consumer Accutane Capsnles (Isotretinoin) s ORAL
Initial or Prolonged Depression Nec Other
Required Intervention Dry Skin
to Prevent Permaneat Hs
. lysterectomy Nos
Impairment/Damage LipDry

Date: 08/12/1999 - ISR Number; 3324919-8 Report Type: Expedited (15-Day) Company Report Number: 212616 Age: 83 YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Disability Blindness Nec Health Professional Tasmar (Tolcapane) 200mg Ps ORAL ’

Reading Disorder Sertradine (Sarerntt o T3 a1 ta, c

Retinal Vein Thrombosis . L

Vision Blugred Lisinopsil (Lisinopril) o]
Sinemet Cr (Carbidopa/Levodopa) C
Aspirin (Aspirin) c
Folic Acid (Folic Acid) (o]

Date: 08/13/1999 ISR Number: 3325599-8 Report Type: Expedited (15-Day) Company Report Number: F/99/01924/PLO Age: T8YR Gender:  Female
Outcome - T Report Souree Product Role Mamufacturer Route Dose/Unit _ Duration
Hospitalization - Confusion Foreign Pardodel (Bromocriptine Mesilate) PS ORAL
Initial or Prolonged Disorientation . I

Other ‘Tasmar (Tol S8 ORAL
Required Intervention Drug Interaction Nos _’ (Taleapone)
1o Prevent Pecmanent Hallacination Nos Sinemet c
Impaiment/Damage Lasilix Cc
Renitec C
Nitriderm C
Kardegic Cc

Date: 08/17/1999 ISR Number: 3327683-1 Report Type: Expedited (15-Day) Company Report Number: 212643 Age:  27YR Gender:  Malé
Outcome T Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Other Blindness Transient Other Accutane Capsules (Isotretinoin) 40 Mg~ PS ORAL

. Dizziness (Bxc Vertigo)
Heart Rate Increased
Oxygen Saturation Decreased
Palpitations
Syncope
'Visoal Distarbance Nos
08/03/2000
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Date: 08/24/1999

Outcome

ISR Number: 33333974
PT

Report Type: Expedited (15-Day)
Report Source

Company Report Number: 213055

Other

Abdominal Tendemess

Anorexia

Anxiety Nec

Arthralgia

Chest Pain

Depression Nec

Dizziness (Exc Vestigo)
' Dyspnoea Nos

Liver Tenderness

Loose Stools

Myalgia

Nausea

Palpitations

Supraventricular Tachycardia

Tachycardia Nos

‘Weight Decreased

Product Role
Accutane Capsules (Isotretinoin) PS
Birth Control Pills c

Health Professional

Manufacturer

Age: 26 YR

Route

Gender:  Female

Dose/Unit  Duration

ORAL

Date: 08/25/1999

Outcome

ISR Number: 3335345-X

PT

Report Type: Expedited (15-Day) Company Report Number: 213286

Report Source

Hecrita

Abdominal Pain Nos

Initial or Prolonged

Acne Nos
Dermatitis Nos
Diarrhoea Nos
Granuloma Nos
Insomnia Nec
Malaise
Meconium Increased
Nasal Congestion

- Parity

Sneezing

Umbilical Cord Around Neck
Upper Respiratory Tract
Infection Nos

Product Role
Health Professional Accutane Capsules ([soiretinain) PS

Other

Manunfacturer

Age:

Route

ORAL

Gender:  Male

Dose/Unit  Duration

08/03/2000




08/25/1999

Outcome

ISR Number: 3335349-7

PT

Report Type: Expedited ( 15-Day) Company Report Number: 112672
Report Source Prodnct ) Role  Mamufacturer

Other

—
Date: 08/26/1999

Outconie

Alpha 1 Foetoprotein Increased
Appetite Decreased

Candida Nos

Complications Of Matersial
Exposure To Therapuetic Drugs
Conjunctivitis Nec

Cough

Crying

Diarthoea Nos

Eechymosis

Faecal Abnormality Nos
Feeding Problem In Newborn
Foetal Distress Syndrome
Haematoma Nos.

Heart Rate Increased

' Jamndice Neonatal

Nasal Congestion
Respiratory Disorder Nos
Neonatal

Shoulder Dystocia
Torticollis

Upper Respiratory Tract
Infection Nos

Other Accutane Capsules (Tsotretinoin) Ps
Oral Contraceptive Pill c

Age: Gender: Male

Route Dose/Unit  Duration

ISR Number: 3335362-X

PT

Disability

Condition Aggravated
Fatigue

Liver Function Tests Nos
Abnonpal

Parkinsonism Aggravated
Pruritos

Restlessness

Sleep Disorder Nos
Transaminase Nos Increased
‘Tremor Nec

‘Weakness

Report Type: Expedited (15-Day) Company Report Number: 207100

Report Source Product Role Manufacturer

"Foreign ‘Tasmar (Tolcapone) PS
Healih Professional Sinemet Cr e}

Madopar Liq ) C

© Age:” 77TYR Gender: Male

-Route Dose/Unit Dllnﬂon

08/03/2000
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Date: 08/26/1999

Outcome

ISR Number: 3335369-2

Report Type: Expedited (15-Day)

Report Source Product

Company Report Number: 213108
Role Manufacturer

H

Abdominal Pain Upper

Initial or Prolonged

-

Angioneurotic Oedema
Arthralgia
Bronchospasm Nos
Chest Pain

Chest Tightness
Dysphagia

Dyspnoea Nos
Gastroenteritis Nos
Hypoaesthesia
Insomnija Nec

Joint Swelling
Myalgia

Pain In Limb

Pleural Rub

Pruritos

Rash Maculo-Papular
Sore Throat Nos
Utticaria Nos
‘Vomiting Nos

Foreign
Health Professianal

Prednisone

Accutane Capsules (Isotretinoin) PS
Arthrotec (Diclofenac SsS
Sodinm/Misoprostal)

)
(o]

Age:  35YR

Route
ORAL
ORAL

Gender:  Female

Dose/Unit  Duration

Date: 08/26/1999

Outcome

Other

ISR Number: 3335375-8

PT

Appetite Decreased

Blood Pressure Decreased
Bradycardia Foetal
Caesarean Section
Complications Of Maternal
Exposare To Therapuetic Drugs
Congh

Diarrhoea Neonatal
Disorder Neonatal Nos
Dyspepsia

Failed Induction Of Labour
Feeding Problem In Newbom
Injection Site Erythema
Injection Site Inflammation
Irritability

Nasal Congestion

Report Type: -Expedited (15-Day)

Report Source

Product

Company Report Number: 109655

Role Manufacturer

Other Accutane Capsules (Isofretinoin) PS

Age:

Route

ORAL

Gender:  Male

Dose/Unit _ Daration

“Nasopharyngitis

08/03/2000
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Date: 08/31/1999

ISR Number: 3338395.2

Report Type: Expedited (15-Day) Company Report Nuher: 213780 . Age SIVR Gender:  Female
Outcome PT Report Source Product : Role Manufacturer Route Dose/Unit  Duration
Other Constipation Consumer Tasmar (Tolcapone) Ps ORAL
Depression Nec N o c
Drooling R
Dyspnoea Nos 83‘ d ¢
Dystonia Miacalcin [o]
Bating Disorder Nec Sinemet c
Liver Panction Tests Nos
Abnormal
Oedema Lower Limb
Pain In Jaw
Posture Abnonmal
Sedation
‘Weight Decreased
Date: 08/30/1999 ISR Number: 3338941-9 Report Type: Periodic Company Report Number: 202278 Age: 83YR Gender:  Female
Ouicome PT Report Sonrce Product Role Manufacturer Route  Dose/Unit = Duration
Other Appetite Decreased Other ‘Tasmar (Toleapane) 200 Mg PS ORAL
Condition Aggravated Sinemet Cr (Casbidopa/Levodope) c
ipation Levodopa-Carbidopa (o]
Depression Aggravated (Carbidopa/Levodopa)
Dizziness (Exc Vertigo) Pariodel (Bromocriptine Mesylate) c
Headache Nos
Bumetanide (Bumetanide) c
Nervousness om Chl t:e c
Oed LowerLimt K Daur (Potassium Chloride)
Weakness Atenalal (Atenolol) c
Norvisc (Amlodipe Besylate) c
Zestsil (Lisinopril) c
Lorazepam (Lorazepam) (o}
Amaryl (Glimepiride) c
Date: 08/30/1999 ISR Number: 3338945-6 Report Type: Periodic Company Report Number: 207769 Age: Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Dyskinesia Nec Health Professional Tasinar (Tolcapone) PS ORAL
Masia Sinemet (Carbidopa/Levodopa) ss ORAL
Sleep Djsorder Nos .
08/03/2000 .
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Date: 08/30/1999

Outcome

ISR Number: 3338946-8

PT

Other

Difficulty In Walking
Disorientation
Fall
Fatigue
 Lethargy
Malaise
Paskinson'S Disease Aggravated
Utine Discolotgati

Report Type: Periodic
Report Source

Product

Other

Tasmar (Tolcapone)

Company Report Number: 209145

Role Mannfacturer
Ps

Date: 09/01/1999

Outcome
—teome
Hospital:

ISR Number: 3339145.6

T

Report Type: Expedited ( 15-Day)

Report Source

Product

Abdominal Pain Nos

Initial or Prolonged

Acne Nos
Choking
Complications Of Matemal
Exposure To Thempuetic Drugs
Cough
Diarthoea Neonatal
Insomnia Nec
Malaise
Meconjum Increased
Nasal Congestion
Premature Labour
Premature Rupture Of

* Membranes
Pyrexia
Respiratory Disorder Nos
Neonatal

Sputum Increased

Umbilical Cord Around Neck
Upper Respiratory Tract
Infection Nos

Health Professional
Other

Accutane Capsules (Isotretinoin)

Company Report Number: 213286

Role Manufacturer
PS

Age: Gender:  Male

ORAL

Date: 09/03/1999

Outcome

ISR Number: 3341866-6

PT

Hospital

A

Initial or Prolonged

Back Pain

Foreign

Report Type: Expedited (15-Day)

Report Source

Product

‘Tasmar (Tolcapone)

Company Report Number: 212571

Role Msanufacturer
Ps

Age: 60YR Gender:  Male

Route Dose/Unit  Duration _

Blood Bilirubin I d

~Health P

Madopar

C
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Date: 09/08/1999

Outcome
Other

ISR Number: 3343168-0

PT

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

Ankylosing Spondylitis
Antinuclear Factor Positive
Arthralgia

Depression Nec

Demmatitis Nos

Dry Skin

Erythrocyte Sedimentation Rate
Increased

Fatigue

Herpes Simplex

Joint Stiffness

Joint Swelling

Juvenile Rheumatoid Arthritis

Nausea

Polyarthritis Acute

Pyrexia

Sore Throat Nos

Synovitis

Tendemess Nos

Upper Respiratory Tract
Nos

Infection
‘Weight Decreased

Health Professional Acchtane Capsal

Company Repoit Number: 205301

Role

Age: 17YR-

Route

ORAL

Gender:  Female

Dose/Unit _ Duration

Date: 09/08/1999

Outcome

ISR Number: 3343170-9

PT

Report Type: Expedited (15-Day)

ReportSource . Product

Other

Agitation

Anxiety Nec
Appetite Decreased
Arthralgia
Clamminess
Depression Nec
Dizziness (Exc Vertigo)
Peeling Cold

Head Injury
LipDry

Myalgia

Nausea

Panic Attack
Suicidal Ideation

Health Professional

* % Accaiane Capsules (Isotretincin)
Other ’ B .

Company Report Number: 214251

Role

PS

Manufacturer

Age: . 19YR
Route
ORAL

Gender: Male

Dose/Unit - Duration

Weight I d

08/03/2000
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Date: 09/08/1999

ISR Number: 3343367-8
PT

Amhythmia Nos

Chest Tightness
Cyst Nos
Dermatitis Nos
Dyspnoea Nos
Herpes Zoster
Palpitations

Tt Source
Health Pr

Report Type: Expedited (15-Day)

Product

A Capsules (I
Insulin

Company Report Number: 214389

Role

in)40Mg  PS

C

Age:  37YR

Route

Gender:  Male

Dose/Unit  Duration

ORAL

Date: 09/08/1999

Outcome

ISR Number: 3343421-0

T

Report Type: Expedited (15-Day)

Report Source

Hospitalization -
Initial or Prolonged

Cellulitis
Mood Alteration Nos

Other

Product

Accutane Capsules (Isotretinain)

Company Report Number: 214256

Role
PS.

Manufacturer

Age: 33YR

Route

ORAL

Gender:  Female

Dose/Unit _  Duration

Date: 09/09/1999

Outcome

Required Intervention
to Prevent Permanent
Impaiment/Damage

ISR Number: 3344275-9

PT

Agitation Neonatal

Apgar Score Low

Blood Bilirubin Increased
Complications Of Matemal

Exposure To Therapuetic Drugs

Disorder Foetal Nos

Feeding Problem In Newborn
Flatulence

Foetal Movements Decreased
Gastro-Oesophageal Reflux
Disease

Heant Rate Decreased
Infantile Colic

Infarction Nos

Jaundice Neonatal

Neonatal Respiratory Distress
Syndrome

Oligohydramnios

Oral Candidiasis

Placental Disorder Nos
Regurgitation Of Food
Umbilical Cord Around Neck
Vormiting Neonatal

Report Type: Expedited (15-Day)

1t Source
Health Professional
Other

Product

Accotane

Birth Control Pills
Dura-Vent
Amoxil

Macrobid

Tylenol

Company Report Number: 208428

Role

&

aaoa0a0an

Age:

Route

Gender:  Female

Dose/Unit  Duration

TRANSPLA
CENTAL

08/03/2000
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Date: 09/09/1999 ISR Number: 3344295-4 Report Type: Expedited (15-Day) Company Report Number: 205994 Age:  TSYR Gender:  Female
Outcome PT Report Source Product - Role Manufacturer Route _ Dose/Unit  Duration _
Other Blood Bilirubin Increased Foreign Tasmar (Tolcapone) PS

Liver Function Tests Nos Health Professional Madopar Dr c
Somatisation Disorder Parlodel c
Deanxit [o]
Selipran c
Caortison C
* Aspirin Cardio c
Temesta c
Date: 09/10/1999 ISR Number: 33454183 Report Type: Expodited (15-Day) Company Report Number: 112379 Age:  15YR ) Gender:  Female
Outeome _ pr ) Report Source Prodact Role Manufacturer Boute  Dose/Unit  Duration
———  _ ReporSomree Mawefactarer
Hospitalization - b A Foreign Roacoutane (Isotretinoin)) PS ORAL
Initial or Prolonged E'}' M?:'-‘J Health Professional Lysanxia (Prazepam) c
LipDs Anafranil (Clomipramine c
i PRy Hydrochloride)
Nom-Accidental Overdose Hept-A-Myal (Heptaminol c
Postural Hypotension Hydrochloride)
Rash Erythematous Anafrani] (Clomipramine c .
Suicide Attempt Hydrochloride)
‘Vomiting Nos
Date: 09/20/1999 ISR Number: 33524344 Report Type: Expedited (15-Day) Company Report Number: 207894 Age: 36 YR Gender:  Female
Outcome : PT Report Source <+ Product : Role anfu:lm'er Route Dose/Unit * . Duration _
Other * Abdominal Pain Nos Consumer Accitane Capsules (Isotretinoin) PS ORAL
Acne Aggravated .
Locstrin c
Arthralgia .
Back Pain Paxil ¢
Chest Pain
Depressed Mood
Depression Nec
Dermatitis Exfoliative Nos
Dry Skin
Fatigue
Hypestriglyceridaemia
Initability
Kidney Infection Nos
LipDry
Myalgia
08/03/2000
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Report Type: Expedited (15-Day) Company Report Number: 214774

/ PT Report Source Product Role Masmfacturer Route  Dose/Unit  Duration _
R —— -

Life-Threatening Anorexia Health Professional Accutane Capsules (Esotretinoin) 100 S ORAL
H??pilali zation gubm Mellitus Insulin- Mg
Initial or Prolonged opend o

Disshility . Diabetic Wdom

Hyperglycaemia Nos

Hyperphagia

Polydipsia

Polyuria

‘Weakness

'Date: 0921/1999 ISR Number: 3353900.8 Report Type: Expedited (15-Day) Company Report Number: 208428 Age: Gender:  Female

: Outcome PT Repart Source Product Role Route Dose/Unit  Duration
| Required Intervention  Abdominal Pain Nos —— N P oRAL
1o Prevent Permanent Apgar Scare Low : i
ImpelmentDamage by Bitiubin Tncreased O ::?:ﬂ il
Bradycardia Foetal
Caesarean Section Amaxil
f Candida Nos Macrobid
Complications Of Matemal Tylenol
Bxposure To Therapuetic Drugs
Flatulence
Poetal Movesheats Decreased
Gastro-Oesophageal Reffux
Disease
Imitabitity
Jaundice Neonatal
Jaint Disorder Nos
Ne . .
B leonatal Respiratory Distress
Oligohydramnios
Premature Baby,
i Regurgitation Of Food
: Unbilical Cord Around Neck
Vomiting Neonatal
Vomiting Projectile

ondno;x'

Date: 09/22/1999 ISR Number: 33548515 Report Type: Expedited (15-Day) Company Report Number: 215487 Age:  60YR Gender:  Male

Ouemme _ FT____ RepotSowe  Pretua Role  Mannfacturer Bowe  Dose/Ust = Duration
. : e
Other Abdominal Pain Upper Foreign Tasmar (Tolcapone)

293

Constipation Hoalth Profess: Nadopr
Tritable Bowel Syndrome )

87
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Date: 09/22/1999 ISR Number: 3354982-X

Report Type: Expedited (15-Day) Company Report Number: 215637 Age:  19YR Gender:  Female
Outcome PT Report Source Product Role Mannfacturer Route Dose/Unit  Duration _
Other ‘Agitation Foreign Accutane Capsules (Isotretinoin) ] ORAL

Delitfum Health Professional Baclofen Lo}
elusion Ne
Delusion Nos Cloaldi ¢
Date: 09/722/1999 ISR Number: 3354985-5 Report Type: Expedited (15-Day) Company Report Number: 215403 Age: 15YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Upit  Duration _
Qutcome Manufacturer =~
Hospitalization - Ataxia Nec Health Professional Accutane Capsales (Isotretinoin) .PS ORAL
Initial or Prolonged Convulsions Nos
Dysarthria
Headache Nos
Intracranial Haemangioma
Vomiting Nos
Date: 09/23/1999 ISR Number: 3356716-1 Report Type: Expedited (15-Day) Company Report Number: 204535 Age: Gender: Male
.Outeome PT Report Source Product Role Mannfacturer Route Dose/Unit -~ Duration
Dissbility Actidental Exposure Other Accutanc Capsules (fsotretinoin) ~~ PS ORAL
Congenital Anomaly ~ Celcinos Ausice Ab Retin A Cream c
Dysphasi cle Absence Prenatal Vitamins c .
Eyelid Function Disorder Nos
Mental Retardation Severity
Unspecified
Pregnancy Nos
Speech Disorder Nec
Strabistms Congenital PRI
Date: 09/23/1999 ISR Number: 3357546-7 Report Type: Expedited (15-Day) Company Report Number: 208050 . Age: 38YR Gender: - Male
Outcome PT Report Source Product Role Mannfs x"""’ Dose/Unit = Duration
Hospitalization- . Acid Fast Stain Positive Foreign Roaccatane (Isotretinoin) ) ORAL
Tnidal or Prolonged  Alopecia Health Professional
Anaemia Nos Other
Condition Aggravated
Cough
Degpression Nec
Dry Mouth
Epistaxis
Haemoglobin Decreased
Hiv Test Positive
Teacopenia Nos
08/03/2000
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Date: 09/28/1999

Outcome
—Mfeome

Death
Life-Threatening
Hospitalization -
Initial or Prolonged

ISR Number: 3361731-8

PT

_—

Alopecia

Cheilitis

Condition Aggravated
Comeal Disorder Nos
Comeal Ulcer Nec
Depression Nec

Dry Eye Nec
Haemorthage Nos
Headache Nos
Pitvitary Tamour Benign Nos
Skin Disorder Nos
Vascalar Disorder Nos

Report Sonrce
Literature
Health Professianal

Report Type: Expedited (15-Day)

Product

Isotretinoin Oral (Isotretinoin)

Company Report Number: 860102175001

Role
Ps

Manufacturer

Age:

ORAL

43 YR

Route

Gender:  Female

Dose/Unit _ Duration

Date: 09/28/1999

Outcome
Regquired Intervention

ISR Number: 3361734-3

PT
Abdominal PeinNos
Apgar Score Low
Blood Bilirubin Increased
Candida Nos
Complications Of Matemal
Exposure To Therapuetic Drogs
Congenital Hip Dislocation
Crying
Flatulence
Foctal Movements Decreased
Gastro-Oesophageal Reflux
Disease
Heart Rate Decreased
Iritability
Jaundice Nos
Joint Disorder Nos

i Distress
I;emuul Respiratory Distrest
Oligahydramnios
Placental Disorder Nos
Umbilical Cord Around Neck
Vamiting Nos

Report Type: Expedited (15-Day)

Report Source

Health Professional
Other

Product

Accutane Capsules (Isotretinoin)

Birth Control Pills (Oral Contraceptive
Nos)

Dura-Vent

(Guaifenesin/Phenylpropanolamine
Hydrochloride)
Amoxil

*Macrobid

| Tyleniol

Company Report Number: 208428

Role

PS
c

Q

Age:

Manufacturer Route

Gender:  Female

ORAL

08/03/2000
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Date: 09/30/1999

ISR Number: 3361789-6 Report Type: Expedited (15-Day) Company Report Number: 216188 Age: Gender:  Unkaown
Outcome P Report Source Product Role Manufs Route Dose/Unit =~ Duration
Hospitalization - Depression Neo Other Accutane Capsales (Tsotretincin) Ps ORAL
Initial or Prolonged Ectopic Pregnancy

Insomnia Nec
Pregnancy Nos
Date: 10/04/1999 ISR Number: 3363690-0 Report Type: Expedited (15-Day) Company Report Number: 215119 Age: 39YR Gender: Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Amnesia Neo Consumer Accutano Capsules (Tsotretinoin) PS ORAL
Blindness Nec Other
Canfusion
Headache Nos
Nausea
Sweating Increased
Date: 10/04/1999 ISR Number: 33636997 Report Type: Expedited (15-Day) Company Report Number: 83462 Age: 21 YR Gender:  Male
Outeome Pr ReportSource  Product Rele  Mumfsctwre _ Rowe  DosefUnit  Duration
Death Completed Suicide Foreign Roacentane (Isotretinoin) Ps ORAL
Dry Skia Health Professional Plixctide (Fluticasone Propionate) c
LipDry ot
Date: 10/04/1999 ISR Number: 3363707-3 Report Type: Expeditod (15-Day) Company Report Number: 216188 Age: Gender:
Outcome PT Report Souree . ' Progiuit R ‘ Role ' Mannfacturer Route Dose/Untt . Duration
" Hospitalization - Dep Nec Other Accutane Capsules (Isotretinoiny - * P§. - ORAL
Initial or Prolonged Bctopichegnancy i s lv .
Insomnia Nec
Pregnancy Nos
Date: 10/04/1999 ISR Number: 3363794-2 Report Type: Expedited (15-Day) Company Report Number: 216399 Age: 36YR Gender:  Female
Outcome PT ReportSource  ~ Product Role Mannfacturer Route Dose/Unit = Duration
Hospitalization - Disbetes Mellitus Nos Consumer Accutane Capsules (Isotretinoin) PS ORAL :
Initial or Prolonged Dyspnoea Nos Other
Eye Pain
Granulota Nos
Headache Nos
Hemiparesis
Hypertension Nos
Palpitations
Parotid Gland Enlargement
Visual Distorbance Nos
08/03/2000
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Date: 1004/1999  Ig;

Outcome

R Number: 3363873-X

Report Type: Expedited (15-Day)
Report Source

Company Report Number: 213108

Product Role  Mamfacturer

He

Initial or Prolanged

Liver Function Tests Nos
Abnormal

Oedema UpperLimb
Pain In Limb
Pleural Rub

Sore Throat Nos
Utticaria Nos
‘Vomiting Nos

Age:  35YR

Route

Gender:  Female
Dose/Unit  Duration

Foreign
Health Professional

Accutane Capsnles (Isotretinoin) PS
Arthrotec (Diclofenac Ss
Sodium/Misoprostol)

Prednisone (Prednisone) [}

ORAL
ORAL

Date: 10104/1999

Outcome

ISR Number: 3364014-5

PT

Repoit Type: Expedited (15-Day). Company Report Number: 72038

Report Source : Product 3 Mamifacturer:

Other

Anxiety Nec

Chest Pain

Crying

Depression Nec
Dianhoea Nos
Gingival Bleeding
Hallucination Nos
Headache Nos
Hypothalamo-Pituitary
Disorders Nec
Imitabitity
Menstruation Liregular
Nervousness
Palycystic Ovaries
Salivary Hypersecretion

Age: . 32YR Gender: . Pemale

Route Dose/Unit  Duration

 Vitamin A (Vitamin A) ss

Foreign
Health Professional
Other

ORAL
ORAL

Social-Aveidant-Belre:
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Date: 10/12/1999 ]SRNumBen 3368636-7

Outeome

—_—

Life-Threatening
Hospitalization -
Initial or Prolonged

Disability

PT

Abdominal Pain Upper
Aphasia

Convalsions Nos
Dizziness (Bxc Vestigo)
Dysarthria

Dyspnoea Exertional
Dyspnoea Nos

Fali

Fatigue

Gasping

Headache Nos
Hypoglycaemia Nos
Miosis

Sensation Of Pressure Nos
Sleep Disorder Nos

Spinal Compression Fracture
Toothache .
Visual Disturbance Nos

Report Type: Direct

Report Source

Product

Company Report Number: Age: 16 YR

Route

#

Accutane 10mg Roche

Claritan
Omnicef

ORAL

on;xru

Gender:

Dose/Unit

Date: 10/08/1999

Outcome

—_——

Life-Threatening

ISR Number: 3369019-6

PT
Anal Disorder Nos

- Anorexia
Blood Bilirubin Increased
Blood Triglycerides Increased
Depression Nec
Diarthoea Nos
D1y Mouth
Dry Skin
Dry Throat
Gastritis Nos
Gilbert'S Syndrome
LipDry
Mucosal Dyness Nos
Nutritional Suppost
Oesophageal Reftux
Parent-Child Problem
Urethral Disorder Nos

Report Type: Expedited (15-Day)

Professionsl

Healf

Report Source .

Product

Company Report Number: 213808 Age: 17YR

Role Manufacturer Route

Gender:  Male

Dose/Unit . Duration

Capsules (Isotestinciny:< <#: -~ P§

Vomiting Nog
Wesakness

08/03/2000
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Date: 10/08/1999

ISR Number: 3369153-0 Report Type: Expedited (15-Day) Company Report Number: 75403 Age:  17YR Gender:  Female
Outcome L) Report Source Produst Role  Mamfacturer Route Dose/Unit _ Duration
—mcome Rele  Mamulacturer B
Otber Angionenrotic Ocdoma Forcign Roaccutane (Tsotretinoin) 20 Mg Ps ORAL
Back Pain Literatore Roaccutane Gel (Tsotretinoin) .05% ss TOPICAL
Blister . i
Health Professianal i etate/Bthinyl C
Burning Sensation Nos Dmfﬁ Bc'.‘:)(Cypzuumc Ac 1yl
Duma_tiu‘s Bullous Eryfluid (Erythromycin) c
Dmg Hyp itivity Eclamn (Benzoyl Peroxide) (o4
Face Ocdeana Concomitant Drog Unk (Generic C
Headache Nos c (S) Unk )
Influenza Like Hiness
Insomnia Nec
Myalgia
Mycoplasma Infection Nos
Presitus i
Date: 10/08/1999 ISR Number: 3369162-1 Report Type: Expedited (15-Day) Company Report Number: 213686 Age:  30YR Gender:  Female
Quicome r Report Souree Product Role  Mannfacturer Route Dose/Unit _ Duration
_—=n____ 2oL
Other Cerebrovascular Arteriovenous Health Professi A Capsules (& inoin) 40Mg  PS ORAL
Malfonmation (Bxe
Haemonhagic)
Cerebrovascular Disorder Nos
Hypoaesthesia
Memory Impairment
Paraesthesia Nec
Visual Distarbance Nos
Date: 10/08/1999 ISR Number: 3369232-8 Report Type: Expedited (15-Day) Company Report Number: 216377 Age: 16 YR Gender:  Male
Outcome PT Report Source Product i Role Manufacturer Route Dose/Unit  Duration B -
—=ome - T —— —=t— Dol Dunation
Hospitalization - Delusion Nos Health Professional N 1 . S ORAL
Initial or Prolonged Insomnia Nec Other
Mood Alteration Nos
Paranoia
Psychotic Disorder Nos
Suicidal Ideation
Date: 10/13/1999 ISR Number: 3371538.3 Report Type: Expedited (15-Day) Company Report Number: 214389 Age:  37YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit Duration
Antiythnia Nos Health Professionz! A Capsules (Isotretinoin) 40mg ~ PS ORAL
Initial or Prolonged Chest Tightness Insulin (Insulin) c
Dermatitis Nos
Dyspnoea Nos
08/03/2000
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Date: 10/13/1999

Outcome

—_—

Other

ISR Number: 3371540-1

PT

Agitation

Anxiety Nec

Appetite Decreased
Arthralgia

Clamminess
Depression Nec
Dizziness (Bxc Vertigo)
Head Injory

Insomnia Nec

LipDry

Myalgia

Nausea

Panic Attack
Relationship Breakdown
Suicidal Ideation
Weight Decreased

Report Type: Expedited (15-Day)

Report Source

Health Prof

Company Report Number: 214251

Product Role Manufactarer

Age:  19YR Gender: Male

Route Dose/Unit  Duration _

Othér

A Capsules (Isotretinei PS

ORAL

Date: 10/13/1999

Outcome

Hocnital:.

ISR Number: 33716856

PT
Abdominal Pain Nos

Initial or Prolonged

Appetite Decreased
Atelectasis

Blood Potassinm Decreased
Bundle Branch Block Right
C-Reactive Protein Increased
Fatigue

Hypotension

Influenza

Liver Punction Tests Nos
Abnormal

Loose Stools

Mental Impairment Nos
Pulmonary Congestion
Pulse Absent

Pyelonephritis Nos

Pyrexia

Renal Angle Tendemess
Renal Cyst Nos

Spinal Osteoarthritis

Report Type: Expedited (15-Day)

rt Source
Foreign
Health Professional

Madopar Hbs (Benserazide/Levodopa) ‘

Company Report Number: 202838
Product

Age:  69YR Gender:  Female

Route Dose/Unit = Duration

Tasmar (Tolcapone)

PS
Madopar (Benserazide/Levodopa) [of
C:

08/03/2000
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Date: 10/14/199%

ISR Number: 3372795-X

PT

Report Type: Expedited (15-Day)

Report Source Product

Company Report Number: 216377 Age: 16 YR Gender:

Manufactorer

Abd.

I Pain Upper
Anger

Blood Pressure Fluctuation
Bradycardia Nos
Delusion Nos
Educational Problem
Fatigue

Hallucination, Visual
Headache Nos
Insomnia Nec

Mood Alteration Nos
Nansea

Overdose Nos
Paranoia

Psychotic Disorder Nos
Stress Symptoms
Suicidal Ideation

Health Py it Accutar

Route Dose/Unit

Role
Ps

Other

Capsales (I ORAL

Male

Duration

Date: 10/14/1999

Outcome

ISR Number: 3372800-0

PT

Report Type: Expedited (15-Day)

Product

Congenital Anomaly

Balance Impaired Nos
Complications Of Maternal
Exposure To Thempuetic Drugs
Congenital Musculoskeletal
Abnormality Nos

Congenital Oral Malformation
Nos

Developmental Delay Nos
Hypotonia

Miosis

Movement Disorder Nos
Muscle Weakness

Pregnancy Nos

Pupils Unequal

Sensory Disturbance Nos
Speech Disorder
{(Developmental)

Visual Disturbance Nos

Report Source

Company Report Number: 215202 Age: 1WK Gender:

Role Manufacturer Route Dose/Unit

Other

Accutane Capsules (Tsotretinoin) PS

ORAL

Female

Duration

08/03/2000
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Date: 10/14/1999

Ontecome

ISR Number: 33728024

PT

Report Type: Expedited (15-Day)

Report Source

Company Report Number: 217126
Product

Other

Degpression Aggravated
Schizophrenia Nos

Foreign
Health Professional

Roaccatane (Imuinni:i) PS

Mannfacturer

Age:  18YR

Route

ORAL

Gender:  Miale -

Dose/Unit  Duration

Date: 10/19/1999

Outcome

ISR Number: 3376077-1

PT

Report Type: Expedited (15-Day)

Report Source

Company Report Number: 215202

Congenital Anomaly

Balance Impaired Nos
Complications Of Matemal
Exposure To Therapuetic Dmgs
Coordination Abnormal Nos
Developmental Delay Nos
Eye Movement Disorder Nos
Gastrointestinal Malformation
Nos

Hypotonia

Miosis

Multiple Congenital
Abnormalities

Muscle Weakness
Neurological Disorder Nos
Opisthotorms

Pupils Unequal

Sensory Distarbance Nos
Speech Disorder
(Developmental)

Visual Disturbance Nos

Consumer

Product Role
Accutane Capsuales (Isotretinain) PS

Age:  1WK

Route

Gender:  Female

Dose/Unit  Duration

ORAL

Date: 10/19/1999

Outcome

ISR Number: 33761727

PT

Other

Mania
Paranoia

Report Type: Expedited (15-Day)

Report Source

Company Report Number: 217309

Foreign
Health Professional

Product Role
Roaccutane (Isotretinoin) PS

Manufacturer

Age:  40YR

Route

ORAL

Gender:  Pemale

Dose/Unit Duration

Date: 10/19/1999

Outcome

ISR Number: 3376185-5

PT

Report Type: Expedited (15-Day)

Report Source

Company Report Number: 211956

Required Intervention
to Prevent Permanent
Impairment/Damage

Abdominal Pain Upper
Blood In Stool

Chest Pain

Dry Skin

Fatigue

Gastritis Nos
Hypersomnia

Other

Product Role_
Accutane Capsules (Isotretinoin) 40 Mg~ PS
Prevacid (Lansoprazole) [¢]
Vitamins (Multivitamin Nos) c

Mamfactaver

Age:  14YR

Route

ORAL

Gender:  Female

Dose/Unit _  Duration

08/03/2000
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‘Date: 10/21/1999

Onutcome

ISR Number: 3378758-2

PT

Company Report Number:

Other

Delusion Nos
Mental Disorder Nec
Suicidal Ideation

Manufacturer

Gender:  Male

—D _I uration

Date: 10/21/1999

Outcome

ISR Number: 3378804-6

T

Report Type: Expedited (15-Day) Company Report Number: 213780

Hospitalization -
Initial or Prolonged

Back Pain
Constipation
Depression Nec
Drooling

Drug Interaction Nos
Dysphagia
Dyspnoea Nos
Dystonia

Joint Stiffness

Liver Function Tests Nos
Abnormal

Muscle Cramps
Muscle Spasms
Oedema Lower Limb
Pain In Jaw

Posture Abnormal
Sedation

Sleep Disorder Nos
Tardive Dyskinesia
Weight Decreased

Sinemet (Carbidopa/Levodopa) 275 Mg
Norvase (Aplodigine Besylate)
Synthroid (Levothyroxine Sodium)

a0

Manufacturer

Gender:  Female

Dose/Unit  Duration

Date: 10/25/1999

Outcome

ISR Number: 3382585-X

PT

Report Type: Expedited (15-Day) Company Report Number: 205301

Other

Ankylosing Spondylitis
Antinuclear Factor Positive
Arthralgia

Blood Alkaline Phosphatase Nos
Decreased

Depression Nec
Dermatitis Nos
Dry Month
Dry Skin

Erythrocyte Sedimentation Rate

Manufacturer

Gender:  Female

Dose/Unit  Duration

08/03/2000
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Date: 10/26/1999

ISR Number: 3382631.3

Report Type: Expedited (15-Day) Company Report Number: 214389 Age:  37YR Gender:- Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Outcome Role
Hospital - Anhythmia Nos Health Profe Accutane Capsules (lsolretinoin) 40mg ~ PS ORAL
Initial or Prolonged Chest Tightnéss Insulin (Insalin) c
Dermatitis Nos
Dyspnoea Nos
Herpes Zoster
Palpitations
Date: 10/26/1999 ISR Number: 3382634-9 Report Type: Expedited (15-Day) Company Report Number: 207894 Age: 36 YR- Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Other Abdomiinal Pain Nos Consumer Accntane Capsales (Isotretinain) PS ORAL
Acne Aggravated L in (Ethingt
Athralgia Estradiol/Narethindrone Acetaic)
Aspartate Aminotrnsferase Paxil (Paroxetine) C
Increased
Back Pain
Capillary Fragility Increased
Chest Pain
Depression Nec
Dry Skin
Fatigue
Headache Nos
Hypertriglyceridaemia
Tritability
Kidney Infection Nos
Myalgia
Ovarian Cyst
Pregnancy Nos
Tunnel Vision
Utine Discolouration
Vision Blurred
Date: 1027/1999 ISR Number;: 3383684.9 Report Type: Expedited (15-Day) Company Report Number: 111034 Age: 63 YR Gender:  Female
Outcome PY Report Source Product Role Mamfacturer Route Dose/Unit _ Duration
M T —————— -
Other Abdominal Pain Upper Health Professional Tasmar (Tolcapone) 200 Mg PS ORAL
Alinesia Levodopa-Carbidopa c
Anorexia (Carbidopa/Levodopa)
Back Pain Mimpex (Pramipexole) C
Blood Afbumia Decreased Effexor (Venlafaxine Hydrochloride) ¢
Bradykinesia . .
Py ens, Conjugated) o]
Tonnel Sy remarin (Estrog jugated)
08/03/2000
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1027/1999 ISR Number: 33 83816-2

Report Type: Expedited (15-Day)

Company Report Number: 112764 Age: Gender:  Female
Outcome _ PT Report Souree Product Role Mamfacturer Route _  Dose/Unit  Duration
Hospitalization - Blood Bilirubin Increased Consumer Accutane Capsules (Isotretinoin) PS ORAL
Titéal or Prolonged Depression Nec Health Professional Otbio Tei-Cyclen c
Janndice Neonatal (Evhinyleﬂndiqlmmgsﬁmatc)
Pregnancy Nos
Date: 10/28/1999 ISR Number: 3384820-0 Report Type: Expedited (15-Day) Company Report Number: 218289 Age:  18YR Gender:  Female
Outcome PT Report Souree Product Role Manufacturer Route Dose/Unit =~ Duration
Duteome Role
Life Threatening Acne Aggravated Health Professional Accutane Capsules (Isotretinoin) Ps ORAL
Hospitalization - Loss Of Conscionsness Nec Desogen (Desafestrel/ Ething] Estradicl)  C
Tnitial or Prolonged Suicide Attempt Tilede i Sodinm) c
Proventil (Albuterol Sulfate) c
. Seldane (Terfenadine) C
Date: 10/28/1999 ISR Number: 33848443 Report Type: Expedited (15-Day) Company Report Number: 216399 Age: 36 YR Gender:  Female
Quicome L Tt Source Product _ Role - Manufacturer Route Dose/Unit _ Duration
—_ __ Rep Role f ’ =0t Duration
Hospitalization - C ised Tomogr Conssmer Accutane Capsules (Isotretinoin) PS ORAL
Initial or Prolonged Abnormat Other psules (
Diabetes Mellitus Nos
Dyspnoea Nog
Eye Pain
Granuloma Nos
Headache Nos
Hemiparesis
Hypertension Nos
Palpitations
Parotid Gland Enlargement
Stress Symptoms
Visual Disturbance Nos
Date: 11/02/1999 ISR Number: 3388335.5 Report Type: Expedited (15-Day) Company Report Number: 215637 Age:  I8YR Gender:  Female
Outcome PT Report Source Product Role Mannfacturer Route Dose/Unit  Duration _
Other Agitation Foreign Accutane Capsles (Isotretinoin) Ps ORAL
Delifium N
Health Professional Baclafen (Baclof: c
Emoticnal Disturbance Nos 0 (Baclofen)
Dixarit (Clonidine Hydrochloride) c
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Date: 11/03/1999

ISR Number: 33887924

Report Type: Expedited (15-Day)

Company Report Number: 206823 Age: 24 YR Gender:  Female

Outcome PT Report Soarce Product Role Manufacturer Route Dose/Unit  Duration
Other Extrasystoles Nos Consumer Accutane Capsules (fsotretinoin) Ps ORAL

Palpitations

Pulsus Bigemims

Ventricular Extrasystoles
Date: 11/05/1999 ISR Number: 3390181-3 Report Type: Expedited (15-Day) Company Report Number: 216464 Age:  S9YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route D_“‘"_U"“_ Duration _
Other Ahm';:d Aminotransferase Foreign Tasmar (Tolcapone) PS

Condition Aggravated Health Professional Madopar (B «vodopa) c

Hyperbilirbinaemia Sinemet (Carbidopa/Levodopa) o]

Liver Fatty Mirapex (Pmmipexcle) C

Markedly Increased Food Intake Lexotanil (Bromazepam) c

Date: -11/08/1999 ISR Number: 3391373-X _Report Type: Expedited (15-Day) Company Report Number: 206256 Age:  68YR Gender:  Male
Outeome PT Report Source Produet Role  Manufacturer Route  Dose/Unit = Duration
Hospitalization - Akinesia Foreign Tasmar (Tolcapone) 100 Mg s ORAL
itial ed .

Initial or Prolong BloodI;;clnthdzydmge.nm Health Professional Madopar (B ide/Levodopa) c

C-Reactive Protein Increased Other Madopar Hbs (Benserazide/Levodopa) ~ C

Cerebrovascular Accident Nos Proscar (Finasteride) [o}

Condition Aggravated Tolvon (Mianeerin Hydrochloride) c

Fca““'"“""“ Importal (Lactitol) c

Hiematusia P Pardodel (Bromocriptine Mesylate) c

Meantal Impairment Nos

Parkinson'S Disease Aggravated

Proteinusia P

Pyresi

Rigors

Transaminase Nos Increased

Tremor Nec

Utinary Tract Infection Nos

Usine Analysis Abnormal Nos

Urine Discolouration

‘White Blood Cells Urine

Positive
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Date: 11/16/1999 ISR Number: 33982984

Outcome - PT

Report Type: Expedited (15-Day) Company Report Number: 213780

Report Source

Hospitalization - Back Pain

Initial or Prolonged Depression Nec
Drooling
Drug Interaction Nos
Dysphagia
Dyspnoea Nos
Dystonia
EBating Disorder Nec
Fatigue
Joint Stiffness
Liver Function Tests Nos
Abnormal
Muscle Spasms
Oedema Lower Limb
Pain In Jaw
Pain Nos
Posture Abnormal
Sedation
Sleep Disorder Nos
Tardive Dyskinesia
‘Weight Decreased

Product Role_
Tasmar (Tolcapone) PS
Sinemet (Carbidopa/Levodopa) 275 Mg~ SS
Norvasc C
Synthroid (Levothyraxine Sodim) C
Miacalcin (Salcatonin) C

Consumer
Health Professional

Manufacturer

Age:  SLYR..

Route

Gender: . Female

Dose/Unit ~ Duration

ORAL

Date: 11/17/1999 ISR Number: 3398586-1

Outcome PT

Hospitalization - Confusion
Initial or Prolonged Hallucination Nos

Report Type: Direct

Report Source

Health Professional

Company Report Number:
Product Role

Tasmar (Tolcapone) Ps
Sinemet SS

Manufacturer

Age: 69YR

Route

Gender: Male

Dose/Unit  Duration

Date: 11/19/1999 ISR Number: 3402811-8

Outcome PT

Report Type: Expedited (15-Day) Company Report Number: 213055

Report Source Product Role

Other Abdominal Tenderness
Anorexia
Aunxiety Nec
Anhythmia Nos
Arthralgia
Chest Pain
Degpression Nec
Dizziness (Exc Vertigo)
Dyspnoea Nos

H T

Health Professi A Capsules (Isotretinoi PS
Birth Control Pills (Oral Contraceptive  C
Nos)

Age: 26 YR

Route

Gender:  Female

Dose/Unit _ Duration

ORAL

08/03/2000
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s 11/19/1999 ISR Number: 3402815.5

Blood Bilirnbin Increased
Complications Of Maternal
Exposure To Thempuetic Drugs
Dry Skin

Eye Discharge

Hypersomnia

Intestinal Functional Disorder
Nos

Jaundice Nos

Lacrimal Duct Obstruction
Congenital

Nasal Congestion

Pregnancy Nos

Premature Baby

Pyrexia

Red Eye

Sebarthoea

Small For Dates Baby

Upper Respiratory Tract
Infection Nos

Report Type: Expedited (15-Day)

Report Source
A
Other

Product
Accutane Capsules (Isotretinoin)

Oral Contraceptive Fill (Oral
ive Nos)

Compauy Report Nmmber: 112585

Date: 11/22/1999 ISR Number: 3405415-6

Outcome

Hospitalization -
Iniial or Prolonged

PT
BackPan
Constipation

Depression Nec
Drooling

Drug Interaction Nos
Dysphagia

Dyspnoea Nos

Dystonia

Fatigue

Joint Stiffness

Liver Function Tests Nos
Abnormal

Muscle Cramps
Muscle Spasms

Oedema Lower Limb
Pain In Jaw
Postare Ab

Report Type: Expedited (15-Day)

Report Source

Product

Company Report Number: 213780

Consumer
Health Professional

Tasmar (Tolcapone)

Sinemet (Carbidopa/Levodops) 275 Mg
Norvase

Synthroid

Miacalcin

Age:  S51YR® Gender:  Female

Mamufactorer Dose/Unit  Duration

ORAL

nongag
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Date: 11/29/1999

ISR Number: 3409743-X
PT

Report Type: Expedited (15-Day)

Report Source

Company Report Number: 213286
Product Role

Abdominal Pain Nos

Initial or Prolonged

Acne Nos

) Choking

Complications Of Matemal
Exposure To Therapuetic Drugs
Cough

Dermatitis Nos

Diaghoea Nos

Gramiloma Nos

Insomnia Nec

Meconium Increased

Nasal Congestion

Pyrexia

Rhinonhoea

Seborrthoea

Sneezing

Unhilical Cord Around Neck

Upper Respiratory Tract
Infection Nos
Vomiting Nos

Health Professional
Other

Accutane Capsules (Isotretinoin) PS

Route

ORAL

Gender: Male

Dose/Unit _ Duration _

Date: 11/24/1999

Outcome

ISR Number: 3409908-7

PT

Report Type: Expedited (15-Day)
Report Souree

Campany Report Number: 214389
Product Role

Hosoi

Anhvih

Initial or Prolonged

ia Nos
Chest Tightness
Dyspnoea Nos
Hespes Zoster
Palpitations

Health Professional Accutane Capsules (Isotretinoin) 40 Mg Ps

Tnsulin c

Manuf:

Age: 37TYR

Route

Gender:  Male

Dose/Unit - Duration

ORAL

Date: 11/26/1999

O

Hospitali

—_ne

ISR Number: 3410148-6

PT

Report Type: Expedited (15-Day) Company Report Number: 220614

Report Source Product

Ab, Beh

Initial or Prolonged
Disability

Nos
Anxiety Nec

Atrial Fibriflation
Buming Sensation Nos
Coma Nec

Convulsions Nos
Depression Nec

Dry Bye Nec

Dry Mouth

Role
Capsules (I inoi PS

Health Professional A

ExcedinPm -
{Acetaminophen/Diphenhydramine

Citrate)

Lipoic Acid (Thioctic Acid) C
Herbal Drugs Nos (Herbal Extract Nos)
Multivitamin (Multivitamin Nos) c

o]

Manufacturer

Age: 20YR

Route

Gender:  Male

Dose/Unit  Duration

ORAL
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Date: 11/26/1999

ISR Number: 3411147-0

Report Type: Periodic

Company Report Number: 217392 Age: Gender: - Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit Duration
Other Feeling Abnarmal Consumer ‘Tasmar (Toleapone) Ps
Nervousness

Date: 11/26/1999 ISR Number: 34111494 Report Type: Periodic Company Report Number: 201192 Age:  44YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit Duration
Other Arthralgia Consumer ‘Tasmar (Telcapone) 100 Mg Ps ORAL

Headache Nos Herbal Duretic Nos (Heibal Dinretic 5§ ORAL
Hormone Level Nos Abnarmal Nos)
Orgasm Abnormal Sinemet Cr (Carbidopa/Levodopa) (o]
Pain In Limb Sinemet (Carbidopa/Levodopa) o]
Carmex (Aluminmm Salicylic [of
- Acid/Camphor/Menthol)
Excedrin (o]
(Acetaminophen/* Aspirin/Caffeine)
Eldepryl (Selegiline Hydrochloride) o]

Date: 12/02/1999 ISR Number: 3412817-0 Report Type: Expedited (15-Day) Company Report Number: 213780 “Age:  51YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  ‘Duration _
Hospitalization - Back Pain Consumer Tasmar (Tolcapone) PS ORAL
Tnital o Prolonged Constipation Health Professional Sinemet (Carbidopa/Levodops) 275 Mg~ SS ORAL

Depression Nec .

Drooli Norvasc (Amlodipine Besylate) C
Drug Interaction Nos Synthroid (Levothyroxine Sodium) c
Dysphagia Miacalcin (Salcatonin) c
Dyspnoea Nos

Dystonia

Fatigue

Joint Stiffness

Liver Function Tests Nos

Abnormal

Movement Disorder Nos

Mauscle Spasms

Oedema Lower Limb

Pain In Jaw

Posture Abnormal

Sedation

$Sleep Disorder Nos

Tardive Dyskinésia

‘Weight Decreased

08/03/2000
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Date: 12/02/1999

Outcome

ISR Number: 3413257-0

PT

Report Type: Expedited (15-Day)

Report Source

Company Report Number: 213055
Product

Other

Abdominal Tenderness
Asorexia

Anxiety Nec

Arthralgia

Blood Amylase Increased
Chest Pain

Depression Nec

Dizziness (Exc Vertigo)
Dyspnoea Nos

Extrasystoles Nos

Liver Tendemess

Myalgia

Pulmonary Valve Incompetence
Pulsus Bigeminus

Sinus Arhythmia

Sinus Bradycardia
Supraventdicular Tachycardia
Tremor Nec ’
Tricuspid Valve Incompetence
Ventricular Extrasystoles

Health Profe

Accuta.

Capsaules (I: i

Birth Control Pills (Oral Contraceptive
Nos)

Role
Ps
C

Date: 12/02/1999

Ouicome

ISR Number: 3413315-0

PT

Hospitalization -
Initial or Prolonged

Back Pain
Constipation
Depression Nec
Droaling

Drug Interaction Nos
Dysphagia
Dyspnoea Nos
Dystonia

Fatigue

Liver Punction Tests Nos
Abnormal

Mascle Spasms
Muscle Stiffness
Oedema Lower Limb
Pain In Jaw

Posture Abnormal
Restlessness

Report Type: Expedited (15-Day)
Report Source

Consumer
Health Professional

Company Report Number: 213780
Product Role_
Tasmar (Tolcapone) Ps
Sinemet (Carbidopa/Levodpa) 275 Mg~ SS
Notvasc (Amlodipine Besylate) C
Synthroid (Levothyroxine Sodium) [o}
Miacalcin (Salactonin) C

Manofacturer

Age:  51YR

Route

ORAL
ORAL

Gender:  Pemale

Dose/Unit _ Duration

08/03/2000
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Da‘te: 12/02/1999

ISR Number: 3413316-2

Report Type: Expedited (15-Day) Company Report Number: 215436 Age: G8YR Gender:  Male
Outcome PT Report Source Product Role Manuf; Route Dose/Unit  Daration
Other AlmineedAmino!nnsfmse Fareign Tasmar (Folcapane) Ps
Blood Amylase Increased Health Professional Sifyol (Pramipexole) SS
Blood Bilirubin Increased Madopar Hbs (Beaserazide/Levodopa)  C
Blood Creatine Kinase Low Madopar Dr (Benserazide/Levodopa) Cc
Blood Iron Increased Jumexal (Selegiline Hydrmchloride) c
Hallocination Nos Pk-Merz (Amantadine Sulfate) c
Hypesglycaemia Nos P N
Lipase Increased Saroten (Amitriptyline Hydrochloried) C
Dafalgan {(Acetaminophen) C
Mist (Morphine Sulfate) C
" Effortil Btilefrine) o4
Date: 12/03/1999 ISR Number: 3413772-X Report Type: Expedited (15-Day) Company Report Nuniber: 220614 Age:  20YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose¢/Unit _ Duration
Hospitalization - Anxiety Nec Health Professional Accutane Capsules (Isotretinoin) Ps ORAL
Initial ed i i
i or Prolong Buming Sensation Nos Excedrin Pm c
Disability Corna Nec RN
Convulsions Nos Lipoic Acid o]
Cyanosis Nos Herbal Drug Nos C
Depression Nec Multivitamin c
Dry Mouth
Dry Skin
Flushing
Hyponatraemia
Lymphadenopathy
Pain Nos
" Paruesthesia Nec
Psoriasis
Pyrexia
Skin Discolonration
Tachycandia Nos
‘Thinking Abnormal Nec
Vision Blurred
‘Weight Decreased
Date: 12/06/1999 ISR Number: 3415083-5 Report Type: Expedited (15-Day) Company Report Number: 216931 Age:  19YR Gender:  Female
Outcome 1:1“ g e Report Sonrce Product Role Manufacturer Route Dose/Unit  Duration
H ization - mal B los Health Professional A Capsules (I in) 60 PS ORAL
Initial or Prolonged el e

08/03/2000
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Date: 12/06/1999

ISR Number: 3415083-5

Report Type: Expedited (15Brgfiuct __ Company Report Number:R}o31 Mamufs Route Dose/Unit  Duration
s o
PT Report Source Accutane Capsules (Isotretinoin) 60 Mg PS RAL
Abnormal Behaviour Nos Other
Appetite Disorder Nos
Confusion
Crying
Delusion Nos
Hair Growth Abnommal
Hirsutism
Insomnia Nec
Paranoia
Psychotic Disorder Nos
Rectal Bleeding
Date: 12/14/1999 ISR Number: 3421131- Report Type: Expedited (15-Day) Company Report Number: 216188 Age: Gender: " Unknown
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Hospitalization - D Nec Other Accutane Capsules (Isotretinoin) PS ORAL
Initial or Prolonged Ectopic Pregnancy
Insomnia Nec
Pregnancy Nos
Date: 12/14/1999 ISR Nomber: 3421204-0 Report Type: Expedited (15-Day) Company Report Number: 221924 Age:  35YR Gender: - Feinale .
Outcome T Report Source . Product Role Manufacturer Ronte Dose/Unit  Duration
". s italization - Blindness Night Consumer Accutane Capsules (Isotretinoin) Ps ORAL
Initial or Prolonged Breast Neoplasm Nos
Condition Aggravated
Depression Aggravated
Fibrocystic Breast Disease
Myalgia
Date: 12/14/1999 ISR Nuinber: 3421351-3 Report Type: Expedited (15-Day) Company Report Number: 221710 Age:  T0YR Gender: . Female
Outcome T i Report Source Product Role  Manufs Route Dose/Unit  Duration
Life-Threatening Blood Creatine Phosphokinase Foreign Tasmar (Tolcapone) 100 Mg PS ORAL
Hospitalization - Coma Nec Health Professional Madopar Dr (Bensetazide/Levodopa) ss ORAL
Initial or Prolonged D jon Nec Other 250 Mg
D Eg Interaction No Ditropan (Oxybutynin Chloride) 5 Mg Ss ORAL
o, ion Nos
G . inal Disorder Nos gryhp;gzol (Amitriptyline Hydrochloride) ~ SS ORAL
Hepatic Disorder Nos Motitium (Dompesidone) 10 Mg s ORAL
':]:“ Fanction Tests Nos Leponex (Clozapine) 25 Mg ss ORAL
Mental Disorder Nec Celebrex (Celecoxib) 100 Mg Ss ORAL
08/03/2000
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: 12/17/1999

Outcome
—Weome 0

Other

ISR Number: 3425364-7

PT

_—
Abdominal Tenderness

Anorexia

Anxiety Nec

Arthralgia

Chest Pain

Depression Nec

Dermatitis Nos

Disorientation

Dizziness (Exc Vertigo)
Dyspnoea Nos
Gastrointestinal Disorder Nos
Heart Rate Inregular

Liver Tendemess

Myalgia

Pulmonary Valve Incompetence
Sinus Arthythmia

Sinus Bradycandia
Supraventsicular Tachycardia
Tricuspid Valve Incompetence
Ventricular Extrasystoles

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

Health Profe " Accut

Compary Report Number: 213055 .

Role Mammufacturer
Capsules (Isotretinoi PS
Birth Control Pills (Oral Contraceptive  C

Nos)

Age:  26YR

Route

ORAL

Gender: Female

Dose/Unit _ Duration

Date: 12/20/1999

Outcome
Hospitalization -
Initial or Prolonged

—_—

ISR Number: 3425788-8

PT

Blindness Night

Breast Neoplasm Nos
Condition Aggravated
Depression Aggravated
Fibrocystic Breast Discase
Myalgia

Report Type: Expedited (15-Day) Company Report Number: 221924
ort Source

" Consemer

Product Role Manufactarer

Accutane Capsules (Isotretinoin) s

Age:
Route

—_——

ORAL

35YR

Gender:

Dose/Unit

Female

Duration

Date: 12/20/1999

Outcome
—Mcome

C ital Anomaly

ISR Number: 3425805-5

PT

Abd.

Pain Nos

08/03/2000

Apnoca

Blindness Congenital
Camplicati f
Exposng'l‘o;“'n?mgl;:u[l)mgs
Convulsions Nos

Deafness Congenital

Deafness Nos

Report Type: Expedited (15-Day)

Report Source

Company Report Number: 222459

Product Role Manufacturer

Gender:  Female

Dose/Unit  Duration

Consumer Accutane Capsules (Isotretinoin) Ps
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Date: 12/21/1999

ISR Number: 3426814-2

Report Type: Expedited (15-Day) Company Report Number: 218289 Age:  18YR Gender:  Female
Outcome PT Report Source Product Role Manuf; Route Doge/Unit  Duration
Life-Threatening Acne Aggravated Health P i Accutane Capsules (Tsotretinoin) PS ORAL
Hospitalization - I;“‘do: Consciousness Nec Desogen (DesogestrelEthingl Estrdiol)  C
e »
Initial or Prolonged Attempt Tilade (Ned il Sodium) c
Slo-Bid (Theophylline) C
Proventil (Albuteral Sulfate) C
Seldane (Trefenading) c
Date: 12221/1999 ISR Number: 3426937-8 Report Type: Expedited (15-Day) Company Report Number: 222670 Age:  71YR Gender:  Male
Outconie PT Report Source Product Rele Manufacturer Rowte Dose/Unit  Duration
Other A_l’dﬂmi'lﬂl Pain Nos Consumer Tasmar (Tolcapone) PS ORAL
Back Pain Sinemet Cr (Casbidopa/Levodopa) c
Confusion
Drug Withdrawal Syndrome
Patigue
Increased Activity
Insomnia Nec
Nervousness
Pain In Limb
Date: 12/23/1999 ISR Number: 3430498-7 Report Type: Expedited (15-Day) Company Report Number: 222691 Age:  4YR Gender:  Female
Onutcome PT Report Source Product Role Manufactorer Route Dose/Unit ~ Duration
Hospitalization - Ataxia Nec Health Professi Accutane Capsules (i PS ORAL
Initi ed Cerebral Oedema °
il or Prolong ral Versed Injection (Midazolam ss INTRAVEN
Coma Nec Hydrochloride) 1.5 Mg OUS DRIP
Convulsions Nos
Electroescephalogram Abnormal Pentamidine (Pentamidine) C
Hallucination Nos .
Hypoxia
Inappropriate Adh Secretion
Muscle Twitching -
Mydiiasis
Tardive Dyskinesia
Date: 12/23/1999 ISR Number: 3430539-7 Report Type: Expedited (15-Day) Company Report Number: 222455 Age: Gender:  Female
Outcome PT R Report Source Product Role Manufacturer Route Dose/Unit _  Duration
. Disabilit; Complications Of Matemal Consumer . Accitane Capsules (Isotretinoin) RAL .
wsabiity Exposure To Therapuetic Drugs Capsules ) Fs o
Deafness Nos

08/03/2000
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Date: 12/23/1999

ISR Number: 34305403

Abdominal Pain Nos

Biliary Tract Disorder Nos
Depression Nec

Hepatic Disorder Nos
Hepatitis Nos

Operation Nos

Pancreatitis Nos
Pregnancy Nos
Pyelonephritis Nos

Report Type: Expedited (15-Day)

Company Report Number: 222433

Report Source

Product  Role
Consumer

Accutane Capsules (Isotretinoin) PS

Manufactorer

Age:

Route

ORAL

Gender:  Female

Dose/Unit  Duration

Date: 12/28/1999

Outcome

ISR Number: 3432761-2

PT

Horenitalinas:

Initial or Prolonged

Blindncss Night
Breast Neoplasm Nos
Condition Aggravated
Depression Aggravated
Drug Ineffective

. Fibrocystic Breast Disease
Myalgia

Report Type: Expedited (£5-Day)

Report Source
Consumer

Company Report Number: 221924
Product . Role
Accutane Capsules (Isotretinoin) PS

Mamufacturer

Age:  35YR

Route

ORAL

Gender:  Female

Dose/Unit Duration

Date: 12/28/1999

Outcome

ISR Number: 3432800-9

PT

Other

Blindness Transient
Calitis Ulcerative
Confusion

Diarhoea Nos
Difficulty In Walking
Dmug Ineffective
Fear, Focus Nec
Gangrene Nos
Haematuria Present
Headache Nos
Insomnia Nec
LipDry

Listless

Negativism
Personality Change
Protein Total Increased

Report Type: Expedited (15-Day)
Report Source

Company Report Number: 107096
Product Role Manufs

Foreign
Literatore
Other

Roaccutane (Isotretinoin) PS

Gender:  Male

Dose/Unit__ Duration

08/03/2000
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Date: 01/04/2000 ISR Number: 3436586.3

Outcome PT
—come
Other Blood Human Chorionic

Complications Of Matemal
Exposure To Therapuetic Drugs
Meconium Increased

Pregnancy Nos

Umbilical Cord Around Neck
Vaginal Hi g

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

Health Professional Accutane Capsules (Isotretinod PS

Other Zoloft (Sertraline Hydrochloride) [od
Prenatal Vitamins (Minerals (o4
Nos/Multivitam Nos)

Company Report Number; 214314

Manufacturer

Age:

Route Dose/Unit  Duration
ORAL

Date: 01/04/2000 ISR Number: 3436628-5

Outcome PT
—Leome

Report : Expedited (15-Day) C Report Number: 222823
Type ompany

Report Source Product Role

Disability Alopecia
Blood Cholesterol Increased
Blood Triglycerides Increased
Depression Nec
Dizziness (Exc Vertigo)
Hair Growth Abnormal
Hair Texture Abnormal
Headache Nos
High Density Lipoprotein
Increased
Palpitations
Panic Attack

Consumer Accutane Capsules (Isotretinoin) Ps

Ortho Tri-Cyclen

2]

Manufacturer

Age: 32YR Gender:  Female

Route Dose/Unit  Duration

Date: 1212971999 ISR Number: 3442667-0

Outcome PT

Hospitalization - Akinesia

Initial or Prolonged Alanine Aminotransferase
Increased
Blood Calcjum Decreased
Blood Sodinm Decreased
Cultare Urine Positive
Drug Maladministration
Dyskinesia Nec
Dystonia
Haematocrit Decreased
Haemoglobin Decreased
Muscle Cramps
Myalgia

08/03/2000

Report Type: Expedited (15-Day)

Report Souree Product Rale

Foreign Tasmar (Tolcapone)

Health Professional Madopar (Benserazide/Levodopa)
Parlodel (Bromocriptine Mesylate)
Jumexal (Selegiline Hydrochloride)
Lexotanil (Bromazepam)

Company Report Number: 212007

Aaaaay

Age: 54 YR Gender:  Male

Route Dose/Unit

Duration
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Date: 12/29/1999

Outcome

ISR Number: 3443284-9

PT

Report Type: Expedited (15-Day) Company Report Number: 212007 Age:  54YR
Report Source Product

Hospitalization -
Initial or Prolonged

kinesia
Aspartate Aminotransferase
Increased

Blood Uric Acid Decreased
Discorfort Nos

Dyskinesia Nec

Dystonia

Hypotension

Motor Dysfunction Nos

Muscle Cramps

Mascle Rigidity
Myalgia

Nail Dystrophy

Pain Nos

Paskinson'S Disease Aggravated
Rash Maculo-Papular

Red Blood Cell Count Decreased
Restlessness

Speech Disorder Nec

Tremor Nec .

‘White Blood Cells Urine
Positive

g

Foreign Tasmar (Tolcapone)

Health Professional Madopar (Benserazide/Levodopa)
Parlodel (Bromocriptine Mesylate)
Jumexal (Selegiline Hydrochloride)
Lexotanil (Brormazepam)

noaaoay

Manuf; Route

Gender:  Male

Dose/Unit ~ Duration _

Date: 01/12/2000

Outcome

ISR Number: 3443466-6

PT

Report Type: Expedited (15-Day) Company Report Number: 215867 Age:  17YR

Report Source Product Role Manufacturer Route

Other

Abnormal Behaviour Nos
Depression Nec

Drug Abmse

EBmotional Disturbance Nos
Hiv Test Positive

Suicidal Ideation

Foreign Roaccatane (sotretinoin ) Ps
Cther

Gender:  Female

Dose/Unit _ Duration

Date: 01/13/2000

Outcome

ISR Number: 3443551-9
PT

Hospitalization -
Initial or Prolonged

Linod
Aspartate Aminotransferase
Increased

Dyskinesia Nec
Hallucmaggm Nos
Hyporeflexia

Report Type: Expedited (15-Day) Company Report Number: 212007 Age:  S4YR-

Report Source Product Role Manufacturer Route

Foreign : ‘Tasmar (Tolcapone)

Health Professional Madoper (Bensernzide/Levodops)
Parodel (Bromocriptine Mesylate)
Jumexal (Selegiline Hydrochloride)
Lexotanil (Bromazepam)

naoaay
.

Gender:  Male ..

Dose/Unit Duration

08/03/2000
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Date: 01/20/2000 ISR Number: 3445706.6

Outcome PT

Other Cerebrovascular Disorder Nos
Hypoacsthesia

Memory Impairment
Pamesthesia Nec

Visual Disturbance Nos

Report Type: Expedited (15-Day)

Réport Scurce
Health Professional

Company Report Number: 213686

Product
Accutane

Age:  30YR

Route

Gender:  Female

ORAL

Dose/Unit = Duration

Date: 01/13/2000 ISR Number: 3445851-5

Outcome PT

Report Type: Expedited (15-Day)

m/ rt Source

Company Report Number: 212007
Product

ine
Aspartate Aminotransferase
Increased

Dyskinesia Nec

Hallucination Nos

Masked Facies

Muscle Cramps

Muscle Rigidity

Myalgia

Nail Dystrophy

Paskinson'S Disease Aggravated
Rash Maculo-Pagular

Reflexes Abnommal Nec
Restlessness

Tremor Nec

Hospitalization -
Initial or Prolonged

Foreign
Health Professional

Tasmar (Tolcapone)

Madopar (Benserazide/Levdopa)
Parlodel (Bromocriptine Mesylate)
Jomexal (Selegiline Hydrochloride)
Lexotanil (Bromazepam)

O ana

Age: 54 YR

Manufacturer

Route

Gender:  Male

Dose/Unit _ Duration _

Date: 0124/2000 ISR Number: 3447037.7

Outcome PT

Report Type: Expedited (15-Day)

Other Depression Nec
Disorientation

Lethargy

Report Source
Health Professional

Company Report Number: 225455
Product

Accut:

Role

Capsules (L inoin) 20Mg  PS

Age: 16 YR
Manufacturer

ORAL

Route

Gender:  Male

Dose/Unit Duration

Date: 01/28/2000 ISR Number: 3448134-2

Outcome PT

Back Pain
Blister
Depression Nec

Fatigue

Gastrointestinal Disorder Nos
Lip Disorder Nos

LipDry

Pain Nos

Initial or Prolonged
Required Intervention
to Prevent Permanent
Impainment/Damage

Report Type: Expedited (15-Day)

Regort Souree

Company Report Number: 223642

Product Role

Consumer
Other

‘Accutane Capsules (Isotretinoin) PS

Age: 16 YR

Manufacturer Route

ORAL

Gender:  Female

Dose/Unit  Duration

08/03/2000
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Date: 01/28/2000

ISR Number: 3448196-2

Report Type: Expedited (15-Day)

Company Report Number: 209062 Age:  42YR Gender:  Female
Outeome PT Report Source Product Role  Manmf; Route Dose/Unit  Duration
Other Condition Aggravated Health Professional A Capsules (Isotretinoi PS ORAL
Deafness Nos Other Birth Control Pills (Oral Contraceptive ~ C
Dry Eye Nec Nos)
Lip Disorder Nos Calcivm Supplement (Calcium Nos) C
Localised Exfoliation Ziac (Bisoprolol c
Parancia Fumarate/Hydrochlorothiazide)
Red Eye Potassium (Potassium Nos) (o]
Zantac (Ranitidine) C
Date: 02/01/2000 ISR Number: 3449624-9 Report Type: Expedited (15-Day) Company Report Number: 222763 Age: 20YR Gender: * Female
Outcome PT Report Souree Product Role Mamnfs Route Dose/Unit ~ Duration
Other Appetite Increased Foreign Roaccutane (Isotretinoin) Ps ORAL
ls)m‘:fg‘f'_’m Health Professional Cyeline Nos (Cycline Nos) c
- ‘omif
e Meliane (Ethinyl Estradiol/Gestodene) C
Date: 02/03/2000 ISR Number: 3451611-1 Report Type: Expedited (. 15-Day) Company Report Number: 216377 Age: 16 YR Gender:  Male
Outcome PT Report Source Product Role Mamufacturer Route Dose/Unit = Duration _
ization - Abdominal Pain Upper Health Professional A Capsules (sotretinoi PS ORAL
Initial or Prolonged Abnormal Behaviour Nos Other
Anger
Blood Pressure Diastolic
Decreased
Blood Pressure Fluctuation
Bradycardia Nos
Delusion Nos
Drug Maladministration
Educational Problem
Fatigue
Hallucination, Visual
Headache Nos
Insomnia Nec
Mood Alteration Nos
Nausea
Parancia
Physical Abuse
Psychotic Disorder Nos
Stress Symptoms
Suicidal Ideation
08/03/2000
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Report Type: Expedited (15-Day)

Date: 02/08/2000 ISR Nuniber: 3454679-1 Company Report Number: 215250

Outcome
Other

PT

Blood Prolactin Increased
Pitvitary Tumour Benign Nos
Sexnal Dysfunctioa Nos

Report Source
Health Professional

Product Role
Accutane Capsules (Isotretinoin) PS
'Vancenase Inhaler (Beclomethasone C

Dipropionate)

Age:
Route
ORAL

25YR Gender: Male

Manufs

Dose/Unit  Duration

Date: 02/08/2000 ISR Number: 3455299-5

Report Type: Expedited (15-Day) Company Report Number: 222246

Outcome T Report Source Product

Age: Gender:  Male

Manuf

Role
Capsules (I inoi Ps
Oral Contmoeptive Pill (Oral C

Contraceptive Nos)
Vitamins (Multivitamin Nos) C

Other Appetite Decreased
Complication Of Delivery Nos
Complications Of Matemnal
Exposure To Therapuetic Drugs
Complications Of Pregnancy
Nos

Depression Nec

Fatigue

Feeding Problem In Newbom
Foetal Malposition Nos
Influenza

Insomnia Nec

Javndice Neonatal

Nipple Pain

Perineal Laceration
Pregnancy Nos

Sedation

Tenesnms

‘Thimst :

Uterine Hypestomu:

Vaginitis

‘Vomiting Nos

‘Weight Decreased

Health Professi A
Other

Dose/Unit  Duration
ORAL

Date: 02112000 ISR Number: 3457295-0 Report Type: Expedited (15-Day)

&:p_nxt Source
Consumer
Other

Company Report Number: 227340
Outcome

Hoveniealss oot

Initial or Prolonged

PT

D ion Nec

Intentional Self-Injury
Obsessive-Compulsive Disorder
Stress Symptams

Product Role
Accutane Capsules (Isotretinoin) PS

Age: 17YR Gender:  Female

Manufacturer Dose/Unit

Duration

ORAL

08/03/2000




Date: 02/15/2000 ISR Number: 3458434-8

Outcome PT

Report Type: Expedited (15-Day) Company Report Number: 216377

Report Source Product

Hocnitalirags Abd
Initial or Prolonged Anger
Blood Pressure Fluctuation
Bradycardia Nos
Delusion Nos
Drug Maladministration
Fatigue
Hallucination, Visual
Headache Nos
Insomnia Nec
Mood Alteration Nos
Nausea
Parancia
Psychotic Disorder Nos
Stress Symptoms
Suicidal Ideation

inal Pain Upper

Role Manufacturer

Capsules (I inoi PS

Health F Accut;
Other

Age:
Route
ORAL

16 YR Gender:  Mnalé

Dose/Unit  Duration

Date: 02/15/2000 ISR Number: 3458461-0
Outcome PT

Death. Anomaly Of External Ear

. Congenital Nos

Cong; Anomaly A ly Of Inner Ear
Congenital Nos
Anomaly Of Middle Ear
Congenital Nos
Cardiac Amest
Chiari Malformation .
Colonic Haemomthage
Complications Of Matemal
Exposure To Therapuetic Drugs
Congenital Abnomality Nos
Congenital Central Nervous
System Anomaly Nos
Congenital Hydrocephalus
Congenital Skull Malformation
Nos

Convulsions Nos

Facial Nerve Disorder Nos
Gastrointestinal Malformation
Nos

Mucosal Haemorthage Nos
Profound Mental Retardation

Report Type: Expedited (15-Day)
Report Souree

Company Report Number: 227780

Product Role Manufacturer

Age: Gender:  Male

Route Dose/Unit

Literatore

Accutane Capsules (Isotretinoin) PS
Health Professional .

Duration
ORAL

08/03/2000
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021772000 ISR Number: 3459430.7

Outcome
—=come

Other

PT Report Source
—_—

Degpwession Nec Health Profe

Report Type: Expedited (15-Day)

Product

Fatigue .
Oedema Upper Limb
Skin Discolouration
Veaous Thrombosis Nos

Company Report Namher: 227868

Role

A Capsules (Tsoiretinoin) 40 Mg~ PS

Age:  18YR Gender:  Male
Manufacturer Route Dose/Unit Duration
-— —V/ == Ut
ORAL

Date: 02/17/2000 ISR Number: 3459462-9

Outeome

Hospitalization -
Initial or Prolonged
Disability

Report Type: Expedited (15-Day)

Product

Company Report Number: 220614

Age:  20YR- Gender:  Male

PT_ __ ReportSouree
Anxiety Nec Health Professional

Buming Sensation Nos
Cyanosis Nos
Depression Nec
Distress

Dry Eye Nec

Dry Mouth

Dry Skin

Fatigne

Feeling Hot

Flushing

Heant Rate Increased
Hypoaesthesia
Hyponatragmia
Lymphadenopathy
Nasal Dryness
Obsessive-Compulsive Disorder
Pain Nos

Palpitations
Pamesthesia Nec
Psoriasis

Pyrexia

Rash Scaly

Skin Discolouration
Tachycardia Nos
Thinking Abnormal Nec

Tremor Nec
Vision Blurred
‘Weakness

Weight Decreased

08/03/2000

A “apsules (I s

Excedrin Pm

P inophen/Diphenhydramine
Citrate)

Lipaic Acid (Thioctic Acid)

Herbal Dmg Nos (Herbal Extract Nos)
Multivitamin (Maltivitarnin Nos)

Role

PS

C
C
c

‘Mannf; Route
ORAL

Dose/Unit  Duration
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Report Type: Expedited (15-Day) Company Report Number: 228996 Age: Gender:  Remale

Outcome PT Report Source Product . Role Manufacturer Ronte Dose/Unit  Duration
b T mgmrio———— ReportSmree ———————___ Rie Mumfatwer
Other Abdominal Pain Nos Consumer Accutane Capsules (Isotretinoin) PS ORAL

Complications Of Maternal
Exposure To Therapuetic Drugs
Eczema Nos

Foetal Distress Syndrome
Jaundice Nos

Lip Dry

Mood Swings

Multiple Allergies

Myalgia

Pregnancy Nos

Date: 02/24/2000 ISR Number: 3462603-0 Report Type: Expedited (15-Day) Company Report Namber: 228998 Age:  20¥YR Gender:  Pemale

Outcome PT Report Source Product Role Manufacturer Route Dose/Unit Duration
omEa P ==  YamMactwer

Hospitalization - Abd Pain Nos Consnmer Accutane Capsules (Isotretinain n) Ps o

Initial or Prolonged Appendicitis

Required Intervention  Caesarean Section Multivitamin (Multivitamin Nos) c
forreveatPemanent g Syndrome

o Jaundice Nos

LipDry

Mood Swings

Myalgia

Date: 02/29/2000 ISR Number: 3465882-9 Report Type: Expedited (15-Day) Company Report Number: 224385 Age:  25YR Gender:  Male
Outcomne L S ReportSomre  Produst Role  Mamufacturer Boate _ DoseUntt  Duration _
e ro———————— Role  Mumufactwrer
Disability Depression Nec Foreign Roaccutane (Isotretinoin) 20 Mg Ps - ORAL
Dianfioea Nos Health Professional
Dry Eye Nec
LipDry
Mood Alteration Nos
Mood Swings
Nasal Dryness
Personality Change . ]
Date: 02/29/2000 ISR Number: 3465884-2 Report Type: Expedited (15-Day) Company Report Number: 229400 Age:  19YR Gender:  Female
Outcome PT R Source Product Role Manufacturer Route Dose/Unit  Duration
~tcome =00 - eport _ “———— Dos/Unit  Duration _
Hospitalization - Acute Psychosis Consumer Accutane Capsules (Isotretinciny40 Mg~ PS ORAL
Initial or Prolonged Panic Attack

08/03/2000 . . Pase 201 s Ln-




Date: 03/01/2000 ISR Number: 3466579.1 Report Type: Expedited (15-Day) Company Report Number: 225455 Age:  I6YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
.x‘ — - ———
Other Deprsscion Neo Health Professi Accutane Capsules (sotretinain) 20 Mg PS ORAL
Disosientation

Lethargy
Thinking Abnormal Nec

Date: 03/01/2000 ' ISR Number: 3466587.0 Report Type: Expedited (15-Day) Company Report Number: 222433 . Age: Gender:  Female

Outcome PT Report Source . Product Role Manufacturer Route Dose/Unit _ Duration
Hospitalization - Abdorinal Pain Nos Consamer Accutane Capsales (Isotretinoin) PS ORAL
Initial or Prolonged Apnoea

Biliary Tract Disorder Nos

Blindness Congenital

ications Of

EC:MO Thmﬁgcmll)mgs

Convulsions Nos

Deafness Congenital

Depression Nec

Bar Infection Nos

Hepatic Disorder Nos

Hepatitis Nos

Operation Nos

Pancreatitis Nos

Pregnancy Nos

Pyelonephritis Nos

Date: 0303/2000 ISR Number: 3469799.5 Report Type: Expedited (15-Day) Cmn;;mkei;onNmbeﬁ_ilﬁm Age: 1HR Gender: Male

Outcome PT rt Source Product Role Manufacturer Route Dose/Unit _ Duration
2ok —_——rrer —_—
Other Air Swallowing

Health Professional Accutane Capsules (Isotretinoin) PS ORAL
Apgar ScoreLow Other Oral Contraceptive Pill c
Complications Of Maternal
Exposure To Therpuetic Drugs
Constipation
Cough
Disorder Foetal Nos
Ear Infection Nos
Feeding Problem In Newbom
Flatulence
Poetal Distress Syndrome

Foetal Movements Decreased
Haemangioma Nos
Heart Rate Decreased

08/03/2000




Outcome
Disability

Date: 03/03/2000 ISR Number: 34698034

T

Report Type: Expedited (15-Day)
Product

Report Source

Company Report Number: 224469

M

Age  32YR

Route

Cerebrovascular Accident Nos

Headache Nos
Hemiplegia
Memory Impairment
Speech Disorder Nec
Vettigo Nec

Consumer

Role

Accutane Capsules (Isotretinoin) 10Mg ~ PS

ORAL

Dose/Unit _ Duration

Gender:  Female

Date: 03/08/2000 ISR Number: 34711124

Anxiety Nec
Buming Sensation Nos
€ama Nec
Confusion
Convulsions Nos
Cyanosis Nos
Depression Nec
Distress

Dry Eye Nec

Dry Mouth

Dry Skin

Fatigue

Fecling Abnormal
Feeling Hot
Flushing

Groin Pain

* Heart Rate Increased

Hypoaesthesia
Hyponatraemia
Lymphadenopathy
Nasal Dryness

Obsessive-Compulsive Disorder

Pain Nos
Palpitations
Pamesthesia Nec
Psoriasis
Pyrexia

Rash Scaly

Respiratory Rate Increased

Skin Discolouration
Skin Disorder Nos

08/03/2000

Report Type: Expedited (15-Day)

Report Source

Product

Company Report Nmuber: 220614

M

Age:  20¥R

Health Profi

A Capsules (I

Excedrin Pm (Acetaminophen /

Diphenhydramine Citrate
Lipoic Acid (Thioctic Acid)

Hesbal Drug Nos (Herbal Extract Nos)
Mlivitamin (Msltvitarmin Nos)

naa ay

ORAL

Route

‘Dose/Unit _ Duration

Gender:  Male
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Date: 02/29/2000 ISR Number: 3471405-0

Outcome

PT

Report Type: Periodic

Product

Company Report Number: 224544

Age:  65YR

Route

Other

Atrial Fibrillation
Dyspnoea Nos
Palpitations
Tachycardia Nos

Report Source

Role

Consumer

Tasmar (Tolcapone)
Sinemet Cr

Vitamins And Minerals
Vitamin B12 Injection

PS
C
C
C

ORAL

Gender:  Female

Dose/Unit  Duration

Date: 03/08/2000 ISR Number: 3472116-8

Outcome

—_me _ _

Other

PT

Abdominal Pain Nos
Arthralgia

Back Pain

Bronchitis Nos

Buming Sensation Nos
Condition Aggravated
Cough

Decreased Activity
Dermatitis Nos Aggravated
Dry Eye Nec

Dry Skin

Dry Throat

Ecchymosis

Eczema Exacerbated
Epistaxis

Erythrocyte Sedimentation Rate
Increased

Headache Nos

Hespes Simplex
Hypercholesterolaemia
Hyperglycaemia Nos
Hypertriglyceridaemia
Injery Nos .
Keratitis Nec
Laryngitis Nos

LipDry

Localised Exfoliation
Menstrual Disorder Nos
Migraine Nos

Muscle Cramps
Photophobia
Pulmonary Oedema Nos

Report Type:. Expedited (15-Day)

Report Source
Consumer

Health Professional

Product

Accutane Capsules (Isotretinoin)
Naprosyn (Naproxen)
Amitriptyline (Amitriptyline
Hydrochloride)

Xanax (Alprazolans)

Cortisone Cream (Cortisone Acctate)

Company Report Number: 217494

Role

Ps
Ss
C
C
C

Age:  29YR

Manufacturer
ORAL
ORAL

Route

Gender:  Female

Dose/Unit Duration

08/03/2000
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Date: 03/09/2000 IsR Number: 3472118-1

Outcome PT
Hospitalization -
Initial ar Prolonged

Anxiety Nec
Depression Nec

Hair Plucking
Intentional Self-Injury
Stress S

_—

Obsessive-Compulsive Disorder

Report Type: Expedited {15-Day)
Report Source

Consumer
Other

Campany Report Number: 227340

Product Role

-—_—
Accutane Capsales (Isotretinoin) Ps

Manufacturer

Age:  17YR

Route

ORAL

Gender:  Female

Dose/Unit Duration

Date: 03/09/2000 ISR Number: 3472398.2

Outcome
—_—me

Other

PT .
Cognitive Disorder Nec
Degpression Nec
Gambling

Mania

Nervousness

Roed Traffic Accident

Obsessiv&Compulsive Disorder

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

Company Report Number: 228883

M;

Role

Consumer Tasmar (Tolcapoae)

Health Professional Sinemet-25/100 (Carbidopa/Levodopa)
Vitamin (Vitarmin Nos)

aay

Age:  70YR

Route

ORAL

Gender: Male

Dose/Unit _ Duration

Date: 03/09/2000 ISR Number: 34725944

Outcome
—_——

Hospitalization -
Initial o¢ Prolonged

T

Acne Aggravated

Blood Triglycerides Increased
Convulsions Nos

Depression Nec

Insomnia Nec

Lipids Nos Increased
Loss.Of Censcicusness Nec
Road Traffic Accident

—_—

Report Type: Expedited (15-Day)
Report Source

Health Professional

Company Report Nmmber: 228989
Product
Accutane Capsules (Isotreting 0in)

Role
PS

Manufacturer
—er

Age:  17YR

Route

ORAL -

Dose/Unit

Gender: ™~ Male

Duration

Date: 03/102000 SR Number: 3473395.3

Outcome
Congenital Anomaly
Other

PT

Abortion Induced Nos
Alopecia

Benign Intracranial
Hypertension
Complications Of Maternal
Exposure To Therapuetic Drugs
Cystic Hygroma
Depression Nec

Disorder Foetal Nos

Dry Eye Nec

08/03/2000

Report Type: Direct Company Report Number:

Report Source Product Role
—_— Roe
Accutane Ps

Mamnfactarer

Age:  39.YR

Ronte

Gender:  Female

Dose/Unit _ Duration

Page
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Date: 03/10/2000

Outcome

ISR Number: 34737732

PT

Report Type: Expedited (15-Day)
Report Source

Company Report Number: 83462

Product Role Manufactarer

Death

Abnormal Behaviour Nos
Appetite Decreased
Cheilitis

Completed Suicide
Decreased Intercst

Dry Mouth

Dry Skin

Fatigne

LipDry

Localised Exfoliation
Personality Change
Photophobia

Social Avoidant Behaviour

Age: 21 YR

Route

Foreign

Literature

Health Professional
Other

Roaccatane (Jsotretincin) PS
Flixotide (Fluticasone Propionate) (o]
Clindsmycin (Clindamycin)

Minocin (Minocycline Hydrochloride)

aaQ

ORAL

Gender: Male

Dose/Unit _ Duration

Date: 03/14/2000

Outcome

ISR Number: 3475557-8

PT

Report Type: Expedited (15-Day) Company Report Number: 228200

Report Source Product Role Manufactarer

Other

Abnomal Behaviour Nos
Psychatic Disarder Nos
‘Thyrotoxicosis

Foreign
Health Professional

Roaccutane (Isotretinoin) PS

Age:  17YR

Route

ORAL

Gender:  Female

Dose/Unit  Duration

Date: 03/14/2000

Outcome

ISR Number: 3475559-1

PT

Report Type: Expedited (15-Day) Company Report Number: 222433

Report Source

Hoenitali

Abdominal Pain Nos

Initial or Prolonged

Apnoea

Biliary Tract Disorder Nos
Blindness Congenital
Complications Of Maternal
Bxposure To Therapuetic Drugs
Convulsions Nos

Deafness Congenital
Depression Nec

Diarhoea Nos

Ear Infection Nos
Hepatectomy (Partial)

" Hepatic Disorder Nos
Hepatitis Nos
Malabsorption
Nausea
Operation Nos
Pancreatitis Nos

Product ~Role
Accutane Capsules (Isotretinoin) PS

Manufacturer

Consumer

Age:  34YR

Route

ORAL

Gender:  Female

Dose/Unit_ Duration

08/03/2000
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Date: 03/15/2000

Outcome

ISR Number: 34763046 Report Type: Expedited (15-Day)
PT

Company Report Number: 230859
Report Source Product Role Manufactorer

Hospitalization -
Initial or Prolonged

Abnarmal Behaviour Nos

Acne Aggravated

Blood Alkaline Phosphatase Nos
Increased

Health Professional Accutane Capsules (Isotretinoin) 40Mg PS

Hyperglycaemia Nos
Hypertriglyceridaemia

Age:  13YR

ORAL

Gender: . Male

Dose/Unit  Duration

Date: 03/20/2000

Outcome

ISR Number: 3477855-0 Report Type: Expedited (15-Day) Company Report Number; 229298

Other

PT Report Source Product Role

Manufacturer
Blood Alkaline Phosphatase Nos Foreign
Decreased

Accutane (Isotretincin) Ps
Blood Calcium Increased Consumer Beconase (Beclomethasone c
Dyspnoea Nos Dipropionate)

Eosinophilia Bxc Pulmonary)

Epiphyses Premature Fusion

Fatigne

Haemoglobin Decreased

Hyperparathyroidism Nos

Imitability

Lethargy

Liver Function Tests Nos

Abnormal

Monocytosis

Skin Discoly

Age:  I5YR

Route

ORAL

Gender:  Male

Dose/Unit Duration

Date: 03/21/2000

Outecome

ISR Number: 3478193-2 Report Type: Expedited (15-Day) Company Report Nmmber: 228989

Hospitalization -
Initial or Prolonged

PT Report Source  Product Role
Acne Aggravated Health Professional
Blood Triglycerides Increased
Convulsions Nos

Depression Nec

Drug Maladministration
Insomnia Nec

Loss Of Consciousness Nec
Road Traffic Accident

Manufactarer

A Capsules (Isotretinoi PS

Age:  17YR

Route

ORAL

Gender:  Male

Dose/Unit Duration

Date: 03/20/2000

Outcome

ISR Number: 3478284-6 Report Type: Expedited (15-Day)
PT

Company Report Number: 93625

Death

Report Source Product Role M;

Anhedonia

Age:  16YR

Route

Gender:  Male

Health P ional Accutane Capsules (Isotretinoi Ps
Other

Asphyxiation

ORAL

Dose/Unit  Duration

08/03/2000
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