Date: 03/20/2000 ISR Number: 3478290-1

Outcome

PT

Report Type: Expedited (15-Day)

Company Report Number: 97850

Age: 14YR

Life-Threatening

He Ti

Abdominal Pain Upper

Abs 1 Behaviour Nos

Initial or Prolonged

Acne Aggravated
Alopecia

Anaemia Nos
Anger

Anxiety Nec
Appetite Decreased
Arthralgia

Back Pain
Belligerence

-Blood Calcinm Decreased

Bulimia Nervosa

Cold Intolerance
Crying

Degpression Nec
Dermatitis Nos
Dizziness (Exc Vertigo)
Dry Skin

Ecchymosis

Fatigue

Hand Fracture
Hypersomnia
Intentional Self-Injury
Trritability

Initable Bowel Syndrome
LipDry

Localised Exfaliation
Mood Alteration Nos
Mouth Haemorrhage
Personality Change
Pressure Of Speech
Proteinuria Preseat
Pyrexia

Rigors

Skin Discolouration
Skin Hypopigmentation
Sore Throat Nos
Suicide Attempt
Thinking Abnormal Nec

Report Source _ Produet

Gender:  Female

Route Dose/Unit = Duration

Consumer Accutane Capsules (Tsotretincin) 40 Mg
Health Professional Aleve (Naproxen Sodium)
Other Tbuprofen (Tbuprofen)

Tylenol (Acetaminoptien)

ORAL
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Date: 03/22/2000

Outcome

ISR Number: 3479072-7
PT

Report Type: Expedited (15-Day)

Report Source

Product

Company Report Number: 231514

Age:  52YR

Manufs

Abnormal Behaviour Nos
Aggression
Vein Disorder Nos

Role

Route

Gender:  Female

Foreign
Other

Roaccutane (Isotretinoin)

PS

ORAL

Dose/Unit  Duration

Date: 03/28/2000

Outcome

ISR Number: 3480831-5

PT

Report Type: Expedited (15-Day)

Report Source

Product

Life-Threatening

Hospitalization -
Initial or Prolonged

Absommat Behaviour Nos
Acne Aggravated
Aggression
Alecholism

Anaermia Nos
“Antisocial Behaviour
Anxiety Nec

Appetite Decreased
Arthralgia

Back Pain
Belligerence

Binge Eating

Body Image Disorder
Bulimia Netvosa
Cheilitis

Cold Intolerance
Condition Aggravated
Crying

Depression Nec
Dizziness (Bxc Vertigo)
Drug Abuse
Dysthymic Disorder
Eating Disorder Nec
Fear, Focus Nec
Haemorrhage Nos
Headache Nos
Hypersomnia

Injury Nos
Intentional Self-Injury
Irritability

Initable Bowel Syndrome
LipDry

Mood Alteration Nos
Mood Disorder Nos

Consumer
Health Professional
Other

Accutane Capsules (Isotretinoin) 40 Mg
Aleve (Naproxen Sodium)

Tbuprofen (fbuprofen)

Tylenol (Acetaminophen)

Effexor (Venlafaxine Hydrochloride)
Prozac (Fluoxetine Hydrochloride)

Cnmlun_y Report Number; 97850

Age: 14YR

Manufacturer
ORAL

Route

Gender:  Female

Dose/Unit  Duration

08/03/2000




Date: 03/30/2000

ISR Number: 34821559 ' Report Type: Expedited (15-Day) Company Report Number: 232009 Age:  15YR Gender:  Male

Hosnital

Tt Source Product Role Manpfacturer Route Dose/Unit _ Duration

Initial or Prolonged

Ab, d Behaviour Nos Consumer Accatane Capsules (Isotretinoin) 40 Mg~ PS ORAL
Increased Activity .

Mania
Psychotic Disorder Nos

Date: 03/30/2000

Outcome

ISR Number: 3482168-7 Report Type: Expedited (15-Day) Company Report Number: 205301 Age:  17YR Gender:  Female

PT Report Source Product Role Manufacturer Route Dose/Unit  Duration

Soute
Askylosing Spondylitis Health Professional Accutane Capsales (Isotretinoin ) s ORAL
Antinucléar Factor Positive ’

Appetite Decreased

Arthralgia

Arthritis Nos

Blood Alkaline Phosphatase Nog
Decreased

Depression Nec

Dermatitis Nos

Dry Mouth

Dry Skin

Erythrocyte Sedimentation Rate
Increased

Fatigge

Herpes Simplex

Joint Stiffness

Joint Swelling

Myalgia

Nausea

Polyarthritis Acute

Rash Erythematous

Red Blood Cell Count Decreased
Rigors

Skin Imitation

Sore Throat Nos

Sweating Increased

Synovitis

Upper Respiratory Tract
Infection Nos

Weight Decreased

08/03/2000
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Date: 03/31/2000 ISR Number: 3482861-6
Outeome PT

Report Type: Expedited (15-Day)

Product Role

Company Report Number: 231204
Report Source

Other Anxiety Nec
Hypertension Nos
Liver Function Tests Nos
Abnormal
Transaminase Nos Increased

Consumer
Health Professianal

Accutanie Capsules (Isotretinoin) Ps

Date: 03/31/2000 ISR Number: 3482872-0

Outcome PT

Report Type: Expedited (15-Day) Company Report Number: 227877

Report Source Product Role

Required Intervention ~ Collapse
to Prevent Permanent Delisium
i arsage Dyspnoea Nos
Stridor
Vocal Cord Disorder Nos

Consumer Accutane Capsules (Isotretinain) 40 Mg Ps

Age: 16 YR Gender:  Male

Manufacturer Route

ORAL

Dose/Unit  Duration

Date: 04/04/2000 ISR Number: 3483866-1

Outcome

Outcome ~ PT

Report Type: Direct Company Report Number:

Report Source Product Role

Drug Toxicity Nos
Mania
Psychotic Disarder Nos

Hospitalization -
Initial or Prolonged

Accutane 40mg /Roche) Ps

Age:

Route

15YR Gender:  Male

Dose/Unit  Duration

Roche

Date: 04/03/2000 ISR Namber: 34840594

Outeome

Howen Abdomi;

Initial or Prolonged

Required Intervention

to Prevent Permanent
i amage

Bipolar Disorder Nec
Cheilitis

Coma Nec
Conjunctivitis Nec
Crying

Cystitis Acute Nos
Depression Nec
Dermatitis Exfoliative Nos
Dysarthria
Dyspepsia

Dysoda

Fatigue

Fibula Fracture

Gait Abnarmal Nos

Report Type: Expedited (15-Day) Company Report Number: 210608

Accutane Capsules (Isotretinoin)
Paxil (Paroxetine)

Diffesin (Adapalene)

Ol Contraceptive Nos

Claritine (Loratadine)

Nasacort (Triamcinolone Actonide)

ooono;g'g

Age: 16 YR Gender:  Female

Manufacturer Route

ORAL

Dose/Unit = Duration

08/03/2000
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Number: 3484073-9

PT

Anger

Delusion Nos

Depression Nec
Neurotransmitter Level Altered
Paranoia

Short-Ferm Memory Loss
Thinking Abnormal Nec

Report Type: Expedited (15-Day)

Report Source

Product

Company Report Number: 232350

Role

Consamer

Accutane Capsules (Tsotretinoin)

PS

Mannfacturer

Dose/Unit

Gender:  Male

Duration

Date: 04/03/2000 ISR Number: 3484074.0

Outcome
Other

08/03/2000

PT

Antimuclear Factar Positive
Appetite Decreased

Arthralgia

Blood Alkaline FPhosphatase Nos
Decreased .

Depression Nec

Denmatitis Nos

Dna Antibody Nos Positive

Erythrocyte Sedimentation Rate
Increased

Fatigne

Herpes Simplex
Joint Stiffness

Joint Swelling
Myalgia

Nausea
Polyarthiitis Acute
Pyrexia

Rash Erythematous
Rigors

Skin Imitation
Sore Throat Nos
Synovitis
Teademess Nos

Upper Respiratory Tmct
Infection Nos

‘Weight Decreased
‘White Blood Cell Count
Decreased

Report Type: Expedited (15-Day) - -

Report Source Produet

Company Report Number: 205301

Role

Health Profe A

Capsules (] retinoi

Age:  1ZYR

Manufacturer

Route

ORAL

Dose/Unit

Gender:  Female

Duration
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Outcome

—_—
Other Abnormal Behaviour Nos

Company Report Number: 231514

Role Manufactarer Route Dose/Unit Duration
———  Role  Mumfucturer
Foreign Roaccutane (Isotretinoin) PS ORAL
Physical Assault Other
Vein Disorder Nos
Date: 04/06/2000 ISR Number: 3484858.9 Report Type: Expedited (15-Day) Company Report Number: 232575 Age: 16 YR Gender:  Femnale
Outeome PT Tt Source Product Role Manuf; Route Dose/Unit _ Duration
Outeome Repo; Role
Other Bulimia Nervosa Consumer Accutane Capsules (Isotretinoin) PS ORAL
Depeession Nec Other Oral Contraceptive Nos C
Emotional Distarbance Nos
Fatigue
Personality Change
Suicidal Ideation
Date: 04/07/2000 ISR Number: 3485896.2 Report Type: Expedited (15-Day) Company Report Number: 227877 Age: 16 YR Gender:  Male
Outcome PT It Sourece Product Role Manufacturer Route Dose/Unit Duration _
Oufcome Repo; Role
Required Intervention ~ Acne Aggravated Consumer Accutane Capsules (Isotretinoin) 40Mg ~ PS ORAL
10 Prevent Permanent Collapse
lmpaiunun/Dannge Delirium
Dyspnoea Nos
Steidor
Voral Cord Disorder Nos
Date: 04/11/2000 ISR Number: 34868507 Report Type: Expedited (15-Day) Campany Report Number: 227868 Age:  18YR Gender:  Male
Outcome T Tt Source Product Role Manufacturer Route Dose/Unit  Duration _
e L Rep Role
Other Depression Nec Health Professional - Accutane Capsules (Isotretinion) 40 Mg~ PS ORAL
Fatigne
Oedema Upper Linh
Skin Discolouration
Venous Thrombosis Nos
Date: 04/11/2000 ISR Number: 3486893.3 Report Type: Expedited (15-Day) Company Report Number: 232009 Age:  15YR Gender;  Male
OQutcome PT rt Source Product Role  Mannfacturer Route  Dose/Unit  Duration _
eome Rale
Hospitalization - Ab; 1 Behaviour Nos Consumer Accutane Capsules (sotretincin) 40 Mg~ PS ORAL
Initial or Prolonged Acute Psychosis Health Professional
. Bipolar I Disorder
Drug Induced Psychosis
‘ Increased Activity
Mania
08/03/2000
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Date: 04/13/2000 ISR Number: 3488405-7 Report Type: Expedited (15-Day)

Outeome PT Report Source

Product

Company Report Number: 228372

Role

Other Arthralgia
Blood Creatine Phosphokinase
Increased

Poreign
Consumer
Health Professional

Accutane

C-Reacti

Protein I 1

Decreased Activity

Erythema Nec

Erythema Nodosum
Sedimentation Rate

gt

Feeling Hot

Headache Nos

Influenza Like lliness

Lencopenia Nos

Liver Fanction Tests Nos

Abnormal

Myalgia

Oedema Lower Limb

Panniculitis

Pyrexia

Rash Maculo-Papular

Rigors

Skin Disorder Nos

Sore Throat Nos

Vascalitis Necrotising

PS

Manufacturer

Gender:  Female

Dose/Unit  Duration

Date: 04/13/2000 ISR Number: 3488406-9

Report Type: Expedited (15-Day)

Outcome PT Report S(_mme

Product

Company Report Number: 232575

Bulimia Nervosa
Depression Nec

Emotional Distarbance Nos
Fatigne

Personality Change
Suicidal Ideation

Consumer
Other

Role

Accutane  (Isotretinoin) Ps
Oral Contraceptive c

Nl_mul-ntm'er

Age 16 ¥R

ORAL

Gender:  Female

Dose/Unit  Duration

————

Date: 04/13/2000 ISR Number: 34884124

Report Type: Expedited (15-Day)

Outcome PT Report Source

Product

Company Report Number: 231302

Role

Other Foreign

Health Professional

Roaccutane (Isotretinoin) PS

Manufactarer

Age: 19YR

Route

ORAL

Gender:  Male

Dose/Unit Duration

08/03/2000
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Date: 04/14/2000 ISR Nmmber: 3488425.2
Outcome PT
tcome
Life-Threatening Abmsian Nos
Disabili Arthralgia

ishility Back Pain
Other Bli
Required Intervention  gooq Glucose Increased
1o Prevent Permanent Bone Pain

mpeiementDamage Buming Sensation Nos
Cheilitis
Dermatitis Nos
Dy Eye Nec
Dry Skin
Dysphonia
Eczema Nos
Eye Disorder Nos
Eye Pain
Eyelid Disorder Nos
Fatigue
Gingival Bleeding
Gingivitis Infection Nos
Hoarseness
Hypercholesterolaemia
Hypertriglyceridaemia
Impaired Healing
Increased Tendency To Bruise
Inflammation Nos
Keratitis Nec
Localised Exfoliation
Low Density Lipoprotein
Increased
Menstrual Disorder Nos
Macaosal Dryness Nos
Muscle Spasms
Myalgia
Neoplasm Nos
Neuralgia Nos
Osteoarthritis Nos
Pesiodontal Disorder Nos
Photophobia
Photosensitivity Reaction Nos
Scab

08/03/2000

Report Source Product
=SportSource

Accatane

Age:  29YR Gender:  Female
Mannfacturer Route Dose/Unit  Duration

2|z
&

ORAL
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Date: 04/18/2000 ISR Number: 3489907-X

Report Type: Expedited {15-Day)

Company Report Number: 232009 Age:  15YR Gender: Male
Outcome . PT Report Source Product Role Manfacturer Route Dose/Unit Duration
Hospitalization - Ab; l Behaviour Nos Consumer Accutane Capsules (Isotretinoin) 40 Mg~ P§ ORAL
Initial or Prolonged Acute Psychosis Health Professional
Bipolar I Disorder
Increased Activity
Mania
Date: 04/21/2000 ISR Number: 3490971-2 Report Type: Expedited (15-Day) Company Report Number: 229463 Age: 39 ¥R Gender:  Female
Outcome PT Report Source Product Role Mannfacturer Route Dose/Unit  Duration
Other Canstipatian Consumer Accntane Capsules (Isotretinoin) PS ORAL
Depression Nec Other . .
= Birth Control Pill (Ol Contraceptive C
Menstrual Disorder Nos Nos) ¢ o
‘Premature Menopause
Date: 04/21/2000 ISR Number: 3491282-1 Report Type: Expedited (15-Day) Company Report Number: 233882 Age:  20YR Gender: Female
Outcome I Report Source Product Role Manuf Route Dose/Unit _  Duration
Other Candition Aggravated Roaceutane (Isotretinoin) PS ORAL
Obsessive-Compulsive Disorder Health Professional
Date: 04/26/2000 ISR Number: 3493498-7 Report Type: Expedited (15-Day) Company Report Namber: 232575 Age:  16YR Gender:  Famale
Outeome PT Report Source Product __ Role  Manufacturer Route Dos/Unit _ Duration
Other Bulimia Nervosa Consumer Accutane Capsules (Isotretinoin) Ps ORAL
Depeession Neo Other Oral Contraceptives Nos (Oral c
Bating Disorder Nec Contraceptive Nos)
Emotional Disturbance Nos
Fatigue
Personality Change
Suicidal Ideation
Date: 04/27/2000 ISR Number: 3493659-7 Report Type: Expodited (15-Day) Company Report Number: PRIUSA2000001841 Age:  35YR Gender:  Female
Outcome PT Report Source Product Role Mannfacturer Route Dose/Unit _ Duration
Hospitalization - Asnxiety Nec Consumer Ortho Tri-Cyclen (Tablet) ORAL
Initial or Prolonged Blood Creatine Phosphokinase (Norgestimate/Ethinylestradiol) .
Increased Accutane (Isotretinain) Ss ORAL
Blood Creatine Phosphokinase
Mb Increased
Cardiac Enzymes Increased
Chest Pain
Coronary Attery Disease Nos
Myocardial Infarction J
08/03/2000

406 of 487




Company Report Number: 232575 Age: 16 YR Gender:  Female

PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
e moo——————— ReprtSouree lele Manufactn =
Other Bulimia Nervosa Consumer Accutane Capsules (Isotretinoin) PS ORAL

Depression Nec Health Professional Oral Contraceptive Nos
Otter

Report Type: Expedited (15-Day)

(2]

LipDry
Personality Change
Suicidal Ideation

Date: 05/05/2000 ISR Number: 3497056-X Report Type: Expedited (15-Day) Company Report Number: 234968 Age:  35YR Gender:  Female

Outeome PT Report Source Product . Role  Manufacturer Ronte Dose/Unit  Duration
Other Agitation Consumer Accutane Capsules (Isotretinoin) PS ORAL

Aniety Neo Loestrin (Eshing] Estradiol / c

Blood Pressure Increased Norethindrone Acetate)

Blood Thyraid Stimulating

Hormone Decreased

Congenital Pyloic Stenosis

Dry Skin

Dyspnoea Nos

Headache Nos

Hyperthyroidism

Mauscle Cramps

Pregnancy Nos

Rash Pruritic

Tachycardia Nos

Tri-Todothyronine Increased

‘Weakness

Date: 05/05/2000 ISR Number: 3497185-0 Report Type: Direct Company Report Number: Age:  12YR Gender:  Female

Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Hospi fon - A Accutane PS
Initial or Prolonged ,
e Af'gef . Erythromycin Cc
Disorientation
Hallucination Nos
Psychotic Disorder Nos

Date: 05/08/2000 ISR Number: 3498104-3 Report Type: Expedited (15-Day) ‘Company Report Number: PRIUSA2000001841 Age: 35YR - Gender: . Female

Outcome PT . Report Source Product Role Mamufacturer Route Dose/Unit Duration
e = - e Rde
Hospitalization - Anxiety Nec Consuner Ortho Tsi-Cyclen PS Rw Johinson ORAL
Initial or Prolonged Atterial Disorder Nos ’ Pharmacentical Research

Blood Creatine Phosphoki Institate Div Ortho Pharm

08/03/2000




Date: 05/08/2000 ISR Number: 3498235.8

Report Type: Expedited (15-Day) Company Report Number: 234822 Age: 44 YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration _
- = Role
Disability _ Amnesia Nec Consumer Accatane Capsules (Tsotretinoin) Ps ORAL
Bipalar I Disorder .
Feeling Abnormal
Trritability
Sebonhoea
Suicidal Ideation
Date: 0508/2000 ISR Number: 34985399 Report Type: Expedited (15-Day) Company Report Number: 232412 Age:  2I°VR Gender:  Female
Outcome PT Report Source Product Role Mannf; Route  Dose/Unit  Duration _
T — - =22
Disability Crying ‘Health Professional Accutane Capsules (Isotretinoin) PS ORAL
Depression Nec Other Birth Control Pill (Oral Contraceptive  C
- Disturbance In Attention Nec Nos)
Sedation
Date: 05/08/2000 ISR Number: 34985417 Report Type: Expedited (15-Day) Company Report Number: 213686 Age:  30YR Gender:  Female
Outeome < Report Source Product Role Mamat Roe  DosefUit  Duration _
~Heome
Roquired Intervention ~ Cercbrovascalar Disorder Nos 1o, Professional Accutane Capsules PS Hir Technology ORAL
to Prevent Permanent Hypoaesthesia
Impairment/Damage Memory Impairment
Paraesthesia Nec
Visual Disturbance Nos
Date: 05/08/2000 ISR Number:; 34985429 Report Type: Expedited (15-Day) Company Report Number: 92720 Age: 16 YR Gender:  Female
Outeome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Hospitalization - Beaiga Intracranial Health Professi A Capsnles (Isotretinoin) Ps Hir Technology ORAL,
Initial or Prolonged Hypertension A
Disability Blindness Nec Tn[!u.sd (Bthinyl ) (o]
. . onorgestrel
ired cation BloodTnglyct.n.du Increased Maxsir (Pirbutero] te) c
toPrevent Permanent ~ Decreased Activity .
. Tylenol (Acetaminophen) o}
Imymmml/Damag: Haemorrhage Nos
Headache Nos
Hypertriglyceridaemia
Migraine Nos
Nausea
Papilloedema
Retinal Haemorrhage
Swelling Nos
Tension Headaches
Tinnitus
Vision Blumed
08/03/2000




Date: 05/08/2000

ISR Number: 34985430

Report Type: Expedited (15-Day) Company Report Number: 209062 Age:  42YR Gender:  Female
Qutcome T Report Source Prmhct Role Manuf; Route Dose/Unit  Duration
Other Condition Aggravated Consumer Accutane Capsules (Tsotretinoin) PS ORAL
Deafhess Nog Health Professional Binth Control Pills (Oral Cantraceptive  C
D1y Eye Nec Otk Nos)
Localised Exfaliation Calcium Supplement (Calcium Nos) (o]
Parancia Ziac (Bisoprolol c
Red Eye Fumarate/Hydrochlorothiazide)
Potassium (Potassium) [of
Zantac (Ranitidine) C
Date: 05/08/2000 ISR Number: 3498544-2 Report Type: Expedited (15-Day) Company Report Number: 223642 Age: 16 YR Gender:  Female
Outcome T Report Source Product Role Mamudacturer Route Dose/Unit  Duration
Hospitalization - “Abdominal Pain Nos Consumer Accutane Capsules (Tsotretinoin) PS ORAL
Initial or Prolonged Back Pain Other .
Required Intervention Blister
toPrevent Pm‘“"“: Decreased Activity
& Depression Nec
Fatigue
Gastritis Nos
Gastrointestinal Disorder Nos
LipDry
Malaise
Markedly Reduced Rood Intake
Mouth Haemonthage
Myalgia
Ovatian Cyst
Ovarian Neoplasm Nos
Pain Nos
‘Weight Decreased
Date: 05/10/2000 ISR Number: 3498976.2 Report Type: Expedited (15-Day) Company Report Number: 235209 Age:  40YR Gender:  Female
Outcome PT Report Source Product & _M-n_Efﬂr.l___ Route M Duration
Other A,spall::j Aminolmn:sfmse Consumer Accutane Capsules (Isotretinoin) PS ORAL
Blood Alkaine Phosphatase Nos Depo-Provers (Medroxyprogesterone Cc
Tncreased Acetate)
Blood Carbon Dioxide
Decreased
Blood Triglycerides Increased
Depression Nec
Dyspnoea Nos

08/03/2000
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Date: 05/10/2000 ISR Nomber: 3498990.7

Qutcome PT
ion . Abdominal Pain Nos
Initial or Prolonged Appetite Disorder Nos
Disability Crohn'S Disease
Required Intervention ~ Gastrointestinal Disorder Nos
to Prevent Permanent Gastrointestinal Necrosis
Impainment/Damage Haematemesis

Tleal Stenosis

Tlens

Intestinal Ischaermia

Malaise

Mallary-Weiss Syndrome

Oedema Nos

Scar

Small Intestinal Obstruction Nos

Vomiting Nos

Hosoi

Report Type: Expedited (15:Day) Company Report Number: 231499 Age: 15YR
Rmnn Source Product Role Manufacturer Route

Health Professionsl . Accutane Capsules (Isotretinoin) 40Mg ~ PS ORAL

Gender:

Male

Dos/Unit  Duration _

Date: 05/10/2000 ISR Number: 3498996-8

Outcome PT
Congenital A ly A ly Of External Ear

Congenital Nos
Required Intervention Apnoea

Blindness Congenital

Cardiac Disorder Nos
Complications Of Maternal
Exposure To Therapuetic Drugs
Congenital Central Nervous
System Anomaly Nos
Congenital Heart Disease Nos
Convulsions Nos

Crying

Cyanosis Nos

Deafness Conductive (Bxc
Otosclerosis)

Disorder Neonatal Nos
Erythema Nec

Extraocular Muscle Paresis

Eye Deformity Congenital Nos
Eye Movement Disorder Nos
Facial Dysmorphism

FPeeding Disorder Of Infancy Or

Report Type: Expedited {15-Day) Campany Report Number: 222459 Age:

Report Source Product Rale Manufacturer Route

e
Consumer Accutane Capsules (Isotretinoin) PS ORAL
Health Professional

Other

Gender:  Female

Dose/Unit  Duration

08/03/2000
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Outcome

Date: 05/10/2000 ISR Number: 3498999.3

PT

Report Type: Expedited ( 15-Day)

Report Source Product

Company Report Number: 223654

Age:  32YR

Manns

Abd.

Distensi

Required I ion
to Prevent Permanent

Abdominal Pain Nos
D .

/Dama;
8

P Nec
Ovarian Cyst

Ovarian Cyst Ruptured
Scar

Consamer

Role

Acoutane Capsules (Isotretinoin) 10Mg Ps

Tmitrex (Sumatriptan Succinate) C

ORAL

Route

Gender:  Female

~ Dose/Unit  Duration

Date: 05/11/2000

Outcome
Congenital Anomaly

ISR Number: 3499626-1

PT
_—
AmepammHaemmﬂuge

Appetite Decreased

“Bladder Disorder Nos
Broachiolitis

Cervical Incompetence
Choricamnionitis
Complications Of Maternal
Exposure To Therapuetic Drugs
Congenital Ureteric Anomaty
Nos

Congh

Crying

Disorder Neonatal Nos
Peeding Disorder Nos
Hydroureter

Insomnia Nec

Irritability

Nasal Congestion
Pharyngitis Streptococeal
Pregnancy Nos

Pyrexia

Rash Papular

Renal Disorder Nos
Rhinorrhoea

Scarlet Fever

Sleep Disorder Nos
Tonsillitis Nos

Twin Pregnancy

Ultrasound Scan Nos Abnormal

Umbsilical Cord Vascular
Disorder
Ureteric Ob

08/03/2000

Report Type: Expedited (15-Day)
Product

Company Report Number: 202578

Age:

Report Source
Consumer

Health Professional

Accutane

Role
Ps

Gender: Male

Dose/Unit _ Duration

Hir Technology ORAL
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Date: 05/12/2000

ISR Number: 3500100-4

T
Back Pain
Blood Cholesterol Increased
Blood Triglycerides Increased
Chest Pain
Condition Aggravated
Cyst Nos
Dry Skin
" Dysphonia
Initability
Nervousness
Panic Attack

Report Type: Expedited (15-Day)

Report Source

Company Report Number: 231006

Age: Gender:  Female

Route Dose/Unit  Duration

Consumer

Product Role_
Accatane PS
Zoloft (Sertraline Hydrochloride) Ss
Tenormin (Atenolol) C

- HirTechnology

ORAL
ORAL

Date: 05/16/2000
Outcome

ISR Namber: 3501251-0

PT

Report Type: Expedited (15-Day)

Report Source

Company Report Number: 235626

Mannfs

Hospitalization -
Initial or Prolonged

Amnesia Nec

Anger

Catatonia

Confusion

Crying

Depression Nec

Emotional Disturbance Nos
Hallucination, Auditory
Irritability

Malaise

Mood Swings

Suicidal Ideation

Violence Related Symptom

Age:  10YR Gender:  Female

Consumer

Health Professional

Product Role
Accutane PS

HirTechnology

Route Dose/Unit ~ Duration
ORAL

Date: 05/16/2000

Qutcome
Other

ISR Number: 3501257-1

PT

Report Type: Expedited (15-Day)

Report Source

Company Report Number: 234503

Accident Nos

Benign Intracranial
Hypertension
Blindness Night

Csf Pressure Increased
Dysarthria

Head Tnjury
Headache Nos
Hypoaesthesia

Health Professional

Product Role
Accutane Ps

Age:  ISYR Gender:  Male

Route Dose/Unit = Duration

Hir Technology

ORAL

08/03/2000
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Date: 05/16/2000 ISR Number: 3501281-9
Outcome

I ion - Nos

Initial or Prolonged Acne Aggravated

Blood Alkaline Phosphatase Nos
Increased

Diabetes Mellitus Nos
Hyperglycaemia Nos

PT Report Seurce
Hogttal, Ab, 1 Behavi

Report Type: Expedited ( 15-Day) Company Report Number: 230859

Role
Ps

Health Professional

Hir Technology

Age:  13YR

Gender:  Male
Route
ORAL

Dose/Unit  Duration

Date: 05/19/2000 ISR Number: 35020634

Olm:-mm. PT
—_—

He Ab;

Initial or Prolonged

| Behaviour Nos
-Bactesial Infection Nos

Csf Abnormal Nos

Csf Protein Increased
Encephalitis Nos

Headache Nos

Hearing Impaired

Herpes Simplex

Mastoiditis Nos

Neck Stiffness i
Nuclear Magnetic Resonance
Imaging Abnormal

Otitis Media Nos

Sinusitis Acute Nos

Syncope

Toxicology Nos Abnormal
gympunic Membrane Disorder

os

Report Type: Bxpedited (15-Day) Company Report Number: 235788

rt Source Product Role

Age: 17YR Gender:  Male

Route

Dose/Unit  Duration

Health Professional Accutane PS

Hir Technology

ORAL

Date: 05/19/2000 ISR Number: 3502073-7

Outcome PT

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

Report Source Product Role

Manufs

Other Appetite Decreased
Complication Of Delivery Nos
Complications Of Maternal
Exposure To Therapuetic Drugs
Constipation

Depression Nec

Disorder Neonatal Nos

Fatigue

Feeding Problem In Newbom
Gastrointestinal Motility

08/03/2000

Health Professianal
Other ’

Accutane

Ps

Oral Contraceptive Pill {Oral C
ive Nos)

Vitamins (Multivitamin Nos) C

Age: Gender:  Male

Rome  DoseUnit  Duration _

Hir Technology

ORAL




Outeome

Other

D, 05/19/2000 ISR Number: 3502086-5

Report Type: Expedited (15-Day)

PT

Report Source Product

Company Report Number: 233962

Manafs

Role

Abdominal Pain Nos
Asthenia

Constipation

Drug Interaction Nos
Headache Nos

Nansea

Smear Cervix Abnomal
Vaginal Infection Nos
Visual Acvity Reduced
Voiniting Projectile

Foreign
Health Professional

Accutane

Ps

Doxygram (Doxycycline Hyclate) 100 Ss
Mg

Hir Technology

Age:  25YR

Route

ORAL

Gender:  Pemale

Dose/Unit  Duration

Outcome

Date: 05172000 ISR Number: 3502346-8

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

Company Report Number: 223642

Role

Age:  I5YR

. Back Pain

Abdominal Pain Nos Consumer Accutane
Asnorexia Health Professional
Appendicitis Other
Blister
Decreased Activity
Depression Nec
Dermoid Cyst Of Ovary
Dysmenorthoea
Epistaxis
Fatigue
Gastritis Nos
Gastrointestinal Disorder Nos
LipDry
Malaise
Mouth Haemonthage
Myalgia
Nausea
Ovarian Cyst
Pain Nos
Pelvic Pain Nos
Teratoma Nos
‘Weight Decreased

08/03/2000

Hir Téchnology

ORAL

Route

Gender:  Peinale

Dose/Unit Duration




Date: 05/17/2000 ISR Number: 3502356-0

Outcome

PT

Life-Threatening

Abdominal Pain Upper
Abrasion Nos

Acute Circulatory Failure
Alopecia

Anxiety Nec

Appetite Decreased

Blood Cholesterol Increased
Collapse

Convulsions Nos
Depression Nec

Diarthoea Nos

Dizziness (Exc Vertigo)
Dry Eye Nec

Dry Skin

Dyspnoea Nos

Epistaxis

Face Oedema

Fatigoe

Gastrointestinal Disorder Nos
Haemorrhage Nos

Heart Rate Increased

Hot Flushes Nos
Hyperventilation
Hypoglycaemia Nos
Ingrowing Nail

Loss Of Consciousness Nec
Migraine Nos

Mood Alteratian Nos
Muscle Disorder Nos
Musculoskeletal Pain

Nail Disorder Nos

Nausea

Nervousness

PainIn Limb

Pallor

Petit Mal Epilepsy
Post-Traumatic Stress Disorder
Protein Total Decreased
Pruritus

Rash Erythematcus

Report Type: Expedited (15-Day)

Report Source

Product

Company Report Number: 235549

Consumer
Health Professional
" Other

Role

Accutane

Ps

Manafacturer

Hir Technology -

Age: 18YR

Route

ORAL

Gender: © Female

Dose/Unit  Duration

08/03/2000
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Date: 05/17/2000 ISR Nuomber: 3502403-6

Report Type: Expedited (15-Day) Company Report Number: 235886 Age:  29VR Gender:  Male
Quicome " ___ Report Source Product Role Manufactorer Route Dose/Unit  Duration
— Role ottt Duoration
Other Blepharitis Foreign Accutane PS Hir Technology ORAL
Depression Nec Health Professional
Date: 05/17/2000 ISR Number: 3502405.X Report Type: Expedited (15-Day) Company Report Number: 228163 Age:  83YR Gender:  Male
Outcome PT Report Source Product Role M Route Dose/Unit  Duration
———— __ Reporis
Death Demeatia Nos Aggravated Foreign Tasmar »s Hoffmann LaRodheIne  ORAL
Hospitalization - P ia Nos Healhi Professional MadoparDr (Bensemzide/Levodopa) ~ C
Initial or Prolonged ; Fermm Han c
Valtaren (Diclofénae Sodium) c
Lasix (Parosemide) C
Date: 05/17/2000 ISR Number: 3502858.7 Report Type: Expedited (15-Day) Company Report Number; 235909 Age:  33YR Gender:© Male
OQutcome 1 Report Source Product Role Mannfy Route  Dose/Unit  Duration
Other Actie Aggmvated Consumer Accutane Capsules (Isotretionion) 20 PS Hir Technology ORAL
Chest Pain Mg
Dry Skin Imitrex (Sumatriptan Succinate) Cc
Dysphagia - Carafate (Sucralfate) c
Erythema Nec .
Markedly Reduced Food Intake
Oesophageal Ulcer
. ‘Weight Decreased
Date: 05722/2000 ISR Number: 35031477 Report Type: Expedited (15-Day) Company Report Number: 236020 Age: 16YR- Gender: - Male
Outcome PT Report Source Product Role Manufs Route Dose/Unit  Duration
Qutcome Role /Unit ~ Duration
Other Delitior Forcign Accutane PS Hir Technology ORAL
Consumer i
Date: 05/23/2000 ISR Number: 3503849.2 Report Type: Expedited (15-Day) Company Report Number: 224469 Age:  32YR Gender:  Female
Outcome PT ort Source Product Role Manufacturer Route Dose/Unit_ Duration
Outcome _ Rep Somte  Dose/Unit  Duration _
Disability Cerebrovascular Acciderit Nos Consumer Accotane PS Hir Technology ORAL
Headache Nos
Hemiparesis
Memory Impairment
Speech Disorder Nec
Vertigo Nec _
08/03/2000
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Date: 05/25/2000 ISR Number: 35042272 Report Type: Disect Company Report Number: Age:  17YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Uni¢ _ Duration
Required Intervention  Arthralgia Accutane PS
to Preveat Permanent Back Pain
Impaiment/Damage Bone Pain

Decreased Activity
Dermatitis Nos

Difficulty in Walking
Dry Skin

Headache Nos

Pain Nos

Rash Erythematons

Rash Pruritic

Scar

Subcutaneons Haematoma

Date: 05/26/2000 ISR Number: 3505623-X Report Type: Periodic Company Report Number: 234231 Age:  57YR Gender: Male
Outeome PT - Report Sonrce Product Role Manufacturer Route  Dose/Unit  Duration _
Other Difficulty In Walking Consumer Tasmar Ps Hoffmann LaRocheInc ~ ORAL

Fall .
Health Professional Sinemet (Carbidopa/Levod C
Gait Abnormal Nos ¢ )
Headache Nos Pnnjmx! ¢
: ¢ inophen/Metoc ide
Insomnia Nec Hydrochloride)
‘Weakness

Date: 05/30/2000 ISR Number: 3506397-9 Report Type: Expedited (15-Day) Company Report Number: 236836 Age: 16 YR Gender: - Male
Outcome PT R_ﬁmﬂm_xle__ Product Role Manufacturer Route Dose/Unit Duration
Other Aggression Foreign Acoutane Ps Hir Technology ORAL

Mental Disorder Nec Study
Sedation Health Professional
Date: 05/30/2000 ISR Number: 3506399-2 Report Type: Expedited (15-Day) Company Report Number: 920500422001 Age: 17YR Gender:  Male

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

Death Asthenia Foreign Accutane PS Hir Technology ORAL
Life-Threatening Completed Snfu‘de ) Litoratore

Drug Maladministration Health Professional
Mental Disorder Nec
Thinking Abnonmal Nec

08/03/2000
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Date: 05/31/2000 ISR Number: 3506617-0

Outcome T

Report Type: Expedited (15-Day)

Report Sonrce Product

Company Report Number: 235788

Age:

17YR

Pl

Initial or Prolonged

Bipolar Disorder Nec
Condition Aggravated
Csf Abnormal Nos
Csf Protein Increased
Drug Abuse
Ear Disorder Nos
Encephalitis Nos
Headache Nos
Hearing Impaired
Herpes Simplex
-Mastoiditis Nos

Sinvsitis Acute Nos
Syncope

Health Professional Accutane

Role Mariuf;
Ps Hir Technology

ORAL

Route

Gmde_'r: Male
Dose/Unit

Duration

Date: 06/02/2000 ISR Number: 3507781-X

Outcome T

Report Type: Expedited (15-Day)

Report Sonrce Product

Company Report Number: 229463

Other Constipation
DW Nec

Dry Eye Nec
Epimenonthoca
Menstrual Disorder Nos
Premature Mesnopause

Consomer
Other

Accutane

Role  Mannfacturer

Age:  39YR

Route

Gender: Female

Dose/Unit  Duration

PS Hir Technology

Birth Cantrol Pill (Oral Contraceptive (o}
Nos)

ORAL

Date: 06/02/2000 ISR Number: 3507783-3

Outcome PT

Report Type: Expedited (15-Day)

Report Source Product

Company Report Number: 236836

Age: 16 YR

Other Aggression
Insomnia Nec
Trritability

Mental Disorder Nec
Sedation

Foreign
Study
Health Professional

Accutane

Role Manuf;
PS Hir Technology

Route '

ORAL

Gender: Male

Dose/Unit Duration

Date: 06/02/2000 ISR Number: 3508083-8

Outcome PT

Report Type: Expedited (15-Day)

Report Source Product

Company Report Number: JACGER2000000746

Rol © Manufs

Hospitalization - Drug Maladmisistration
| Initial or Prolonged Extrapyramidal Disorder Nec

Foreign Haldol

Ps Rw Johnson
Phamaceutical Research

Age:  67YR

Route

OUS DRIP

Gender:  Male

Dose/Unit _ Duration

08/03/2000




Date: 06/02/2000 ISR Number: 3508083-8

Report Type: Expedited (15-Brgiluct Company Report Number: BAIEGER2000000 4 garer Route Dose/Unit Duration
Haldol Ps Rw Johnson INTRAVEN
PT Report Source Pharmaceatical Research  OUS DRIP
Drug Maladministration Health Professional Institate
Extrapyramidal Disorder Nec Atosil (Isopromethazine Hydrochloride) ~ SS INTRAVEN
Psychotic Disorder Nos OUS DRIP
Sedation Tasmar (Tolcapone) ss ORAL
Dopergin (Lisaride Maleate) 8s ORAL
Amantadin (Amantadine Ss ORAL
Hydrochloride)
Striaton (Sinemet) Ss ORAL *
Date: 06/05/2000 ISR Number: 3508628-8 Report Type: Expedited (15-Day) Company Report Number: 229463 Age: 39YR Gender:  Female
Outcome PT Report Source Produet Role Mannfs Route Dose/Unit  Duration
Other Constipation Consumer Accutane PS Hir Technology ORAL
Depression Neo Health Professional Birth Control Pill (Oral Contraceptive ~ C
Dry Eye Nec Oth Nos)
Menstrual Disorder Nos
Premature Menopause
Date: 06/07/2000 ISR Number: 3509554-0 Report Type: Direct Company Report Number: Age:  S2YR Gender:  Female
Outcome PT Report Source Product Role  Manufacturer Route Dose/Unit  Duration
Disability Arthralgia ‘Accutane Ps Hoffmann-La Roche Inc
Decreased Activity Advil c
Dermatitis Nos
Difficulty In Walking
Pigmentation Disorder Nos
Date: 06/08/2000 ISR Number: 3510578-8 Report Type: Expedited (15-Day) Company Report Number: 236644 Age:  71YR Gender:  Male
Outeome PT Repart Source Product Role Mamfacturer Route Dose/Unit _  Duration
Hospitalization - Activated Partial Foreign Tasmar PS Hoffmann La Roche Inc
Initial or Prolonged Thromboplastin Time Prolonged Health Profossional .
o s oo . Atsi i Block First eSS Madopar Dr (Benserazide / Levodopa) Ss ORAL
Degree 250 Mg
to Prevent t .
;;’,,p,,;m,,,fmmm,; Atrioventricular Block Nos Permax (Pergalide Mesylate) c
Confusion Motiliom (Domperidone) [o]
Depression Nec Gutron (Midodrine Hydrochloride) C
Disorientation o
Importal (Lactitol) o}
Dizziness Postural
Dystonia
Erythropenia
Haematocrit Decreased

08/03/2000
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I:lte: 06/08/2000

ISR Number: 3511041-0

Report Type: Expedited {15-Day) Campany Report Number: 235886 Age:  18YR Gender:  Male
Outcome PT Report Source Product Role . Mamfacturer Roue DoseUnit  Duration _
Other Blepharitis Foreign Accutane PS Hir Technology ORAL
Depression Neo Health Professional
Irritability }
Date: 06/12/2000 ISR Number: 3512002-8 Report Type: Expedited (15-Day) Company Report Number: 235626 Age:  10YR Gender:  Female
Outcome PT Report Source Prodact Role Manufacturer Route Dose/Unit Duration _
Hospitalization - Amnesia Nec Consumer Accutane Ps Hir Technology ORAL
Initial or Prolonged Anger Health Professional
Catatonia
Confusion
Crying
Depression Nec
Emotional Disturbance Nos
Fear, Pocus Nec !
Hallucination, Audifory
Iritability
Malaise
Mood Swings
Suicidal Ideation
Violence-Related Symptom .
Date: 06/12/2000 ISR Number: 3512005-3 Report Type: Expedited (15-Day) Company Report Number: 233882 Age: 19YR Gender:  PFemale
Outcome _ pr Report Souree Product Role  Manufac Route _ Dose/Unit  Duration
Other Condition Aggravated Foreign Accutane PS ‘Hir Technology ORAL
Depression Nec Health Professional Cyeleane 20 (Desogestrel/Ehynil c
Fatigue Other Estradiol)
Obsessive-Compulsive Disarder Rhinathiol(Carbocysteine) (o]
Agram Oral (Amoxicillin) c
Ponstyl (Mefenamic Acid) (o}
Date: 06/12/2000 ISR Number: 3512007.7 Report Type: Expedited (15-Day) Company Report Number: 237445 ‘Age:  40YR Gender:  Female
Outcome PT R_tm.u.r_y_e“ Product Role Manufacturer Route Dose/Unit _ Duration
Outeome. Role Dose/Unit  Duration
Other Agoraphobia Foreign Accutane PS Hir Technology ORAL
Anxiety Nec Health Professional
Crying Ottier
Panig Agtack
08/03/2000




06/12/2000

Outcome
Life-Threatening

08/03/2000

ISR Number: 3512119.8

PT
Abdominal Pain Upper
Acute Circulatory Failure
Alopecia
Anxiety Nec
Appetite Decreased
Blood Cholesterol Increased
Collapse
Convulsions Nos
Depression Nec
Detmatitis Nos
Diarhoea Nos

-Dizziness (Bxc Vertigo)
Dry Bye Nec
Dry Skin
Dyspnoea Nos
Electroencephalogram Abnormal
Epistaxis ‘
Face Oedema
Fatigue
Gastrointestinal Disorder Nos
Haemorrhage Nos
Heart Rate Increased
Hot Flushes Nos
Hyperventilation
Hypoglycaemia Nos
LipDry
Loss Of Conscicusness Nec
Migmine Nos
Mood Swings
Muscle Injory Nos
Musculoskeletal Pain
Nail Disorder Nos
Nauseca
Nervousness
Pallor
Palpitations
Petit Mal Epilepsy
Post-Traumatic Stress Disorder
Protein Total Decreased
Pruritns

Report Type: Expedited (15-Day)

Tt Sonrce
Consumer
Health Professional
Other

Product

Accutane

Company Report Number: 235549

Role

PS

Hir Technology

Age:  18YR

Route

ORAL

Gender: “'Female

Dose/Unit Duration




Date: 06/12/2000

ISR Number: 3512123.X Report Type: Expedited (15-Day) Company Report Number: 232009 Age:  15YR Gender:  Male
Outcome PT Report Source Product Role  Manuf Route Dose/Unit  Duration
Hospitalization - Abnomal Behaviour Nos Consumer Accntane s Hir Technology ORAL
Initial or Prolonged Bipolar I Disorder Health Professional
Depression Nec
Educational Problem
Increased Activity
Mania
Psychotic Disorder Nos
Date: 06/12/2000 ISR Number: 3512126-5 Report Type: Expedited (15-Day) Company Report Number: 234822 Age:  4YR Gender:  Female
Outcome PT Report Source Product Role Manufactarer Route  Dose/Unit _ Duration
Disability Amnesia Nec Consnmer Accutane . PS Hir Technology ORAL
Blpdf ! DAL:‘td’ Other Klonopin Tablets (Clonazepam) ss ORAL
Condition gravated
i INTRAMUS
D d Activity I:;];l;mﬁng Depot (Lenprolide Acetate) ss !
Fe.ding .Ahnnmml Neurontin (Gabapentin) C
;rmabilxty Seroquel (Quetapine Fumarate) [}
Suicidal Ideation Allegra (Fexofenadine Hydrochloride)  C
Primros¢ Oil (Evening Primrose Oil) (o]
Coenzyme Q10 (Ubidecarenone) Cc
Gadic (Gadic) [
Chromiom Picolinate (Chrominm C
Picolinate)
Vitamin C (Ascorbic Acid) C
Vitamin E (Vitamin E) c
. Vitamin B6 (Pyridoxine Hydrochloride)  C
Vitamin B12 (Cyanocobalamin) c
Ginkoba (Ginkgo) . (o]
Date: 06/13/2000 ISR Number: 3512660-8 Report Type: Expedited (15-Day) Company Report Number: PRIUSA2000001841 Age:  35YR Gender: Female
Qutcome PT Report Source Product Role Mamufacturer Route Dose/Unit  Duration
M o ————— ReportSource Role |
Hospitalization - Anxiety Nec Consumer Ortho Tri-Cyclen PS Rw Johnson ORAL
Initial or Prolonged Blood Creatine Phosphokinase Phanmaceatical Research
Increased Institute Div Ortho Pharm
Blood Creatine Phosphokinase Accutane (Isotretinoin) ss ORAL
Mb Increased
Blood Triglycerides Increased
Candiac Disorder Nos
Cardiac Enzymes Increased
08/03/2000
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Date: 06/09/2000 ISR Number: 3513145-5

Report Type: Periodic

Company Report Number: 204596

Age:  17¥YR Gender: - Male
Outcome PT Report Souree Product Role Manufacturer Route  Dose/Unit  Duration
_—
Other Anxiety Nec Health Professional Accutane PS Hir Technology ORAL
Crying
Depression Nec
Date: 06/09/2000 ISR Number: 3513154-6 Report Type: Periodic Company Report Nunber: 204749 Age: 34YR Gender: -Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
- - —_— ————— T
Other Abnomal Dreams Consomer Accutane PS Hir Technology ORAL
Alopecia
Eczema Seborthoeic
LipDry
Sleep Disorder Nos
“Urinary Frequency
Date: 06/09/2000 ISR Number: 3513157.1 Report Type: Pesodic Company Report Number: 204805 Age:  17YR Gender:  Male
OQutcome PT Report Source Prodect Role Manufacturer Route Dose/Unit  Duration _
Dutcome = 1
Other Appetite Decreased Other Accutane PS Hir Technology ORAL
Depression Nec
LipDry
Mood Alteration Nos
Date: 06/09/2000 ISR Number: 3513160-1 Report Type: Periodic Company Report Number: 204840 Age:  20YR Gender:  Male
Outcome Report Source Product Role M Route Dose/Unit  Duration
Other Decreased Activity Other Accitane PS Hir Technology ORAL
Headache Nos
Sweating Increased .
Date: 06/09/2000 ISR Number: 3513255.2 Report Type: Periodic Company Report Number: 218266 Age: Gender:
Outcome _  pr Report Source Produet Role Manufactarer Route Dose/Unit _ Duration
_—_— Role  Mamufacturer
Other Initable Bowel Syndrome Literature Accutane PS Hir Technology ORAL
Cansumer
Date: 06/09/2000 ISR Number; 3513268-0 Report Type: Periodic Company Report Number: 204310 Age:  ISYR Gender:  Male
Outcome _  pr rt Source Product Role Manufacturer Route Dose/Unit  Duration
Other Abdominal Pain Nos Health Professional Accutane PS Hir Technology ORAL
Diarthoea Nos Other
Epistaxis
Face Oedema
Glossodynia
Lethargy
08/03/2000
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Date: 06/09/2000

ISR NMen 35134484

Report Type: Periodic

Campany Report Number: 204302 Age:  17YR Gender:  Male
Outcome PT Source Product Role Manufacturer Route Dose/Unit  Duration
————— ReportSouree Role 2eme
Other Dry Skin Other Accutane PS Hlr Technology ORAL
Epistaxis - .
Minocin (Minocycline Hydrochloride) C
Personality Change i 4 )
Sleep Disorder Nos
Date: 06/09/2000 ISR Number: 3513453.8 Report Type: Periodic Company Report Number: 204310 Age:  15YR Gender:  Male
o T Report Source Role Manufs Route Dose/Unit _ Duration
Qutcome = Product Role _ Dose/Unit ~ Duration _
Other Abdominal Pain Nog Health Professional Accutane Ps Hir Technology ORAL :
Diarthoea Nos Other
Epistaxis
Face Oedema
-Glossodynia
Lethargy
Myalgia
Date: 06/09/2000 ISR Number: 3513460-5 Report Type: Periodic Company Report Number: 204495 Age:  19YR Gender:  Female
Outeome PT Report Source Product Role Mannufi Route Dose/Unit _ Duration
Other Anxiety Nec Health Professional Accntane Ps Hir Technology ORAL
Dyspnoea Nos " "
Contraceptive (Contra Nos, C
Urticaria Nos epiive ( Ceptive Nos)
Date: 06/09/2000 ISR Numiber: 3513462.9 Report Type: Periodic Company Report Number: 204559 Age:  26YR.. Gender:  Female
Outcome PT Report Source Product Role M er Route Dost/Unit  Duration _
Other Degression Nec Consumer Accutane PS Hir Technology ORAL
Libido Decreased Health Professional
Date: 06/09/2000 ISR Number: 35134794 Report Type: Pedodic Company Report Number: 206298 Age:  23YR Gender:  Female
Outcome PT Report Source Product Role Mammf: Route Dose/Unit_  Duration
Other Depressian Nec Consumer Accutane PS Hir Technology ORAL
DrySkin Health Professional Birth Control Pill (Oral Contraceptive ~ C
Hyperkeratosis Nos)
Localised Exfoliati
Date: 06/09/2000 ISR Number: 35134903 Report Type: Periodic Company Report Number: 206506 Age: Gender:  Male .
Outcome PT Report Source Product Role  Manuf Ronte Dose/Unit  Duration
—_— Rale
Other Depression Nec Other Accutane Ps Hir Technology ORAL
Panic Attack -
08/03/2000




Date: 06/09/2000 ISR Number: 3513495.2

Company Report Number: 206634 Age:  1BYR Gender: Male
Outcome PT Report Source Product Role Mannfacturer Route Dose/Unit Duration
Outeome Role
Other Ejaculation Disorder Nos Health Professional Accotane PS Hir Technology ORAL
EBrectile Disturb
Date: 06/09/2000 ISR Number: 3513524-6 Report Type: Periodic Company Report Number: 205601 Age:  27YR Gender:  Female
Outcome PT ort Scarce Product Role Manufacturer Route Dose/Unit _ Duration
= Role_ et
Other Alopecia Consumer Accutane PS Hir Technology ORAL
Dyspareunia Neo Ortho i Cyclen (Ethinyl c
Libido Decreased Estradi estimate)
Date: 06/09/2000 ISR Number: 3513539.8 Report Type: Periodic Company Report Number: 205961 Age:  35YR Gender:  Female
Outcome pr Report Scurce Prodnct Role Manufacturer Route Dose/Unit  Duration
A —————— _—
Other Anxiety Nec Consumer Accutane PS HirTechnology ORAL
Blood Pressure Increased .
Chest Tightness
Cyanosis Nos
Dizziness (Bxc Vertigo)
Dry Skin -
Flushing
Pamesthesia Nec
Tachycardia Nos
Date: 06/09/2000 ISR Number: 3513559.3 Report Type: Pesiodic Company Report Nomber: 207889 Age:  17YR Gender:  Male
Outcome PT Report Source Product Role Mannfacturer Route Dose/Unit  Duration
Other Abnormal Behaviour Nos Health Professional Accutane ) Hir Technology ORAL
Depression Nec
Date: 06/09/2000 ISR Number: 3513567-2 Report Type: Periodic Company Report Number: 208021 Age: 46 YR Gender:  Female
Outcome PT Report Source Produoct Role Mannfs Route Dose/Unit _ Duration
ohe " T—m—————_ ReportSouree Role —_——
Other Blood Triglycerides Increased Consumer Accitane PS Hir Technology ORAL
Buming Sensation Nos .
Other Zoloft (Setraline Hydrochloride c
D ion loft (Sertraline Hy loride)
Erythema Nec
Date: 06/09/2000 ISR Number: 35136185 Report Type: Periodic Company Report Number: 206849 Age: 16 YR Gender:  Male
Quteome ___ P*__ ReportSource ~ Produet Role Manufacturer Route Dose/Unit _ Duration
Other Abiormal Befiaviour Nos ‘Health Professianal Accutane Ps Hir Technology ORAL
Appetite Decreased
Depression Nec
08/03/2000
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Date: 06/09/2000 ISR Number: 3513619-7 Report Type: Periodic

Outcome PT

Other Bums Nos
Depression Nec
Dermatitis Nos
D1y Eye Nec

rt Source
Other

Company Report Number: 206881
Prothuct Role
Accutane Ps

Manufacturer
Hir Technology

Age:  18YR

. Route

ORAL

Gender:  Female

Dose/Unit  Duration

Date: 06/09/2000 IR Number: 3513623-9 Report Type: Periodic

Report Source

Other

Outcome PT
Other

Lymphadenopathy
Sensation Of Pressnre Nos
Skin Lesion Nos

Urinary Frequency
Urinary Tract Infection Nos
Uterine Contractions
Weight Gain Poor

Company Report Number: 206924

Age:  25YR

Route

Gender:  Female

Dose/Unit

Duration

Date: 06/09/2000 ISR Number: 3513625.2
Outcome PT
Other Alopecia
Depression Nec
Dermatitis Nos
Dy Bye Nec
- LipDry
Photophobia
Utticaria Nos
Vision Blurred

Report Type: ‘ Periodic

EEH Source

Other

Company Report Number: 206942
Product M

Age: 21 YR

Route

Role
Accotane PS Hir Technology

ORAL

Gender:

Male

Dose/Unit  Duration

Date: 06/09/2000 ISR Number: 3513630-6 Report Type: Periodic
Outcome PT

e
Other Acne Nos

Bmotional Distusbance Nos
Tendemess Nos

rt Source
Health Professional

08/03/2000

Campumy Report Number: 207098

Product Role Mannf

Age:  ISYR

Route

Accutane PS Hir Technology

ORAL

Gender:  Male

Dose/Unit  Duration

Page
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Date: 06/09/2000 ISR Number: 3513680-X

Report Type: Periodic Company Report Number: 208856 Age: Gender:  Female
Outcome T Report Source Product Role  Manfs . Route  Dose/Unit  Duration _
Other Aggression Other Accutane Ps Hir Technology ORAL
Mood Alteration Nos
Pessonality Change i
Date: 06/09/2000 ISR Number: 3513683-5 Report Type: Periodic Company Report Number: 208864 Age:  28¥R Gender:  Female
Outcome PT Report Source Product Role Manufactarer Route Dose/Unit _ Duration
Outcome Role_
Other Irritability Consamer Accntane PS Hir Technology ORAL
Mood Swings Health Professional Bith Contral Pill c
Other
Date: 06/09/2000 ISR Number: 3513687-2 Report Type: Periodic Company Report Number: 209045 Age:  40YR Gender:  Female
Outcome PT Report Source Product Role Mamnfacturer Route Dose/Unit _ Duration
—me = Moenufacturer = ==~ Rowte —aton
Othier Acne Aggravated Consumer Accutane PS Hir Technology ORAL
Condition Aggravated Prog ) c
Depression Nec
Fatigne
Menorhagia
Scar
Date: 06/09/2000 ISR Namber: 3513704-X Report Type: Periodic Company Report Nmmber: 209083 Age:  22YR Gender:  Female
Outcome PT Report Source Product Role Mannfactur Route Dose/Unit Duration
. —————  ReportSouree Role
Other Appetite Decreased Other Accutane PS Hir Technology © . ORAL
Dry Skin Birth Control Pill c
Fatigne .
LipDry
Mood Swings
Fhotosensitivity Reaction Nos
Date: 06/09/2000 ISR Number: 3513727.0 Report Type: Periodic ‘Company Report Number: 209491 Age:  32YR Gender:  Female
Outcome T Report Source Prodnct Role Manufacturer Route Dose/Unit  Duration
Other Alopecia Consamer Accutane Capsules PS Hir Technology ORAL
Depression Nec . N
i Phentermine (Phentermine) C
Lip Disorder Nos
Localised Exfoliation
Pruritos
Rash Scaly
Sleep Disorder Nos
08/03/2000
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Date: 06/09/2000 ISR Number: 3513680-X

Report Type: Periodic Company Report Number: 208856 Age: Gender:  Female
Outcome T Report Source Product Role  Manfs . Route  Dose/Unit  Duration _
Other Aggression Other Accutane Ps Hir Technology ORAL
Mood Alteration Nos
Pessonality Change i
Date: 06/09/2000 ISR Number: 3513683-5 Report Type: Periodic Company Report Number: 208864 Age:  28¥R Gender:  Female
Outcome PT Report Source Product Role Manufactarer Route Dose/Unit _ Duration
Outcome Role_
Other Irritability Consamer Accntane PS Hir Technology ORAL
Mood Swings Health Professional Bith Contral Pill c
Other
Date: 06/09/2000 ISR Number: 3513687-2 Report Type: Periodic Company Report Number: 209045 Age:  40YR Gender:  Female
Outcome PT Report Source Product Role Mamnfacturer Route Dose/Unit _ Duration
—me = Moenufacturer = ==~ Rowte —aton
Othier Acne Aggravated Consumer Accutane PS Hir Technology ORAL
Condition Aggravated Prog ) c
Depression Nec
Fatigne
Menorhagia
Scar
Date: 06/09/2000 ISR Namber: 3513704-X Report Type: Periodic Company Report Nmmber: 209083 Age:  22YR Gender:  Female
Outcome PT Report Source Product Role Mannfactur Route Dose/Unit Duration
. —————  ReportSouree Role
Other Appetite Decreased Other Accutane PS Hir Technology © . ORAL
Dry Skin Birth Control Pill c
Fatigne .
LipDry
Mood Swings
Fhotosensitivity Reaction Nos
Date: 06/09/2000 ISR Number: 3513727.0 Report Type: Periodic ‘Company Report Number: 209491 Age:  32YR Gender:  Female
Outcome T Report Source Prodnct Role Manufacturer Route Dose/Unit  Duration
Other Alopecia Consamer Accutane Capsules PS Hir Technology ORAL
Depression Nec . N
i Phentermine (Phentermine) C
Lip Disorder Nos
Localised Exfoliation
Pruritos
Rash Scaly
Sleep Disorder Nos
08/03/2000
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Date: 06/09/2000

Company Report Number: 210173

ISR Number: 3513762-2 Report Type: Periodic Age:  26YR Gender:  Female
Outcome PT Report Source Product Role Mamufi " Route Dose/Unit  Duration
Loteome !
Other Mood Swings Health Professional Accutane PS Hir Technology ORAL
Nightmare . c
Sleep Disorder N
P o (Zolpidem Tartrate) c
Date: 06/09/2000 ISR Number: 35137713 Report Type: Periodic Company Report Number: 210578 Age:  30YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Mood Disarder Nos Health Professional Accutane PS Hir Technology ORAL
Nausea Other Birth Control Pills (Oral Contraceptive ~ C
Nervonsness . Nos)
Date: 06/09/2000 ISR Number: 3513773-7 Report Type: Periodic Company wﬁthn 210666 Age:  14YR Gender:  Male
Qoo p1 v Report Source Product Role  Manufacturer Route Dose/Unit  Duration _
_— .
Other Decreased Interest Health Professianal Accutane Ps Hir Technology ORAL
Depression Nec
Malaise
 Personality Change
Date: 06/09/2000 ISR Number: 35137816 Report Type: Pesiodic Company Report Number: 210793 Age  2YR Gender:  Female
Outeome rr Report Source Product Role  Manufacturer Route  Dose/Unit  Duration _
Outeome Role
Other Acne Aggravated Consumer * Accutane PS Hir Technology ORAL
Appeite sed Birth Control Pills (Oral Contraceptive ~ C
Back Pain Nos)
Dry Skin
LipDry
Mood Disorder Nos
Skin Hypopigmentation
‘Weight Decreased
Date: 06/09/2000 ISR Number: 3514043.3 Report Type: Periodic Company Report Number: 210963 Age: 41 YR Gender:  Female
Outcome PT Report Source Product Role Manuf; Route Dose/Unit Duration
~eome ] —— ReportSouree —_—
Other Blood Cholesterol Increased Consumer Accutane . Ps Hir Technology ORAL
Blood Triglycerides Increased Health Professional Cod Liver Ofal c
Distarbance In Attention Nec .
Dry Skin Birth Control Pill c
Patigue
Memory Impairment
Myalgia
Shost-Term Memory Loss
08A03/2000
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Date: 06/09/2000 ISR Number: 35140494

Report Type: Periodic Company Report Number: 211055 Age  I3YR Gender:  Male
Outcome PT : Report Source Product Role Manufacturer Route Dose/Unit ~ Duration
=eeme om0 Role
Other Haemonthage Nos Health Professional Accatane PS Hir Technology ORAL
Hypertrophic Scar
Insomnia Nec
Skin Disorder Nos
Skin Ulcer Nos
Date: 06/09/2000 IsR Number: 3514053-6 Report Type: Periodic Company Report Number: 211070 Age: 40YR Gender:  Female
Outcome PT Report Souree Product Role  Manuf Route  Dost/Unit — Duration
Outcome I
Other Costochondritis Consumer Accutane PS Hir Technology ORAL
l'M':""";‘;f” P Claritin Contiming c
e o (Lomtadine) c
Date: 06/09/2000 ISR Number: 3514063-9 Report Type: Periodic Company Report Number: 211742 Age: 13YR Gender:  Male
L . 1t Source Product Role Manufacturer Route Dose/Unit . Duration
Oufcome X Rep Role_ Duration
Other Acne Aggravated Health Professional Accotane PS Hir Technology ORAL
Depression Aggravated Paxil c
g oma Nos Acne Medication (o}
Scar
Date: 06/09/2000 ISR Number: 35140664 Report Type: Pesiodic Company Report Number: 211787 Age:  17YR Gender:  Female
Ovteome : Report Source Product Role  Mamufacturer Roxte Peeen
Other Depressed Mood Accutane PS Hir Technology ORAL
g‘: I'Aﬁ" ection Nos Ortho Ti-Cyclen c
it fect
iny] Estradiol/Norgestimate C
Lethargy (Ethiny! org
Mood Disorder Nos ¢
Date: 06/09/2000 ISR Number: 3514074-3 Report Type: Periodic Company Report Number: 212259 Age: 21 YR Gender:  Female
Outcome P rt Source Product Role  Mamufacturer Route Dose/Unit _ Duration
Dutcome i Repo T T/ oo
Other Anxiety Neo Consumer Accatane Ps Hir Technology ORAL
Chelltis Ortho Tri-Cyclen c
Dey Skin iny! Estradiol/Norgestis c
Headache Nos (Ethinyl Estra rgestimate)
Scar
08/03/2000
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Date: 06/09/2000 ISR Number: 3514076-7

Report Type: Periodic Company Report Number: 212324 Age:  25°YR Gender:  Female
Manaufs tion
Outcome PT Report Source Product Role Route Dose/Unit  Duration _
—Mcome
Other Depression Nec Health Professional Accutane PS Hir Technology ORAL
Hypersensitivity Nos Other Ti-Chlen c
(Ethiny! Estradioil/Norgestrel) c
B . Gender:  Female
Date: 06/09/2000 ISR Number: 35140809 Report Type: Periodic Company Report Number: 212429 Age:  21YR
Onteome PT Report Source Produet Role  Manufacturer Route ___ Dost/Unit  Duration
—eome
Other Acne Aggravated Other Accutane PS Hir Technology ORAL
Depression Nec
Dry Skin
Hair Texture Abniormal
LipDry
Vocal Cord Disorder Nos.
. : Gender:  Male -
Date: 06/09/2000 ISR Number: 3514087-1 Report Type: Perodic Company Report Number: 213085 Age:
Manuf; D Duration
Outcome PT Report Source Product Role Route Dose/Unit  Duration
e —_— Sole
Other Dry Skin Health Professional Accutane PS Hir Technology ORAL
" Hypoaesthesia
Loss Of Libido
N " Gender:  Male
Date: 06/09/2000 ISR Number: 35140883 Report Type: Periodic Company Report Number: 213089 Age: 21 YR
Outcome PT Report Source Product ] Role Mamifacturer Route Dose/Unit  Duration _
Lutoome = ep
Other Condition Aggravated Health Professional Accatane PS Hir Technology ORAL
Dyslexia
3 7 Gender: Male
Date: 06/09/2000 ISR Number: 3514118.9 Report Type: Periodic Company Report Number: 213808 Age:  17YR
tion
Outeome rr ReportSoure  Product Role ~  Manufactarer Route Dose/Unit  Duration _
Hcome
Other Abdominal Pain Nos Health Professional Accitane PS Hir Technology ORAL
Anarexia
Blood Bilirubin Increased
Blood Cholesterol Increased
Blood Triglycerides Increased
Depression Nec
Diarthoea Nos
Dry Mouth
Dry Skin
* Dry Throat
Gastritis Nos
08/03/2000
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Date: 06/09/2000

ISR Number: 35141232 Report Type: Periodic Company Report Number: 213966 Age: 34YR Gender:  Female
Ouicome  __ pr Report Source Product Role Manufsctarer Route Dose/Unit  Duration
Other Bloodshat Eye Consuier Accutane Ps Hir Technology ORAL
Condition Aggravated
Eye Discharge
Panic Attack
Date: 06/09/2000 ISR Number: 35141384 Report Type: Periodic Company Report Number: 214249 Age:  23YR Gender:  Female
Outcome PT ort Scurce Product Role Mannf; Route Dose/Unit _ Duration
—_—_—— Ko ——
Other Aggression Consumer Accutane S Hir Tochnology ORAL
Anger Health Professional
Emotional Disturbance Nos ot
Date: 06/09/2000 ISR Number: 3514142-6 Report Type: Periodic Company Report Number: 214338 Age:  22YR Gender:  Male
Outcome PT Report Source Product Role Manuf; Route Dose/Unit Duration,
—_— === -
Other Depression Nec Ottier Accutane Ps Hir Technology ORAL
Diarrhoea Nos
Dry Eye Nec
Fatigne
Headache Nos
Mood Swings
Nausea
Palpitations
Pyrexia
Vertigo Nec
Vomiting Nos
Date: 06/09/2000 ISR Number: 3514161-X Report Type: Periodic Company Report Number: 214764 Age: Gender:  Female
Outcome PT rt Source Product Role Mamfacturer Route Dose/Unit  Duration
Other Abdorminal Pain Upper Consumer Accutane Ps Hir Technology ORAL
Palpitations
Date: 06/09/2000 ISR Number: 35 14162-1 Report Type: Periodic Company Report Number: 214815 Age:  17¥R Gender:  Female
Outcome PT 1t Source Product Role Manufactorer Route Dose/Unit ~ Duration
—_— Repo Role -
Other Buams Nos . Consumer Accutane PS Hir Technology ORAL
Depression Nec Other
Dermatitis Nos
Dry Skin
LipDry
08/03/2000




Date: 06/09/2000 -

Outcome
Other

I

—_—

ISR Number: 35141669
Pr .
Anxiety Nec
Depression Nec
Feeling Abnormal
Mood Swings
Skin Disorder Nos
Vulvovaginal Dryness

Report Type: Periodic
Report Source

Company Report Number: 215174

Age:  35YR Geiider:  Female

Route

Consumer
Other

Role Manuf;

Dose/Unit  Duration

Accutane PS Hir Technology

ORAL

Date: 06/09/2000

Outcome
Other

ISR Number: 3514181-5

Buming Sensation Nos
Constipation
Dehydration
Deéptession Nec
Dyspepsia

Dysuria

Eye Disorder Nos
Fatigue

Haematuria Present
LipDry

Localised Exfoliation
Mouth Ulceration
Muscle Cramps
Oedema Upper Limb
Pain Nos

Prusitus

Stomatitis

Thirst

‘Tongue Disorder Nos
Urinary Frequency
Unticaria Nos
Vaginal Candidiasis
Vaginal Infection Nos

Report Type: Periodic

Company Report Number: 215502

Age:  34YR Gender:  Female

Product Role Manuf;

Route Dose/Unit _ Duration

Accutane PS

Birth Coatrol Pill (Ol Contraceptive [}
Nos)
Vitamin E (Vitamin E) [o]

Hir Technology

ORAL

Date: 06/09/2000

Outcome
Other

08/03/2000

ISR Number: 3515014-3

PT
= _
Arthralgia

Report Type: Periodic .

Report Source
Consumer

Company Report Number: 111410

Produet Role
Accutane Ps

Manufactorer
Hir Technology

Age:  30YR Gender:  Female

Route
ORAL

Dose/Unit  Duration
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Date: 06/09/2000

Outcome
Other

lumber: 3515018-0

Report Type: Periodic

Report Source

Company Report Number: 113029

Manuf;

Age:

2LYR

Route

Health Professional

Role
Ps

Hir Technology

ORAL

Gender:  Male

Dose/Unit  Duration

ISR Number: 3515022-2

PT
Aggrsion
Alopecia

Dry Eye Nec

Dry Skin
Bpistaxis

Fatigue

Headache Nos
Tmpaired Healing
Mood Swings
Myalgia

Nasal Dryness
Nausea

Pruritus

Skin Disorder Nos
Vision Blurred
Weakness

Report Type: Pesiodic

Report Source
Conspmer

Product

Company Report Number: 200554

Role

Accatane

Ortho Tri-Cyclen . C

Hir Technology

Age:  27YR

Route

ORAL

Gender:  Female

Dose/Unit . Duration

Date: 06/05/2000

Other

Outcome
—eome 000

ISR Number: 3515024-6

T
Erectile Disturbance

Report Type: Periodic
Report Source

Health Professional

Product

Company Report Number: 200883

Role

Accutane

Ps

Mannfacturer

Age: 30 YR

Route

Gender:  Male

Dose/Unit  Duration

Hir Technology.

ORAL

Date: 06/09/2000

Outcome
Other

08/03/2000

ISR Number: 3515027-1

T

Abdominal Pain Nos
Alopecia

Dyspnoea Nos
Haemanhage Nos
Hypoaesthesia
Mauscle Spasms
Palpitations

Report Type: Periodic
Report Souree

Consumer

Product

Company Report Number: 201106

Role

Accutane

Ps

Manufacturer
Hir Technology

Age:  22YR

Route

ORAL

Gender:  Male

Dose/Unit  Duration




Date: 06/14/2000 ISR Number: 3515210-5

Outcome

—_—

Life-Threatening
Hospitalization -
Imlml or Prolonged
Disability
Congenital Anomaly
Required I

PT

Airway Obstruction Nos
Anaemia Nos

Anomaly Of Extemnal Ear
Congenital Nos

Apnoea

Atelectasis

to Prevent Permanent
Pl

Blind, Ce P

Cardio-R y Arrest

/Da mag

Choking

Complications Of Matemal
Exposure To Themapuetic Drugs
Congenital Abnormality Nos
“Congenital Central Nervous
System Anomaly Nos
Congenital Heart Disease Nos
Congenital Spinal Cond
Anomaly Nos

Convulsions Nos

Cyanosis Nos

Deafness Conductive Exc
Otosclerosis)

Decreased Activity
Denmatitis Contact
Developmental Delay Nos
Ectropion Nec

Eosinophilia (Bxc Pulmonary)
Erythema Nec

Extraocular Muscle Paresis
Eye Deformity Congenital Nos
Eye Disorder Nos

Facial Dysmorphism

Failure To Thrive

FPeeding Disorder Nos
Haemonthage Nos

Head Deformity Nos

Hearing Impaired

Hirsutism

Hydrocephalus Nos
Hyperreflexia

Hypertonia
Hypoﬂnlamo—Pimimy
Disorders Nec .

Report Type: Expedited (15-Day)

Company Report Number: 222459

Report Source Prodact
Consemer Accutane
Health Professional

Other
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Date: 06/09/2000 ISR Number: 3516244-7

Report Type: Pesiodic

08/03/2000

Company Report Number: 205605 Age:  14YR Gender:  Male.
Outeome ____ pr Report Source Product Role  Manuf; Route Dose/Unit  Duration
Hospitalization - Anger Other Accutane PS Hir Technology ORAL
Initial or Prolonged Depression Nec
Hypercholesterolaemia
Injory Nos
Mood Swings
Date: 06/09/2000 ISR Number: 3516247-2 Report Type: Periodic Company Report Number: 205766 Age:  30YR Gender:  Male
Outcome PT Report Source Product Role Manuf: Route Dose/Unit  Duration
—deome Role -
Life-Threatening Anxiety Nec Consumer Accutane PS Hir Technology ORAL
Hospitalization - Depression Nec
Initial or Prolonged Mental Impaiment Nos
Suicide Attempt
Date: 06/09/2000 ISR Number: 3516249.6 Report Type: Periodic Company Report Number: 205788 Age:  34YR Gender:  Female
Outcome ___ pr Tt Source Product Role Manufs Route Dose/Unit  Duration
U > N
Other Anger Consnmer Accutane PS Hir Technology ORAL
Deprestion Neo Health Professional Eatex (Guiafenesin/Phenylephrine c
Fatigne Hydrchloride/Phenylpropanclamine
Initability ‘Hydrochloride)
Mood Swings Zytec (Cetrizine Hydrochloride) C
Rash Postilar Minocyn(Minocycline) (o]
Usticaria Nos Desogen (Desogestrel/Ethynil Estradiol)  C
Date: 06/09/2000 ISR Number: 3516253.8 Report Type: Pesiodic Company Report Number: 206312 Age:  19YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer _ Roote Dose/Unit _ Duration
Other Depression Aggravated Other " Accutane Ps Hir Technology ORAL
Birth Control Pills (Orat Caontraceptive C
Nos)
Date: 06/09/2000 ISR Number: 3516255-1 Report Type: Periodic Company Report Number: 206535 Age:  27YR Gender:  Female
Outcome T Report Source Product Role Manufacturer Route Dose/Unit _ Duration
i !
Other - Acne Nos Other Accutane PS Hir Technology ORAL
Chickenpox . .
Marijuana (Cannabis) C
Convulsions Nos ¢
Depression Aggravated
Nervonsness
Scar
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Date: 06/09/2000 ISR Number: 3516260-5 Report Type: Periodic Company Report Number: 206779 Age:  18YR Gender:  Female
Outcome T Report Source Product Role M Route Dose/Unit  Duration _
Other Depressian Nec Health Professional Accutane PS Hir Technology ORAL
Hypertriglyceridaemia . .
co ! Ortho Tx Cyclen (Ethinyl c
Photosensitivity Reaction Nos Estradiol/Norgestimate)
Social Avoidant Behaviour
Tearfulness
Date: 06/09/2000 ISR Number: 3516263-0 Report Type: Periodic Company Report Number: 206945 Age: 15Y¥YR Gender: * Male
Outcome PT - Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Arthralgia Other Accutane S | HirTeshaology ORAL
Depression Nec !
Bmotional Distarbance Nos
‘Weight Decreased
Date: 06/09/2000 ISR Number: 3516264-2 Report Type: Pesiodic Company Report Number: 206991 Age:  15YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Depression Nec Health Professional Accutane PS Hir Technology ORAL
Prednisone (Prednisone) ss ORAL
Date: . 06/09/2000 ISR Number: 3516266-6 Report Type: Periodic Company Report Number: 207012 Age: 18 YR Gender:  Male
Outcome PT Report Source Produet Rale Manuf Route Dose/Unit  Duration
Other Depression Nec Other Accutane Ps Hir Technology ORAL
Date: 06/09/2000 ISR Number: 3516269-1 Report Type: Periodic Company Report Number: 207096 Age:  20YR Gender:  Male
Outcome PT Report Source Product Role Manufactarer. Route Dose/Unit Duration
Other Depression Nec Accutane PS Hir Technology ORAL
Date: 06/09/2000 ISR Number: 3516271.X Report Type: Periodic Company Report Number: 207180 Age: 48 YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit_ Duration
Other Blood Triglycesides Increased Consumer Accutane PS Hir Technology ORAL
Disturbance In Attention Nec
Eye Imitation
Headache Nos
Peripheral Coldness
Rigors
Sinus Pain
Tired Eyes
Vision Blurred
08/03/2000
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ISR Number: 3516277-0

PT

Report Type: Periodic

Report Source

Anxiety Nec

Depression Nec
Emotional Distesbance Nos
Fatigue

Headache Nos

Insomnia Nec

Neck Pain

Palpitations
Temporomandibular Joint
Syndrome

‘Weight Decreased

Consumer
Other

Company Report Number: 207513

Product Role Manuf;

Age: 18 YR

Route

Accutane PS Hir Technology

ORAL

Gender: Male

Dose/Unit _ Duration

Date: 06/05/2000

Outcome

ISR Number: 3516278-2

PT

Death

Date: 06/09/2000

Completed Suicide

Dry Skin

High Desity Lipoprotein
Decreased

Lethargy

LipDry

Low Deasity Lipoprotein
Increased

Mood Swings

Sedation

Social Avoidant Behavicur

Report Type: Periodic

Report Source
Other

Company Report Number: 207538
Product

Age:

Route

19YR

Accutane Ps

ORAL

Gender:  Male

Dose/Unit . Duration

Outcome

ISR Number:- 3516281-2

PT

Report Type: Periodic

Report Source

Other

Anxiety Nec
Depressed Mood
Depression Nec

Consumer
Other

Company Report Number: 207673
Produet

Age:  16YR

Route

ORAL

Gender:  Female

Dose/Uni¢ Duration

Date: 06/09/2000

Outcome

- ISR Number: 3516283-6

PT

Hosnital

Delusi

Initial or Prolonged

Disorder, Paranoid
Type
Suicide Attempt

Report Type: Periodic

Report Source

Company Report Number: 207778
Product Role
—_—
Accutane PS

Manufacturer
HirTechnology

Adderall (Amphetamin C
Aspartate/Amphetaminesufate/Dextroa
mphetamin

08/03/2000

Sacchmte/Dexummwgge Sulfa

Age: 22 YR

Route

ORAL

Gender:  Male

Dose/Unit _ Duration
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Date: 06/09/2000

Number: 3516301-5

Report Type: Periodic

Company Report Number: 208136 Age: 17YR Gender:  Male
Outcome T Report Source Product Role Manuf; Route Dose/Unit _ Duration
Death Cormpleted Suicide Health Professional Accutane PS ‘Hir Technology ORAL
Dry Skin .

Date: 06/09/2000 ISR Number: 35163064 Report Type: Periodic Company Report Number: 208264 Age:  I18YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Acne Aggravated Other Accutane PS Hir Technology ORAL

Depression Nec
Mood Swings .

Date: 06/09/2000 ISR Number: 3516312-X Report Type: Pesiodic Company Report Number: 208620 Age: 26 YR Gender:  Male
Outeome PT Report Souree Product Role Manufacturer Route Dose/Unit  Duration _
Hospitalization - Depression Nec Health Professional Accutane Ps Hir Technology ORAL
Initial or Prolonged Suicide Attempt Wellbotzin c

Depakote c
Cogentin [o}
Lithiom o}

Date: 06/09/2000 ISR Nomber: 3516318-0 Report Type: Periodic Company Report Number: 208764 Age: Gender:  Female
Outcome PT Report Source Product Role Manufs Route Dose/Unit  Duration
Other Buming Sensation Nos Consomer Accutane PS Hir Technology ORAL

Depression Nec .
Date: 06/20/2000 ISR Number: 3516321-0 Report Type: Expedited (15-Day) Company Report Number: 232323 Age: 20YR Gender:  Female
Outcome PT Report Source Product Role . Manufacturer Route Dose/Unit_ Duration
- - - T/ /. Dost/Unit Duration
Other Anxiety Nec Consumer Accutane PS Hir Technology ORAL
Attention Deficit/Hy, ctivity " " "
Disorder pem Other gmh Control Pill (Oral Contraceptive ~ C
Bipolar Disorder Nec %)
Depression Nec
Eduncational Problem
Mood Swings
Date: 06/09/2000 ISR Number: 3516329.5 Report Type: Periodic Company Report Number: 209233 Age:  17YR Gender: . Female
Outcome _ pr Report Source Product. Role Manufacturer Route Dose/Unit _ Duration
—_— — e =
Other AmmuNw Health Professional Accutane PS Hir Technology ORAL
Depression Neo Other Binth Control Pills c
Fatigue
Mood Swings
08/03/2000
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Date: 06/09/2000

ISR Number: 3516332-5

Report Type: Pesiodic

Company Report Number: 209395 Age: 41 YR Gender:  Female
Outcome PT Report Source Product Role Manufactarer Route Dose/Unit _ Daration
Other Anxiety Ne Consumer Accutsine PS Hir Technology ORAL
Condition Aggravated Health Professionst Allegra c ‘
Depression Nec Ol | c
Hypercholesterolaemia ception
Thinking Abnormal Nec Medrol c
Tinnitus
Vertigo Nec
Date: 06/09/2000 ISR Number: 3516341-6 Report Type: Peziodic Company Report Number: 209717 Age: 16 YR Gender:  Female
Outcome T Report Source " Prodnct . Role Manufactorer Route Dose/Unit  Duration
Other Depression Nec Health Professional Accutane PS Hir Technology ORAL
Date: 06/09/2000 ISR Number: 3516346-5 Report Type: Periodic Company Report Number: 209802 Age:  27YR Gender:  Female
Outeome T rt Source Product Role  Manufi Route Dose/Unit_ Duration
Other Crying Consumer Accutane PS Hir Technology ORAL
Depression Nec Birth C: 1 Pills c
Mood Disorder Nos &i Biloh
Suicidal Ideation inkgo Biloba c
Date: 06/09/2000 ISR Number: 3516348-9 Report Type: Pesiodic Company Report Number: 209927 Age: 24 YR Gender: Male
Outcome PT Report Source Product Role Manufactarer Route Dose/Unit  Duration
Other Alopecia Accntane Ps Hir Technology ORAL
Condition Aggravated Serzane (Nefazodone Hydrochloide)  S§ ORAL
Confusion vy . ‘.
D jon Nec ‘Wellbutrin (Bupropion Hydrochloride) ss ORAL
Dry Skin
Headache Nos
LipDry
Nausea
Neck Stiffness
Schizophrenia Nos
Suicidal Ideation
Thinking Abnormal Nec
Vomiiting Nos
‘Weight Decreased

08/03/2000
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Date: 06/09/2000 ISR Number: 3516719-0 Report Type: Pesiodic Company Report Number: 215883 Age  22YR Gender:  Female
Qutcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Mood Disorder Nos Consumer Accutane PS Hir Technology ORAL

Weight Increased Birth Control Pill (Oral Contraceptive €
Nos) -

Date: 06/09/2000 ISR Number; 3516722-0 Report Type: Periodic Company Report Number: 230799 Age: Gender:  Female
Outcome PT . Report Sonrce Produet Role Manufacturer Route Dose/Unit  Duration
Other Amnesia Nec Consumer Accutane Ps Hir Technology ORAL

- Headache Nos
Vision Blurred

Date: 06/09/2000 ISR Number: 3516724-4 Report Type: Periodic Company Report Number: 215996 Age:  14YR Gender:  Female
Outcome PT Report Souree Product " Role Manuf; Route Dose/Unit _ Duration
Other Degpression Nec Other Accutane PS Hir Technology ORAL

Hormone Level Nos Abnormal
Menstruation Irregular
Mood Alteration Nos

‘| Date: 06/09/2000 ISR Number: 3516725-6 Report Type: Periodic Company Report Number: 230803 Age:  20YR Gender:  Female
Outcome T Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Other Dry Skin Health Professional Accutane PS Hlr Technology ORAL

Tnsomnia Nee Ortho Tii Cyclen (Ething c
Joint Stiffness Estradiol/Norgestimate)

Lip Dry

Tremoar Nec

Date: 06/09/2000 ISR Number: 3516726-8 Report Type: Periodic Company Report Number: 216208 Age: 42YR Gender: * Female
Outcome PT Report Source Product Role Manufs Route Dose/Unit  Duration
Other Deprossion Nec Health Professional Accutane PS Hir Technology ORAL

Tinnitus Company
Representative
Other

Date: 06/09/2000 ISR Number: 3516728-1 Report Type: Periodic Company Report Number: 230828 Age: Gender:  Male
Outcome PT Report Source Product Role Manof; Route Dose/Unit  Duration
Other Abnormal Behavicur Nos Consamer Accutane PS Hir Technology ORAL

Mood Swings
08/03/2000
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Date: 06/09/2000

ISR Number: 3516730-X

Report Type: Periodic

Company Report Number: 230832 Age:  40YR Gender:  Pemale
Outeome PT Report Source Product Kole Manuf; Route Dose/Unit  Duration
Other Depression Nec Cansomer Accutane PS Hir Technology
LipDry Health Professional
Rectal Bleeding
Vaginal Disorder Nos
Date: 06/09/2000 ISR Namber: 35167414 Report Type: Periodic Company Report Number: 231006 Age: Gender:  Female
Outcome PT Report Source Product Role Manufactarer Route Dose/Unit _ Duration
Other Dry Skin Consumer Accutane PS Hir Technology ORAL
Imitability Zolof: (Sertrline Hydrocloride) ss ORAL
Panic Attack
Date: 06/09/2000 ISR Number: 3516750:5 Report Type:. Periodic Company Report Number: 217704 Age: - 20YR Gender:  Female
Outcome PT Report Source Produet, Role Mannts Route Dose/Unit  Duration
Other Anxisty Nec Consumer Accutane Ps Hir Technology ORAL
Depression Nec Other
Date: 06/09/2000 ISR Number: 3516753-0 Report Type: Periodic Campany Report Number: 217756 Age: Gender:  Male
Outcome PT Report Source . Product Role Manufacturer Route Dose/Unit = Duration
Other Crohn'S Disease Other Accutane Ps Hir Technology ORAL
Depression Nec
Date: 06/20/2000 ISR Number: 3516754-2 Report Type: Expedited (15-Day) Company Report Number: 222823 Age:. 32YR Gender:  Pemale
Outcome PT Report Source Product Role ' ' Manufacturer “Route  Dose/Unit ~ Duration _
Disability Alopecia Consamer ‘: Aceutane Ps Hir Technology ORAL
DeprestionNeo Ortko T Cycle (Bikinyl c
Dizziness €xe Vertigo) Estradiol/Norgestimate)
Hair Colour Changes
Hair Growth Abnormal
‘Hair Textore Abnormal
Headache Nos
High Density Lipoprotein
High Density Lipoprotein
Increased
Hypercholesterolaemia
Hypertsiglyceridaemia
Major Depressive Disorder Nos
Palpitations
Panic Attack
08/03/2000




: 06/09/2000 ISR Number: 3516763-3 Report Type: Peciodic Company Report Number: 219277 Age:  28YR Gender:  Female
Outcome PT Report Source Product Role Manuf: Route Dose/Unit  Duration
Other Aggression Health Professionat Accutane PS His Technology ORAL

Amicty Nec Other Birth Control c
Depression Nec .
Headache Nos
Navsea
Suicidal Ideation
Vision Blurred
Date: 06/09/2000 ISR Number: 35167682 Report Type: Pesiodic Company Report Number: 216372 Age:  24YR Gender:  Female
Ontcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration _
Ofther Blood Bilirubin icreased Other Accutane PS Hir Technology ORAL:
Blood Cholesterol Increased Zitti (Azith in) c
Blood Sodium Decreased .. ;
Blood Uric Acid Decreased Kenalog (Triamcinologe Acetonide) Cc
Depression Nec
Fatigue
Date: 06/09/2000 ISR Number: 3516773-6 Report Type: Periodic Company Report Number: 219718 Age:  19YR Gender:  Female
Outcome PT Report Source Product Role Manufs Route Dose/Unit = Duration _ .
Disability Depression Nec . Consamer Accutane PS Hir Technology ORAL
Tri-Cyclen c
Date: 06/05/2000 ISR Number: 35167773 . Report Type: Periodic Company Report Number: 220000 o JAge: Gender: - Female
Outcome PT Report Source ¢ Produect - . 'Role Mamifactuyer Route Dose/Unit Duration
Other Acne Aggravated Consumer ‘. Accutane Hir Technology - = * ORAL
Anxiety Nec
Depression Nec
Dry Skin
LipDry
Scar
‘Weight Decreased

Date: 06/09/2000 ISR Number: 3516779-7 Report Type: Periodic Company Report Number: 216390 Age: Gender: Male

Outcome PT Rgp_ortSomm Product . Role Manufacturer Route . Dose/Unit Dmﬂon

Other Aggression Health Professional Accutane PS Hir Technology ORAL

Anger Other
Depressed Mood
Mood Swings

08403/2000
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Date: 06/09/2000 ISR Number: 3516790-6 Report Type: Periodic Company Report Nmuber: 220639 Age:  17YR Gender:  Female
Outcome PT Report Source Product Role Manuf: Route Dose/Unit Duration
Other Depression Nec Health Professional Accutane PS Hir Technology ORAL

Mauscle Cramps Birth Control Pills c
Suicidal Ideation

Date: 06/09/2000 ISR Number: 3516795-5 Report Type: Periodic Company Report Number: 220914 Age:  19YR Gender: Male
Outcome PT Report Source Product Role ‘Mannfacturer Route Dose/Unit  Duration
Other Depression Aggravated Consumer Accutane PS Hir Technology ORAL

Emotianal Distarbance Nos
Swicidal deation

Date: 06/09/2000 ISR Number: 3516797-9 Report Type: Periodic Company Report Number: 216571 Age: 26 YR Gender:  Female
Outcome PT Report Souree Product Role Manufs Route Dose/Unit  Duration
Other Chest Pain Consumer Accutane PS Hir Technology ORAL

Costochondritis
Cystitis Nos
Dry Eye Nec
Dry Skin
Ear Disorder Nos
Fear, Focus Nec
Galactorthoea
Glossitis
Hyperventilation
Infections Mononucleosis
LipDry
Nasal Dryness
Sinwsitis Nos
Sore Throat Nos
Date: 06/09/2000 ISR Number: 35167992 Report Type: Periodic Company Report Numiber: 221022 Age: 17YR Gender: Male
Outcome PT Report Seurce Product Role Manuf; Route Dose/Unit Duration
Other Depression Nec Health Professionat Accatane PS Hir Technology ORAL
Zoloft C
Date: 06/09/2000 ISR Number: 3516803-1 Report Type: Periodic Company Report Number: 221109 Age: 17YR Gender:  Pemale
Outcome PT Report Source Product Role  Manufacturer Route Dose/Unit  Duration
Other Depression Nec Other < Actutane PS Hir Technology ORAL
08/03/2000
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Date: 06/09/2000

Outcome

ISR Number: 3516807-9

PT

Report Type: Periodic

Report Source

Company Report Number: 221137

Product Role Manuf:

Depression Nec

Emotional Distarbance Nos
Headache Nos

Myalgia

Sedation

Consumer
Other

Accutane PS Hir Technology

Date: 06/09/2000

ISR Number: 3516810-9

PT

Report Type: Periodic

Report Source

Company Report Number: 216767

Abnormal Behaviour Nos
Blood Triglycerides Increased
Depression Nec

“Epistaxis

Eye Initation

Headache Nos

LipDyy

Red Eye

Consumer

Product Role Manufacturer

Age: 17YR Gender:  Male

Route

Accutane . Ps Hir Technology
Claritin (Loratadine) o]

ORAL

Dose/Unit Duration

Date: 06/09/2000

ISR Number: 3516812-2

PT

Report Type: Perodic

Report Source

Company Report Number: 221166

Manufacturer

Depression Nec
Dry Skin
Epistaxis
Fatigue
Headache Nos
Hot Flushes Nos
Lip Disorder Nos
LipDry

Mood Swings
Vision Blurred
Vulvovaginal Dryness

Health Professional

Product Role

Age: 26 YR Gender:  Female

Route

Dose/Unit _ Duration

Accutane PS Hir Technology
Degmlen . c

ORAL

Date: 06/09/2000

ISR Number: 3516816-X

PT

Chest Pain
Dermatitis Nos
Dty Eye Nec
Eye Irritation
Patigue

Lip Disorder Nos

Report Type: Periodic

Report Source

Company Report Number: 221173

Manufacturer

Health Professional
Other

Product Role
Accutane PS

Hlr Technology
Accutane Capsnles (Iostretinoin) ss :

Age:  34YR

Route

Gender: - Female

Dose/Unit  Duration

08/03/2000
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Date: 06/09/2000

ISR Number: 3516817-1

Report Type: Periodic Company Report Number: 216791 Age: 17YR Gender:  Male
Outcome PT Report Source Product Role Manafacturer Route Dose/Unit Duration
Other Abnormal Behaviour Nos Health Professional Accatane PS Hir Technology ORAL
Depression Aggravated
Date: 06/09/2000 ISR Number: 35 16520;1 Report Type: Periodic Company Report Number: 221179 Age:  30YR Gender:  Female
Outcome PT Report Source Product Role Manufactarer Route Dose/Unit  Daration
Other Alopecia Consumer Accutane PS Hir Technology ORAL
Blood In Stoct Other Birth Contorl Pil c
Depression Nec
Proctalgia
Date: 06/09/2000 ISR Number: 3516836-5 Report Type: Periodic Company Report Number: 210416 Age:  31YR Gender:  Female
Outcome PT Report Source Product Role Manuf Route Dose/Unit _ Duration
Other Anxiety Nec Consumer Accutane PS Hir Technology ORAL
Depression Nec Triphasil (Ethinyl Estradiol / c
Mood Alteration Nos Levonorgestrel)
Date: 06/09/2000 ISR Number: 3516842-0 Report Type: Periodic Company Report Number: 231486 Age: Gender:  Male
Outcome PT Report Source Product Role Route Dose/Unit  Duration
Other Panic Antack Health Professional Accutane PS Hir Technology ORAL
Date: 06/09/2000 ISR Number: 3516845-6 Report Type: Periodic Company Report Number: 210546 Age:  20YR Gender:  Female
Outcome PT Report Source Product Role Manufs Route Dose/Unit _ Duration
Other Appetite Decreased Other Accutane PS Hir Technology ORAL
Depressed Mood Ortho Tri Cyclen (Bthingl Estadiol/  C
Depression Nec Norgestimate)
Insomnia Nec
Psychiatric Symptom Nos
Suicida} Ideation
Date: 06/09/2000 ISR Number: 3516847-X Report Type: Periodic Company Report Number: 210576 Age: 23 YR Gender:  Pemale
Outcome PT Report Source Product Role Manuf; Route Dose/Unit _ Duration
Other Arthralgia Other Accutane PS Hir Technology ORAL
ge"';:‘;"" Nee Accutane Capsules (Isotretinoin) ss ORAL
Yy .
Treitability Accutane Capsules (Tsotretinoin) Ss ORAL
LipDry Birth Control Pills (Oral Contraceptive  C
Mood Swings Nos)
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Date: 06/09/2000

ISR Numnber: 3516817-1

Report Type: Periodic

Company Report Number: 216791 Age: 17YR Gender:  Male
Outcome PT Report Source Product Role Mamufacturer Route __ Dose/Unit  Duration
Other Abnormal Behaviour Nos Health Professional Accotane PS Hir Technology ORAL
Depression Aggravated .

Date: 061092000 ISR Number: 3516820.1 Report Type: Periodic Company Report Number: 221179 _Age:  30¥YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit Daration
Other Alopecia Consnmer Accutane PS Hir Technology ORAL

Blood In Stool Other Birth Contod Pill c
Depression Nec -
Proctalgia

Date: 06/09/2000 ISR Number: 35168365 Report Type: Periodic Company Report Number: 210416 Age: 31YR Gender:  Female
Outcome PT Report Source Product Role Manufactorer Route Dose/Unit _ Duration
Other Anxiety Nec Consumer Accutane PS Hir Technology ORAL

Depression Nee Triphasil (Bthiny] Estradiol / c
Mood Alteration Nos Levonorgestrel)

Date: 06/09/2000 ISR Number: 3516842-0 Report Type: Periodic Company Report Number: 231486 Age: Gender:  Male
Outcome PT Report Source Product Role W Route Dose/Unit  * Duration
Other Panic Atiack Health Professional Accutane PS Hir Technology ORAL

Date: 06/09/2000 ISR Number: 35168456 Report Type: Periodic Company Report Number: 210546 Age:  20YR Gender:  Female
Outcome PT Report Source Product Role Manafactarer Route Dose/Unit  Duration
Other Appetite Decreased Other Accutane PS HirTechnology ORAL

Depressed Mood Ortho T Cyclen (Bthingl Estandicl/
¢ Depression Nec Norgestimate)

Insomnia Nec

Psychiatric Symptom Nos

Suicidal Ideation

Date: 06/09/2000 ISR Number; 3516847-X Report Type: Periodic Cﬁnpany Report Number: 210576 Age: v23 YR Gender:  Female
Outcome PT Report Source. Product Role Manufacturer Route Dose/Unit  Duration
Other Arthralgia Other Accntane PS Hir Technology ORAL

gq"s“mm 1 Neo Accutane Capsules (Isotretincin) ss ORAL
Ty -
Initability Accutane Capsules (Isotretinoin) Ss ORAL
LipDry flmh Control Pills (Oral Contraceptive C
Mood Swings o)
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Date: 06/09/2000

ISR Number: 3516851-1

Report Type: Periodic

Campany Report Number: 231738

Age:  17YR Gender:  Pemale

Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Alopecia Consumer Accutane ] Hir Technology ORAL

Conjunctivitis Neo Health Professicnal Amoxyoillin (Amoxicilliny c

Depression Nec

Dry Skin X

Ear Infection Nos

Impetigo Nos

Nasopharyngitis

Pharyngitis Nos

Pharyngitis Streptococcal

Date: 06/09/2000 ISR Nmmber: 35168523 Report Type: Periodic ‘Company Report Number: 210580 Age:  20YR Gender:  Pemale
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Hospitalization - Anxiety Nec Consumer Accutane S Hir Technology ORAL
Initial or Prolonged Depression Nec Health Professional

Other '

Date: 06/09/2000 ISR Number: 35168584 Report Type: Periodic Company Report Number: 217189 Age: Gender: Male
Outcome T Report Source Product Role Manufs Route Dose/Unit  Duration
Other Alopecia Consumer Accutane PS Hir Technology UNKNOWN

. Localised Exfoliation
Stress Symptoms

Date: 06/09/2000 - ISR Number: 3516864-X Report Type: Periodic Company Report Number: 210590 Age: 20YR Gender:  Female
Outcome T Report Source Product Role Manofacturer Route Dose/Unit _ Duration
Hospitalization - Asp M‘ i f Consnmer Accutane PS Hir Technology ORAL
Initial or Prolonged Bl“"‘lo: Cholestoral Health Professional Ortho Tsi-Cyclen (Ethinyl Esteadiol / [o}

Blood Cholesterol Increased Other Norgestimate)
Blood Sodiam Decreased
Cheilitis

Emotional Distarbance Nos
Eosinophil Count Decreased
Inflammation Nos

LipDry

Low Density Lipoprotein
Increased

Menstruation Irregular

Pain In Limb
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