Date: 06/07/1999

ISR Number: 3283680-6 Report Type: Pesiodic Company Report Number: 201725 Age: 27YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Arthralgia Consumer Accutane Capsules (Isotretinain) PS ORAL
Coma Nec Heslth Professional
Depression Aggravated
Fatigue
Influenza Like Illness
Lethargy
Mood Alteration Nos
Rhinorthoea
Date: 06/07/1999 ISR Number: 3283722-8 Report Type: Periodic Company Report Number: 202267 Age:  16YR Gender:  Male
Outcome PT Report Source Product Role Manuf; Route DosefUnit ~ Duration _
Other Coma Nec Other Accutane Capsules (Isotretinoin) PS ORAL
Degressed Mood
Depression Nec
Dizziness (Exc Vestigo)
Emotional Distarbance Nos
Date: 06/07/1999 ISR Number: 3284310.X Report Type: Pesiodic Company Report Number; 99614 Age:  31YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Other Tmpotence Consumer Accutane Capsules (Isotretinoin) 20 Mg~ PS ORAL
Date: 06/07/1999 ISR Number: 3284323- Report Type: Pesiodic Company Report Number: 100026 Age: 17YR Gender:  Male
OQutcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Libido Decreased Health Professional Aceutane Capsules (I . PS ORAL
Cleocin T Solution C
Date: 06/07/1999 ISR Number: 3284324-X Report Type: Periodic Company Report Number: 100084 Age: 38YR Gender:  Female
Outcome PT Report Source Product Role Manuf: Route Dose/Unit  Duration
Other Anxiety Nec Consumer Accutane Capsules (Isotretincin) 20 Mg~ PS ORAL
Dizziness (Exc Vertigo) jrin Contirmi c
Headache Nos Asiin
Hypoaesthesia
Panic Attack
Pamesthesia Nec
Vision Blurred
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Date: 06/07/1999 ISR Number: 32843354

Report Type: Pesiodic

Company Report Number: 102013 Age: 22¥YR Gender:  Male
Outcome PT Report Source Product Role Route Dose/Unit  Duration
Other Degressed Mood Consumer Accutane Capsules (Tsotretinoin) 20Mg ~ PS ORAL
- Increased Activity
Mood Swings
Sore Throat Nos
Date: 06/07/1999 ISR Number: 3284343-3 Report Type: Pesiodic Company Report Number: 102685 Age: 21 YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route " Dose/Unit  Duration
Other Acne Aggravated Other Accutane Capsules (Isotretinoin) 40 Mg . PS ORAL
Arthralgia
Depression Nec
Fatigue
Liver Function Tests Nos
Abnormal
Myalgia
Nail Discolouration
Sleep Disarder Nos

Date: 06/07/1999 ISR Number: 3284346-9 Report Type: Pedodic Company Report Number: 100152 Age:: 14YR Gender: Male
Outcome PT Report Source Product Role Mamufacturer Route Dose/Unit  Duration
Other Erectile Disturbance Health Professional Accutane Capsules (Isotretinoin) 40Mg ~ PS ' ORAL
Date: 06/07/1999 ISR Number: 3284347-0 Report Type: Pesiodic Company Report Number: 100165 Age: Gender:
Outcome PT Report Source Product Role Mannfacturer Route Dose/Unit  Duration
Oth . Ammesia Nec Health P A Capsules (Isotretinoin) PS ORAL
Date: 06/07/1999 ISR Number: 3284348-2 Report Type: Periodic Caompany Report Number: 100173 Age:  38YR Gender: Male
Qutcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Impotence Consumer Accutane Capsules (Isotretinoin) PS ORAL

Actifed (Psendoephedrine C
Hydrochloride)

Date:. 06/07/1999 ISR Number: 32843627 Report Type: Periodic Company Report Number: 100801 Age: Gender: Female
Outcome Report Source Product Role  Manufacturer Routs Dose/Unit _ Duration
Other Consumer . Accutane Capsnles (Isotretinoin) PS ORAL

Health Professional Ortho Tr-Cyclen (Ethinyl c
Estradiol/Norgestimate)
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Date: 06/07/1999

ISR Number: 3284366-4

Report Type: Periodic Company Report Number: 102691 Age:  21YR Gender:  Female
Outcome PT Report Source Product ] Role Manufactarer Route Dose/Unit Duration
Other Short-Term Memary Loss Consumer Accutane Capsules (Isotretinain) 40 Mg~ PS ORAL
Date: 06/07/1999 ISR Nymber: 3284372-X Report Type: Periodic Company Report Number: 102821 Age:  34YR - Gender:  Female
Outcome PT Report Source Product Role Manufactorer Route Dose/Unit  Duration
Other Depression Nec Consumer Accutane Capsules (Isotretinoin) PS ORAL
Fatigue
Pain Nos
Weight Increased
Date: 06/07/1999 ISR Number:; 3284400-1 Report Type: Periodic Company Report Number: 103918 Age:  54YR Gender:  Female
Outcome PT Report Source Product Role Manufactarer Route Dose/Unit ~ Duration
Other Blood Triglycerides Increased Health Professional Accutane Capsales (Isotretinoin) 40Mg.  PS ORAL
Coma Nec :
Synthroid C
Candition Aggravated c
Diasrhoea Nos Provess
Epistaxis Premarin C
Flatulence Benadryl c
Initable Bowel Syndrome
Skin Lesion Nos
Date: 06/07/1999 ISR Number: 3284404-9 Report Type: Pesiodic Company Report Number: 104002 Age: 21 YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Blindness Night Other . Accutane Capsules (Isotretinin) 40Mg ~ PS ORAL
Confusion
Date: 06/07/1999 ISR Number: 32844153 Report Type: Periodic Company Report Number: 112348 -Age: 24 YR Gender:  Female
Outcome Pr Report Source Prodact . Role Manufacturer Route Dose/Unit  Duration
Other Agitation Consemer Accutane Capsules (Isotretinin) 20 Mg~ PS ORAL
Blister
Tbuprofen C
Diarthoea Nos ok
Dry Skin
Fatigue
Gingival Bleeding
Headache Nos
Hypoaesthesia
Nausea
Oedema Lower Litb
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Date: 06/07/1999

ISR Number: 3284439-6

Report Type: Periodic

Company Report Number: 202809 Age:  28YR Gender: Female
Outcome PT Report Source Product Role Mannfs Route Dose/Unit Duration
Other Coastipation Consamer Accntane Capsules (fsotretincin) 40Mg ~ PS ORAL
Depression Nec :
Date: 06/07/1999 ISR Number: 3284450-5 . Report Type: Pediodic Company Report Number: 202945 Age: - 49YR Gender:  Female
Outconie PT Report Source Produet Role Manufacturer Route Dose/Unit  Duration _
Other Depression Neo Consumer Accutane Capsules (Isotretinoin) PS ORAL
Menopausl Symptoms Health Professional
Stress Symptoms
Date: 06/07/1999° ISR Number: 3284455-4 Report Type: Periodic* Company Report Number: 202997 Age: 17YR Gender:  Male
Outcome PT " Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Emuresis Health Professional Accutane Capsules (Isotretinoin) 40 Mg~ PS ORAL
Date: 06007/1999 ISR Number: 3284462-1 Report Type: Periodic Company Report Number: 104983 Age:  34YR Gender:  Female
Outcome -PT Report Source Product ) Role Mafs Route Dose/Unit  Duration
Other Alanine Aminotransfemse th Professional e pu - - —_—
v e Healt Capsules Ps ORAL
Anxiety Nec Dep Pn;v:n (Medraxyprogesteroe (o}
Aspartate Aminotransferase N (Hyd isone) c
Blood Triglycerides Increased He 1% In Petrolenm Jelly C
Crying (Hydrocortisone)
Headache Nos Cleocin T (Clindainycin Phosphate) c
Paraesthesia Nec Temovate (Clobetasol Propionate) (o]
Sulfur Precipitated (Sulfur) [o]
Cutivate Cream (Cluticasone [od
ionate)
Date: 06/17/1999 ISR Number: 3284464-5 Report Type: Pesiodic Company Report Number: 104987 Age:  36YR Gender:  Female
Outcome PT _ Report Source Product Role Manufacturer Route Dose/Unit =~ Duration
Other Anxiety Nec Consnmer Accutane Capsules (Isotretinoin) PS ORAL
Sulfa Drug (Sulfs Drog Nos) C
Advil (Tbuprofen) [o]
o}
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Date: 06/07/1999

ISR Number: 3284467-0

Report Type: Pediodic

Company Report Number: 105216 Age:  17YR Gender:  Male
Outcome rT Report Source Product Role Manuf Route Dose/Unit  Duration
Other Phenylketomria Health Professional Accutane Capsules (Isotretinain) PS ORAL
Other
Date: '06/07/1999 ISR Number: 3284472-4 Report Type: Periodic Company Report Number: 105310 Age:  20YR Gender:  Male
Outcome PT Report Source Product Role Manuf; Route Dose/Unit  Duration
Other Impotence Health Professional Accutane Capsules (Isotretinoin) 20 Mg~ PS ORAL
. Cream (Metronidazol c
Novacet (Sulfacetamide Sodium/Sulfur) C
Date: 06/07/1999 - ISR Number: 3284488-8 Report Type: Pesiodic ’ Company Report Number: 200981 Age:  29YR Gender:  Female
Outcome T Report Source Product Role Mannfacturer - Route Dose/Unit _ Duration
Other Alopecia Consumer Accutane Capsales (Isotretinoin) PS ORAL
Arthralgia Health Professional
Depression Nec
Hirsutism
Weight Increased
Date: 06/07/1999 ISR Nmmber: 3284490-6 Report Type: Periodic Company Report Number: 200990 Age: 29YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit . Duration
Other Alopecia Consumer Accutane Capsules (Isotretinoin) Ps ORAL
Antimuclear Factor Positive Gi c
Candida Nos
Depression Nec
Migraine Nos
Mood Swings
Visnal Disturbance Nos
‘Weight Decreased
Date: 06/07/1999 ISR Number: 3284496.7 Report Type: Periodic Campany Report Number: 201056 Age:  23YR Gender:  Male
Outcome T Report Source Product Role Mannfacturer Route Dose/Unit _ Duration
Other Loss Of Libido Consumer Accutane Capsules (Isotretinoin) 40 Mg~ PS ORAL
Mood Swings
Date: 06/07/1999 ISR Number: 3284498-0 Report Type: Periodic Company Report Number: 104096 Age: 16 YR Gender:  Female
Outcome PT Report Source Product Role Mannfacturer Route Dose/Unit  Duration
Other Acne Aggravated Other Accutane Capsules (Tsotretinoin) 40Mg ~ PS ORAL
Back P‘i" Ortho-Cyclen c
Depression Nec;
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Date: 06/07/1999 ISR Number: 32845006 Report Type: Pesiodic Company Report Number: 104256 Age:  17YR Gender:  Female
Outcome  PT ReportSource  Product Role Mannfacturer Route Dose/Unit  Duration
e Zole
Other Alopecia Consumer Accutane Capsules (sotretinoin) 40Mg ~ PS ORAL
Blister
Ortho-Novem o}
Coma Nec i
Depression Nec
Emotional Distarbance Nos
Epistaxis
Mood Swings
Nasal Dryness
Photophobia
Vitreous Floaters
Date: 06007/1999 ISR Number: 3284503-1 Report Type: Periodic Company Report Number: 201106 . Age: 22YR Gender:  Male
Outcome PT . Report Source Product Role Mamufacturer Route Dose/Unit  Duration
Other Abdominal Pain Nos Consumer Accutane Capsules (lsotretinoin) 40Mg ~ PS ORAL
Dyspnoea Nos
Haemonhage Nos
Hypoaesthesia
Mboscle Spasms
Palpitations
Date: 06/07/1999 ISR Number: 32845134 Report Type: Periodic Company Report Number: 201313 Age:  45YR Gender:  Female
Outcome T Report Source Product Role Manuf; Route Dose/Unit  Duration
Other Arthralgia Consamer Accotane Capsules (Isotretinoin) Ps o '
Depression Nec Health Professionsl Naprosyn c
Myalgia
‘Weight Increased
Date: 06/07/1999 ISR Number: 3284523.7 Report Type: Periodic Company Report Number: 104884 Age: 19YR Gender:  Male
Outcome PT . Report Source Product Role Mamufactnrer Route Dose/Unit  Duration
Other Blood Prolactin Increased Health Profe A Capsules inoi PS ORAL
Blood Testosterone Decreased .
Erectile Disturbance
Date: 06/07/1999 ISR Number: 32845249 Report Type: Periodic Company Report Number: 104936 Age:  27YR Gender: Male
Outcome T ReportSource  Product Role  Mamfacturer Route Dose/Unit  Duration _
Other Anger Heslth Professional Accutane Capsules (Isotretinoin) PS ORAL
Depression Nec .
Z: (Olan: Ss ORAL
Drug Interaction Nos ) Wﬂ ( e
Paranoia Aggravated yeline ¢
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Date: 06/07/1999 ISR Number: 32845274

Report Type: Periodic

Campany Report Number: 104978 Age: 35YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration _
Other Alopecia Consumer Accutane Capsales (Tsotretingin) PS ORAL
Arthralgia
Blood Thyroid Stimmlating
Hormone Increased
Distarbance In Attention Nec
Dry Eye Nec
Dry Skin
Memory Impairment
Mental Impairment Nos
Date: 06/07/1999 ISR Number: 3284531-6 Report Type: Periodic Company Report Number: 98779 Age: 35YR- Gender:  Female
Outcome PT Report Source Prodact Role Manufy Route Dose/Unit _ Duration
Other Depression Nec Consumer Accutane Capsules (sotretinoin) 60 PS ORAL
Influenza Like ness Mg
Date: 06/07/1999 ISR Number: 3284537-7 Report Type: Pediodic Company Report Number: 98853 Age:  18YR Gender:  Male
Quicome rr ReportSource  Produet Role  Mamufactarer  Route  Dose/Unit . Duration _
Other Aggression Other Accutane Capsules (Isotretinoin) 20 PS ORAL
Confusion Mg
Emotional Distnrbance Nos
Groin Swelling
Date: 06/07/1999 ISR Number: 3284570-5 Report Type: Periodic Company Report Number: 97970 Age:  31YR Gender:  Famale
Outcome PT Report Source Product Role Manufacturer Route  Dose/Unit  Duration
Other Abnamal Behaviour Nos Health Professional Accutane Capsales (Isotretinoin) PS ORAL
Depression Nec .
: Oral Contraceptive C
Memory Impairment
Date: 06/07/1999 ISR Number: 3284580-8 Report Type: Periodic Company Report Number: 200444 Age:  17YR Gender:  Male
Outcome PT Report Sonrce Prodact Role Manufacturer Route ~  Dose/Unit  Duration _
Other Denmatitis Nos' Consumer Accutane Capsules (Isotretinoin) PS ORAL
Impotence
Loss Of Libido
Date: 06/07/1999 ISR Number: 3284582-1 Report Type: Pesriodic Company Report Number: 98220 Age:  32YR Gender:  Female
Outcome PT Report Souree Product Role Manufacturer Route Dose/Unit  Duration
Other Libido Increased Consumer Accutane Capsules ([sotretinoin) 20 Mg~ PS ORAL '
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Date: 06/07/1999

ISR Number: 3284590-0

Report Type: Periodic

Company Report Number: 98386 Age: . 18YR Gender: - Male
Outcome PT Report Source Product Role Mannfacturer Route Dose/Unit  Duration
Other Blood Bilirubin Increased Health Pre Accutane Capsales (I Ty PS ORAL
Depression Nec
Diarthoea Nos
LipDry
Mood Swings
Date: 06/07/1999 ISR Number: 3284594-8 Report Type: Periodic Company Report Number: 201524 Age: 16 YR Gender:  Male
Outcome PT Report Source Product Role Manofacturer Route Dose/Unit Duration
Other Depression Nec Other Accutane Capsiles (Isotretinoin) 40Mg ~ PS ORAL
Rash Brythematous
Skin Lesion Nos
Date: 06/07/1999 ISR Number: 3284595-X Report Type: Pesiodic Company Report Number: 201530 Age:  28YR Gender:  Female
Ouicome PT Report Source Product Role Mamfacturer Route Dose/Unit = Duration
Hospitalization - Depression Noo Consumer Accutane Capsules (lsotretinoin) 40 Mg~ PS ORAL
Initial or Prolonged ~ Dry Skin Health Professional Depo-Provera c
Mood Swings i
Suicidal Meation Paxil . ¢
Suicide Attempt
Date: 06/07/1999 ISR Number: 3284597-3 Report Type: Pesiodic Company Report Number: 201684 Age: 17YR Gender:  Male
Outcome PT Report Source Product Role  Mauufacturer Route Dose/Unit _ Duration
Other Abnormal Behavicur Nos Health Profi A Capsules (I inod PS ORAL
Depression I:lec Fluoxetine Hel c
Psychotic Disorder Nos
Date: 06/07/1999 ISR Number: 3284599.7 Report Type: Periodic Company Report Number: 200554 Age: 27YR Gender:  Pemale
Outcome PT Report Source Product Role Mamuf Route Dose/Unit _ Duration
Other Aggression Consomer Accutane Capsules (Isotretinoin) PS ORAL
Capillary Fragility Increased Ortho Tsi-Cyclen c
Coma Nec
Dry Eye Nec
Dry Skin
Epistaxis
Headache Nos
Hyperaesthesia
Impaired Healing
Mood Swings
Myalgia
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Date: 06/07/1999

ISR Number: 3284600-0

Report Type: Periodic Company Report Number: 202222 Age: 24 YR Gender:  Female
Outcome PT rt Source Product Role  Manufacturer Route  Dose/Unit  Duration _
Other Anxiety Nec Consumer . Accutane Capsules (Isotretinoin) Ps ORAL
Depression Aggravated .
Ortho Tri-Cyclen [o;
Panic Attack o Tik-Cy
Suicidal Ideation Alesse ¢
Date: 06/07/1999 ISR Number: 32846(7}-4 Report Type: Periodic Company Report Number: 202355 Age:  42YR Gender:  Female
Outcome PT Report Sonrce Product Role Mannfacturer Route Dose/Unit  Duration
Other Hypertriglyceridaemia Health Professional Accutane Capsules (Isotretinoin) Ps ORAL
Date: 06/07/1999 ISR Number: 32846164 Report Type: Pesiodic Company Report Number: 203730 Age:  25YR Gender:  Female
Outcome PT Report Source Product Rle Manufacturer Route Dose/Unit = Duration _
Other Dry Skin Health Profe Accutane Capsules (Isotrefinoi PS ORAL
Skin Wrinkling
Suicidal Ideation )
Date: 06/07/1999 ISR Number: 3284619-X Report Type: Periodic Company Report Number: 200742 Age:  19YR Gender:  Female
eeme. M Report Source Product Rile  Mamfacturer Route Dose/Unit  Duration _
Other Fatigue Consumer Accutane Capsules (Isotretinoin) 40Mg ~ PS ORAL
Hndm!:e Nos Birth Control Pills C
Insomnia Nec
Muscle Disorder Nos
Syncope
Date: 06/07/1999 ISR Number: 3284621-8 Report Type: Pesiodic Company Report Number: 200883 Age:  30YR Gender:  Male
Outcome PT ReportSource  Produet Role Manuf; Route Dose/Unit _ Duration
Other Erectile Disturbance Health Professional Accutane Capsules (Isotretinoin) Ps ORAL
Date: 06/07/1999 ISR Number: 3284625.5 Report Type: Periodic Company Report Number: 200977 Age:  1TYR Gender:  Female
Outcome PT Report Source Product Rale Manuf Route Dose/Unit = Duration _
Other Aggression Consumer Accutane Capsales (Isotretinain) PS ORAL
Date: 06/07/1999 ISR Number: 32846292 Report Type: Periodic Company Report Number: 113029 Age: 21YR Gender:  Male
Outcome PT Report Source Prodact Role - Mannfacturer Route Dose/Unit _ Duration
Othier Depression Nec Health Professional Accutane Capsules (Isotretinoin) 40Mg ~ PS ORAL
Erectile Disturbance
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Date: 06/07/1999

ISR Number: 3284634-6

Report Type: Periodic Company Report Number: 113098 Age:

Outcome PT Report Source Product Role Mariuf; Route Dose/Unit  Duration
Other Goitre Healih Professional Accutane Capsules (Isotretinoin) Ps ORAL

Hyporeflexia

Tnitial T .
Date: 06/07/1999 ISR Number: 32846383 Report Type: Pesiodic Company Report Number: 113257 Age: Gender:  Mile
Outcome PT Report Source Product Role  Manufacturer Route Dose/Unit  Duration
Other Libido Decreased Consumer Accutane Capsales (Tsotretinoin) Ps ORAL

Date: 06/07/1999 ISR Number: 3284644-9 kqmn'W: Periodic Company Report Number: 200022 Age: 18YR Gender:  Female
Outcome =~ pT Report Source Product Rele Manufs Route Dose/Unit  Duration
Other Arthralgia . Health Professional Accutane Capsules (Isotretinoin) PS ORAL

Change In Bowel Habit Nos Effexor c
Depression Nec

Eating Disarder Nec Flagyl ¢
Genital Prusitus Pemale

Mitml Valve Incompetence

Pulmonary Valve Incompetence

Tricuspid Valve Incompetence

Urinary Tract Infection Nos

Vaginal Discharge

Vaginitis Bactegial Nos

Vulvovaginal Dryness

Date: 06/07/1999 ISR Number: 3284652-8 Report Type: Pesiodic Company Report Number: 200357 Age:  30YR Gender:  Female
Outcome PT Report Source Produet Role Manufacturer Route Dw Duration
Other Chest Tightness Consumer Accutane Capsules (Isotretinoin) PS ORAL

Dyspnoea Nos .
Fatigne

Gingival Bleeding

Gingivitis

Palpitations )

Date: 06/07/1999 ISR Number: 3284691-7 Report Type: Pesiodic Company Report Number: 203338 Age: 20 YR Gender:  Female
Outcome PT Report Source Product Role M‘."“‘““"" Route Dose/Unit  Duration
Other Acne Aggravated Cansumer Acculane Capsules (Isotretinoin) PS ORAL

Deprossion Nec Health Professional
Weight Increased
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Date: 06/07/1999

ISR Number: 3284693.0

Report Type: Periodic Company Report Number: 203339 Age: Gender:  Pemale
Outcome T Report Source Product Role Manufacturer Route Dose/Unit__ Duration
Other Al"Ped‘. Consumer Accutane Capsules (Tsotretincin) PS ORAL
i Bite Health P"’fw Pamate (Tranylcypromine Sulfate) . [o]
Aspartate Aminotransferase Prozac (Fluoxetine Hydrochloride) [of
Increased Benzamycin (Benzoyl C
Breast Tendemess Peroxide/Erythromycin)
Cheilitis Xanax (Alpmzolam) [
Condition Aggravited Desowen Ointment (Desonide) (o]
Confusion Aquaphor (Ceresi c
Depression Aggravated i ‘oal Alcohol Or
Dermatitis Nos Xip‘_‘md‘) .
Dry Skin Advil (Thuprofen) C
Epistaxis Spectazale (Econazole Nitrate) Cc
Fatigue Cutivate Ointment (Fluticasone C
Lacrimation Increased Propionate)
LipDry . Terazole Suppositories (Terconazole) (o]
Memary Impainnent
Mood Alteration Nos
Panic Attack
Pruritus
Rhinonshoea
'Vaginal Candidiasis"
Vision Bluzred
Date: 06/07/1999 ISR Number: 32847054 Report Type: Periodic Company Report Number: 94518 Age: 1SYR Gender:  Male
Outcome PT Report Source Product Role Mamufacturer Route Dose/Unit  Duration
Other Cheilitis Health Prof A Capsales (F PS ORAL
Depression Nec
Dry Skin
LipDry
Date: 06/07/1999 ISR Number: 32847108 Report Type: Periodic Company Report Number: 95531 Age:  39YR Gender:  Female
Outeome PT Report Source Product Role Manufs Route Dose/Unit Duration
Other Arthralgia Health Professional A ' Capsules (! Ps ORAL
Depression Aggravated o
Dry Mouth
Insomnia Nec Nasalerom c
Lethargy Aleve c
Psychiatric Symptom Nos
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Date: 06/07/1999 ISR Number: 3284711-X

Report Type: Periodic

Company Report Number: 95553

Age:  30YR Gender:  Male
Manufs Duration
Quicome PT Report Source Product Role Route Dose/Unit _ Duration _
—_
Other Coma Nec Consumer Accutane Capsules (Isotrotinoin) Ps ORAL
Confusion
Depression Nec
Buphoric Mood
Meatal Empairment Nos
Neurological Disorder Nos
" der:
Date: 06/07/1999 ISR Number: 3284712-1 Report Type: Pesiodic Company Report Number: 95607 Age:  20YR Gender:  Male
OQutcome PT rt Souree Product Role Route Dos/Unit _ Duration
P — n -
Other Depression Nec Other Accutane Capsules (Isotretinoin) PS ORAL
Marijuana [o}
X : 26 der: -
Date: 06/07/1999 ISR Number: 3284732-7 Report Type: Periodic Company Report Number: 203617 Age:  26VR Gender: - Female
Outcome PT Source Product Role Manufs Route Dose/Unit  Duration
—come Report —ceeme
Other Agitation Health Professional Accutane Capsules (Isotretinoin) PS ORAL )
Depression Nec . -
Contraceptive (Contraceptive Nos) C
Lethargy e
Short-Term Memory Loss
Date: 06/07/1999 ISR Number: 32847364 Report Type: Periodic Company Report Number: 203698 Age:  33YR Gender: ' “Ferale
Outcome T Report Source Product Role  Manufacturer Route Dose/Unit  Duration _
Sitcome 000 Role
Other Candida Nos Health Professional R Capsales (I . PS ORAL
Depreasion Nec
Date: 06/07/1999 ISR Number: 3284744-3 Report Type: Periodic Company Report Number: 84838 Age:  17YR Gender: Male
Outcome PT Report Source Product Role Manufacturer Route ~  Dose/Unit  Duration _
Teome epo; Role
Other Acne Aggravated Health Professi A Capsales (Tsotretincin) s ORAL
Coma Nec Other Steroid Nos (Steroid Nos) c
Depression Nec
Drug Ineffective
Face Oedema
Joint Stiffness
Date: 06/07/1999 ISR Number: 3285326-X Report Type: Periodic Company Report Number: 105992 Age:  18YR Gender:  Male
Outcome PT Report Source Product Role Manufs Route Dose/Unit  Duration
Other Dysarthria 7 Consumer Accutane Capsules (Isotretinain) PS ORAL
Sore Throat Nos
Tongue Oedema
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ISR Number: 3285327-1

Date: 06/07/1999 Company Report Number: 105094
OQutcome T Report Source Product Role M Route Dose/Unit = Duration
Other Dysarthria Health Profe A Capsules (lsotretinoin) PS ORAL
Date: 0G/07/1999 ISR Number: 3285333.6 Report Type: Pesiodic Company Report Number: 106144 Age:  41¥R Gender:  PFemile
Outcome ___ pT Report Source Product Role  Mumfacturer Route Dose/Unit  Duration
Other Dry Skin Consumer Accutate Capsules (lsotretinoin) 40Mg S ORAL
Headache Nos
Localised Exfoliation
Mood. Swings
Nausea
Palpitations
Red Eye
Date: 06/07/1999 ISR Number: 3285372.6 Report Type: Periodic Company Report Number: 110107 Age: Gender:  Unknown
Outcome _  pr Report Source Product Role Mamf, Route Dose/Unit  Duration _
Other Aaxiety Nec Consumer Accutane Capsules (Isotretinoin) PS
Depression Nec
Date: 06/07/1999 ~ ISR Number: 3285376.3 Report Type: Petiodic Company Report Number: 110186 Age: 33YR- Gender:  Pemale
Outcome PT Report Source Product Role Mamufacturer Route Dose/Unit Duration
Other Alopecia Consumer Aceutane Capsules (Isotretinoin) PS ORAL
Constipation Health Professional
Comneal Ulcer Nec
Depression Nec
Epistaxis
Faeces Discolonred
Lip Disarder Nos
Myalgia
Proritus
Date: 06/07/1999 ISR Number: 3285377.5 Report Type: Periodic Company Report Number: 110200 Age:  28YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
: N - — — - —_—— R _—
Other Alopecia Health Professional Accutane Capsules (Isotretinoin) PS ORAL
Confusion
Degression Nee
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ISR Number: 328537 -

PT

Report Type: - Periodic
mm

Short-Term Memory Loss

Health Professional

Company Report Number: 110202

Product Role »

Age:  20YR

Route

Accutane Capsules (Isotretincin) PS

ORAL

Gender:  Male

Dose/Unit  Duration

Date: 06/07/1999

Qutcome

ISR Number: 3285382-9

PT

Report Type: Periodic

Report Source

Other

Chest Tightness
Condition Aggravated
Menonthagia

Myalgia

1 Svnd

Company Report Number: 110589

Product Role Mannfactarer

Accutane Capsules (Isotretinoin) PS

Age:  17YR

Route

ORAL

Gender:  Female

Dose/Unit  Duration

Date: 06/07/1999

Outcome

1SR Number: 3285391-X

PT

Other

Anxiety Nec
Blindness Night
Dyspnoea Nos
Myalgia
Tremor Nec
‘Weakness

Report Type: Periodic

&e&ﬂ Source
Consumer

Company Report Number: 110935
Product Role
Accutane Capsules (Isotretinoin) 40Mg ~ PS
Vitamin B (o]

Mannfacturer

Age: 41YR

Route

ORAL

Gender:  Female

Dose/Unit _ Duration

Date: 06/07/1999

ISR Number: 32853970

PT

Report Type: Pediodic

Report Source

Abdominal Pain Upper
Back Pain

Coma Nec

Depression Nec
Dyspnoca Nos
Headache Nos
Hypertension Nos
Palpitations

Vomiting Nos

Other

Company Report Number: 111223
Prodact Role Manufs

Age:

Route

Gender:  Unknown

Accutane Capsules (Isotretinoin) PS

Dose/Unit  Duration

Date: 06/07/1999

Outcome

ISR Number: 32853994

PT

Other

Alopecia
Blister
Bronchitis Nos
Coma Nec
Congh

Report Type: Pedodic

Tt Source
Consumer
Health Professional

Product Role
Accutane Capsules (Isotretinain) PS
Triphasil c

Company Report Number: 111373

Age: 30YR

Route

Mnmfucﬁn‘gr

ORAL

Gender:  Female

Dose/Unit Duration
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Date: 06/07/1999 ISR Number: 3285401-X

Report Type: Pesiodic

Company Report Number: 111410 Age:  30YR Gender:  Female
Outcome __  PT ort Source Product . Role  Manufacturer Route Dos/Unit  Duration
Other Arthralgia Consumer Accutane Capsules (Isotretinoin) Ps ORAL
Libido Decreased Other
Date: 06/07/1999 ISR Number: 3285498-7 Report Type: Periodic Company Report Number: 107610 Age: 16 YR Gender:  Male
QOutcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Shart-Term Memory Loss Health Professional A Capsules (% inoi PS ORAL
Date: 06/07/1999 ISR Number: 32855014 Report Type: Periodic Company Report Number: 107700 Age:  22YR Gender:  Female
Outcome PT Report Source Product Role Manuf Route Dose/Unit  Duration
Other Depression Nec Consumer Accutane Capsules (Isotretinoin) 40Mg ~ PS ORAL
Headache Nos
Tnvitability
Neck Pain
Date: 06/07/1999 ISR Number: 3285512-9 Report Type: Pesiodic Company Report Number: 106626 Age: 15YR Gender: Male
Outcome Pz Report Souree Product Role  Mamufacturer Route DosoUnit — Duration
Othier Abnormal Behaviour Nos Other Accutane Capsules (Tsotretinoin) 40Mg ~ PS ORAL
Aggression Astiasthmatios c
Coma Nec
Date: 06/07/1999 ISR Number: 3285516-6 Report Type: Periodic Company Report Number: 106830 Age: 27YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer - Route Dose/Unit  Duration
Other Blindness Night Consumer Accutane Capsules ([sotretinoin) PS ORAL
Depression Nec Health Professional
Dizziness (Bxc Vertigo)
Dry Skin
Hot Flushes Nos
Hyposesthesia
Migraine Nos
Vision Blusred
Vulvovaginal Dryness
Date: 06/07/1999 ISR Number: 3285520-8 Report Type: Periodic Company Report Number: 106908 Age:  25YR Gender:  Male
Qutcome PT Report Source Product Role M. Route Dose/Unit _ Duration
Other Aggression Other Accotane Capsules (Isotretinoin) PS ORAL
Depression Nec B
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Date: 06/07/1999 ISR Number: 3285526-9 Report Type: Pesiodic Company Report Number: 107122 Age: 16 YR Gender:  Male
Outcome PT Report Source Product _ Role Mannfacturer Route Dose/Unit  Duration
Other Acne Aggmvated Health Professi Accutane Capsules (E PS ORAL
Alanine Aminotransferase Other
Increased
Alopecia
Aspartate Aminotransferase
Increased
Back Pain
Coma Nec
Denmatitis Nos
Dyspnaea Nos
Fatigue
Granuloma Nos
Mood Alteration Nos
Nail Discolonration
Nausea
Scar
Urticaria Nos
Vertigo Nec
Date: 06/07/1999 ISR Number: 32855294 Report Type: Periodic Company Report Number: 107180 Age: 36 YR Gender: Female .
Outcome PT . Report Source Product Role Manufactarer Route Dose/Unit  Duration
Other Mood Swings Consumer Accutane Capsules (Isotretincin) PS ORAL
‘Weight Decreased Health Professional
Other
Date: 06/07/1999 ISR Number: 3285612-3 Report Type: Periodic Company Report Number: 97604 Age:  47YR Gender:  Female
Outeome __ Pr Report Souree Product Roe  Mamufactarer Route  Dose/Unit  Duraion
Other Depression Nec Consumer Accutane Capsules (Tsotretinoin) PS ORAL
Pain Nos Health Professional Effexor c
Suicidal Ideation
Date: 06/07/1999 ISR Number: 3285615-9 Report Type: Periodic Company Report Number: 97629 Age:  18YR Gender:  Female
Qutcome Ll ReportSource  Product Role  Mumufucturer Route  Dost/Unit  Duration
Death Completed Suicide Health Profe A Capsules (& 40mg  PS ORAL
Other
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Date: 06/07/1999

ISR Number: 3285616-0

Report Type: Periodic Company Report Number: 97744 Age:  18YR Gender:  Male
Outcome PT Report Source Product Role ©  Mannfacturer Route Dosg/Unit ~ Duration
Hospitalization - Depression A d Health Accutane Capsules (Isotretinoi PS ORAL
or Prolonged Suicidal Ideation Zoloft c
Date: 06/07/1999 ISR Number: 3285617-2 Report Type: Periodic Company Report Number: 97745 Age: 21YR Gender:  Female
Outcome PT Report Source Product Role Manuf, Route Dose/Unit
Otter Depression Nec Other Accutsine Capsales (Istretinoin) S ORAL
Eating Disorder Nec
Date: 06/07/1999 ISR Number: 3285618-4 Report Type: Periodic Company Report Number: 97850 Age:  14YR Gender:  Feanale
2 ReportSource ~ Produet Role  Manufacturer Route Doss/Unt  Duration
Life-Threatening Abdominal Pain Nos Health Professional Accutane Capsules (Jsotretinoin) 40mg ~ PS ORAL
Hospitalization - Mood Swings Other Aleve c
Initial or Prolonged Suicide Attempt Iougrofen c
Vomiting Nos
Weiglit Decreased Tylenol c
Date: 06/07/1999 ISR Neaber: 3285619-6 Report Type: Periodic Company Report Number: 97903 Age:  1BYR: Gender: Female
Outcome PT Report Source Product i Role Manufacturer Route Dose/Unit  Duration
Other Caying Other Accutane Capsules (Isotretinoin) 40mg S ORAL
Depression Nec
Depakote c
Diarthoea Haemorrhagic !
Disturbance In Attention Nec
Tremor Nec
Weight Decreased .
Date: 06/07/1999 ISR Number: 32856202 Report Type: Periodic Company Report Number: 97929 Age: 18YR Gender:  Male
Outcome PT Report Source Product Role Manuf Route Dose/Unit  Duration _
—_— -
Other Anger Other Accutane Capsules (Isotretinoin) PS ORAL
Depression Nec
Night Sweats
Date: 06/07/1999 ISR Number: 32856214 Report Type: Periodic Company Report Number: 97969 Age: Gender:  Female
Outcome PT Report Source Product Role Mannfacturer Route Dose/Unit  Duration _
Other Depression Nec Health Professional A Capsules (Isotretino PS ORAL
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Number: 3285622-6

Report Type: Periodic

Company Report Number: 98042 Age: 16 YR Gender:  Male
Outcome T Report Source Product Role Manuf; Route Dose/Unit  Duration
Other Depression Suicidal Health Professionsl Accutane Capsules (Isotretinoin) ] ORAL
Date: 06/07/1999 ISR Number: 3285623-8 Report Type: Periodic Company Report Namber: 98112 Age: - 18YR Gender:  Male
Outcome PT Report Source Product Role Manuf; Route Dose/Unit = Duration
Other Depression Nec Other ) Accutane Capsules (Isotretinin) 40mg ~ PS ORAL
Suicidal Ideation -
Date: 66/07/1999 ISR Number: 3285625-1 Report Type: Periodic Company Report Number: 98175 Age:  13YR Gender:  Female
Outcome PT Report Souree Product Role Manuf; Route Dose/Unit  Duration
Other Depression Nec Other Accutane Capsules (Isotretinoin) PS ORAL
Date: 06/07/1999 ISR Number: 3285626-3 Report Type: Periodic Company Report Number: 98176 Age:  15YR Gender: - Male
Outeome PT Report Source Product Role Manufacturer Route ~ Dose/Unit = Duration
Other Depression Nec Health Professional A Capsules (Isotretinoi PS ORAL
Obsessive-Compulsive Disorder
Date: 06/07/1999 ISR Number: 3285627-5 Report Type: Periodic Company Report Number: 98369 Age:  1BYR: Gender: _Male
Outcome PT Report Source Product Role Manuf; Route Dose/Unit _ Duration
Other Depression Nec Health Professions] A Capsales (Isotretinoi ) ORAL .
Date: 06/07/1999 ISR Number: 3285637-8 Report Type: Perodic Company Report Number: 96053 Age: 16 YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
. o . D —
Other Trichotillomania Health Professional Accutane Capsules (1 i PS ORAL
Date: 06/07/1999 ISR Number: 3285640.8 Report Type: Periodic " Company Report Numbex: 96241 Age:  22YR Gender:  Female
Oulcome PT Report Source Product Role’ Manufactarer Route Dose/Unit  Duration
Other Abdominal Distension Other Accutane Capsules (Isotretinoin) PS ORAL
Acne Aggravated
Alopecia
Depression Nec
Fatigoe
Headache Nos
Menstrual Disorder Nos
Pamaesthesia Nec
Rash Pagular
08/03/2000

Page 314 .of 487




Outcome

Date: 06/07/1999

ISR Number: 3285641-X
PT

Other

Alopecia
Arthralgia
Arthritis Nos
Blepharitis
Depression Nec
Decmatitis Nos
Diarthoea Nos
Dry Eye Nec
Dry Skin

Ear Disorder Nos
Banache .
Fatigue

Gum Pain
Headache Nos
Hypoaesthesia
Insomnia Nec
Nasal Dryness
Pain In Limb
Sweat Gland Disorder Nos
Taongue Oedema

Report Type: Periodic

Report Souree

Product

Company Report Number: 96290

Health Professional

Accutane Capsules (Isotretinoin) 20 PS
Mg

Dhea

Age:  39YR

Route

ORAL

Gender: Pemale

Dose/Unit  Duration

Date: 06/07/1999

Outcome

ISR Number: 32856457
PY

Report Type: Periodic

Report Source

Other

Alopecia

Coma Nec

Demmatitis Nos
Disorientation
Dizziness (Exc Vertigo)
Dry Skin

Prurims

Rash Erythematons
Rash Scaly

Consumer

Product

Company Report Number: 96639

Role

Accutane Capsules (Isotretinoin) 60 pPs
Mg

Loestsin

(o]

Age: 26YR

Route

ORAL

Gender:  Female

Dose/Unit _ Duration

Date: 06/07/1999

Outcome

ISR Number: 3285648-2
Pr

Report Type: Periodic

Report Source

Other

Abnormal Behaviour Nos
Hypertriglyceridaemia
Nightmare

Vertigo Nec

Health Profe

Product

Company Report Number: 98427

Role

A

Capsules (& 40Mg P

Manufscturer

Age:  15YR

ORAL

Route

Gender:  Male

Dose/Unit_ Duration
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Date: 06/07/1999 ISR Number: 32856494

Report Type:: Periodic

Company Report Number: 98471 Age: 16 YR Gender:  Male
Outcome PT Report Sonrce Product Role Manuf; Route Dose/Unit - Duration
Other Aggression Other Accatane Capsules (Isotretinoin) PS ORAL
Coma Nec .
Depression Nec
Emotional Distarbance Nos
Mood Swings
Date: 06/07/1999 ISR Number: 3285651-2 Report Type: Periodic Company Report Number: 98557 Age: 16 YR Gender:  Male
Outcome T Report Source Produet Role Manufacturer Route Dose/Unit ~ Duration
ot Suicide Attempt Health Professional Accatane Capsules (Isotretincin) PS ORAL
Date: 06/07/1999 ISR Number: 3285652-4 Report Type: Periodic Company Report Number: 98586 Age: 34YR Gender:  Female
Outcome . PT rt Souree Prodnet Role  Mumfacturer Boute  Dose/Unit  Duration
Other Acne Aggravated Consumer Accutane Capsules (Isotretincin) 40Mg ~ PS ORAL
Alopecia Health Professional Vitamin © c
Coma Nec
Depression Nec
Mood Swings
‘Vomiting Nos
Date: 06/07/1999 ISR Number: 3285660-3 Report Type: Periodic Company Report Number: 99025 Age: 13YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Hospitalization - D 1 ion Nec Consumer Acoutane Capsules (Isotretinoin) 40 Mg~ PS ORAL
Initial or Prolonged Suicide Attempt Health Professional Paxil c
Date: 06/07/1999 ISR Number: 3285661-5 Report Type: Periodic Company Report Number: 99028 Age:  17YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Anorexia Health Professional A Capsules (Tsotretinoi PS ORAL
Benign Intracranial
Hypertension
Coma Nec
Depression Nec
Headache Nos
Lethargy
Date: 06/07/1999 ISR Number: 3285667-6 Report Type: Periodic ‘Company Report Number: 99251 Age:  17YR Gender:  Male
Outcome T Report Source Product -Role Manufacturer Route Dose/Unit  Duration
italization - A Other Accatane Capsules (Isotretinoin) PS ORAL
Initial or Prolanged Coma Nec
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Date: 06/07/1999

ISR Number: 3285668-8 Report Type: Pesiodic Company Report Number: 99252 Age:  1TYR Gender: . Male
Outcome PT Tt Source Product Role Manufacturer Route Duration
—_—e__ 7 _ ___ Role Dose/Unit
Other Depression Nec ‘Health Prof N Capsales & . S ORAL
Suicidal [deation Ritalin c
Date: 06/07/1999 ISR Number: 3285669-X Report Type: Periodic Company Report Nmnber: 99261 Age:  30YR Gender:  Female
Qutcome PT Report Source Product Role Manufacturer Route Dose/Unit Duration
I R, T ———— —_— _— B
Life Threatening Bane Pain Consumer Accutane Capsules (Isotretinoin) PS ORAL
Hospitalization - b ¥, Nec Demmlen o]
Initial or Prolonged Suicide Atempt
Date: 06/07/1999 ISR Nuber: 3285671. Report Type: Periodic Company Report Number: 99308 Age:  1SYR Gender:  Female
Outcome PT Report Souree Product Role Mannfacturer RBoute  Dose/Unit  Duration _
e " T—————— ReportSowre Role
Other Depression Nec Health Professional Accotane Capsules (Tsotretinoin) PS ORAL
Suicidal Ideation Other
Date: 06/07/1999 ISR Number: 3285672.X Report Type: Periodic Company Report Number: 99310 Age: 18 YR Gender:  Male
Outcome PT Report Source Product Role Manufactorer Ronte Dose/Unit _ Duration
—— _ Report Rols
Other Abnarmal Behaviour Nos Health Professional Accutane Capsules (Isotretincin) 40 Mg~ PS ORAL
Blood Cholesterol Increased
Blood Triglycerides Increased
Depression Nec
Mood Swings
Date; tl6/ﬂ711999 ISR Number: 3285673-1 Report Type: Periodic Company Report Number: 99311 Age: Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit Duration
ohe  T———————— ReporiSource Role
Other Depression Aggravated Health Professional Accutane Capsales (Tsotretinoin) Ps ORAL
Date: 06/07/1999 ISR Nvanber; 3285674.3 Report Type: Pedodic Company Report Number: 99346 Age:  17YR Gender:  Male
Outcome PT Report Source Product Role Mamufacturer Route Dose/Unit  Duration
T Repo e Role
Othe Depression Nec Health Professional Accutane Capsiles (Isotretinoin) Ps ORAL
Suicidal Keation
Date: 06/07/1999 ISR Number: 3285675-5 Report Type: Periodic Company Report Number: 99399 Age: 26 YR Gender:  Female
Outcome PT 1t Source Product Role Manufacturer Route Dosc/Unit  Duration
. Repo, Bole 2
Other Crying Other Accutane Capsules (Isotretinoin) Ps ORAL
Depression Nec
Suicidal Ideation }
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Date: 06/07/1999

ISR Number: 3285676.7 Report Type: Peziodic Company Report Number: 99413 Age:  19¥R Gender:  Male
Ouicome T Report Source Product Role  Mamufactarer ‘Route Dose/Unt_ Duration _
ot Appetite Decreased Other Accotane Capsules (Isotretinoin) Ps ORAL

Depression Nec
Social Avoidant Behaviour
Weight Decreased
Date: 06/07/1999 ISR Number: 32856779 Report Type: Periodic Company Report Number: 99475 Age:  1SYR Gender:  Female
Outcome PT Report Seurce Product _ Rele  Mamufacturer Route Dose/Unit  Duration
Other Depression Nec Health Profe A Capsales (1 . PS ORAL
Date: 06/07/1999 ISR Number: 3285678-0 Report Type: Periodic Company Report Number: 99550 Age: ISYR Gender: Male
Outeome PT Report Source Product ) Role  Mamufacturer Route Dose/Unit ~ Duration
Other Aggression Other Accutane Capsules (Isotretinoin) PS ORAL
Apathy
D ion Nec !
Date: 06/07/1999 ISR Number: 3285679-2 Report Type: Periodic Company Report Number: 99993 Age: 37YR Gender:  Female
Outcome PT Report Source Product Role - Manufacturer Route Dose/Unit  Duration
Other Arthralgia Health Professional Accutane Capsules (Isotretinoin) PS ORAL .
Depression Aggravated Wellbutai c
Myalgia
Suicidal Ideation Prozac ¢
Antabuse . c
Date: 06/07/1999 ISR Number: 3285680-9 Report Type: Periodic Company Report Number: 100085 Aée: 31YR Gender: Female
Outcome PT Report Source Product Role Manufactarer Route Dose/Unit  Duration _
Other Depression Aggravated Health Professional A Capsules (i PS ORAL
Depo Provers (Medroxyprogesterone §s
Acetate) 150mg .
‘Wellbutsin o}
Estiny] o}
Date: 06/07/1999 ISR Number: 3285681-0 Report Type: Periodic Company Report Nomber: 100090 Age: Gender:  Male
OQutcome PT Report Source Product Role ' Manufacturer Route Dose/Unit  Duration
Hospitalization - Suicide Attempt Constmer Accutane Capsules (Isotretinoin) PS ORAL
Initial or Prolonged .
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Date: 06/07/1999 ISR Number: 32856822 Report Type: Periodic

Company Report Number: 100372 Age: 16 YR

Gender: Male

Outcome PT Souree Product Role Mamfacturer Route Dose/Un#t  Duration
o 2 Report === Mumfectwer
Other Depression Nec Other Accutane Capsules (Tsotretinoin) Ps ORAL

Suicidal Ideation
Date: 06/07/1999 ISR Number: 32856834 Report Type: Pesiodic Campany Report Number: 100469 Age:  23YR Gender:  Female
Outcome PT Report Source Prodnct Role Manufacturer Route Dose/Unit Duration
Other Abnarmal Behaviour Nos Health Professional Accatane Capsales (Tsotrefinoin) Ps ORAL

Disturbance In Attention Nec . :

Onal Contracepti c
Hallucination, Auditory ! ves
Insomnia Nec
. .

Mood Swings

Paraesthesia Nec
Date: 06/07/1999 ISR Number: 3285634-6 Report Type: Periodic Company Report Number: 100509 Age:  17YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit = Duration
b T T———————— BeportSemre Role  Mamfacturer
Other Depression Nec Other Accutane Capsles (Rsotretinoin) Ps ORAL

Suicide Attempt Stelazine (Trifluoperazine ss

Tremor Nec Hydrochlori )
Date: 06/07/1999 ISR Number: 3285685.8 Report Type: Periodic Company Report Number: 100589 Age:  24YR Gender:  Female
Outcome PT Report Source . Product Role -  Manufacturer Route Dose/Unt . Duration _
e e —_— g T
Other Antinuclear Factor Positive Other Accutane Capsales (sotretinoin) PS ORAL

Crying

Depressed Mood

Depression Nec

Emotional Disturbance Nos

Fatigue
Date: 06/07/1999 ISR Number: 3285687-1 Report Type: Pesiodic Caompany Report Number: 100742 Age: 16 YR Gender:  Female
Outcome PT ort Source Product Role Mannfactorer Route Dose/Unit  Duration
Outeome _ Rep rodget Mumnfacturer ~ Route
Other Depression Nec Health Professi A Capsules (Isotretincin) 40mg ~ PS . ORAL

Suicide Attempt
Date: 06/07/1999 ISR Number: 3285688-3 Report Type: Pesiodic Company Report Number: 100773 Age: 21 YR Gender:  Male
e C S RepotSomrce Prodnet Role  Mamufscturer  Route Dose/Unit  Duration
Hospitalization - D A Other Accutane Capsules (Tsotretinoin) PS ORAL
Initial or Prolonged Suicidal Ideation Trazodone C
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Date: 06/07/1999  IsR Number: 3285690-1

Report Type: Periodic Company Report Namber: 100778 Age: 21YR Gender:  Female
Outcoime PT Report Source Product Role_  Mamufactarer Boute Dose/Unit  Duration
Quteome = _ epol Role_
Hospitalization - Condition Aggravated Health Professional Accutane Capsules (Isotretinoin) Ps ORAL
Initéal or Prolonged Depression Aggravated
Psychotic Disorder Nos
Date: 06007/1999 ISR Number: 3285691.3 Report Type: Pesiodic Company Report Number: 100782 Age:  17YR Gender:  Male
Outcome PT rt Source Product Role Manufacturer Route Dose/Unit  Duration
Qutcome Role
Hospitalization - Psychotic Disorder Nos Health Professional Accutane Capsales (Tsotretinoin) PS ORAL
Initia) or Prolonged
Date: 06/07/1999 ISR Number: 3285692.5 Report Type: Periodic Campany Report Number: 100854 Age:  ISYR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit Duration
o = ScportSource —0e
Hospitalization - Mood Swings Health Prof A Capsules (Isotretinoi PS ORAL
Initial or Prolonged Suicide Attempt
Date: 06/07/1999 ISR Namber: 3285693-7 Report Type: Periodic Company Report Namber: 100996 Age:  16YR: . Gender:  Female
Outcome PT Report Source Product Role Mamufacturer Route Dose/Unit _ Duration _
LDutcome Rale
Hospitalization - Anger Health Professional Accutane Capsules (Isotretinoin) 40Mg S ORAL
Initial or Prolonged Coma Nec
Depression Nec
Feeling Ab;
Date: 06/07/1999 ISR Number: 3285694-9 Report Type: Periodic Company Report Number: 100999 Age: 21 YR Gender:  Male
Outcome T ReportSource  Product Role  Manufacturer Route Dose/Unit  Duration _
PO L S Role
Other Coma Nec Other Accutane Capsales (Isotretinoin) PS ORAL
Depression Nec
Dermatitis Nos
Listless
Sedation
Suicidal Ideation
Date: 06/07/1999 ISR Number: 3285695-0 Report Type: Periodic Company Report Number: 101293 Age: 16 YR Gender:  Female
Outcome PT BeportSource  Produet - Role Mamufacturer Route ~  Dose/Unit  Duration _
— = Role
Other Depression Nec Health Professi A Capsules (Isotretinoi PS ORAL
‘Tooth Caries Nos 5
Date: 06/07/1999 ISR Number: 3285697-4 Report Type: Periodic Company Report Number: 101428 Age: 47YR Gender:  Female
Outcome PT ReportSoarce  Product Role Manufactarer Route Dose/Unit = Duration
I - Role
Hospitalization - D Nec Consumer Accutane Capsules (Isotretinoin) PS ORAL
Initial or Prolonged
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Date: 06/07/1999

ISR Number: 3285702-5

Report Type: Periodic

Company Report Number: 102006 Age: 19YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit = Duration
Other Canvulsions Nos Other Accutane Capsules (Isotretinoin) Ps ORAL
Depression Nec
Flashback
Grand Mal Convulsion
Insomnia Nec
Nausea
Petit Mal Epilepsy
Sedation
‘Weakness
Date: 06/07/1999 ISR Number: 3285703-7 Report Type: Periodic Company Report Number: 102033 Age:  23YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Coma Nec Consumer Accotane (Tsotretinoin) Ps ORAL
;“”L““I::gg‘“‘“’d Ortho Tri-Cyclen c
A i
el o Xanax (o4
Date: 06/07/1999 ISR Number: 3285705-0 Report Type: Periodic Campany Report Number: 102050 Age: 14YR Gender: “Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
ot Depression Nec  Health Professional Accutane Capsules ([sotretinoin) PS ORAL
Date: 06/07/1999 ISR Number: 32857062 Report Type: Periodic Company Report Number: 102067 Age:  17YR Gender:  Male
Outcome PT Report Source Product Role M er Route Dose/Unit  Duration
Other Aggression Other Accutane Capsules (Isolretinoin) 40Mg ~ PS ORAL
Depression Nec
Suicidal Ideation
Date: 06/07/1999 ISR Number: 3285708-6 Report Type: Pediodic Company Report Number: 102867 Age:  20YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit Duration
Other Appetite Decreased Health Professional Accutane Capsules (Isolretinoin) 40 Ps ORAL
Blood Glucose Decreased Other Mg
Confusion
Degpuession Nec
Date: 06/07/1999 ISR Number: 3285709-8 Reéport Type: Periodic Company Report Number: 103059 Age: 23YR | Gender:  Female
Outcome PT Report Scurce Product Role -‘Manufacturer Route - Dose/Unit . Duration
Other Dizziness (Exc Vertigo) Consumer Accutane Capsules (Isotretinoin) 60 PS ORAL
Dry Skin Mg .
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: 06/07/1999

ISR Number: 3285711-6

Report Type: Periodic

Company Report Number: 103319 Age:  17YR Gender:  Male
Outeome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Deith Completed Suicide Health Profe Accutane Capsiles (I inoi PS ORAL

Date: 06/07/1999 ISR Number: 3285713-X Report Type: Periodic Company Report Number: 103491 Age:' 13YR Gender:  Female
% PT Report Source Product Role Manufacturer Route Dose/Unit Duration _
Life-Threatening Degression Nec Other Accutane Capsules (Isotretincin) Ps ORAL

Suicide Attempt .

Date: 06/07/1999 ISR Number: 3285714-1 Report Type: Periodic Company Report Number: 103954 Age:  T5YR Gender: Male
Outeome PT Report Source Product Role Mam Route Dose/Unit Duration
Other Back Pain Consumer Accutane Capsules (Isotretinoin) 40 Ps ORAL

Bone Disorder Nos Mg

Coma Nec Aspirin [od
Depression Nec Unknown Hypertension Drug Cc
Difficulty In Walking

Soft Tissue Disorder Nos

Swelling Nos

‘Weakness

Date: 06/07/1999 ISR Number: 3285716-5 Report Type: Periodic Company Report Number; 104463 Age: ISYR Gender:  Female
Outcome PT Report Source Product Rote Mannfacturer Route Dose/Unit _ Duration _
Other Depression Nec Other Accutane Capsules (Isotretinoin) 20Mg ~ PS ORAL

Mood Swings
Suicide Attempt

Date: 06/07/1999 ISR Number: 3285717-7 Report Type: Periodic Company Report Number: 104721 Age: 20YR Gender:  Female
Outcome PT Report Source Product Role Mannfacturer Route Dose/Unit _ Duration _
Other Depression Aggravated Consamer Accutane Capsales (Isotretinain) Ps ORAL

Antidepressant Continming [of

Date: 06/07/1999 ISR Number: 32857219 Report Type: Periodic Company Report Number: 106302 Age:  17YR Gender:  Female
Outcome. PT Report Source Product Role Manufacturer Ronte Dose/Unit _ Duration
Hospitalization - Aggtmon B Consumer Accutane Capsules (Isotretinoin) PS ORAL
Initial or Prolonged Depression Suicidal Health Professional Birth C 1Pl c
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late: 06/07/1999 ISR Number: 32857220 Report Type: Periodic Company Report Number: 106377 Age: 25YR Gender:  Female

Qutcome __  PpT : Tt Source Product Role Manufacturer Route Dose/Unit  Duration _

——————— __ ReportSource L5 -
Other Coma Nec Health Professi Accutane Capsules (I .- PS ORAL

Crying

Depression Nec

Headache Nos

Insomnia Nec
late: 06/07/1999 ISR Number: 3285723-2 Report Type: Periodic Company Report Number: 106552 Age:  20YR Gender:  Female
Outcome PT Report Source Prodnet Role Manufa Route Dose/Unit = Duration
Death Completed Suicide Health Professional A Capsules (i PS ORAL
Jate: 06/07/1999 ISR Number: 3285727-X Report Type: Periodic Company Report Number: 106930 Age:  17YR Gender:  Male
Ontcome PT Report Source Product Role Manuf, Route Dose/Unit _ Duration
Jeath Comgleted Suicide Other Accutane Capsules (Jsotretinoin) 40 DS ORAL
Jate: 06/07/1999 ISR Number: 3285729.3 Report Type: Periodic Company Report Number: 110768 Age: 16 YR Gender:  Female
Duteome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Jther Depression Nec Consumer Accutane Capsales (Tsotretincin) Ps ORAL

Suicidal Ideation o
Jate: 06/07/1999 ISR Number: 3285730-X Report Type: Periodic Company Report Number: 110829 Age: 15YR Gender: = Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
— 7T _ Role =ofte  Dose/Unit = Duration
Other Depression Nec Health Profe 1 Accutane Capsules (1 inoin) PS ORAL
Jate: 06/07/1999 ISR Number: 3285732.3 Report Type: Periodic Company Report Number: 110965 Age:  45YR Gender:  Female T
Qutcome ' pr ort Source Product Role Manufactarer Route Dose/Unit _ Duration

—_  __ Re Role_ Rowte Dose/Unit  Duration
Other Coma Nec Health Professi A Capsules (Fsotretinoi PS ORAL

Depressi

. on Nec Dennlen C

Insomnia Nec

Mood Swings

Suicidal Ideation
Jate: 06/07/1999 ISR Number: 3285733-5 Report Type: Pesiodic Company Report Number: 111017 Age: 31 YR Gender: Female
Dutcome . PT Report Source Product Role  Manufacturer Ronte Dose/Unit . Duration
Other A'jéu Consumer Accutane Capsules (Isotretincin} 41 Mg~ PS ORAL

Dlister - - Healife Professioul CHrrorr Pransoemar C

e ——— - ke T T




Date: 06/07/1999

ISR Number: 3285734-7 Report Type: Periodic Company Report Number: 111046 Age: ) 38YR Gender:  Female
Outcome PT Report Scurce Produoct Role Mamufacturer Route Dose/Unit = Duration
—_— T —
Other Arthralgia Health Prof Accutane Capsales (Jsotretinoi PS ORAL
Headache Nos
Suicidal Ideation
Date: 06/07/1999 ISR Number: 3285735.9 Report Type: Periodic Company Report Number: 111077 Age:  14YR Gender: we
Outcome PT Report Source Product Role Manufactarer Route Dose/Unit  Duration _
Other Depression Nec Health Professional Accutane Capsules (Tsotretinain) 40 Mg~ PS ORAL
Other
Date: 06/07/1999 ISR Number: 3285736-0 Report Type: Periodic Company Report Number: 111139 Age: 21'YR Gender:  Female
Outcome PT : Report Source Product Role Mannfacturer Route Dose/Unit  Duration
Outeome Role
Other Anxicty Nec Other Accutane Capsules (Tsotretinioin) PS ORAL
Mood Swings Birth Control Pills Nos c
Date: 06/07/1999 ISR Number: 3285738-4 Report Type: Periodic Company Report Number: 111320 Age: 23YR Gender:  Female
Outcome . PT &Eon Source Prodnct Role Mammfacturer Route Dose/Unit Duration
_— T —— _—
Other Crying Consumer Accntane Capsules (Isotretinoin) Ps ORAL
Depression Nec Health Professional O & . c
Insomnia Nec
Mood Swings
Date: 06/07/1999 ISR Number: 32857414 - Report Type: Periodic Company Report Number: 111676 Age:  17YR Gender: - Female
Outcome PT It Source Product Role Manufacturer Route Dose/Unit  Duration
—_— o’
Other Coma Nec Consumer Accutane Capsules (Isotretinoin) Ps ORAL
Crying
Depression Nec -
Date: 06/07/1999 ISR Nurwber: 3285742-6 Report Type: Pesiodic Company Report Number: 111716 ~ Age:  41YR Gender:  Female
Outcome PT Report Source . Product Role Manufacturer Route Dose/Unit  Duration
—_—— Role
Other Coma Nec ‘Health Profi A Capsules (I in)20Mg ' PS ORAL
Crying
Depression Nec
Mood Swings
Sleep Disorder Nos
Social Avoidant Behavionr
Suicidal Ideation
08/03/2000
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Date: 06/07/1999

ISR Number: 3285744-X Report Type: Pesiodic Company Report Number: 111802 Age:  27YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit Duration
Hospitalization . Major Depressive Disorder Nos Health Prof N Capsules 1 - Ps ORAL
Initial ed
o Proleng Ortho Tri Cyclen C
Date: 06/07/1999 ISR Number: 3285747-5 Report Type: Periodic Caonpany Report Number: 111894 Age:  32YR Gender:  Female
Ouatcome PT rt Source Product Role Manufactorer Route Dose/Unit  Duration
- - —_— —_—_ Yuralion
Hospitalization - Depression Nec Health Professional N Capsales & . PS ORAL
Initial or Prolonged i icit
long Thempeutic Agent Toxicity Birth Fills c
Paxil ) c
Advil (o]
Date: 0GA07/1999 ISR Number: 3285750.5 Report Type: Periodic Company Report Number: 108439 Age: 25YR Gender:  Female
Outcome PT rt Source Product Role Manufacturer Route Dose/Unit - Duration
= - Role L
Otber Apathy Consumer Accatane Capsales (Tsotretinain) PS ORAL
heni, o Other On.nlConfncepﬁves Nos c
Coma Nec Mf"‘”}“”” c
Depressian Nec Claritin c
Emotional Distarbance Nos Motdn o)
Epistaxis .
Headache Nos
Lip Disorder Nos .
Date: 06107/1999 ISR Number: 3285751.7 Report Type: Periodic Company Report Number: 108490 Age:  16YR Gender:  Female
Outeome pr Report Souree Product Role  Manufacturer Route Dose/Unit _ Duration
_—_— P i ntt _ Doration
Other Coma Neo Consumer Accutane Capsales (Tsotretinoin) S ORAL
Depression Agg Health Professional Ortho Tri-Cyclen c
Insomnia Nec .
Tearfalness Desogen c
Zoloft C
Date: 06/07/1999 ISR Number: 3285753.0 Report Type: Periodic Company Report Number: 108560 Age:  26YR Gender:  Female
g\_"‘ come PT Bﬂwglr__ee_h Product Role Manufacturer Route Dose/Unit  Duration
Life-Threatening :cneAgsmv-'ed Consumer Accutane (Isotretinoin) PS ORAL
pethy Health Professional i
No [of
D jon vated Contraceptive Nos
Dry Mouth
Haemonthage Nos
Lip Disorder Nog
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Jate: 06/07/1999 ISR Number: 32857554 Report Type: Periodic Company Report Number: 108654 Age:  19YR Gender:  Female
Outcome ] PT R Source Role Manufs Route Dose/Unit _ Duration
Other Depression Aggravated Professional Accutane Capsules (Isotretinoin) - P ORAL
Minocin C
E-Mycin C
Jate: 06/07/1999 ISR Number: 3285757-8 Report Type: Periodic Company Report Number: 109130 Age: 16 YR Gender:  Male
OQuicome _  pr 1t Source Product Role Manufacturer Route Dose/Unit _ Duration
Amprei T —_— Role_ et Duration
Other Aggression Other Accutane Capsules (Isotetincin) 40Mg ~ PS ORAL
Crying .
Depression Nec
Disturbance In Attention Ne
Insomnia Nec :
Nausea
Jate: 06/07/1999 ISR Number: 3285760-8 Report Type: Pesiodic Company Report Number: 109402 Age: 19YR Gender:  Female
Outcome PT Report Source Produet Role Mannfacturer Ronte Dose/Unit - Duration
- — —_— _ Rike_ —_——
Other Depression Nec Other Accutane Capsules (Tsotretinoin) Ps ORAL
Mﬁ.nsuuationluegnlar Paxil c
‘Weight Increased
Jate: 06/07/1999 ISR Number: 3285762-1 Report ;l‘ypg: Periodic Company Report Number: 109641 Age:  15YR Gender:  Female
OQuicome ___  pr Report Source . Product Role Mamufacturer Route Dose/Unit  Duration
Lo . . . -
Hospitalization - Suicide Attempt Health Professional Accutane Capsules (lsotretinoin) 40 Mg - PS ORAL
Initial or Prolonged
. ‘Wellbutrin C
Prozac C
Oral Contraception . [o]
Jate: 06/07/1999 ISR Number: 3285763-3 Repnn'l‘ype: Periodic Company Report Number: 109710 Age: 16 YR Gender:  Male
Outcome _PT Source Product - Role Manufactarer Route Dose/Unit  Duration
—_— Role Duration
Other Blood Alkaline Phosphatase Nos Health Professional A Capsules (E in)40Mg  PS ORAL
Blood Tron Decreased Voltarea c
Cheilitis
Costochondritis
Denmatitis Nos
Dry Skin
Emotional Distarbance Nos
Epistaxis
Erythrocyte Sedimentation Rate
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Date: 06/07/1999

ISR Number: 3285766-9 Report Type: Periodic Company Report Number: 110346 Age: 36 YR Gender:  Female
Outcome PT Report Source Product Role Manauf; Route Dose/Unit _ Duration _
Hospitali: Alcoholi Consumer ’ Accutane Capsules (Esotretinoin) PS ORAL
Initsl or Prolonged  Androgens Nos & Health Professional
Blood Cholesteral Increased
Blood Triglycerides Increased
Depression Nec
Date: 06/07/1999 ISR Number: 3285770-0 Report Type: Periodic Company Report Number: 107059 Age:  15YR Gender:  Male
Ontcome PT Report Source Product Role Matmfacturer Route Dose/Unit  Duration
Hospitalization - Abnormal Dreams Other Accutane Capsules (Isotretinoin) 40Mg ~ PS ORAL
Initial or Prolonged gggmssfm.N Antic c
epression Nec o
Mood Swings AnmmuetyAgmt . c
Date: 06/07/1999 ISR Number: 3285773-6 Report Type: Periodic Company Report Number: 107586 Age: 17YR Gender:  Male
Outcome PT Report Source Product Role Manuf; Route Dose/Unit  Duration
_—_— 2ete
Other Depression Nec Health Professi Accutane Capsules (Tsotretinoi Ps ORAL
. Suicidal Ideation
Date: 06/07/1999 ISR Number: 3285774-8 Report Type: Periodic Company Report Number: 107679 Age: 37YR Gender:  Female
Outcome PT Report Source Product Role Manufs Route Dose/Unit  Duration
Other Coma Nec Health P A Capsules (Isofretino PS ORAL
Depression Nee Other
Headache Nos
Mood Swings
Suicidal Ideation
Date: 06/07/1999 ISR Number: 3285775.X Report Type: Periodic Company Report Number: 107680 Age:  25YR Gender:  Male S o
Outcome PT Report Sonrce Product Role Manufs . Route Dose/Unit Duration
o Depression Nec Otter Accutane Capsules ([sotretinoin) s ORAL
Suicidal Ideation
Date: 06/07/1999 ISR Number: 3285776-1 Report Type: Periodic Company Report Number: 107744 Age:  21YR Gender:  Pemale
Outcome T Report Source Product Role Manufacturer Route Dose/Unit  Duration
_ —//rme —oaton
Other Cmeec Consumer Accutane Capsules (Isotretinoin) 20Mg ~ PS ORAL
Depression Nec Health Professional
Distarbance In Attention Nec
Fatigue
Headache Nos
Insomnia Nec
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ISR Number: 3285778-5

Report Type: Periodic

Company Report Number: 107754

- Age:  32YR Gender:  Female
PT Report Source Product Role Manufacturer Route  Dose/Unit  Duration
Depression Suicidal Health Professional Accutane Capsules (Isotretinoin) PS ORAL
Date: 06/07/1999 ISR Number: 3285779.7 Report Type: Periodic Company Report Number: 107768 Age: 30YR Gender:  Female
Outcome PT Report Sonrce Product Role Manufacturer Route Dose/Unit Duration
Depression Nec Health Professional A Capsules (Isotretinoi PS ORAL
Initial or Prolonged ‘S\lncxdal Ideation Birth Control Pills c
Date: 06/07/1999 ISR Number: 3285782-7 Report Type: Periodic Company Report Number: 107928 Age: Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Death Completed Suicide Other Accutane Capsules (Isotretinoin) PS ORAL
Depression Nec
Date: 06/07/1999 ISR Number: 3285784-0 Report Type: Periodic Company Report Number: 108127 Age:  39YR Gender:  Female
Outcome T Report Source Product Rale Mamufacturer Route Dose/Unit  Duration
— T Joule = Dose/Unit Duration _
Other Blood Cholesterol Increased Health Professional Accutane Capsules (Isotretinoin) PS ORAL
Depression Aggravated Effexor c
Eosinoghil Count Decreased
Date: 06/07/1999 ISR Number: 32857852 Report Type: Periodic Company Report Number: 108198 Age:  18YR Gender: Male
Outcome PT Report Souree Product Role = Manufacturer Route Dose/Unit  Duration
Hospitalization - Coma Nec Health Professional Accutane Capsules (Isotretinoin) PS ORAL
Initial or Prolonged Mood Swings
Suicidal Ideation
Suicide Attempt
Date: 06/07/1999 ISR Number: 32857864 Report Type: Periodic Company Report Number: 108271 Age:  17YR Gender: Male
Outcome PT Report Source Product Role Mannfacturer Route Dose/Unit  Duration
Other Depression Nec Other Accutane (Isotretinoin) 40 Mg Ps ORAL
Panic Attack
Suicidal Ideation
Date: 06/07/1999 ISR Number: 3285791-8 Report Type: Periodic Company Report Number: 95643 Age:  34YR Gender:  Male
Outcome PT Report Source Product Role Manufactarer Roate Dose/Unit _ Duration
Other Abnonmal Behaviour Nos Consumer * Accutane Capsules (Isd.runmn) PS ORAL
Anger
Coma Nec
Depression Nec
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Date: .06/07/1999 ISR Number: 3285794-3

Report Type: Periodic Company Report Number: 95719 Age:  18YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit = Duration
Other Acne Nos Health Professi A Capsules (Tsotretinoi PS ORAL
Condition Aggravated Zoloft c
Depression Nec
Psychotic Disorder Nos
Date: 06/07/1999 ISR Number: 3285795.5 Report Type: Periodic Company Report Number: 95856 Age:  18YR Gender:  Pemale
Outeome Pr rt Source Product Role  Manufacturer Route  Dose/Unit  Duration
S < ole
Hospitalization - Coma Nec Health Professional Accutane Capsales (Isotretinoin) PS ORAL.
Tnitial or Prolonged Depression Nec ’
Disturbance In Attention Nec
Date: 06/07/1999 ISR Number: 3285797.9 Report Type: Periodic Company Report Number: 95944 Age:  43YR Gender:  Female
Outoome I Report Source Product Roe  Mamifscturer Roste DoseUat  Doration _
Outcome Rale _
Hospitalization - Psychotic Disorder Nos Health Professional Accutane Capsules (Isotretinoin) PS ORAL
Initial or Prolonged Lit c
Date: 06/07/1999 ISR Number: 3285801-8 Report Type: Periodic Company Report Number: 96273 Age: 23YR Gender:  Female
Outcome T Report Source Product Role Manufactarer Route Dose/Unit  Dauration _
Outcome Roke_
Hospitalization - Anger Health Professional A Capsules I PS ORAL
Initial or Prolonged Anxiety Nec
Depression Nec
Suicide Attempt
Date: 06/07/1999 ISR Number: 3285804-3 Report Type: Periodic Company Report Number: 96545 Age:  18YR Gender:  Male
Outcome T ort Source Product Role Manufacturer Route Dose/Unit  Duration
e ——— = ReportSource == umaton
Death Completed Suicide Health Professi N Capsules (L N PS ORAL
Life-Threateni Depression Nec Zoloft < »
Date: 06/07/1999. - ISR Number: 3285806-7 Report Type: Pesiodic Company Report Number: 96942 Age: 16 YR Gender:  Female
Outcome PT rt Source Product Role Manafactarer Route Dose/Unit  Duration _
Dweome @000 -
Other Depression Nec Health Professi N Capsales (& s PS ORAL
Disturbance In Attention Nec
Mood Swings
Paranoia
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Date: 06/07/1999

ISR Number: 3285807.9 Report Type: Periodic Company Report Number: 96992 Age:  17Y¥R Gender:  Female
Ouicome  _ Ppr Report Source Product Role Mamufactorer Route  Dose/Unit  Duration —
Life-Threatening Suicide Attemgt Health Professional Acoutane Capsales (Isotretincin) Ps ORAL
Unspecified Medication C
Date: 06/07/1999 ISR Number: 3285810-9 Report Type: Periodic Company Report Number: 97450 Age:  1BYR Gender:  Male
Outeome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
] - ——— Rol
Life-Threatening Suicide Attempt Health Professional Accutane Capsales (Isotretincin) ] ORAL
E-Mycin C
Benzamycin C
Date: 06/07/1999 ISR Number: 3285811-0 Report Type: Periodic Company Report Number: 97451 Age:  18YR Gender:  Female
- PT Ms_.___m“ Product Role Manufactarer Route Dose/Unit  Duration
Life-Threatening Depression Nec Health Professi A Capsules (lsotretincin 40mg ~ PS ORAL
Suicd
icide Attempt D c
Date: 06/07/199% ISR Number: 3285816-X Report Type: Periodic Company Report Number: 80978 Age:  1BYR Gender: Male
Oatcome T Report Source Product Role Mannfacturer Route Dose/Unit  Duration
Other ;":kkg‘;‘“ Consumer Accutane Capsules (Isotretincin) s ORAL
A
i c
D ion Nec Tetracycline
Mood Swings Zymtes _ ¢
Panic Attack
Personality Disorder Nos
Date: 06/07/1999 ISR Number: 3285826-2 Report Type: Pesiodic Campany Report Number: 89317 Age: YR Gender:  Female . S
Quteome L\ Report Souree Product Role  Manafacturer Route Dose/Unit_ Duration
" === aptlcturer  Route  Dose/Unit  Duration
Other Fatigne Health Professional Accutane Capsules (Isotretincin) 40Mg ~ PS ORAL
Headache Nos : Iron c
Memory mpairment
Personality Change
Date: 06/07/1999 ISR Number: 32858341 Report Type: Pesiodic Company Report Number: 91380 Age: 35YR Gender:  Female
Cufeome_____ PT ReportSonrce  Produet Role  Manufacturer Route Dose/Unit  Duration
Other Abdominal Pain Nos Consumer A Capsules (lsotretinoin) 40Mg ~ PS ’ ORAL
Alopecia .
Hlatulence
Irritable Bowel Syndrome
Taclose ﬁitulennce
08/03/2000
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Date: 06/07/1999 . ISR Number: 3285835.3 Report Type: Pesiodic Company Report Number: 92727 Age:  1TYR Gender:  Female
Outcome PT Report Source Product . Role Manufacturer Rowte = Dose/Unit  Duration
e M RepontSewe Rolé  Manufacturer
Other Acne Aggravated Other " Accutane Capsules (Isotretinoin) 40Mg ~ PS ORAL
Diarthoea Nos
Epistaxis
Lip Dry
Nightmare
Vomiting Nos i ' i}
Date: 06/07/1999 ISR Number: 3285837-7 Report Type: Periodic Company Report Number: 93590 Age:  37YR Gender:  Female
Outeome PT Report Source Product Role Manuf, Route Dose/Unit  Duration
o - ReportSource Saen
Other Anxiety Nec Consumer Accutane Capsules (Tsotretinoin) 40 Mg~ PS ORAL
Smear Cervix Abnormal
Date: 0607/1999 ISR Number: 3285840.7 Report Type: Pesiodic Company Report Number: 94448 Age:  2TYR Gender:  Female
Outcome PT ReportSource  Produet Role Manuf; Route Dose/Unit  Duration
—eme 0 Role
Other Blood Glucose Abnormal Consumer Accutane Capsnles (Isotretinoin) Ps ORAL
Depression Nec " Health Professional Contraceptive c '
Fatigne " .
Weight Increased
Date: 06/07/1999 ISR Number: 32858651 Report Type: Periodic Company Report Number: 113292 Age: . 20YR Gender:  Female
Outcome ort Source Product Role Manafacturer Route Dose/Unit  Duration
—Toome ReportSouree =€ Mamisctwmer =
Other Consumer Accutane Capsules (Isotretingin) 40Mg ~ PS ORAL
Health Professional Ortho Tri-Cyclen [o}
Disturbance In Attention Nec
Dry Skin
Emotional Disturbance Nos
Epistaxis
Fatigue
Headache Nos
Hypersomnia
Hypentriglyceridaemia
Libido Decreased
LipDry
Sacial Avoidant Behavicur
‘Weight Decreased
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Date: 06/07/1999 ISR Number: 3285867-5

Company Report Number: 200131 Age:  22YR Gender:  Female
Outcome PT rt Sonrce “Product Role Mannfacturer Route Dose/Unit _ Duration
_— e —_——
Hospitalization - b Nec Consnmer Accutane Capsales (Isotretinoin) PS ORAL
Initial or Prolonged Mood Swings Health Professional Birth L Pills c
Suicidal Ideation
Suicide Attempt
Date: 06/07/1999 ISR Number: 3285870-5 Report Type: Periodic Company Report Number: 200150 Age: 17 YR Gender:  Male
OQutcome T Report Source Product Role Manufacturer Route Dose/Unit  Duration _
—Zcome
Other Depression Nec Health Professional Accutane Capsules (Isotretinoin) PS ORAL
Erythemna Nec :
Suicidal Ideation
Date: 06/07/1999  sp Number: 3285871-7 Report Type: Periodic Company Report Number: 200167 Age:  32YR Gender:  Pemale
Ontcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Depressed Mood Consumer Accutane Capsules (IMM) PS ORAL
Depression Aggravated Health Professional
Initability
Sleep Disorder Nos
Date: 06/07/1999  jsR Number: 32858754 Report Type: Periodic Company Report Number: 200298 Age: 16 YR Gender:  Pemale
Outcome PT Reéport Sonrce Product Role Mamfacturer Route M Duration _
T —— =portSource —_— = Boute
Other Alopecia Health Professional Acostanc Capsules (Tsotretinoin) 40Mg ~ PS ORAL
Appetite Decreased
Arthralgia
Cheilitis
Condition Aggravated _
Depression Nec
Headache Nos
Menstrual Disorder Nos
Myalgia
Raynaud'S Phenomenon
Suicidal Ideation
Weight Decreased
Date: 06/07/1999 ISR Number: 3285879-1 Report Type: Periodic Company Report Number; 200327 Age:  17YR Gender:  Female
Outcome PT Report Source Product Rale Manufacturer Route,  Doso/Unit Duration
Lumteome 0 epol Role
Other Abnormal Behaviour Nos Health Professi A Capsales (i N PS ORAL
Depression Nee Other Bith Cositrol Fill c
Dry Skin
Swicidal Ideation
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Jate: 06/07/1999 ISR Number: 32858869 . Report Type: Pesiodic Company Report Number: 200724 Age ISYR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Death Completed Suicide Health F i Accutane Capsules (I i PS ORAL
Other

Jate: 06/07/1999 ISR Number: 3285888-2 Report Type: Periodic Company Report Number: 200762 Age: 18 YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Other Condition Aggravated Health Professional A Capsules (Isotretinai s ORAL

Depression Aggravated

Mood Swings

Suicidal Ideation

Violence-Related Symptom,
Jate: 06/07/1999 ISR Number: 3285890.0 Report Type: Periodic Company Report Number: 200892 Age:  47YR Gender:  Female
Outcome PT rt Source Product Role  Mamufacturer Route Dose/Unit _ Duration
Other Arthralgia Consumer Accutanc Capsules (sotrctinoin) 40Mg  PS ORAL

Depression Aggravated Health Professional Prozac’ c

LipDry

Monuth Uleesation Serzone c

White Blood Cell Connt Dexedrine c

Decreased -
date: 06/07/1999 ISR Number: 32858924 Report Type: Periodic Company Report Number: 200999 Age:  33YR Gender:  Female
o L1 Report Source Product . Role Mamifacturer Route - Dose/Unit  Duration _
Outcome Role
Other Arthralgia Consomer Accutane Capsules (Isotretinoin) PS ORAL

Deprossion Neo Health Professional

Epistaxis

Fatigue

Headache Nos

Initability

Joint Stiffness

Lethargy
Jate: 06/07/1999 ISR Number: 3285896-1 Report Type: Periodic Company Report Number: 201089 Age: Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dos/Unit  Duration _
Other Suicidal Ideation Health Professional Accutane Capsules (Tsotretinoin) Ps ORAL
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: 06/07/1999

ISR Number: 32858985

Report Type: Periodic Company Report Number: 201149 Age:  32YR Gender:  Female
Outecome _  pr ReportSource Product Role Manufacturer Route Dose/Unit = Duration
- Role
Other Blood Cholesterol Increased Health Professi Aceutans Capsales (Tsotretincin) S ORAL
Blood Triglycerides Increased ot .
Depression Nec Ol Cantracepdive ¢
Dry Skin
LipDry
Nasal Dryness
Suicidal Ideation
Date: 06/07/1999 ISR Number: 3285901-2 Report Type: Periodic Company Report Number: 201250 Age: 16YR Gender:  Male
Outcome PT Report Source Product Role Manuf; Route Dose/Unit _ Duration
Death Completed Suicide Health Professi Accatane Capsales (I PS ORAL
Date: 06/07/1999 ISR Namber: 3285908-5 Report Type: Periodic Campany Report Number: 112182 Age:  17YR Gender:  Male
Outcome PT Tt Source Product Role Manufs Route Dose/Unit _  Duration
Outeo = Repo Role Dose/Unit  Duration
Death Coma Nec . Health Professional Acoutane Capsules (Isotretinoin) PS ORAL
c“"‘"‘m"‘ Cleocin Unk (Clindamyein) c
LipDry
Refractive Errons Nos
Date: 06/07/1999 ISR Numiber: 3285909.7 Report Type: Periodic Company Report Number: 112306 Age: 16 YR Gender:  Male
Outcome PT Report Source Product’ Role Manufe Route Dose/Unit  Duration
11, RS 'y A i -
- Other Accutane Capsules (Isotretinoin) 80 Ps ORAL
fnlielorProlonged - Agiation Periactin Uy :‘ﬂl Cypmh( q)udine) * c
Bipolar I Disorder Hwné'd;
X Insomnia Nec
Date: 06/07/1999 ISR Number: 3285912.7 Report Type: Periodic Company Report Number: 97082 Age:  31YR Gender:  Fenmale
Outcome PT Report Source Product X Role Manufacturer Route Dose/Unit  Duration
Other Alopecia Consumer Accutane Capsales (Isotretinoin) s ORAL
Arthralgia
Arthritis Nos
Back Pain
Coma Nec
Condition Aggravated
Depression Nec
Dermatitis Nos
Diardh “‘Yw
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Date: 06/07/1999 ISR Number: 3285913.9 Report Type: Pesiodic

Age:  25YR Gender:  Female

Canpany Report Number: 112480
Outcome PT Report Source Product Role Manufacturer Route = Dose/Unit  Duration
e " T——————— ReportSomree _ Role |
Other Anaemia Nos Cansumer Accutane Capsules (sotretinoin) PS ORAL
Blood C‘holmunl Increased Health Professional Ortho Tr-Cyclen (Ethinyl (o4
Depression Nec Estradiol/Norgestimate)
Trritability
Mood Swings
Date: 06/07/1999 ISR Number: 3285915-2 Report Type: Periodic Company Report Number: 112581 Age:  40YR Gender:  Female
Outcome T ReportSource  Produet Role Manufacturer Route Dosc/Unit =~ Duration
Dutcome ;
Other Alopecia Consumer Accutane Capsules (Tsotretinoin) PS ORAL
Depression Nee Health Professional
Myalgia
Pain Nos
Date: 06007/1999 ISR Number: 32859176 Report Type: Periodic Company Report Number: 112659 Age:  £2YR Gender:  Female
Outcome T Report Source Product - Role Manuf; Route Dose/Unit  Duration
e —_— ReportSource Role
Other Depression Nec Consumer Accutane Capsules (Isotretinoin) ps o
Other Ortho Ti-Cyclen (Ethinyl c
Bstradial/Norgestimate)
Trazodane (Trazodone Hyd i c
Date: 06/07/1999 ISR Number: 3285918-8 Report Type: Periodic Company Report Number: 97205 Age:  18YR Gender: Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
e 2eportSource Role |
Other Acne Aggmvated Other Accutane Capsules (Tsotretinoin) - 40 PS ORAL .
Blood Glucose Abnommal ’ Mg
Blood Triglycerides Increased
Cheilitis
Coma Nec
Depression Nec
Disturbance In Attention Nec
Dry Skin
Fatigne
Mood Swings
Rash Erythematous
Urticaria Nos
Date: 06/07/1999 ISR Number: 3285919-X Report Type: Periodic Compaiy Report Number: 112781 Age: 26 YR Gender:  Female
Outcome PT Report Source Product . Role Manmufacturer Route Dose/Unit _ Duration
e  T————— ReoitSouree Role_ Thratlon
Other Depression Aggravated -~ - Capsules (Tsotrefinoln) 20 s ORAL
Health Prof Mg
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06/07/1999

ISR Number: 3285919-X Report Type: Periodic 5 Route Dose/Unit Duration
inoi Ps ORAL
PT s :a?m Capsules (Isotretinoin) 20
—_— ource
Depression Aggravated Other Prozac (Fluoxetine Hydrochloride) c
Zoloft (Sertraline Hydrochloside) c
Ortho Tri-Cyclen Usk (Ethinyl c
Estradiol/Norgestimate)
Date: 06/07/1999 ISR Number: 3285920-6 Report Type: Pesiodic Company Report Number: 112826 Age:  19YR Gender:  Male
Outcome _  pr Report Source Product Role Manafscturer Route Dose/Unit  Duration
Other Coma Nec Consumer Accutane Capsules (Isotretinois) PS ORAL
Depression Nec .
Disturbance In Attention Nec
Sensory Distusbance Nos
Date: 06/07/1999 Ekﬁmben 3285922-X Report Type: Periodic Company Report Number: 112837 Age:  40YR Gender:  Female
Outcome _  pr ! Report Source Privduet Role Mannfactarer Route Dose/Unit  Duration
Other Conm. f“w Consumer Accutane Capsules (lsolretinoin) 40 Mg~ PS ORAL
Condition Aggravated Other Demulen Unk (Ethiny] c
Depression Aggravated Estmdiol/Ethynodiol Diacetate)
Social Avoidant Behavicar Paxil (Paroxetine) C
Suicidal Ideation
Date: 06/07/1999 ISR Number: 3285925.5 Report Type: Periodic Company Report Number: 920200189001 Age: 25YR Gender: Male
Outcome - pr Report Source Product Role Manufacturer Route Dose/Unit  Daration
Other Headache Nos Consumer Accutane Capsules (Tsotretincin) PS ORAL :
LipDry
Loss Of Libjdo
Pamesthesia Nec
Date: 060771999 ISR Number: 3285927.9 Report Type: Pesiodic Campany Report Number: 940202353001 Ags:  21YR Gender:  Female
Outeome __ pr Report Source Product Role Manufacturer Route Dose/Unit  Duration
——  ReportSoure Route _  Dose/Unit  Duration
Other Mood Swings Consumer Accutane Capsules (Isotretinoin) Ps
Suicidal Ideation .
Date: 06/07/1999 ISR Number: 3285928-0 Report Type: Periodic Company Report Number: 112872 Age:  20YR Gender:  Female
Outeome  PT rt Source Product Role Mannfacturcr Route Dose/Unit _ Duration
— —_— Rde_ Sonte  Dose/Unit  Duration
Other Agitation Consumer Accutane Capsules (Isotretinoin) PS ORAL
Cama Nee Health Professional
Crying
Depression Nec
Sedation
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Date: 06/07/1999 ISR Number: 3285929.2 Report Type: Pedodic Company Report Number: 950200111001 Age:  15YR Gender: Male
Outcome PT Source Product Role Manufacturer Route Dose/Unit Duration
T — -  mlacturer
Other Depression Nec Health Professi A Capsnules (Isotretinoi PS ORAL
Granuloma Nos .
KeloidSear
Suicidal Ideation
‘Weight Decreased
Date: 06/07/1999 ISR Number: 3285932.2 Report Type: Pesiodic " Company Report Namber: 950200191001 ) Age  23YR Gender:  Female
Outeome PT 1t Source Product Role Manufacturer Route Dose/Unit _ Duration
>y e o ——————— 227 Mamufacturer = Route —_—
Other Condition Aggravated Consamer Accutane Capsules (Isotretinoin) PS ORAL
Depression Nec .
Prednisone (o}
Dry Skin
Eye Disorder Nos
Hair Texture Absormal
LipDry
Rash Erythematous
Visual Acuity Reduced .
Date: 06/07/1999 ISR Number: 3285934.6 Report Type: Periodic Company Report Number: 112942 Age: 28 YR Gender: . Remale
Qutcome PT R Source Product Role Manufacturer Route Dose/Unit  Duration .
e = eport - _
Other Depression Aggmvated Health Professional A Capsales (I i Ps ORAL
:::IME,H:; Contraceptive (Contraceptive Nos) o]
Nﬁm ec Morphine (Morphine Sulfate) c
i Auti-Inflammatory Nos (Anti- c
Rigors Inflanmatory Agent Nos)
Date: 06/07/1999 ISR Number: 3285935.8 Report Type: Periodic Company Report Number: 113023 Age: 23YR Gender: - Female
Outcome PT Report Sourée Product : Role Mamfacturer Route Dose/Unit  Duration _
—come = - . epos " Route  Dose/Unit
Other Degression Neo Health Professional A Capsules (I i s ORAL
. Contraceptive Pill Nos (Oral C.
Cmnncegl_iveNosz
Date: 06/07/1999 ISR Number: 3285936-X Report Type: Pesiodic Company Report Nunber: 202469 Age:  33YR Gender:  PFemale
Outcome PT Report Source Product Role Manufactarer Route Dose/Unit  Duration
A ————————  ReportSomree o Role . Mimfecturer — =" Duration
Other Asxiety Nec Consumer Accutane Capsules (Isotretinoin) 40 ps ORAL
Depression Nec User Facility Mg
Diplopia ot
Eye Disorder Nos

Headache Nos
Pain Nos ) _
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06/07/1999 ISR Number: 3285937-1 Report Type: Periodic

Company Report Number: 113200 Age: 21 YR Gender: Male
Jutcome PT Report Source Product Rale Manufacturer Route  Dose/Unit _ Duration
death Completed Suicide Health P A Capsules (Isotretinoin) PS ORAL
late: 06/07/1999 ISR Number: 3285938-3 Report Type: Periodic Company Report Number: 202649 Age:  42YR Gender:  Female
Jutcome T Report Soarce Product Role Manufacturer Route Dose/Unit  Duration
the Condition Aggravated Consamer Accutane Capsules (Isotretinoin) 40 PS ORAL
Insomnia Exacerbated Mg
Myalgia Klonopin C
Panic Attack ’ Lithobid c
Trazodone c
Birth Control Pill C
late: 06/07/1999 ISR Number: 3285939-5 Report Type: Periodic Company Report Number: 202654 Age: 34YR Gender:  Female
Jutcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
ther Disturbance In Attention Nec - Consumer Accatane Capsules (Isotretinoin) PS ORAL
Fatigoe Ortho Tri-Cyclen c
late: 06/07/1999 ISR Number: 3285964-4 Report Type: Periodic Company Report Number: 109031 Age: 26 YR Gender:  Male
Jutcome T Report Source Product Role Manufacturer Route Dose/Unit  Duration ’
Jther Arthralgia Consumer Accutane Capsules (Isolretinoin) 40Mg ~ PS ORAL
Blindness Night
Dry Skin
Impaired Healing
LipDry
Muscle Disorder Nos
Skin Disorder Nos
Thinking Abnormal Nec
ate: 06/07/1999 ISR Number: 3285979-6 Report Type: Periodic Company Report Number: 109338 Age: 18YR Gender:  Male
Jutcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
ther Alopecia Other Accutane Capsules (Isotretinoin) PS ORAL
Headache Nos . :
Hypertension Nos
LipDry
Palpitations
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ISR Number: 3285980-2 Report Type: Periodic Company Report Number: 109488 Age:  1SYR Gender:  Female
PT Report Source Manufacturer Route ~_ Dose/Unit  Duration _
Back Pain Other Accutane Capsales (Isotretinoin) ORAL
Chest Pain
Depression Nec
Dyspnoea Nos
Hyperaesthesia
Mood Swings
Rash Erythematons

ISR Number: 3285982-6 Report Type: Periodic Company Report Number: 109611 Age:  20YR Gender: Male
PT Report Source . Manufacturer Route Dose/Unit  Duration
Dysusia Consumer Accutane Capsules (Jsotretinoin) 40Mg ~ PS ORAL
Erectile Distarbance’

Genital Rash
Peaile Disorder Nos
ISR Number: 3285983-8 Report Type: Periodic Company Report Number: 109655 Age: Gender:  Male
T Report Source Manufacturer Route Dose/Unit  Duration
Appetite Decreased Health Professional Accutane Capsules (Isotretinoin) ORAL
Dianhoea Neonatal
Trritability
Nasal C: i
ISR Number: 3285989-9 Report Type: Periodic Company Report Number: 108390 _Age:  48YR Gender:  Female
Ontcome T Report Source. Manufacturer: Route Dose/Unit ~ Duration
Depression Nec Other Accirtane Capsules (Isotretinoiny. - PS ORAL
Joint Stiffness : . L
Date: 06/07/1999 ISR Number: 3285993-0 Report Type: Periodic Company Report Number: 108527 Age:  32YR Gender:  Female
PT Report Source Manufacturer Route Dos¢/Unit  Duration
Alopecia Consumer Accutane Capsules (Isotretinoin) ORAL
Diy Eye Nec
LipDry
Nervousness
Panic Reaction
Skin Hyperpi
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Date: 06/07/1999

ISR Number: 3285998-X

Report Type: Pedodic

Comipany Report Number: 108557 Age:  19YR Gender:  Female
Outcome _PT Report Source Product Role Route Dose/Unit  Duration
Other Anxiety Nec Health Profe N Capsles (1 . s ORAL
Date: 06/07/1999 ISR Number: 3286004-3 Report Type: Periodic Company Report Number: 108657 Age:  27YR Gender:  Female
Outcome PT ReportSource ~ Product . Role Manufacturer Route Doge/Unit  Duration -
Other Depression Aggravated Consumer Accutane Capsules (Isolretinoin) 20Mg ~ PS ORAL
Deamitis Nos Health Professional
Fatigue .
Herpes Simplex
Lip Dry
Date: 06/07/1999 ISR Number: 32860134 Report Type: Pesiodic Company Report Number: 108796 Age: 35YR Gender:  Female
Outcome PT Report Source Product Role Mamufacturer Route  Dose/Unit  Duration
Other Anger Other Accatane Capsules (Isotretinoin) PS ORAL
Depression Nec R c
Mood Swings
Urticaria Nos
Date: 06/17/1999 ISR Number: 3286273-X Report Type: Expedited (15-Day) Company Report Number: 205994 Age:  15YR Gender:  Female
Outcome PT . Report Source Product Role Manufacturer Route Dose/Unit  Dauration
Other Blood Bilirubin Increased Foreign Tasmar (Tolcapone) Ps UNKNOWN
Condition Aggravated Health Professional Madopar Dr c
Stress Symptams
Transaminase Nos Increased P: N G
Deatixit : c
Date: 06/17/1999 ISR Number: 3286277-7 Report Type: Expedited (15-Day) Company m,onumbm 207406 Age: 62 YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Hospitalization - Balance Impaired Nos Health Professional Tasmar (Tolcapone) Ps - ORAL
Initial or Prolonged Blood Alkaline Phosphatase Nos Vi c
Increased N
Dysarthria Peri-Colace Cc
Hemiparesis Tegretol c
Hepatic Encephalopathy
Hyperglycacmia Nos
Spinal Cord Disorder Nos
Spinal Osteoarthritis
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Date; 06/17/1999

ISR Number: 3286280-7

Report Type: Expedited (15-Day) Company Report Number: 207406 Age:  62YR Gender:  Male
Outeome PT Source Product Role Manufacturer Route  Dose/Unit  Duration
H,:;s‘pih]jmﬁon - Balance Impaired Nos Health Professional Tasmar (Tocapone) Ps ORAL
Initial or Prolonged Blood Alkaline Phosphatase Nos v c
Increased asoteo
Difficulty In Walking Peri-Colace o]
Dysarthria Tegretol C
Hepatic Encephalopathy
: Hyperglycaemia Nos
f Monoparesis
Paresis
Spinal Cord Disorder Nos
i Date: 06/07/1999 ISR Number: 3286916-0 Report Type: Periodic Company Report Number: 98373 Age:  ISYR Gender:  Female
Outeome PT Report Souree Product Role Manufacturer Route Dose/Unit  Duration _
Other Back Pain Other Accutane Capsules (ofretincin) 40mg ~ PS ORAL
Depression Nec
Fatigue
Pain In Limh
Date:’ 06/07/1999 ISR Number: 3286919-6 Report Type: Periodic Company Report Number: 98422 Age: 16 YR _ Gender: . Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
Hospitalization - Blood Bilirubin Increased Other Accutane Capsules (Tsotretinoin) PS ORAL
Initial or Prolonged Depression Nec
. Dry Skin
Mood Alteration Nos
Date: 06/17/1999 ' ISR Number: 3288335-X Report Type: Expedited (15-Day) Company Report Number: 208256 - Age:  31YR Gender:  FRemale
Outcome __ PT Report Source Product Role Manufacturer Route Dosc/Unit  Duration _
Hospitalization - Depression Aggravated Other Accutane Capsules (Isotretinoin) 40Mg ~ PS ORAL
Initial or Prolonged Marital Problem : i
N Desipramine [o]
Mood Swings
Personality Change Zokoht ¢
Theft Clonidine [o]
Xanax [o]
Date: 06/24/1999 ISR Number: 3290878-X Report Type: Expedited (15-Day) Company Report Number: 206256 Age: 68 YR Gender:  Male
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit Dunﬂon
Hgm:;::’raliznlion - Akinesia ) Foreign Tasmar (Tolcapome) 100 Mg PS ORAL
Initial or Prolonged Plood Creatine Phosphokinase Health Professional Madog =
Blood Lactate Dehydrogenase Other Madopar Hbs [o]
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Date: 06/24/1999 ISR Number: 3290879-1

Report Type: Expedited (15-Day) Campany Report Number: 112776 Age: 52 YR Gender:  Male
Qutcome PT Report Source Prodnct Role Mannufs Route Dose/Unit Duration
Hospitalization - Akinetic Mutism Foreign Tasmar (Tolcapone) PS ORAL
Initial or Prolonged I];dnum'; Nos Health Professional Madopar c
epression Aggravated .
Depression Nec Rahypnol c
Dystonia Kalium Tabletten (o]
Hallucination Nos Beloc-Zok [
B i Glucophage o}
Hypokinesia Daonit c
Joint Stiffness
Naproxen C
Loose Associations . c
Mania Ar-10
Monoparesis Saroten C
Nuclear Magnetic Resonance Sirdalud c
Abn Tonopan [o}
Persecutory Delusion
Psychotic Disorder Nos.
- Rigors
) Swicidal Ideation
Suicide Attempt
Swelling Nos
Tremor Nec
Date: 06/24/1999 ISR Number: 3290882.1 Report Type: Expedited (15-Day) Company Report Number: 207260 Age:  49YR Gender:  Male
Outcome rr Report Source Product Role Manufactarer Route Dose/Unit  Duration _
P — 2
Other Increased rnsferse Foreign Tasmar (Tolcapone) PS
Parkinson'S Disease A g  Health Professional Madopar Dr c
Persanality Change Akineton c
. Permax [of
Leponex [od
Date: 06/21/1999 ISR Number: 3291737.9 Report Type: Periodic Company Report Number: 1998SIN0091 Age:  50YR Gender:  Male
Outcome PT Report Source Product Role Mamafacturer Route Dose/Unit _  Duration
A T ———————— - o —— 2= Duration
Disability Agitation Health Professional Sinemet (Carbidopa/Levodopa) PS ORAL
za-c,k:: - Nos Ni (Amitriptyline) ss ORAL
ait Abnonmal
Pmp,m:l Newropathy N Pemmax (Pergolide Mesilate) ss ORAL
Tremor Nec R Eldepryl (Selegiline Hydrochloride) ss ORAI
T ipori€) Ss ORAL
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Date: 06/28/1999

ISR Number: 32929404

Report Type: Expedited (15-Day)

Company Report Number: 206256 Age: 68 YR Gender:  Male
Outcome _rr . rt Source Product Role  Mamfacturer Route Dose/Unit  Duration
Hoorp o a——————— =0 Mausfaclure
Hospitalization - Akinesia Foreign Teasmar (Tolcapaiie) 100 Mg Ps ORAL
Initial or Prolonged Blood Creatine Phosphokinase Health Professional Madpar (B idefLevodops) c
Blood Lactate Dehydrogenase Other Madopar Hbs (Benserwzide/Levodops) ~ C
Increased ide c
C-Reactive Protein Increased Parodel (Finanen )
Cerebrovascular Accident Nos Proscar (Finasteride) c
Confusion Talvon (Mianserin Hydrochloride) C
Dementia Nos Importal (Lactitol) C
Distarbance In Attention Nec
Erythrocyte Sedimentation Rate
Increased
Fall
Haematuria Present
Liver Function Tests Nos
Abnormal
Parkinson'S Disease Aggravated
Proteinuzia Present
Pyrexia
Urtinary Tract Infection Nos
Utine Discolouration
White Blood Cells Urine
Positive
Date: 06/28/1999 ISR Number: 3292946.5 Report Type: Expedited (15-Day) Campany Report Number: 207951 Age:  T0YR Gender:  Female
Quicome B RepoSours  Produa Role  Manufacturer Route  Dose/Unit  Duration _
Sutcome = -
Other Insomnia Nec Health Professional Tasmar (Tolcapone) PS ORAL
Liver Fanction Tests Noy 3 .
Abnormal on ® Mirapex (Pramipexole) [o]
Estrogen (Estrogens Nos) (o]
Tﬁmmme (Triamterene) C
Tyleaol (Acetaminophen) o]
s A dine Hvdh c
Date: 0701/1999 ISR Number: 3297269.6 Report Type: Expedited (15-Day) Company Report Number: 97850 Age:  14YR Gender:  Female
Outcome rT Report Source Product ) Role M ) Route Dose/Unit  Duration
—_— e —— — e e—
Life-Threa Abgormal Behaviour Nos Health Professional Accutane Capsules (Isotrefincin) 40Mg ~ BS ORAL
Hospitalizatiog - A - Other Aleve c
i, ite. sed .
Initial or Prolonged Appetif Decrea Thuprofen o
Bk Fain Tylenol C
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07/02/1999 ISR Number: 3297643-3

Report Type: Expedited (15-Day) Company Report Number: 205976 Age: 74 YR Gender:  Female
Outcome PT Report Source Product Role Manufacturer Route Dose/Unit  Duration
—_— —_— e
Other Alanine Aminotransferase Foreign Tasmar (Tolcapone) PS ORAL
Apraxia Health Professional Madopar o]
Aspartate Aminotransferase Aspitin c
Increased Bltroxin [o]
Bradykinesia c
Cooardination Abnormal Nos Fosamax
Extrapyramidal Disorder Nec Sirdalud c
Insomnia Nec ' Venoruton c
Movement Disorder Nos Paragar c
Muscle Rigidity Calcium D Sauter C
Oedema Lower Limb
Restless Leg Syndrome
Restlessness !
Rigors
Tremor Nec
Varicose Veing Nos
Date: 07/06/1999 ISR Number: 3208115.7 Report Type: Expedited (15-Day) Company Report Number: 208050 Age:  38YR Gender:  Male
Outcome ET ReportSource  Product Role  ‘Manufacturer Route  Dose/Unit  Duration
—=ome
Hospitalization - Acid Fast Stain Positive Foreign Roacentane(lsotretinoin) 55 Mg PS ORAL
oital or Prolonged  Alopecia Health Professional
Cough
. Depression Nec
Dry Mouth
Epistaxis
Haemoglobin Decreased
Hiv Test Positive
) Leucopenia Nos
Night Sweats
Pyrexia
Tuberculosis Nos
Weight Decreased
‘White Blood Cell Count
Decreased
Date: 07/06/1999 ISR Number: 3298125.X Report Type: Expedited (15-Day) Company Report Number: 207406 Age:  62YR Gender:  Male
Outcome PT . Tt Source Prodnct Role Manufacturer Route Dose/Unit  Duration
Hospitalization - Balance Impaired Nos Health Professional Tasmar (Toleapone) PS URAL
[l or Polonged__ Diffcuty In Walking Vasoter (Eaalapril Maleate) c
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Date: 07/08/1999

ISR Number: 3299554-0

Report Type: Expedited (15-Day)

Company Report Number: 207260 Age:  49YR Gender:  Male
Outcome T Report Source Product Role Mannfacturer Route Dose/Unit Duration
Other lz:llanme Aminotransferase Foreign Tasmar (Toleapone) PS
Parkinsonism Aggravated Health Professional Madopar Dr (BenserazideLovodops) ~ C
Personality Change Alineton (Biperiden Hydrochloride) (o]
Permax (Pergolide Mesylateo C
Leponex (Clozapine) c
Date: 07/09/1999 ISR Number: 3300674-2 Report Type: Expedited (15-Day) Company Report Number: 48312 Age:  16YR: Gender:  Male
Outcome  _ PT port Source Product Role Mamfacturer Route Dose/Unit _ Duration
T T e e——— 2o = Dose/Unit  Doration
Other Abnommal Behavioar Nos Health Prof. N Capsules . BS ORAL
Murder
Delta (e
Personality Disorder Nos sone
Date: 07/12/1999 ISR Number: 3301939-0 Report Type: Expedited (15-Day) Company Report Number: 112585 Age: Gender:  Female
Outcome T Report Source Prodnet Role Manufacturer Route Dose/Unit _ Duration
gx(:l:lihﬁuﬁm . Acne Infantile Other Accutane Capsules (Isotretinoin) PS ORAL
itial or Prolonged Comglications Of Maternal :
Exposure To Thempuetic Drugs Oral Contraceptive Pill c
Canstipation
Dry Skin
Eye Discharge
Eye Disorder Nos
Pever Neonatal
Hyperbilirabinaemia Neonatal
Hypersomnia '
Jaundice Neonatal
Lacrimal Duct Obstruction
Congenital
Nasal Congestion
Pregnancy Nos
Rash Scaly
Seborrhoea
Upper Respiratory Tract
Infection Nos
Date: 07/14/1999 ISR Number; 3303983-6 Report Type: Expedited (15-Day) Campany Report Number: 108931 Age:  72YR Gender: Female
Outcome = PT Report Source Product Role Manufacturer Route Dose/Unit _ Duration
Other Ahdamma] Pain Upper Foreign Tasmar (Tolcapone) PS ORAL
Confusion Health Professional Sinemet 25100
Dissrhocs
Nor o
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Date: 07/15/1999 ISR Number: 33046 14-1

Outcome PT

Report Type: Expedited (15-Day)

Product

Death Completed Suicide
Dry Skin

Report Source
Foreign

Heslth Professional
Other

Roaccatane (Tsotretinain)
Plixotid

Company Report Number: 83462

Role

Age: 21 YR

ORAL

Route

Gender: . Male

Dose/Unit  Duration

Date: 07/19/1999 ISR Number: 3306906-9

Outcome PT

; Death Dehydration

i Hypotension
Markedly Reduced Food Intake
Poeumonia Nos
Pyrexia
Tachycardia Nos
Tachypnoea
‘Weakness

Report Type: Expedited (15-Day)

ReportSource Produet

Foreign
Health Professional

Tasmar (Tolcapone)
Madopar Hbs (Benserazide/Levodopa)

. Madopar Lig 125'
(Benserazide/ev.

odopa)
Jumexal (Selegiline Hydrochloride)

Company Report Number: 210391

Role

Ps
c
C
C

Age:  83YR

ORAL

Route

Gender:  Male

Dose/Unit  Duration

Date: 07/19/1999 ISR Number: 33072774

Outcome PT

Hoenisalt Abd.

Initia! or Prolonged

inal Pain Nos
Appetite Decreased

Blood Creatinine Increased -
Blood Potassinm Decreased
Blood Urea Increased
Bundle Branch Block Right
C-Reactive Protein Increased
Fatigoe

Hypotension

Influenza

Liver Function Tests Nos
Abnormal

Usinary Tract Infection Nos
‘Weakness

Report Type: Expedited (15-Day)

rt Source
Foreign
Health Professional

Product

Tasmar (Tolcapone)
Madopar
‘Madopar Hbs

Company Report Number: 202838

Rale

oaxy

Age: 69 YR

Manufacturer

Route

Gender:  Pemale

Dose/Unit  Duration
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07/19/1999

Outcome

ISR Nuimber: 3307670-X
PT

Report Type: Expedited (15-Day)

Report Source Product

Hospitalization -
Initial ar Prolonged

Balance Impaired Nos
Difficulty In Walking
Dysarthria
Hyperglycaemia Nos
Paresis .

Spinal O: thriti;

Health Professional Tasmar (Tolcapone)
Vasotec
Peri-Colace

Tegretol

Coempany Report Number: 207406

Role Manufactarer

PS
C
Cc
C

Age:  62YR

Route

ORAL

Gender:  Male

DOWI Unit  Duration

Date: 07/22/1999

ISR Number: 3309016-X
PT

Report Type: Expedited (15-Day)

Report Source Product

Blood Pressure Abnormal
Cardiovascular Disorder Nos
Mental Disorder Nec
Neurological Disorder Nos
Social Avoidant Behavicar
Stress Symptoms

Valvaolar Heart Disease Nos

Health Professional

Company Report Number: 206552

Role Manufacturer

Age:  19YR

Route

Gender:  Male

Dose/Unit ~ Duration

Accutane Capsules (sotretinoin) 40Mg ~ PS

ORAL

Date: 07/22/1999

Outcome

ISR Number: 3309157-7

PT

Abdominal Pain Nos

Initial or Prolonged

Appetite Decreased

Blood Creatinine Increased
Blood Potassium Decreased
Blood Urea Increased
Bundle Branch Block Right
C-Reactive Protein Increased
Fatigue

Gastric Fanction Disorder Nos

Hypotension

Influenza

Liver Function Tests Nos
Abnormal

Loose Stools

Malaise

Mental Impairinent Nos
Nausea

Pyelonephritis Nos
Pyrexia

Renal Cyst Nos

Report Type: Expedited (15-Day)

Report Source Prodnct

Foreign ‘Tasmar (Tolcapone)
Health Professional Madoper

Modopar Hbs

Company Report Number: 202838

Role  Mamfacturer

Age: 69 YR

Route

Gender:  Female

Dose/Unit  Duoration

Ps
C
o]

Urinary Tract Infection Nos
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