THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

123830
08/01/1998
Hospitalisation prolonged

Gender: M
Weight:
Age: 29

Case Number: Seq: 1
Reported:

Hospitalisation:

Onset Date:
Outcome:

09/12/1997
Recovered

DOB: 31/05/1968
Causality: Causality probable

Reaction Details:

Preferred Term

Severity Report Description

Treatment

Hypertension

Tachycardia

Agitation

Blood creatine phosphokinase incr
Eosinophilia

Hypokinesia

Neuroleptic malignant syndrome
Pyrexia

Salivary hypersecretion
Somnolence

150/60
Poorly responsive tachycardia

Clozapine discontinued

Medicine Details:

HALOPERIDOL (Other drug)

Reason:

5.0 Milligram As necessary
Batch: Started: 01/12/1997 Stopped:
METFORMIN HYDROCHLORIDE (Other drug) Reason: Diabetes mellitus
2.0 Gram Daily
Batch: Started: Stopped: CONTIN
GLIBENCLAMIDE (Other drug) Reason: Diabetes mellitus
15.0 Milligram Daily
Batch: Started: Stopped: CONTIN
CLOZAPINE (Suspected) Reason:  Unspecified schizophrenia
Tablet 150.0 Milligram Daily Oral
Batch: Started: 01/12/1997 Stopped: 09/12/1997
Laboratory Investigations:
Date Type Range Date Tested Result Details
Creatinine 09/12/1997 136
Creatinine 10/12/1997 524
Creatinine 11/12/1997 478

Additional Information:

Patient had sudden onset of symptoms within 30 minutes of taking clozaril. pat ient had been on drug for 9 days.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 124551 Seq: 1 Gender: M
Reported: 02/02/1998 Weight: 108.00
Age: 40

Hospitalisation:
Onset Date:
Outcome: Not yet recovered

DOB: 13/06/1957
Causality: Causality possible

Reaction Details:

Preferred Term Severity Report Description Treatment
Periorbital oedema Bilateral periorbital oedema Loratadine, transfer to icu.
Medicine Details:

CLOZAPINE (Suspected) Reason:
Tablet 600.0 Milligram Daily Oral
Batch: Started: 07/03/1996 Stopped: 16/04/1997
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Patient had history of atopy. patient had only one kidney
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 124563 Seq: 1 Gender: M
Reported: 02/02/1998 Weight: 108.00
Hospitalisation: Age: 40
Onset Date: DOB: 13/06/1957
Outcome: Death, maybe drug Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Cardiac failure Cardiac electro-mech. disassoc.,
bi-ventric. fail.

Albuminuria

Arrhythmia

Cardiomegaly
Cardiomyopathy
Electrocardiogram abnormal
Haematuria

Hypoxia

Myocardial infarction
Respiratory failure

Medicine Details:

LORATADINE (Suspected) Reason: Edema and dropsy
Oral application 10.0 Milligram Daily Oral
Batch: Started: 09/04/1997 Stopped: 13/04/1997
CLOZAPINE (Suspected) Reason:
Tablet 600.0 Milligram Daily Oral
Batch: Started: 07/03/1996 Stopped: 16/04/1997

Laboratory Investigations:
Date Type Range Date Tested Result Details
Histology Apical part of heart - left ventricle - hypertrophy of fibres -

moderate interstitial fibrosis - recent infarct approx 10mm in
diameter right ventricle - hypertrophy of fibres.

Other data Right lung collapsed with emphysema bullae ++. left lung
congested and bronchi show thick fluid. very large heart.
coronary arteries normal.(autopsy report).

Additional Information:
Patient died on 16/04/97. cause of death: cardiac electro - mechanical disassociation - bi ventricular failure and respiratory failure.
committee comment: include in annual fatality analysis
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Reported: 02/02/1998
Hospitalisation:
Onset Date:

Outcome: Death, maybe drug

Reaction Details:

Case Number: 124563 Seq: 1

Gender: M
Weight: 108.00
Age: 40
DOB: 13/06/1957
Causality: Causality possible

Preferred Term

Severity Report Description Treatment

Shock

Medicine Details:
LORATADINE (Suspected) Reason: Edema and dropsy
Oral application 10.0 Milligram Daily Oral
Batch: Started: 09/04/1997 Stopped: 13/04/1997
CLOZAPINE (Suspected) Reason:
Tablet 600.0 Milligram Daily Oral
Batch: Started: 07/03/1996 Stopped: 16/04/1997

Laboratory Investigations:

Additional Information:

Patient died on 16/04/97. cause of death: cardiac electro - mechanical disassociation - bi ventricular failure and respiratory failure.
committee comment: include in annual fatality analysis
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 124665 Seq: 1 Gender: F
Reported: 04/02/1998 Weight:
Hospitalisation: Age: 22
Onset Date: 02/01/1998 DOB: 27/05/1975

Outcome: Unknown Causality: Causality possible

Reaction Details:

Preferred Term Severity Report Description Treatment
Cough Severe Severe persistent coughing. Metoprolol
Tachycardia

Medicine Details:

CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 375.0 Milligram Daily Oral
Batch: Started: 12/12/1997 Stopped: 02/01/1998

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 124666 Seq: 1 Gender: M
Reported: 04/02/1998 Weight:
Hospitalisation: Age: 33
Onset Date: DOB: 24/08/1964

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Ejaculation failure

Medicine Details:
CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 500.0 Milligram Daily Oral
Batch: Started: 15/11/1996 Stopped: 28/12/1997

Laboratory Investigations:
Date Type Range Date Tested

Result Details

Additional Information:
the dosage stop date is not necessarily accurate but indicates that stoppage occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 124693 Seq: 1 Gender: M
Reported: 05/02/1998 Weight:
Age: 22

Hospitalisation:
Onset Date: 27/01/1998
Outcome: Unknown

DOB: 04/04/1975
Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Leukopenia
Neutropenia Clozaril ceased

Medicine Details:

Reason:  Unspecified schizophrenia

CLOZARIL (Suspected)
Tablet 250.0 Milligram Daily Oral
Batch: Started: 22/09/1997 Stopped: 27/01/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils Neutrophil count of 1.2
White blood cells White cell count 2.7
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 124879 Seq: 1 Gender: F
Reported: 12/02/1998 Weight:
Hospitalisation: Age: 30
Onset Date: 02/12/1997 DOB: 10/05/1967
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Galactorrhoea
Hyperprolactinaemia

Medicine Details:

NORDIOL NOS (Other drug) Reason:
0.0
Batch: Started: Stopped:
HALOPERIDOL (Other drug) Reason:
0.0
Batch: Started: Stopped:
FLUCLOXACILLIN SODIUM (Other drug) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 550.0 Milligram Daily Oral
Batch: Started: Stopped: 2Y
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 124881 Seq: 1 Gender: F
Reported: 12/02/1998 Weight:
Hospitalisation: Age:
DOB:

Onset Date: 09/01/1998
Outcome: Unknown

Reaction Details:
Preferred Term Severity Report Description Treatment

Maxolon

Causality: Causality possible

Nausea
\Vomiting

Medicine Details:
HALOPERIDOL (Other drug) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 225.0 Milligram Daily Oral
Batch: Started: 01/10/1997 Stopped: 12/01/1998
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Previous history of severe vomiting with multiple other antipsychotics including: risperidone, olanzapine, melleril, largactil. the
dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 124882 Seq: 1 Gender: M
Reported: 12/02/1998 Weight:
Hospitalisation: Age: 48
Onset Date: 12/01/1998 DOB: 01/10/1949
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Neutropenia

Medicine Details:

SODIUM VALPROATE (Suspected) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 700.0 Milligram Daily Oral
Batch: Started: 08/11/1994 Stopped: 12/01/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 12/01/1998 1.3
Neutrophils 15/01/1998 1.5
White blood cells 12/01/1998 3.7
\White blood cells 15/01/1998 3.3

Additional Information:
Pt also taking (unspecified) depot antispychotic.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 124891 Seq: 1 Gender: F
Reported: 12/02/1998 Weight:
Hospitalisation: Age: 26
Onset Date: 26/11/1997 DOB: 06/02/1971
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Neutropenia

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 375.0 Milligram Daily Oral
Batch: Started: 20/03/1997 Stopped: 26/11/1997

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 26/11/1997 1.4
White blood cells 26/11/1997 4.2

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 124897 Seq: 1 Gender: F
Reported: 12/02/1998 Weight:
Hospitalisation: Age: 54
Onset Date: 24/10/1997 DOB: 22/10/1943
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Thrombocythaemia

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 450.0 Milligram Daily Oral
Batch: Started: 01/10/1997 Stopped: 31/10/1997

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 22/10/1997 4.3
Neutrophils 27/10/1997 3.8
Neutrophils 04/11/1997 2.7
Neutrophils 17/11/1997 2.7
Neutrophils 10/11/1997 3.2
Platelets 15 -140 Platelets rised up to 702 x 10/9/1
White blood cells 22/10/1997 6.7

Additional Information:
Clozapine was decreased from 450mg on 24/10/97 to nil on 31/10/97 and thrombosis resolved.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 124897 Seq: 1 Gender: F
Reported: 12/02/1998 Weight:
Hospitalisation: Age: 54
Onset Date: 24/10/1997 DOB: 22/10/1943
Outcome: Unknown Causality: Causality possible

Reaction Details:

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 450.0 Milligram Daily Oral
Batch: Started: 01/10/1997 Stopped: 31/10/1997

Laboratory Investigations:

Date Type Range Date Tested Result Details
\White blood cells 27/10/1997 6.7
\White blood cells 04/11/1997 5.2
White blood cells 10/11/1997 6.6
\White blood cells 17/11/1997 2.7

Additional Information:
Clozapine was decreased from 450mg on 24/10/97 to nil on 31/10/97 and thrombosis resolved.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 124901 Seq: 1 Gender: F
Reported: 12/02/1998 Weight:
Hospitalisation: Age: 31
Onset Date: 26/07/1997 DOB: 19/09/1965
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Salivary gland enlargement Parotid swelling

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: 19/03/1997 Stopped: 4M

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Pt was also using unknown herbal remidies.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

CLOPINE,CLOZAPINE,CLOZA

RIL

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 124902 Seq: 1 Gender: M
Reported: 12/02/1998 Weight:
Hospitalisation: Age: 23
Onset Date: 31/12/1997 DOB: 21/10/1974
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Clozaril ceased

Neutropenia

Report Run : 05/06/2007

Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 500.0 Milligram Daily Oral
Batch: Started: 27/10/1996 Stopped: 31/12/1997
Laboratory Investigations:
Date Type Range Date Tested Result Details
Haematology 27/10/97 02/01/98  05/01/98 _07/01/98 wbc 3.4
3.4 3.5 55nc 11 1.6 15
2.4
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 124903 Seq: 1 Gender: M
Reported: 12/02/1998 Weight:
Hospitalisation: Age: 41
Onset Date: 02/02/1996 DOB: 14/02/1954
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Pyrexia Fever up to 40 degrees c.
Hiccups
Thrombocytopenia Dose of clozaril reduced

Medicine Details:

HALOPERIDOL (Other drug) Reason:
0.0
Batch: Started: Stopped:
LORAZEPAM (Other drug) Reason:
0.0
Batch: Started: Stopped:
HYDROCORTISONE (Other drug) Reason:
0.0
Batch: Started: Stopped:
DIPROSONE (Other drug) Reason:
0.0
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Platelets Lowest count of 92/cu mm

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 124903 Seq: 1 Gender: M
Reported: 12/02/1998 Weight:
Age: 41

Hospitalisation:
Onset Date: 02/02/1996
Outcome: Recovered

Reaction Details:

DOB: 14/02/1954
Causality: Causality possible

Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 225.0 Milligram Daily Oral
Batch: Started: 22/01/1996 Stopped: CONTIN

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 124904 Seq: 1 Gender: F
Reported: 12/02/1998 Weight:
Hospitalisation: Age: 59
Onset Date: 22/12/1997 DOB: 02/06/1938
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Leukopenia Clozaril ceased

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 700.0 Milligram Daily Oral
Batch: Started: 06/10/1997 Stopped: 22/12/1997

Laboratory Investigations:
Date Type Range Date Tested Result Details

Haematology 22/12/97 wbc 2.9 and nc 1.8

Additional Information:
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 125602 Seq: 1 Gender: M
Reported: 06/03/1998 Weight: 70.00
Hospitalisation: Age: 59Y
Onset Date: 18/11/1997 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Somnolence

Coma

Respiratory disorder

Blood creatine phosphokinase incr
Hyperhidrosis

Hyponatraemia

Neuroleptic malignant syndrome

Orthostatic hypotension
Pyrexia
Tachycardia

Heavily sedated
Patient became unresponsive
Tachypnoeic

ceased

Clozapine and haliperidol

Medicine Details:

ENALAPRIL MALEATE (Other drug) Reason: Essential benign hypertension
Tablet 20.0 Milligram Daily Oral
Batch: Started: Stopped:

CLONAZEPAM (Other drug) Reason:  Otr spec symp psychopathol nec
Tablet 3.0 Milligram Daily Oral
Batch: Started: Stopped:

BENZTROPINE MESYLATE (Other drug) Reason:
Tablet 1.0 Milligram Daily Oral
Batch: Started: Stopped:

HALOPERIDOL (Suspected) Reason:  Ofr spec symp psychopathol nec

2.5 Milligram As necessary
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Creatine Raised ck 6,000

Additional Information:

Dose of clozapine increased to 112mg on 19 and 20th. at this stage ck raised to 6,000 and patient became unresponsive (?

coma).
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 125602 Seq: 1 Gender: M
Reported: 06/03/1998 Weight: 70.00
Hospitalisation: Age: 59Y
DOB:

Onset Date: 18/11/1997
Outcome: Recovered

Reaction Details:

Causality: Causality possible

Medicine Details:

Reason:  Unspecified schizophrenia

CLOZAPINE (Suspected)
Tablet 100.0 Milligram Daily Oral
Batch: Started: 17/11/1997 Stopped: 20/11/1997

Laboratory Investigations:

Additional Information:
Dose of clozapine increased to 112mg on 19 and 20th. at this stage ck raised to 6,000 and patient became unresponsive (?

coma).
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 125771 Seq: 1 Gender: M
Reported: 12/03/1998 Weight: 64.00
Hospitalisation: Hospitalisation prolonged Age: 62
Onset Date: 02/02/1998 DOB: 13/08/1935
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Diabetes mellitus Treatment: 45 units of insulin
per day clozaril ceased

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 200.0 Milligram Daily Oral
Batch: Started: 12/11/1997 Stopped: 25/02/1998

Laboratory Investigations:
Date Type Range Date Tested Result Details

Serum glucose 4-6 02/02/98 = 20.1, from 03/02/98 to 18/02/98 ranged from 9-16.

Additional Information:
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 125998 Seq: 1 Gender: F
Reported: 19/03/1998 Weight: 46.00
Hospitalisation: Age: 34
Onset Date: 31/12/1997 DOB: 04/09/1963
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Apathy Decreased ability to have feelings
Somnolence Sedation
Acne Ceased closapine
Lymphadenopathy

Medicine Details:

CLOZAPINE (Suspected) Reason:  Unspecified schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: 01/01/1997 Stopped: 28/06/1997
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

- the date of onset is not accurate but indicates that onset occurred sometime during the year. the dosage start date is not
necessarily accurate but indicates that start occurred sometime during the month. the dosage stop date is not necessarily
accurate but indicates that stoppage occurred sometime during the month.

ADRS004
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

CLOPINE,CLOZAPINE,CLOZARIL

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 126157 Seq: 1 Gender: U
Reported: 25/03/1998 Weight:
Hospitalisation: Age:
DOB:

Onset Date: 31/03/1998
Outcome: Unknown

Reaction Details:

Causality: Causality possible

Preferred Term Severity Report Description

Treatment

Hypotension

Medicine Details:
ZOLOFT (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:
Tablet 400.0 Milligram Daily Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

- the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 126500 Seq: 1 Gender: M
Reported: 08/04/1998 Weight:
Hospitalisation: Age: 21
Onset Date: 22/02/1998 DOB: 26/10/1976

Outcome: Not yet recovered Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Hypertension 170/100
Tachycardia

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 75.0 Milligram Daily Oral
Batch: Started: 20/02/1998 Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 126501 Seq: 1 Gender: M
Reported: 08/04/1998 Weight:
Hospitalisation: Hospitalisation prolonged Age: 27
Onset Date: 19/02/1998 DOB: 03/01/1971
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Grand mal convulsion Grand mal seizure Clozaril ceased

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 200.0 Milligram Daily Oral
Batch: Started: 05/02/1998 Stopped: 20/02/1998

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Past history of head trauma.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 126542 Seq: 1 Gender: M
Reported: 09/04/1998 Weight:
Hospitalisation: Age: 73Y

DOB:

Onset Date: 03/04/1998
Outcome: Recovered

Reaction Details:

Causality: Causality probable

Preferred Term Severity Report Description Treatment
Leukopenia
Neutropenia Clozapine ceased

Medicine Details:

Reason:  Unspecified schizophrenia

CLOZAPINE (Suspected)
Tablet 400.0 Milligram Daily Oral
Batch: Started: 01/01/1997 Stopped: 06/04/1998

Laboratory Investigations:
Date Type Range Date Tested Result Details
Neutrophils 03/04/1998 0.87
White blood cells 03/04/1998 24

Additional Information:
the dosage start date is not accurate but indicates that start occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 126627 Seq: 1 Gender: M
Reported: 14/04/1998 Weight:
Hospitalisation: Age: 22
Onset Date: 27/02/1998 DOB: 21/03/1975
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Hepatitis

Medicine Details:

CLOZAPINE (Suspected) Reason:  Unspecified schizophrenia
Tablet 500.0 Milligram Daily Oral
Batch: Started: 01/07/1997 Stopped: 04/03/1998
SERTRALINE HYDROCHLORIDE (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
Batch: Started: 06/01/1998 Stopped: 04/03/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details
ALT = SGPT 15/07/1997 259
AST = SGOT 15/07/1997 72
AST = SGOT 27/02/1998 92
Bilirubin 15/07/1997 32
Bilirubin 27/02/1998 32
GGT = SGGT = 15/07/1997 152

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 126724 Seq: 1 Gender: M
Reported: 16/04/1998 Weight:
Hospitalisation: Admitted to hospital Age: 38
Onset Date: DOB: 14/03/1960
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Abdominal distension
Anorexia
Cardiomyopathy
Cough
Dyspnoea Clozapine ceased treated with
frusemide, captopril and
dobutamine
Fatigue

Medicine Details:

LITHIUM CARBONATE (Other drug) Reason:
Tablet 1.2 Gram Daily Oral
Batch: Started: Stopped:
CLOZAPINE (Suspected) Reason:
Tablet 300.0 Milligram Daily Oral
Batch: Started: Stopped: 27/02/1998

Laboratory Investigations:
Date Type Range Date Tested Result Details
Histology 3/3/98 ventricular myocardial biopsy - a moderate degree of

anisocytosis mild myocytolysis and mild focal interstitial
fibrosis...consistent with a dilated cardiomyopathy.

Other data 27/2/98 - echo showed severely dilated Iv and la, and dilated rv
and ra. small pericardial effusion. severe mr ongoing Iv - septal
and anterior and antereolateral akinesia.

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 126863 Seq: 1 Gender: F
Reported: 23/04/1998 Weight: 55.00
Age: 41Y

Hospitalisation:
Onset Date: 07/04/1998 DOB:
Outcome: Recovered Causality: Causality probable

Reaction Details:
Preferred Term Severity Report Description Treatment

Neutropenia

Medicine Details:

NIFEDIPINE (Other drug) Reason: Essential benign hypertension
Tablet 20.0 Milligram Daily Oral
Batch: Started: 01/01/1996 Stopped:

CLOZAPINE (Suspected) Reason:  Unspecified schizophrenia
Tablet 450.0 Milligram Daily Oral
Batch: Started: 01/01/1995 Stopped: 07/04/1998

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Previously had lymphocytopenia on clozapine which was persistent for about 3 years. clozapine continued after advise from
haematologist the dosage start date is not accurate but indicates that start occurred sometime during the year. the dosage start

date is not accurate but indicates that start occurred sometime during the year.
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 127138 Seq: 1 Gender: M
Reported: 04/05/1998 Weight: 74.00
Hospitalisation: Admitted to hospital Age:
Onset Date: 06/03/1998 DOB:
Outcome: Recovered Causality: Causality certain
Reaction Details:
Preferred Term Severity Report Description Treatment
Agitation
Blood creatine phosphokinase incr
Confusional state
Convulsion
Dehydration
Dyskinesia
Haematemesis
Hyperhidrosis
Hypertension
Hypotension
Leukocytosis
Medicine Details:
HALOPERIDOL (Other drug) Reason:
10.0 Milligram Daily
Batch: Started: 01/01/1984 Stopped:
CAPTOPRIL (Other drug) Reason:
100.0 Milligram Daily
Batch: Started: 01/01/1993 Stopped:
METOPROLOL TARTRATE (Other drug) Reason:
100.0 Milligram Daily
Batch: Started: 01/01/1996 Stopped:
INDAPAMIDE HEMIHYDRATE (Other drug) Reason:
2.5 Milligram Daily
Batch: Started: 01/01/1996 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Creatine 23/03/1998 9200
Creatinine 08/04/1998 0.19
Neutrophils 15/03/1998
Other data Patient hypotensive bp 95/60, 65/40, than on 08/04/98
hypertensive bp 180/115
Urea 08/04/1998 12.2
leucocytes 15/03/1998 11.5

Additional Information:

Developed nms and resolved when antipsychotic ceased. recommenced when given 12.5mg clozapine and ceased. the dosage
start date is not accurate but indicates that start occurred sometime during the year. the dosage stop date is not necessarily
accurate but indicates that stoppage occurred sometime during the month. the dosage start date is not accurate but indicates that
start occurred sometime during the year. the dosage start date is not accurate but indicates that start occurred sometime during
the year. the dosage start date is not accurate but indicates that start occurred sometime during the year. the dosage start date is
not accurate but indicates that start occurred sometime durina the vear. the dosaae start date is not accurate but indicates that
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 127138 Seq: 1 Gender: M
Reported: 04/05/1998 Weight: 74.00
Hospitalisation: Admitted to hospital Age:
Onset Date: 06/03/1998 DOB:
Outcome: Recovered Causality: Causality certain
Reaction Details:
Preferred Term Severity Report Description Treatment
Neuroleptic malignant syndrome Clozapine ceased

Medicine Details:

SERTRALINE HYDROCHLORIDE (Other drug) Reason:
50.0 Milligram Daily
Batch: Started: 01/01/1997 Stopped:
CLOZAPINE (Suspected) Reason:  Unspecified schizophrenia
500.0 Milligram Daily
Batch: Started: 01/01/1997 Stopped: 28/03/1998

Laboratory Investigations:

Additional Information:

Developed nms and resolved when antipsychotic ceased. recommenced when given 12.5mg clozapine and ceased. the dosage
start date is not accurate but indicates that start occurred sometime during the year. the dosage stop date is not necessarily
accurate but indicates that stoppage occurred sometime during the month. the dosage start date is not accurate but indicates that
start occurred sometime during the year. the dosage start date is not accurate but indicates that start occurred sometime during
the year. the dosage start date is not accurate but indicates that start occurred sometime during the year. the dosage start date is
not accurate but indicates that start occurred sometime durina the vear. the dosaae start date is not accurate but indicates that
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 127530 Seq: 1 Gender: U
Reported: 18/05/1998 Weight:
Age: 71

Hospitalisation:
Onset Date: 06/03/1998
Outcome: Unknown

Reaction Details:
Preferred Term Severity Report Description Treatment

Clozaril ceased

DOB: 24/01/1927
Causality: Causality possible

Leukopenia

Medicine Details:

Reason:  Unspecified schizophrenia

CLOZARIL (Suspected)
Tablet 400.0 Milligram Daily Oral
Batch: Started: 09/05/1997 Stopped: 06/03/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 06/03/1998 1.6
White blood cells 06/03/1998 2.9

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 127531 Seq: 1 Gender: F
Reported: 18/05/1998 Weight:
Hospitalisation: Admitted to hospital Age: 32
Onset Date: DOB: 16/05/1966
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Pyrexia Clozaril ceased

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: 05/02/1998 Stopped: 19/05/1998

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 127532 Seq: 1 Gender: F
Reported: 18/05/1998 Weight:
Hospitalisation: Admitted to hospital Age: 31
Onset Date: 29/03/1998 DOB: 16/05/1966
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Hallucination
Suicide attempt

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 1.2 Gram Total Oral
Batch: Started: 01/03/1998 Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 127535 Seq: 1 Gender: M
Reported: 18/05/1998 Weight:
Hospitalisation: Age: 52
Onset Date: 29/01/1998 DOB: 07/06/1945
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Cardiomyopathy Dilated cardiomyopathy
Tachycardia Sinus tachycardia

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 725.0 Milligram Daily Oral
Batch: Started: 13/04/1995 Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 127540 Seq: 1 Gender: F
Reported: 18/05/1998 Weight:
Age: 56

Hospitalisation:
Onset Date: 10/06/1997
Outcome: Unknown

Reaction Details:
Preferred Term Severity Report Description Treatment

Clozaril ceased

DOB: 28/12/1940
Causality: Causality possible

Agranulocytosis
Leukopenia

Medicine Details:

Reason:  Unspecified schizophrenia

CLOZARIL (Suspected)
Tablet 300.0 Milligram Daily Oral
Batch: Started: 19/03/1997 Stopped: 10/06/1997

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 10/06/1997 1.8
White blood cells 10/06/1997 2.8

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 127541 Seq: 1 Gender: M
Reported: 18/05/1998 Weight:
Hospitalisation: Age: 38
Onset Date: 10/06/1997 DOB: 19/10/1958
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Agranulocytosis Life Clozaril ceased
threatening

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 300.0 Milligram Daily Oral
Batch: Started: 14/03/1997 Stopped: 10/06/1997

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 10/06/1997 0.3
Neutrophils 02/07/1997 2.2
Neutrophils 15/07/1997 4.8
\White blood cells 10/06/1997 1.2
White blood cells 02/07/1997 59
\White blood cells 15/07/1997 7.3

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 127543 Seq: 1 Gender: M
Reported: 18/05/1998 Weight:
Hospitalisation: Admitted to hospital Age: 55Y

DOB:

Onset Date: 24/03/1998
Outcome: Unknown

Reaction Details:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Confusional state Prolonged confusion
Syncope Unconsciousness
Convulsion X 2 occassions Treated with midazolam,
diazepam iv.
Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 12.5 Milligram Daily Oral
Batch: Started: 23/03/1998 Stopped: 24/03/1998
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 127549 Seq: 1 Gender: F
Reported: 18/05/1998 Weight:
Hospitalisation: Age:
Onset Date: 27/05/1997 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Leukopenia Clozaril ceased
Neutropenia

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 600.0 Milligram Daily Oral
Batch: Started: 10/02/1994 Stopped: 27/03/1997

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 10/02/1994 6.1
Neutrophils 27/03/1997 1.6
Neutrophils 30/05/1997 1.5
Neutrophils 18/06/1997 3.0
Neutrophils 03/06/1997 1.7
\White blood cells 10/02/1994 9.5
White blood cells 27/05/1997 29

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 127549 Seq: 1 Gender: F
Reported: 18/05/1998 Weight:
Hospitalisation: Age:
DOB:

Onset Date: 27/05/1997
Outcome: Recovered

Reaction Details:

Causality: Causality probable

Medicine Details:

Reason:  Unspecified schizophrenia

CLOZARIL (Suspected)
Tablet 600.0 Milligram Daily Oral
Batch: Started: 10/02/1994 Stopped: 27/03/1997

Laboratory Investigations:
Date Type Range Date Tested Result Details
White blood cells 30/05/1997 3.3
White blood cells 03/06/1997 3.2
White blood cells 18/06/1997 5.9

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 127551 Seq: 1 Gender: F
Reported: 18/05/1998 Weight:
Hospitalisation: Age: 41
Onset Date: 07/04/1998 DOB: 20/07/1956
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Leukopenia Clozaril ceased
Neutropenia

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 450.0 Milligram Daily Oral
Batch: Started: 24/01/1995 Stopped: 07/04/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 24/01/1995 3.5
Neutrophils 07/04/1998 1.5
Neutrophils 08/04/1998 1.8
\White blood cells 24/01/1995 5.1
White blood cells 07/04/1998 21
\White blood cells 08/04/1998 2.4

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 127555 Seq: 1 Gender: M
Reported: 18/05/1998 Weight:
Hospitalisation: Age: 73
Onset Date: 03/04/1998 DOB: 31/08/1924
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Leukopenia Clozaril ceased
Neutropenia

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: 19/12/1995 Stopped: 03/04/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 03/04/1998 0.9
White blood cells 03/04/1998 24

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 127556 Seq: 1 Gender: M
Reported: 18/05/1998 Weight:
Hospitalisation: Age:
Onset Date: 16/01/1997 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Leukopenia Clozaril ceased
Neutropenia

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 750.0 Milligram Daily Oral
Batch: Started: 23/11/1993 Stopped: 16/01/1997

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 16/01/1997 1.5
Neutrophils 27/01/1997 1.9
White blood cells 16/01/1997 2.6
\White blood cells 27/01/1997 34

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 127558 Seq: 1 Gender: M
Reported: 18/05/1998 Weight:
Hospitalisation: Age: 31
Onset Date: 18/04/1998 DOB: 03/05/1966
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Hypertension Increased blood pressure 130/90, Atenolol added to therapy
140/110, 164/108
Tachycardia

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 250.0 Milligram Daily Oral
Batch: Started: 07/04/1998 Stopped: CONTIN

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 127559 Seq: 1 Gender: F
Reported: 18/05/1998 Weight:
Hospitalisation: Hospitalisation prolonged Age: 50
Onset Date: 19/03/1998 DOB: 22/09/1947
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Hypotension Irregular blood pressure 95/50 mmhg on
21 march 98
Somnolence Markedly sedated
Pyrexia Noted to be febrile (38.1c) on 20 march
1998.
Orthostatic hypotension I;’ggtsural drop to 15 mmhg on 21 march

Medicine Details:

HALOPERIDOL (Other drug) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 100.0 Milligram Daily Oral
Batch: Started: 05/03/1998 Stopped: 21/03/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details

Electrocardiograph 20.mar.98 - ecg - showed ectopic beats and tachycardia
21.mar.98 - ecg - showed sinus tachycardia with frequent sveb.

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 127559 Seq: 1 Gender: F
Reported: 18/05/1998 Weight:
Hospitalisation: Hospitalisation prolonged Age: 50
Onset Date: 19/03/1998 DOB: 22/09/1947
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Tachycardia Pulse rate 150/min on 21 march 1998 Clozaril ceased. sotalol was

commenced and increased
over the next two days to
control rhythm. diuretics were
added (amiloride, frusemide)
on 24 march 98 when cxr
revealed signs of fluid
overload.

Extrasystoles

Medicine Details:

HALOPERIDOL (Other drug) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 100.0 Milligram Daily Oral
Batch: Started: 05/03/1998 Stopped: 21/03/1998

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 127560 Seq: 1 Gender: U
Reported: 18/05/1998 Weight:
Hospitalisation: Admitted to hospital Age: 17
Onset Date: DOB: 15/12/1980
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Chest pain
Myocarditis Clozaril ceased

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 250.0 Milligram Daily Oral
Batch: Started: 19/02/1998 Stopped: 31/03/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details

Electrocardiograph Ecg and echocardiogram showed signs of myocarditis

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 127668 Seq: 1 Gender: F
Reported: 22/05/1998 Weight:
Hospitalisation: Age: 25Y
Onset Date: 06/02/1998 DOB:
Outcome: Recovered Causality: Causality possible

Reaction Details:

Preferred Term Severity Report Description Treatment

Rash maculo-papular Maculo-papular migrating skin rash
Abdominal pain Right upper quadrant abdominal pain
Anorexia
Diarrhoea
Nausea
\Vomiting

Medicine Details:

EFEXOR (Other drug) Reason: Depression
150.0 Milligram Daily
Batch: Started: 31/10/1997 Stopped:
NITRAZEPAM (Other drug) Reason:  Specific disorders of sleep
10.0 Milligram Daily
Batch: Started: 01/04/1997 Stopped:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
400.0 Milligram Daily
Batch: Started: 24/11/1997 Stopped:
SODIUM VALPROATE (Suspected) Reason:
200.0 Milligram Daily
Batch: Started: 12/12/1997 Stopped: 06/03/1998
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 127670 Seq: 1 Gender: M
Reported: 18/05/1998 Weight: 90.00
Hospitalisation: Treated in outpatient department only. Age: 15Y
Onset Date: 15/05/1998 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Dystonia Acute dystonic reaction Iv benztropine 2 mg

Hypertension
Opisthotonus
Tachycardia

Medicine Details:

FLUCLOXACILLIN SODIUM (Other drug) Reason:  Otr loc skin&subcut tis infect
2.0 Gram Daily
Batch: Started: 14/05/1998 Stopped:
CLOZAPINE (Suspected) Reason:  Unspecified schizophrenia
Tablet 50.0 Milligram Daily Oral
Batch: Started: 01/05/1998 Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 127697 Seq: 1 Gender: F
Reported: 22/05/1998 Weight: 70.00
Hospitalisation: Admitted to hospital Age: 50
Onset Date: 20/03/1998 DOB: 22/09/1947

Outcome: Recovered Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Required management in

Somnolence
cardiac care unit. ceased
clozapine.
Tachycardia
Medicine Details:
CLOZAPINE (Suspected) Reason:  Schizophrenia
Tablet 100.0 Milligram Daily Oral
Batch: Started: 06/03/1998 Stopped: 20/03/1998
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 127700 Seq: 1 Gender: M
Reported: 22/05/1998 Weight:
Hospitalisation: Age:
Onset Date: 11/03/1997 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Leukopenia Clozaril ceased
Neutropenia

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 50.0 Milligram Daily Oral
Batch: Started: 24/02/1997 Stopped: 11/03/1997

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 25/10/1996 4.6
Neutrophils 11/03/1997 1.0
Neutrophils 24/03/1997 29
Neutrophils 18/03/1997 1.6
White blood cells 25/10/1996 8.1
\White blood cells 11/03/1997 2.8
White blood cells 18/03/1997 4.3

Additional Information:

Report Run : 05/06/2007 10:09AM  Database: pusime02 ADRS004 Page 51 of 719



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 127700 Seq: 1 Gender: M
Reported: 22/05/1998 Weight:
Hospitalisation: Age:
DOB:

Onset Date: 11/03/1997
Outcome: Recovered

Reaction Details:

Causality: Causality probable

Medicine Details:

Reason:  Unspecified schizophrenia

CLOZARIL (Suspected)
Tablet 50.0 Milligram Daily Oral
Batch: Started: 24/02/1997 Stopped: 11/03/1997

Laboratory Investigations:

Date Type Range Date Tested Result Details
White blood cells 24/03/1997 5.3
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 127701 Seq: 1 Gender: F
Reported: 22/05/1998 Weight:
Hospitalisation: Age:
Onset Date: 14/02/1997 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Leukopenia Ceased clozaril

Medicine Details:

CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 175.0 Milligram Daily Oral
Batch: Started: 03/02/1997 Stopped: 14/02/1997

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 03/01/1997 4.7
Neutrophils 17/02/1997 5.6
White blood cells 03/02/1997 7.0
\White blood cells 17/02/1997 8.0

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 127702 Seq: 1 Gender: M
Reported: 22/05/1998 Weight:
Hospitalisation: Age: 27
Onset Date: 09/02/1998 DOB: 21/07/1970
Outcome: Unknown Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Leukopenia
Neutropenia

Medicine Details:

CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 350.0 Milligram Daily Oral
Batch: Started: 27/07/1997 Stopped: 09/02/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 15/07/1997 2.8
Neutrophils 09/02/1998 1.4
Neutrophils 10/02/1998 21
\White blood cells 15/07/1997 4.4
White blood cells 09/02/1998 29
\White blood cells 10/02/1998 3.7

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 127703 Seq: 1 Gender: F
Reported: 22/05/1998 Weight:
Hospitalisation: Age: 26
Onset Date: 05/05/1998 DOB: 16/11/1971
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Neutropenia

Medicine Details:

CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: 20/11/1995 Stopped: 05/05/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 20/11/1995 2.2
Neutrophils 05/05/1998 1.1
White blood cells 20/11/1995 4.3
\White blood cells 05/05/1998 5.7

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 127704 Seq: 1 Gender: M
Reported: 22/05/1998 Weight:
Hospitalisation: Age:
Onset Date: 21/04/1997 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Leukopenia
Neutropenia

Medicine Details:

CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 700.0 Milligram Daily Oral
Batch: Started: 22/08/1996 Stopped: 30/01/1997

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 22/08/1996 21
Neutrophils 21/01/1997 1.4
Neutrophils 18/04/1997 1.4
Neutrophils 30/01/1997 1.3
White blood cells 22/08/1996 4.2
\White blood cells 21/01/1997 3.4
White blood cells 30/01/1997 3.2

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

CLOPINE,CLOZAPINE,CLOZARIL

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 127704 Seq: 1 Gender: M
Reported: 22/05/1998 Weight:
Hospitalisation: Age:
DOB:

Onset Date: 21/04/1997
Outcome: Unknown

Reaction Details:

Medicine Details:

Causality: Causality possible

CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 700.0 Milligram Daily Oral
Batch: Started: 22/08/1996 Stopped: 30/01/1997

Laboratory Investigations:

Date Type Range Date Tested Result Details

White blood cells 18/04/1997 3.1

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 127705 Seq: 1 Gender: M
Reported: 22/05/1998 Weight:
Hospitalisation: Age: 42
Onset Date: 26/02/1998 DOB: 26/07/1955
Outcome: Not yet recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Leukopenia Clozaril ceased.

Medicine Details:

CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 300.0 Milligram Daily Oral
Batch: Started: 27/08/1997 Stopped: 26/02/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 27/08/1997 12.9
Neutrophils 26/02/1998 2.0
Neutrophils 02/03/1998 4.5
\White blood cells 27/08/1997 15.3
White blood cells 26/02/1998 2.8
\White blood cells 02/03/1998 6.3

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 127706 Seq: 1 Gender: U
Reported: 22/05/1998 Weight:
Hospitalisation: Age:
DOB:

Onset Date: 07/05/1998

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Convulsion Seizure Sodium valproate, clozaril
dose reduced to 200mg bd.

Medicine Details:

CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 600.0 Milligram Daily Oral
Batch: Started: 09/04/1998 Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result

Details

Additional Information:
Patient has a history of epilepsy. patient suffered a seizure of approximately 1 minute, about four weeks after commencing clozaril
600mg/d. the patient's evening dose of clozaril was withheld and a decreased dose of 200mg bid and valproate sodium was

commenced on the next day.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 127708 Seq: 1 Gender: M
Reported: 22/05/1998 Weight:
Hospitalisation: Admitted to hospital Age: 39

DOB: 28/05/1958

Onset Date: 10/05/1998
Causality: Causality possible

Outcome: Unknown

Reaction Details:
Preferred Term Severity Report Description Treatment
Drug ineffective Continuing psychosis Clozaril ceased.

Medicine Details:
CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 650.0 Milligram Daily Oral
Batch: Started: 27/06/1994 Stopped: 10/05/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
The patient's dose of clozaril was increased twice over the weekend of 9/5/98 to 10/5/98.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 127709 Seq: 1 Gender: M
Reported: 22/05/1998 Weight:
Hospitalisation: Hospitalisation prolonged Age: 39
Onset Date: DOB: 28/05/1958
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Chest pain Clozaril was discontinued. the

patient remains in hospital,
chest pain and ecg changes
have resolved patient was
treated with acupase on 13

may 1998.
Electrocardiogram abnormal
Medicine Details:
CLOZARIL (Suspected) Reason:  Schizophrenia

Tablet 650.0 Milligram Daily Oral

Batch: Started: 27/06/1994 Stopped: 10/05/1998
Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 127713 Seq: 1 Gender: M
Reported: 22/05/1998 Weight:
Hospitalisation: Treated in outpatient department only. Age: 37
Onset Date: 27/02/1998 DOB: 14/08/1960
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Abdominal distension Abdominal distension
Cardiac failure Ceased clozaril
Cough
Dyspnoea
Fatigue
Oedema peripheral

Medicine Details:

LITHIUM CARBONATE (Suspected) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 300.0 Milligram Daily Oral
Batch: Started: 05/05/1994 Stopped: 28/02/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 127717
Reported: 22/05/1998
Hospitalisation:
Onset Date: 14/02/1998
Outcome: Death

Reaction Details:

Seq: 1

Gender:
Weight:
Age:

DOB: 01/07/1947

Causality

: Causality possible

Preferred Term

Severity

Report Description

Treatment

Diabetes mellitus
Hyperglycaemia
Ketosis

Sudden death

High sugur levels.

Medicine Details:

BECLOFORTE (Other drug)

Batch:

0.0
Started:

Reason:

Stopped:

VENTOLIN (Other drug)

Batch:

0.0
Started:

Reason:

Stopped:

Batch:

SODIUM VALPROATE (Other drug)

3.2 Gram
Started:

Reason:

Daily

Stopped:

Batch:

LITHIUM CARBONATE (Other drug)

1.2 Gram
Started:

Reason:

Daily

Stopped:

Laboratory Investigations:

Date Type

Range

Date Tested

Result

Details

Additional Information:
Patient died suddenly 14/2/98, about four and half years after commencing cloazril. ect treatment on 11 february 1998 as a
day-patient occasioned the use of the anaesthetic methohexitone 70mg and the muscle relaxant suxamethonium 45mg.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 127717 Seq: 1 Gender: F
Reported: 22/05/1998 Weight:
Hospitalisation: Age: 50
Onset Date: 14/02/1998 DOB: 01/07/1947
Outcome: Death Causality: Causality possible

Reaction Details:

Medicine Details:

ALPHA-TOCOPHEROL (Other drug) Reason:
500.0 Milligram Daily
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 200.0 Milligram Daily Oral
Batch: Started: 30/08/1993 Stopped: 14/02/1998

Laboratory Investigations:

Additional Information:
Patient died suddenly 14/2/98, about four and half years after commencing cloazril. ect treatment on 11 february 1998 as a
day-patient occasioned the use of the anaesthetic methohexitone 70mg and the muscle relaxant suxamethonium 45mg.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 127773 Seq: 1 Gender: M
Reported: 25/05/1998 Weight:
Hospitalisation: Admitted to hospital Age: 27
Onset Date: 05/05/1998 DOB: 28/01/1971
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Influenza like illness Flu-like syptoms Hospitalised, iv antibiotics and
rehydration
Coma Patient was non-rousable
Pyrexia Temperature above 40'

Aspartate aminotransferase increa
Blood creatine phosphokinase incr
Leukocytosis

Neuroleptic malignant syndrome

Medicine Details:

RANITIDINE (Other drug) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: 12/06/1997 Stopped: 05/05/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details
Creatine 05/05/1998 3966
Creatine 07/05/1998 1287
Creatine 15/05/1998 78
Lymphocytes 05/05/1998 0.43
Neutrophils 05/05/1998 10.93
White blood cells 05/05/1998 12.3

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 127775 Seq: 1 Gender: M
Reported: 25/05/1998 Weight:
Hospitalisation: Age:
DOB:

Onset Date:
Outcome: Unknown

Reaction Details:

Preferred Term Severity Report Description

Debilitating extreme pain in heels and
ankles

Causality: Causality possible

Treatment

Pain

Tendonitis

Medicine Details:
CLOZARIL (Suspected)

Tablet
Batch: Started: 11/11/1996 Stopped:

Reason:
0.0 Oral

Laboratory Investigations:
Date Type Range Date Tested Result

Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

CLOPINE,CLOZAPINE,CLOZARIL

Public Case Detail

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 127778 Seq: 1 Gender: M
Reported: 25/05/1998 Weight:
Hospitalisation: Age: 35
Onset Date: DOB: 23/12/1962
Outcome: Unknown Causality: Causality certain
Reaction Details:
Preferred Term Severity Report Description Treatment
Ejaculation failure Clozapine being reduced and
risperidone introduced
Medicine Details:
HALOPERIDOL (Other drug) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 500.0 Milligram Daily Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

He has been on clozaril monotherapy (300mg/day) previously and has experienced the same problem.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 127786 Seq: 1 Gender: M
Reported: 25/05/1998 Weight: 0.00
Hospitalisation: Age: 33
Onset Date: DOB: 05/01/1965
Outcome: Death Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Cardiomyopathy Idiopathic dilated cardiomyopathy Aldactone, Lasix, carvedilol,

warfarin, thyroxine, Imdur,
ranitidine, digoxin

Myocarditis
Sudden death

Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia

200.0 Milligram Daily
Batch: Started: 30/01/1995 Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

17/12/2002 |Eosinophils 0.04 -0.40 12/05/2006 0.00

Additional Information:
Patient died on 04/05/98.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 127914 Seq: 1 Gender: M
Reported: 28/05/1998 Weight:
Hospitalisation: Age: 65
Onset Date: 03/01/1997 DOB: 15/04/1931
Outcome: Recovered Causality: Causality probable
Reaction Details:

Preferred Term Severity Report Description Treatment
Neutropenia Ceased clozaril.
Medicine Details:

SERTRALINE HYDROCHLORIDE (Other drug) Reason:
50.0 Milligram Daily
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 75.0 Milligram Daily Oral
Batch: Started: 22/11/1996 Stopped: 03/01/1997
Laboratory Investigations:
Date Type Range Date Tested Result Details
Neutrophils 30/12/1996 2.0
Neutrophils 02/01/1997 1.8
Neutrophils 20/01/1997 21
Neutrophils 03/01/1997 1.3
White blood cells 30/12/1996 4.3
White blood cells 02/01/1997 4.6
White blood cells 03/01/1997 -
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 127914 Seq: 1 Gender: M
Reported: 28/05/1998 Weight:
Hospitalisation: Age: 65
Onset Date: 03/01/1997 DOB: 15/04/1931
Outcome: Recovered Causality: Causality probable

Reaction Details:

Medicine Details:

SERTRALINE HYDROCHLORIDE (Other drug) Reason:
50.0 Milligram Daily
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 75.0 Milligram Daily Oral
Batch: Started: 22/11/1996 Stopped: 03/01/1997

Laboratory Investigations:
Date Type Range Date Tested Result Details

White blood cells 20/01/1997 4.9

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 127919 Seq: 1 Gender: M
Reported: 28/05/1998 Weight:
Hospitalisation: Age:
Onset Date: 18/12/1996 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Leukopenia
Neutropenia Ceased clozaril.

Medicine Details:

CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 75.0 Milligram Daily Oral
Batch: Started: 28/11/1996 Stopped: 18/12/1996

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 15/11/1996 2.2
Neutrophils 18/12/1996 1.1
Neutrophils 20/12/1996 1.9
\White blood cells 15/11/1996 41
White blood cells 18/12/1996 3.6
\White blood cells 20/12/1996 3.6

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 127928 Seq: 1 Gender: U
Reported: 28/05/1998 Weight:
Hospitalisation: Age:
Onset Date: 10/01/1997 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment

Neutropenia

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 200.0 Milligram Daily Oral
Batch: Started: 19/11/1996 Stopped: 10/01/1997

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 07/11/1996 3.3
Neutrophils 10/01/1997 1.4
Neutrophils 23/01/1997 25
\White blood cells 07/11/1996 5.0
White blood cells 10/01/1997 4.6
\White blood cells 23/01/1997 5.6

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 127929 Seq: 1 Gender: M
Reported: 28/05/1998 Weight:
Hospitalisation: Age:
Onset Date: 15/01/1997 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Leukopenia
Neutropenia

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 600.0 Milligram Daily Oral
Batch: Started: 02/02/1995 Stopped: 14/01/1997

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 02/02/1995 3.0
Neutrophils 14/01/1997 1.2
Neutrophils 17/01/1997 4.3
\White blood cells 02/02/1995 5.9
White blood cells 14/01/1997 3.0
\White blood cells 17/01/1997 7.0

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 127930 Seq: 1 Gender: F
Reported: 28/05/1998 Weight:
Hospitalisation: Age:
Onset Date: 13/01/1997 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Leukopenia
Neutropenia

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 100.0 Milligram Daily Oral
Batch: Started: 28/11/1996 Stopped: 13/01/1997

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 14/11/1996 2.8
Neutrophils 13/01/1997 1.3
Neutrophils 15/01/1997 4.8
\White blood cells 14/11/1996 4.5
White blood cells 13/01/1997 2.5
\White blood cells 15/01/1997 6.5

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 127931 Seq: 1 Gender: F
Reported: 28/05/1998 Weight:
Hospitalisation: Age:
Onset Date: 19/12/1996 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Leukopenia
Neutropenia

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 200.0 Milligram Daily Oral
Batch: Started: 11/11/1996 Stopped: 19/12/1996

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 15/10/1996 5.7
Neutrophils 19/12/1996 0.9
Neutrophils 06/01/1997 1.7
\White blood cells 15/10/1996 7.7
White blood cells 19/12/1996 3.6
\White blood cells 06/01/1997 4.7

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 127932 Seq: 1 Gender: F
Reported: 28/05/1998 Weight:
Hospitalisation: Age: 35Y
Onset Date: DOB:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Alopecia Hair loss and thinning

Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 150.0 Milligram Daily Oral
Batch: Started: Stopped: 2Y

Laboratory Investigations:
Date Type Range Date Tested

Result Details

Additional Information:
Pt also stated that home life was stressful at the moment.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 128435 Seq: 1 Gender: F
Reported: 17/06/1998 Weight:
Hospitalisation: Age:
DOB:

Onset Date:
Outcome: Recovered

Reaction Details:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Convulsion Myoclonic twitches Increase in dose of
benztropine to 4mg and

decrease in dose of clozapine.

Medicine Details:
BENZTROPINE MESYLATE (Other drug) Reason:
Tablet 2.0 Milligram Daily Oral
Batch: Started: Stopped:
CLOZAPINE (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 128775 Seq: 1 Gender: M
Reported: 29/06/1998 Weight:
Hospitalisation: Age: 22Y
Onset Date: 31/12/1998 DOB:

Outcome: Unknown
Reaction Details:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Hypertonia Muscle spasm
Paraesthesia Tingling in feet and legs.
Muscle twitching
Medicine Details:
ZYPREXA (Suspected) Reason:
Tablet 10.0 Milligram Daily Oral
Batch: Started: Stopped: CONTIN
CLOZARIL (Suspected) Reason:
Tablet 200.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

accurate but indicates that onset occurred sometime during the year.

Patient initially received zyprexa 5mg/d but was increased to 10mg/d. the patient was tapering off clozaril 425mg/d. patient
commenced on zyprexa 5mg/d and over a four week period clozaril was decreased to 200mg/d, at this stage zyprexa was
increased to 10mg/d. following the increase dose of zyprexa, the patient experienced symptoms. - the date of onset is not
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 128784 Seq: 1 Gender: F
Reported: 29/06/1998 Weight:
Hospitalisation: Age: 28Y

DOB:

Onset Date:
Outcome: Unknown

Reaction Details:
Preferred Term Severity Report Description

Neutropenia

Causality: Causality possible

Treatment
Ceased clozaril

Medicine Details:
CLOZARIL (Suspected)

Tablet
Batch:
CARBAMAZEPINE (Suspected)

Tablet
Batch: Started: Stopped:

Reason:
0.0 Oral

Started: Stopped: 04/05/1998

Reason:
0.0 Oral

Laboratory Investigations:
Date Type Range Date Tested Result

Details

Additional Information:
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 128999 Seq: 1 Gender: M
Reported: 08/07/1998 Weight:
Hospitalisation: Age: 48Y
Onset Date: 28/04/1998 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Eosinophilia
Hepatic function abnormal Required
Specialist
Consultation

Medicine Details:

GLUCOBAY (Other drug) Reason: Diabetes mellitus
3.0 Dose Unspecified Daily
Batch: Started: Stopped:
GLIPIZIDE (Other drug) Reason: Diabetes mellitus
3.0 Dose Unspecified Daily
Batch: Started: Stopped:
METFORMIN HYDROCHLORIDE (Other drug) Reason: Diabetes mellitus
3.0 Gram Daily
Batch: Started: Stopped:
LOPID (Other drug) Reason: Othr&unspec metabolic diseases
120.0 Milligram Daily
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Eosinophils Peaking at 5.6 10'9/I

Additional Information:

the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 128999 Seq: 1 Gender: M
Reported: 08/07/1998 Weight:
Hospitalisation: Age: 48Y

DOB:

Onset Date: 28/04/1998
Outcome: Recovered

Reaction Details:

Causality: Causality probable

Medicine Details:
CLOZARIL (Suspected)

Reason:  Unspecified schizophrenia

0.0
Started: 01/04/1998 Stopped: 09/06/1998

Batch:

Laboratory Investigations:

Additional Information:
the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 129029 Seq: 1 Gender: F
Reported: 08/07/1998 Weight:
Hospitalisation: Age: 37
Onset Date: 19/05/1998 DOB: 01/08/1960
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Leukopenia Clozaril ceased

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 350.0 Milligram Daily Oral
Batch: Started: 25/02/1998 Stopped: 19/05/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 25/02/1998 2.7
Neutrophils 19/05/1998 2.0
White blood cells 25/02/1998 4.2
\White blood cells 19/05/1998 2.8

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 129030 Seq: 1 Gender: F
Reported: 08/07/1998 Weight:
Hospitalisation: Age: 35
Onset Date: 15/05/1998 DOB: 26/05/1962
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Leukopenia Clozaril ceased
Neutropenia

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: 02/11/1993 Stopped: 15/05/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 02/11/1997 6.4
Neutrophils 15/05/1998 1.3
Neutrophils 16/05/1998 2.4
Neutrophils 18/05/1998 3.1
Neutrophils 17/05/1998 1.9
\White blood cells 02/11/1997 9.1
White blood cells 15/05/1998 2.7

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 129030 Seq: 1 Gender: F
Reported: 08/07/1998 Weight:
Age: 35

Hospitalisation:
Onset Date: 15/05/1998
Outcome: Recovered

Reaction Details:

DOB: 26/05/1962
Causality: Causality probable

Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: 02/11/1993 Stopped: 15/05/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details
\White blood cells 16/05/1998 3.8
\White blood cells 17/05/1998 3.3
White blood cells 18/05/1998 4.8

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 129036 Seq: 1 Gender: F
Reported: 08/07/1998 Weight:
Hospitalisation: Age: 46
Onset Date: 09/06/1998 DOB: 06/02/1952
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Leukopenia
Neutropenia Clozaril ceased

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 125.0 Milligram Daily Oral
Batch: Started: 22/04/1998 Stopped: 09/06/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 22/04/1998 5.8
Neutrophils 09/06/1998 1.2
White blood cells 22/04/1998 8
\White blood cells 09/06/1998 29

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 129044 Seq: 1 Gender: M
Reported: 08/07/1998 Weight:
Hospitalisation: Hospitalisation prolonged Age: 45
Onset Date: 17/06/1998 DOB: 12/06/1953
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Red blood cell sedimentation rate i Esr (90) Cephalexin
Eosinophilia
Fatigue
Hypertension
Pyrexia
Tachycardia
Urinary incontinence

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Oral application 400.0 Milligram Daily Oral
Batch: Started: 27/05/1998 Stopped: 17/06/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details

Chest X-ray 16/06/98 - showed marked changes, suggestive of acute
inflammatory process.

Additional Information:
Pt is a heavy smoker.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 129045 Seq: 1 Gender: M
Reported: 08/07/1998 Weight:
Hospitalisation: Hospitalisation prolonged Age: 45
Onset Date: 17/06/1998 DOB: 12/06/1953
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Cough Dry cough
Cardiac failure Heart failure Leponex ceased
Alveolitis allergic
Dyspnoea

Medicine Details:

CEPHALEXIN (Suspected) Reason:  Othr diseases of urinary tract
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: 27/05/1998 Stopped: 17/06/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 129051 Seq: 1 Gender: M
Reported: 08/07/1998 Weight:
Hospitalisation: Admitted to hospital Age: 26
Onset Date: 14/06/1998 DOB: 29/09/1971
Outcome: Unknown Causality: Causality possible

Reaction Details:

Preferred Term Severity Report Description Treatment

Confusional state

Hypertonia

Malaise

Neuroleptic malignant syndrome
Pharyngitis

Pyrexia

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Oral application 150.0 Milligram Daily Oral
Batch: Started: 03/06/1998 Stopped: 15/06/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 129053 Seq: 1 Gender: F
Reported: 08/07/1998 Weight:
Hospitalisation: Age: 41
Onset Date: 25/06/1998 DOB: 15/08/1956
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Leukopenia
Neutropenia Clozaril ceased

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 550.0 Milligram Daily Oral
Batch: Started: 08/10/1996 Stopped: 25/06/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 08/10/1996 4.4
Neutrophils 25/06/1998 0.9
White blood cells 08/10/1996 6.5
\White blood cells 25/06/1998 2.7

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 129055 Seq: 1 Gender: F
Reported: 08/07/1998 Weight:
Hospitalisation: Age: 48
Onset Date: 20/05/1998 DOB: 07/11/1949
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Leukopenia
Neutropenia Clozaril ceased

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 0.0 Oral
Batch: Started: 23/10/1997 Stopped: 20/05/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 23/10/1997 3.1
Neutrophils 25/05/1998 1.5
Neutrophils 12/06/1998 1.3
\White blood cells 23/10/1997 49
White blood cells 12/06/1998 3.3

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 129057 Seq: 1 Gender: F
Reported: 08/07/1998 Weight:
Hospitalisation: Age: 40
Onset Date: 19/06/1998 DOB: 10/07/1957
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Leukopenia Clozaril ceased
Neutropenia

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 250.0 Milligram Daily Oral
Batch: Started: 15/01/1998 Stopped: 19/06/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 15/01/1998 5.1
Neutrophils 19/06/1998 1.5
White blood cells 15/01/1998 8.7
\White blood cells 19/06/1998 2.6

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 129751 Seq: 1 Gender: F
Reported: 28/07/1998 Weight:
Hospitalisation: Age: 25Y
Onset Date: 05/01/1998 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Hypertonia Acute leg rigidity. Clozaril recommenced 100mg
daily and strength and tone
improved.
Asthenia Weakness both legs.
Drug withdrawal syndrome
Medicine Details:
CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 100.0 Milligram Daily Oral
Batch: Started: Stopped: 31/12/1997
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 129840 Seq: 1 Gender: M
Reported: 03/08/1998 Weight:
Hospitalisation: Age: 40Y
Onset Date: DOB:

Outcome: Unknown Causality: Causality certain

Reaction Details:
Preferred Term Severity Report Description Treatment

Diarrhoea

Medicine Details:
CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 25.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested

Result Details

Additional Information:
Patient suffered symptoms when dose of clozaril was increased form 12.5mg to 25mg daily. after 1 week clozaril was increased

to 50mg daily symptoms reocurred.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 130058 Seq: 1 Gender: M
Reported: 12/08/1998 Weight:
Hospitalisation: Age: 77
Onset Date: 17/07/1998 DOB: 07/06/1921
Outcome: Death Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Sudden death Died of natural causes

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 75.0 Milligram Daily Oral
Batch: Started: 29/05/1998 Stopped: 14/07/1998 6w

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Pt died 17/07/98
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 130061 Seq: 1 Gender: M
Reported: 12/08/1998 Weight:
Hospitalisation: Age: 52
Onset Date: 25/07/1998 DOB: 15/10/1945
Outcome: Death Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Sudden death

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 350.0 Milligram Daily Oral
Batch: Started: 16/05/1997 Stopped: 25/07/1998

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 130113 Seq: 1 Gender: F
Reported: 12/08/1998 Weight:
Hospitalisation: Age: 33
Onset Date: 29/07/1998 DOB: 22/12/1964
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Leukopenia
Neutropenia

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 525.0 Milligram Daily Oral
Batch: Started: 15/12/1993 Stopped: 29/07/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 01/07/1998 5.7
Neutrophils 29/07/1998 0.5
White blood cells 01/07/1998 5.7
\White blood cells 29/07/1998 2.0

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 130459 Seq: 1 Gender: M
Reported: 24/08/1998 Weight:
Hospitalisation: Age: 44
Onset Date: 30/07/1998 DOB: 23/06/1954
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Leukopenia Life

threatening

Neutropenia Life
threatening

Medicine Details:

CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 700.0 Milligram Daily Oral
Batch: Started: 16/02/1994 Stopped: 30/07/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 15/02/1994 6.8
Neutrophils 30/07/1998 1.1
Neutrophils 31/07/1998 1.4
\White blood cells 15/02/1994 8.9
White blood cells 30/07/1998 2.6
\White blood cells 31/07/1998 2.6

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 130464 Seq: 1 Gender: M
Reported: 24/08/1998 Weight:
Hospitalisation: Admitted to hospital Age: 22
Onset Date: 06/08/1998 DOB: 16/11/1975
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Pyrexia Elevated temperature
Blood creatine phosphokinase incr
Delirium
Neuroleptic malignant syndrome

Medicine Details:

CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 600.0 Milligram Daily Oral
Batch: Started: 25/01/1996 Stopped: 28/08/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
the dosage stop date is not necessarily accurate but indicates that stoppage occurred sometime during the month.
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 130466
Reported: 24/08/1998
Hospitalisation:
Onset Date: 11/08/1998
Outcome: Death

Reaction Details:

Seq: 1

Gender: M
Weight:

Age: 27

DOB: 17/07/1971

Causality: Causality possible

Preferred Term

Severity

Report Description Treatment

Sudden death
Myocarditis
Suicide attempt

Found dead at home

Medicine Details:

OLANZAPINE (Suspected)

Batch:

0.0

Started:

Reason:

Stopped:

DIAZEPAM (Suspected)

Batch:

0.0

Started:

Reason:

Stopped:

CLOZARIL (Suspected)
Tablet
Batch:

200.0 Milligram
Started: 27/07/1998

Schizophrenia
Oral
11/08/1998

Reason:

Daily

Stopped:

Laboratory Investigations:

Date Type

Range

Date Tested

Result Details

Histology

Autopsy revealed mycarditis was the direct condition directly
leading to death at necropsy, the lungs were congested, with
evidence of frank pulmonary oedema examination of the heart
showed acute mycarditis with an eosinophilic infiltrate. coronary
arteries were patent. there was no inflammation of other organs
on microscopy or signs of vasculitis

Additional Information:

Patient died 11/8/98. patient was not on olanzapine at the time of death.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 130509 Seq: 1 Gender: M
Reported: 26/08/1998 Weight:
Hospitalisation: Age: 31Y

DOB:

Onset Date: 16/06/1998
Outcome: Not yet recovered

Reaction Details:
Preferred Term Severity Report Description Treatment

Ceased clozapine

Causality: Causality possible

Hepatic function abnormal

Medicine Details:

CLOZAPINE (Suspected) Reason:  Schizophrenia
Tablet 450.0 Milligram Daily Oral
Batch: Started: 01/04/1997 Stopped: 28/08/1998

Laboratory Investigations:
Date Type Range Date Tested Result Details
Biochemistry Elevated alkaline phosphatase with ggt.

Additional Information:
the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month. the dosage stop

date is not necessarily accurate but indicates that stoppage occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

CLOPINE,CLOZAPINE,CLOZA

RIL

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 130714 Seq: 1 Gender: F
Reported: 24/08/1998 Weight:
Hospitalisation: Age:
Onset Date: 31/07/1998 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Drug level increased Zoloft discontinued
Medicine Details:
CLOZARIL (Interaction) Reason:
0.0
Batch: Started: Stopped: CONTIN
ZOLOFT (Interaction) Reason: Depression
Tablet 50.0 Milligram Daily Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Pharmacokinetics

Clozapine levels became significantly elevated.

Additional Information:

- the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 131186 Seq: 1 Gender: M
Reported: 15/09/1998 Weight: 90.00
Hospitalisation: Admitted to hospital Age: 38Y
Onset Date: 08/09/1998 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Blood creatine phosphokinase incr
Hypertonia
Myalgia
Neuroleptic malignant syndrome Dantrolene and bromocriptine,
icu. clozapine ceased
Pyrexia

Medicine Details:

CLOZAPINE (Suspected) Reason:  Unspecified schizophrenia
Tablet 500.0 Milligram Daily Oral
Batch: Started: 12/05/1998 Stopped: 08/09/1998

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 131195 Seq: 1 Gender: M
Reported: 17/09/1998 Weight:
Hospitalisation: Age: 24Y
Onset Date: 31/08/1996 DOB:

Outcome: Recovered Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Drug level increased Increased clozapine level in blood.

Medicine Details:

CLOZAPINE (Interaction) Reason:
0.0
Batch: Started: Stopped:
LUVOX (Interaction) Reason:
0.0
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
- the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 131559 Seq: 1 Gender: M
Reported: 28/09/1998 Weight:
Hospitalisation: Age: 21
Onset Date: 18/08/1998 DOB: 08/04/1977
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Neutropenia Clozaril ceased.

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 350.0 Milligram Daily Oral
Batch: Started: 17/04/1998 Stopped: 18/08/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 15/03/1998 3.0
Neutrophils 18/08/1998 1.0
White blood cells 15/03/1998 5
\White blood cells 18/08/1998 35

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 131564 Seq: 1 Gender: F
Reported: 28/09/1998 Weight:
Hospitalisation: Age: 22
Onset Date: 03/09/1998 DOB: 24/06/1976
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Neutropenia

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: 21/01/1998 Stopped: 03/09/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 15/01/1998 29
Neutrophils 03/09/1998 1.4
White blood cells 15/01/1998 4.9
\White blood cells 03/09/1998 3.1

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 131568 Seq: 1 Gender: M
Reported: 28/09/1998 Weight:
Hospitalisation: Age: 59
Onset Date: 03/09/1998 DOB: 02/02/1939
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Leukopenia

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 300.0 Milligram Daily Oral
Batch: Started: 27/04/1995 Stopped: 03/09/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 27/04/1995 3.0
Neutrophils 03/09/1998 1.8
Neutrophils 04/09/1998 1.7
\White blood cells 27/04/1995 6.0
White blood cells 03/09/1998 29
\White blood cells 04/09/1998 2.8

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 131570 Seq: 1 Gender: M
Reported: 28/09/1998 Weight:
Hospitalisation: Age: 21
Onset Date: 31/08/1998 DOB: 04/01/1977

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Neutropenia

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 300.0 Milligram Daily Oral
Batch: Started: 13/05/1998 Stopped: 31/08/1998

Laboratory Investigations:
Date Type Range Date Tested Result Details

Neutrophils 31/08/1998 1.4

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 131645 Seq: 1 Gender: F
Reported: 30/09/1998 Weight:
Hospitalisation: Age: 58
Onset Date: 13/09/1998 DOB: 20/08/1940
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Leukopenia
Neutropenia Clozaril ceased

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 475.0 Milligram Daily Oral
Batch: Started: 20/10/1994 Stopped: 13/09/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 20/10/1994 5.9
Neutrophils 13/09/1998 1.0
White blood cells 20/10/1994 10.8
\White blood cells 13/09/1998 -

Additional Information:

Report Run : 05/06/2007 10:10AM  Database: pusime02 ADRS004 Page 108 of 719



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 131646 Seq: 1 Gender: M
Reported: 30/09/1998 Weight:
Hospitalisation: Age: 35
Onset Date: 17/08/1998 DOB: 22/01/1963
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Leukopenia Clozaril ceased

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 300.0 Milligram Daily Oral
Batch: Started: 09/07/1996 Stopped: 17/08/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 09/07/1998 8.0
Neutrophils 17/08/1998 2.0
White blood cells 09/07/1998 10.9
\White blood cells 17/08/1998 2.0

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 131647 Seq: 1 Gender: M
Reported: 30/09/1998 Weight:
Hospitalisation: Age: 22
Onset Date: 11/08/1998 DOB: 16/11/1975
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Leukopenia
Neutropenia

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 600.0 Milligram Daily Oral
Batch: Started: 25/01/1996 Stopped: 08/08/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details

Neutrophils 25/01/1998 5.1

Neutrophils 08/08/1998 7.9
Neutrophils 10/08/1998 3.1

Neutrophils 19/08/1998 4.9
Neutrophils 11/08/1998 1.3
\White blood cells 25/01/1998 8.3
White blood cells 08/08/1998 10.2

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 131647 Seq: 1 Gender: M
Reported: 30/09/1998 Weight:
Age: 22

Hospitalisation:
Onset Date: 11/08/1998
Outcome: Recovered

Reaction Details:

DOB: 16/11/1975
Causality: Causality possible

Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 600.0 Milligram Daily Oral
Batch: Started: 25/01/1996 Stopped: 08/08/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details
\White blood cells 10/08/1998 4.6
\White blood cells 11/08/1998 2.8
White blood cells 19/08/1998 71

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 131648 Seq: 1 Gender: M
Reported: 30/09/1998 Weight:
Hospitalisation: Age: 40
Onset Date: 20/08/1998 DOB: 14/09/1957
Outcome: Not yet recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment

Neutropenia

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 350.0 Milligram Daily Oral
Batch: Started: 06/06/1998 Stopped: 20/08/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 06/06/1998 3.2
Neutrophils 20/08/1998 1.1
White blood cells 06/06/1998 6.4
\White blood cells 20/08/1998 3.7

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 131649 Seq: 1 Gender: M
Reported: 30/09/1998 Weight:
Age: 20

Hospitalisation:
Onset Date: 12/08/1998
Outcome: Unknown

DOB: 10/08/1978
Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Eosinophilia
Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: 12/07/1998 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Eosinophils X 10 9/L 12/08/1998 1.07
Eosinophils X 10 9/L 20/08/1998 2.04
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 131650 Seq: 1 Gender: M
Reported: 30/09/1998 Weight:
Hospitalisation: Age: 31Y
Onset Date: 16/06/1998 DOB:

Outcome: Recovered Causality: Causality probable

Reaction Details:
Preferred Term Severity Report Description Treatment

Blood alkaline phosphatase increa
Gamma-glutamyltransferase incre:

Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 450.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 131729 Seq: 1 Gender: M
Reported: 01/10/1998 Weight:
Hospitalisation: Age: 43
Onset Date: 27/08/1998 DOB: 22/07/1955
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Neutropenia

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 225.0 Milligram Daily Oral
Batch: Started: 29/07/1998 Stopped: 27/08/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 29/07/1998 2.6
Neutrophils 27/08/1998 1.3
White blood cells 29/07/1998 5.4
\White blood cells 27/08/1998 4.5

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 132306 Seq: 1 Gender: F
Reported: 23/10/1998 Weight:
Hospitalisation: Age: 52
Onset Date: 02/10/1998 DOB: 21/08/1946
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Leukopenia
Neutropenia

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 350.0 Milligram Daily Oral
Batch: Started: 19/11/1996 Stopped: 02/10/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 19/11/1996 4.9
Neutrophils 02/10/1998 1.4
White blood cells 19/11/1996 7.8
\White blood cells 02/10/1998 29

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 132308 Seq: 1 Gender: F
Reported: 23/10/1998 Weight:
Hospitalisation: Age: 20
Onset Date: 30/09/1998 DOB: 04/05/1978
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Leukopenia
Neutropenia

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 350.0 Milligram Daily Oral
Batch: Started: 20/02/1997 Stopped: 30/09/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 20/02/1998 3.7
Neutrophils 30/09/1998 1.3
Neutrophils 01/10/1998 1.8
\White blood cells 20/02/1998 6.8
White blood cells 30/09/1998 3.2

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 132310 Seq: 1 Gender: M
Reported: 23/10/1998 Weight:
Hospitalisation: Age: 61
Onset Date: 11/10/1998 DOB: 14/11/1936
Outcome: Death Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Sudden death Pt died 11/10/98

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: 15/11/1993 Stopped: 11/10/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Pt had a fall at home and was not found for several hours. there had been a lot of blood loss.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 132472 Seq: 1 Gender: F
Reported: 26/10/1998 Weight:
Hospitalisation: Age: 29
Onset Date: 15/10/1998 DOB: 16/06/1969

Outcome: Death Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Aspiration
Sudden death

Medicine Details:

CLOZAPINE (Suspected) Reason:  Schizophrenia
Tablet 350.0 Milligram Daily Oral
Batch: Started: 30/06/1998 Stopped: 15/10/1998

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient died 15/10/98 from aspiration.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 132490 Seq: 1 Gender: M
Reported: 26/10/1998 Weight:
Hospitalisation: Age: 45
Onset Date: 19/10/1998 DOB: 04/04/1953
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Neutropenia Ceased clozapine

Medicine Details:

CLOZAPINE (Suspected) Reason:  Schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: 24/08/1998 Stopped: 19/10/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 24/08/1998 2.6
Neutrophils 29/09/1998 2.7
Neutrophils 19/10/1998 1.4
\White blood cells 24/08/1998 4.0
White blood cells 29/09/1998 4.2
\White blood cells 19/10/1998 3.0

Additional Information:

Report Run : 05/06/2007 10:10AM  Database: pusime02 ADRS004 Page 120 of 719



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 132496 Seq: 1 Gender: F
Reported: 26/10/1998 Weight:
Hospitalisation: Age: 73
Onset Date: 16/10/1998 DOB: 25/09/1925
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Leukopenia
Neutropenia Ceased clozapine

Medicine Details:

CLOZAPINE (Suspected) Reason:  Schizophrenia
Tablet 125.0 Milligram Daily Oral
Batch: Started: 01/09/1998 Stopped: 16/10/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 15/08/1998 4.7
Neutrophils 01/09/1998 2.8
Neutrophils 16/10/1998 1.0
Neutrophils 28/09/1998 4.3
White blood cells 15/08/1998 6.1
\White blood cells 01/09/1998 4.7
White blood cells 28/09/1998 6.6

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 132496 Seq: 1 Gender: F
Reported: 26/10/1998 Weight:
Hospitalisation: Age: 73
Onset Date: 16/10/1998 DOB: 25/09/1925
Outcome: Unknown Causality: Causality possible

Reaction Details:

Medicine Details:

CLOZAPINE (Suspected) Reason:  Schizophrenia
Tablet 125.0 Milligram Daily Oral
Batch: Started: 01/09/1998 Stopped: 16/10/1998

Laboratory Investigations:
Date Type Range Date Tested Result Details

White blood cells 16/10/1998 2.9

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 133019 Seq: 1 Gender: F
Reported: 09/11/1998 Weight:
Hospitalisation: Age: 34
Onset Date: 23/10/1998 DOB: 27/08/1964
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Neutropenia

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: 18/09/1995 Stopped: 23/10/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 12/09/1995 2.2
Neutrophils 23/10/1998 1.4
White blood cells 12/09/1995 4.6
\White blood cells 23/10/1998 4.5

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 133020 Seq: 1 Gender: M
Reported: 09/11/1998 Weight:
Hospitalisation: Age: 51
Onset Date: 24/10/1998 DOB: 02/04/1947
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Leukopenia
Neutropenia

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 200.0 Milligram Daily Oral
Batch: Started: 03/09/1998 Stopped: 24/10/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 03/09/1998 2.5
Neutrophils 23/10/1998 1.5
Neutrophils 24/10/1998 1.4
\White blood cells 03/09/1998 4.0
White blood cells 23/10/1998 3.1
\White blood cells 24/10/1998 2.7

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 133021 Seq: 1 Gender: F
Reported: 09/11/1998 Weight:
Hospitalisation: Age: 24
Onset Date: 28/10/1998 DOB: 17/09/1974
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Leukopenia
Neutropenia

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: 26/08/1998 Stopped: 28/10/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 17/08/1998 3.0
Neutrophils 28/10/1998 1.7
White blood cells 17/08/1998 4.5
\White blood cells 28/10/1998 29

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 133022 Seq: 1 Gender: F
Reported: 09/11/1998 Weight:
Age: 58

Hospitalisation:
Onset Date:
Outcome: Death

Reaction Details:
Preferred Term Severity Report Description Treatment

Mammary cancer with metastases

DOB: 21/04/1940
Causality: Causality possible

Breast cancer female
Sudden death

Medicine Details:

Reason:  Unspecified schizophrenia

CLOZARIL (Suspected)
Tablet 550.0 Milligram Daily Oral
Batch: Started: 12/05/1994 Stopped: 22/10/1998

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 133033 Seq: 1 Gender: M
Reported: 02/11/1998 Weight:
Hospitalisation: Admitted to hospital Age: 39
Onset Date: 19/10/1998 DOB: 27/12/1958
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Agranulocytosis Life Patient requiring iv antibiotics.

threatening

Leukopenia Life
threatening
Pancytopenia
Sepsis
Thrombocythaemia

Medicine Details:

LITHIUM CARBONATE (Other drug) Reason:
0.0
Batch: Started: Stopped:
FLUOXETINE HYDROCHLORIDE (Other drug) Reason:
0.0
Batch: Started: Stopped:
SODIUM VALPROATE (Other drug) Reason:
0.0
Batch: Started: Stopped:
RISPERIDONE (Suspected) Reason:  Unspecified schizophrenia
0.0
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Bone marrow Bone marrow on 3 nov 98: hypocellular marrow with maturation
v arrest of myelocytes.

Haemoglobin 22/10/1998 14.2

Haemoglobin 25/11/1998 9.5

Neutrophils 03/07/1998 6.8

Neutrophils 19/10/1998 0.0

Neutrophils 25/11/1998 1.64

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 133033 Seq: 1 Gender: M
Reported: 02/11/1998 Weight:
Hospitalisation: Admitted to hospital Age: 39
Onset Date: 19/10/1998 DOB: 27/12/1958
Outcome: Unknown Causality: Causality possible

Reaction Details:

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 700.0 Milligram Daily Oral
Batch: Started: 14/08/1996 Stopped: 19/10/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details

Neutrophils 22/10/1998 1.01
Platelets 22/10/1998 275
Platelets 25/11/1998 21

\White blood cells 03/07/1998 9.6
White blood cells 19/10/1998 1.0
\White blood cells 22/10/1998 1.2
White blood cells 25/11/1998 2.1

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 133307 Seq: 1 Gender: M
Reported: 17/11/1998 Weight:
Hospitalisation: Age:
Onset Date: 07/04/1998 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Dizziness Light headedness
Hypertension Pheochromocytoma like syndrome Ceased clozapine and

changed to olanzapine and
recovered from reactions on

15/10/98.
Tachycardia
Medicine Details:
CLOZAPINE (Suspected) Reason:  Unspecified schizophrenia
Tablet 500.0 Milligram Daily Oral
Batch: Started: 05/04/1998 Stopped: 10/10/1998

Laboratory Investigations:
Date Type Range Date Tested Result Details

Elevated urinary catecholamines on 07/04/98. back to normal
on 01/11/98.

Biochemistry

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 133378 Seq: 1 Gender: M
Reported: 18/11/1998 Weight:
Hospitalisation: Age: 46
Onset Date: 10/11/1998 DOB: 01/07/1952
Outcome: Death Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Myocarditis Acute myocarditis
Tachycardia Pr 90-110 on 5/11/98 until 9/11/98.
Sudden death Sudden death

Medicine Details:

CHLORPROMAZINE HYDROCHLORIDE (Other drug) Reason:
0.0
Batch: Started: Stopped:
CLONAZEPAM (Other drug) Reason:
0.0
Batch: Started: Stopped:
PANADEINE (Other drug) Reason:
0.0
Batch: Started: Stopped:
BENZTROPINE MESYLATE (Other drug) Reason:
0.0
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 09/11/1998 4.32 No eosinophilia
Other data Autopsy report. direct cause: disease or condition directly

leading to death - acute myocarditis. spleen: is congested.

cell types are evenly represented and show a normal
maturation.

lymph node: follicular hyperplasia and sinus histiocytosis. bone
marrow: there is a mild to moderate hypercellularity, however all

Additional Information:

Patient responded very well to clozapine. he remained thought disordered, deluded and hallucinated, but was significantly less
distressed, his mood had improved and he reported marked subjective improvement in his thinking. patient died 11 days after
clozaril was started on 10/11/98. this report was published. source: jg kilian, k kerr, c lawrence, ds celermajer. myocarditis and

cardiomyopathy associated with clozapine. lancet 1999; 354: #9193. the dosage start date is not necessarily accurate but
indicates that start occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

White blood cells

09/11/1998 6.9

Case Number: 133378 Seq: 1 Gender: M
Reported: 18/11/1998 Weight:
Hospitalisation: Age: 46
Onset Date: 10/11/1998 DOB: 01/07/1952
Outcome: Death Causality: Causality possible
Reaction Details:
Medicine Details:
HALOPERIDOL (Other drug) Reason:
0.0
Batch: Started: Stopped:
LACTULOSE (Other drug) Reason:  Constipation
Solution 20.0 Millilitre Daily Oral
Batch: Started: 01/10/1998 Stopped:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 300.0 Milligram Daily Oral
Batch: Started: 30/10/1998 Stopped: 10/11/1998
Laboratory Investigations:
Date Type Range Date Tested Result Details
Other data Continued. heart: the tissue is oedematous with mild to

mederate hypertrophy of the myocytes. there are multiple foci of
acute inflammatory infiltrate including some eosinophils in the
stroma with associated occasional myocytolysis. the small
middle sized arteries show prominent thickening of their wall.
these features are those of acute myocarditis.

Additional Information:

Patient responded very well to clozapine. he remained thought disordered, deluded and hallucinated, but was significantly less
distressed, his mood had improved and he reported marked subjective improvement in his thinking. patient died 11 days after
clozaril was started on 10/11/98. this report was published. source: jg kilian, k kerr, c lawrence, ds celermajer. myocarditis and
cardiomyopathy associated with clozapine. lancet 1999; 354: #9193. the dosage start date is not necessarily accurate but
indicates that start occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 133381 Seq: 1 Gender: M
Reported: 17/11/1998 Weight:
Hospitalisation: Age: 21
Onset Date: 02/11/1998 DOB: 02/03/1977
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Neutropenia Ceased clozaril

Medicine Details:

CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 300.0 Milligram Daily Oral
Batch: Started: 27/01/1998 Stopped: 02/11/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 27/01/1998 2.8
Neutrophils 02/11/1998 1.2
White blood cells 27/01/1998 5.6
\White blood cells 02/11/1998 3.9

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 133383 Seq: 1 Gender: F
Reported: 17/11/1998 Weight:
Hospitalisation: Age: 52
Onset Date: 28/10/1998 DOB: 22/04/1946
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Neutropenia

Medicine Details:

CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 125.0 Milligram Daily Oral
Batch: Started: 26/04/1994 Stopped: 28/10/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 26/04/1994 4.9
Neutrophils 28/10/1998 1.3
White blood cells 26/04/1994 10.4
\White blood cells 28/10/1998 4.6

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 133385 Seq: 1 Gender: M
Reported: 17/11/1998 Weight:
Hospitalisation: Age: 22
Onset Date: 05/11/1998 DOB: 17/01/1976
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Neutropenia

Medicine Details:

CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 200.0 Milligram Daily Oral
Batch: Started: 20/12/1996 Stopped: 05/11/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 20/12/1996 3.2
Neutrophils 05/11/1998 1.3
White blood cells 20/12/1996 6.5
\White blood cells 05/11/1998 3.3

Additional Information:
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

133599
23/11/1998

Case Number:
Reported:
Hospitalisation:
Onset Date: 26/10/1998
Outcome: Recovered

Reaction Details:

Seq: 1

Gender: F
Weight:
Age:
DOB:
Causality: Causality possible

38Y

Preferred Term

Severity

Report Description

Treatment

Hepatic function abnormal
Nephritis interstitial
Pulmonary oedema

Renal failure acute

Red blood cell sedimentation rate i

Ceased clozapine, dialysis

Medicine Details:

Oral application
Batch:

LITHIUM CARBONATE (Other drug)

3.0 Dose Unspecified Daily

Started:

Reason:

Unspecified psychosis
Oral
Stopped:

EFEXOR (Other drug)

Batch:

Reason:

375.0 Milligram
Started: 01/01/1997

Unspecified psychosis
Daily
Stopped:

CLOZAPINE (Suspected)

Batch:

Reason:

150.0 Milligram
Started: 15/10/1998

Unspecified psychosis
Daily
Stopped: 26/10/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details

ALT = SGPT 26/10/1998 44

AST = SGOT 26/10/1998 12

Bilirubin 26/10/1998 10

Chest X-ray Cxr - mild pulmonary oedema
Chloride 26/10/1998 83

Chloride 08/11/1998 | 104 ON D/C

Erythrocyte 26/10/1998 93

Additional Information:

the dosage start date is not accurate but indicates that start occurred sometime during the year.
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 133599 Seq: 1 Gender: F
Reported: 23/11/1998 Weight:
Hospitalisation: Age: 38Y
Onset Date: 26/10/1998 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Medicine Details:
LITHIUM CARBONATE (Other drug) Reason:  Unspecified psychosis
Oral application 3.0 Dose Unspecified Daily Oral
Batch: Started: Stopped:
EFEXOR (Other drug) Reason:  Unspecified psychosis
375.0 Milligram Daily
Batch: Started: 01/01/1997 Stopped:
CLOZAPINE (Suspected) Reason:  Unspecified psychosis
150.0 Milligram Daily
Batch: Started: 15/10/1998 Stopped: 26/10/1998
Laboratory Investigations:
Date Type Range Date Tested Result Details
GGT = SGGT = 26/10/1998 178
Potassium 26/10/1998 42
Potassium 08/11/1998 | 3.3 ON D/C
Rgnal piqpsy = Renal biopsy - interstiitial nephritis
SAP = ALP 26/10/1998 255
Sodium 26/10/1998 128
Sodium 08/11/1998 | 142 ON D/C

Additional Information:

the dosage start date is not accurate but indicates that start occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 133715 Seq: 1 Gender: M
Reported: 25/11/1998 Weight:
Hospitalisation: Age: 30
Onset Date: DOB: 14/04/1968
Outcome: Death Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Sudden death

Medicine Details:

BENZTROPINE MESYLATE (Suspected) Reason:
0.0
Batch: Started: Stopped:
DIAZEPAM (Suspected) Reason:
0.0
Batch: Started: Stopped:
PAROXETINE HYDROCHLORIDE (Suspected) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 650.0 Milligram Daily Oral
Batch: Started: 14/11/1998 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 133829 Seq: 1 Gender: F
Reported: 01/12/1998 Weight:
Age: 47

Hospitalisation:
Onset Date: 17/11/1998
Outcome: Unknown

Reaction Details:
Preferred Term Severity Report Description Treatment

DOB: 13/02/1951
Causality: Causality possible

Leukopenia
Neutropenia

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 500.0 Milligram Daily Oral
Batch: Started: 09/09/1998 Stopped: 17/11/1998

Laboratory Investigations:
Date Type Range Date Tested Result Details
Neutrophils 17/11/1998 1.4 Pretreatment 4.3.
White blood cells 17/11/1998 2.3 Pretreatment 6.0.

Additional Information:
Patient was detected to have neutropenia and leucopenia about 10 weeks after commencing therapy with lexponex.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 133831 Seq: 1 Gender: M
Reported: 01/12/1998 Weight:
Hospitalisation: Age: 24
Onset Date: 16/11/1998 DOB: 12/07/1974
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Neutropenia

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 350.0 Milligram Daily Oral
Batch: Started: 26/04/1996 Stopped: 16/11/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 26/04/1996 2.2
Neutrophils 16/11/1998 1.4
White blood cells 26/04/1996 4.8
\White blood cells 16/11/1998 3.8

Additional Information:
Patient was detected to have neutropenia about 31 months after commencing therapy with leponex.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 133832 Seq: 1 Gender: F
Reported: 01/12/1998 Weight:
Age: 18

Hospitalisation:
Onset Date: 16/11/1998
Outcome: Unknown

Reaction Details:
Preferred Term Severity Report Description Treatment

DOB: 26/01/1980
Causality: Causality possible

Leukopenia

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 325.0 Milligram Daily Oral
Batch: Started: 19/10/1998 Stopped: 16/11/1998

Laboratory Investigations:
Date Type Range Date Tested Result Details
Neutrophils 16/11/1998 2.0 Pretreatment 3.0
White blood cells 16/11/1998 2.8 Pretreatment 5.1

Additional Information:
Patient was detected to have leucopenia about four weeks after commencing therapy with leponex.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Reaction Details:

Case Number: 133834 Seq: 1 Gender: M
Reported: 01/12/1998 Weight:
Hospitalisation: Age: 17
Onset Date: 18/11/1998 DOB: 16/12/1980
Outcome: Unknown Causality: Causality possible

Preferred Term Severity Report Description

Treatment

Neutropenia

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 225.0 Milligram Daily Oral
Batch: Started: 15/10/1998 Stopped: 19/11/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 18/11/1998 1.0 Pretreatment 2.7
Neutrophils 19/11/1998 0.7 Pretreatment 2.7
White blood cells 18/11/1998 3.3 Pretreatment 5.3
White blood cells 19/11/1998 3.2 Pretreatment 5.3

Additional Information:
Patient was noted to have neutropenia about five weeks after commencing therapy with leponex.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 133838 Seq: 1 Gender: M
Reported: 01/12/1998 Weight:
Hospitalisation: Hospitalisation prolonged Age: 45
Onset Date: 17/06/1998 DOB: 12/06/1953
Outcome: Unknown Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment

Cardiac failure 17 jun 98 pat showed signs of heart failure. !_epggex was ceased on 17
jun 98.

Pleural effusion Bilateral pleural effusion.

Cough Dry cough.

Urinary incontinence Incontinence and foul smelling urine. Treated with cephalexin for
presumed uti.

Alveolitis allergic Treated with cephalexin for
presumed uti. leponex was
ceased on 17 jun 98.

Blood creatine phosphokinase incr

Eosinophilia

Fatigue

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: 27/05/1998 Stopped: 17/06/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details

process. chest-ray performed five days a
clozapine showed complete resolution of
shadowing.

Chest X-ray Chest x-ray done on 16 jun 98 suggestive of acute inflammatory

Other data A computerised tomograph scan showed small bilateral pleural
effusions with widespread non-specific interstitial shadowing,
having the appearance of a drug-induced reaction.

fter discontinuation of
the interstitial

Additional Information:

This patient has a history of smoking and right ventricular hypertrophy was initiated on leponex in hospital o
consultant respiratory physician made a diagnosis of extrinsinc alergic alveolitis and allergic myocarditis. ct

42.

n 27 may 98. the
scan on 17 jun 98

showed small pleural effusions. no bronchial/myocardial biopsy was done. the erythrocyte sedimentation rate dropped from 90 to

Report Run : 05/06/2007 10:10AM Database: pusime02 ADRS004

Page 142 of 719




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 133838 Seq: 1 Gender: M
Reported: 01/12/1998 Weight:
Hospitalisation: Hospitalisation prolonged Age: 45
Onset Date: 17/06/1998 DOB: 12/06/1953
Outcome: Unknown Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Myocarditis
Pyrexia

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: 27/05/1998 Stopped: 17/06/1998

Laboratory Investigations:

Additional Information:

This patient has a history of smoking and right ventricular hypertrophy was initiated on leponex in hospital on 27 may 98. the
consultant respiratory physician made a diagnosis of extrinsinc alergic alveolitis and allergic myocarditis. ct scan on 17 jun 98
showed small pleural effusions. no bronchial/myocardial biopsy was done. the erythrocyte sedimentation rate dropped from 90 to
42.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 134056 Seq: 1 Gender: F
Reported: 07/12/1998 Weight:
Hospitalisation: Age: 54
Onset Date: 20/11/1998 DOB: 09/01/1944
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Neutropenia Treatment was discontinued

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 300.0 Milligram Daily Oral
Batch: Started: 01/10/1998 Stopped: 20/11/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 21/09/1998 3.5
Neutrophils 20/11/1998 1.2
White blood cells 21/09/1998 6.2
\White blood cells 20/11/1998 3.1

Additional Information:
The patient developed the reaction 7 weeks after treatment started.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 134060 Seq: 1 Gender: M
Reported: 07/12/1998 Weight:
Hospitalisation: Age: 36
Onset Date: 07/11/1998 DOB: 11/04/1962
Outcome: Death Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Sudden death Sudden death at home

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 800.0 Milligram Daily Oral
Batch: Started: 01/11/1995 Stopped: 21/10/1998

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Sudden death at home possibly after using non-prescribed drugs, 3 years after clozaril was started. patient had hepatitis c.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

CLOPINE,CLOZAPINE,CLOZARIL

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Outcome: Unknown
Reaction Details:

Case Number: 134064 Seq: 1 Gender: F
Reported: 07/12/1998 Weight:
Hospitalisation: Age: 30
Onset Date: DOB: 05/07/1968

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Pancreatitis Low-grade acute pancreatitis Clozaril discontinued
Blood amylase increased

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 300.0 Milligram Daily Oral
Batch: Started: 30/10/1998 Stopped: 23/11/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details
Amylase (0-100) 09/11/1998 211
Serum glucose 09/11/1998 7.7

Additional Information:
Suspected cholelithiasis, elevation of amylases 1997, gastric pain
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 134176 Seq: 1 Gender: U
Reported: 14/12/1998 Weight:
Hospitalisation: Age:
DOB:

Onset Date:

Outcome: Unknown Causality: Causality certain

Reaction Details:
Preferred Term Severity Report Description Treatment
Diarrhoea
Medicine Details:
CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 12.5 Milligram Daily Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Symptoms reoccurred with rechallenge of clozaril.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 134177 Seq: 1 Gender: F
Reported: 14/12/1998 Weight:
Hospitalisation: Age: 37
Onset Date: 01/12/1998 DOB: 14/02/1961
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Neutropenia Clozaril was ceased

Medicine Details:

CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 275.0 Milligram Daily Oral
Batch: Started: 20/07/1994 Stopped: 01/12/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 08/09/1998 2.2
Neutrophils 01/12/1998 1.0
White blood cells 08/09/1998 4.6
\White blood cells 01/12/1998 34

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 134178 Seq: 1 Gender: F
Reported: 14/12/1998 Weight:
Hospitalisation: Admitted to hospital Age: 47
Onset Date: 02/12/1998 DOB: 13/02/1951
Outcome: Death Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Cardiac arrest
Leukopenia
Neutropenia
Sudden death

Medicine Details:

CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 500.0 Milligram Daily Oral
Batch: Started: 09/09/1998 Stopped: 17/11/1998

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient died 2/12/98.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 134245 Seq: 1 Gender: F
Reported: 11/12/1998 Weight:
Hospitalisation: Age: 44
Onset Date: 17/11/1998 DOB: 29/08/1954
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Cough
Dyspnoea
Hypoxia
Lung infiltration There was no respone to the
treatment with erythromycin iv
and ceftraxone im. clozaril
ceased.
Pyrexia
Medicine Details:
DIAZEPAM (Other drug) Reason:
0.0
Batch: Started: Stopped:
SODIUM VALPROATE (Other drug) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 300.0 Milligram Daily
Batch: Started: 08/11/1998 Stopped: 25/11/1998
Laboratory Investigations:
Date Type Range Date Tested Result Details
Chest X-ray X-ray revealed patchy infiltrates.

Additional Information:

The patient suffered from a similar condition earlier this year. leponex was discontinued eight days after the occurrence of the
events. the reporter considered the events as life threatening.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 134249 Seq: 1 Gender: F
Reported: 11/12/1998 Weight:
Hospitalisation: Age: 20
Onset Date: 31/12/1995 DOB: 16/10/1975
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Eosinophilia I;’gé%istent intermittent eosinophilia since

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
- the date of onset is not accurate but indicates that onset occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 134977 Seq: 1 Gender: F
Reported: 06/01/1999 Weight:
Hospitalisation: Age: 49Y

DOB:

Onset Date:
Outcome: Unknown

Reaction Details:
Preferred Term Severity Report Description Treatment

Causality: Causality possible

Renal failure acute

Medicine Details:
PAROXETINE HYDROCHLORIDE (Other drug) Reason:
0.0
Batch: Started: Stopped:
THYROXINE SODIUM (Other drug) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 275.0 Milligram Daily Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 134978 Seq: 1 Gender: M
Reported: 06/01/1999 Weight:
Age: 22

Hospitalisation:
Onset Date: 08/11/1998
Outcome: Recovered

DOB: 01/06/1976
Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Convulsion Myoclonic seizures Ceased sodium valproate and
reduced clozaril to 450mg
daily.
Drug level increased

Medicine Details:

SODIUM VALPROATE (Interaction) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Interaction) Reason:  Schizophrenia
Tablet 650.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Serum clozapine levels 1350 ug/l

Serum drug level

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 134980 Seq: 1 Gender: M
Reported: 06/01/1999 Weight:
Age: 43

Hospitalisation:
Onset Date: 13/12/1998
Outcome: Death, maybe drug

DOB: 08/09/1955
Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Brain neoplasm malignant Malignant glioma.

Medicine Details:
CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 450.0 Milligram Daily Oral
Batch: Started: 28/02/1995 Stopped: 13/11/1998

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient died.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 135044 Seq: 1 Gender: M
Reported: 13/01/1999 Weight:
Age: 45

Hospitalisation:
Onset Date: 31/12/1998
Outcome: Death

Reaction Details:
Preferred Term Severity Report Description Treatment

Sudden death

DOB: 24/04/1953
Causality: Causality possible

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Oral application 650.0 Milligram Daily Oral
Batch: Started: 11/06/1997 Stopped: 28/12/1998

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
- the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month. the dosage stop date

is not necessarily accurate but indicates that stoppage occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 135045 Seq: 1 Gender: M
Reported: 13/01/1999 Weight:
Hospitalisation: Age: 31
Onset Date: 04/01/1999 DOB: 16/06/1967
Outcome: Recovered Causality: Causality probable
Reaction Details:

Preferred Term Severity Report Description Treatment
Neutropenia Clozaril discontinued
Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Oral application 600.0 Milligram Daily Oral
Batch: Started: 10/07/1997 Stopped: 04/01/1999
Laboratory Investigations:
Date Type Range Date Tested Result Details
Neutrophils 05/06/1997 6.4
Neutrophils 04/01/1999 1.4
Neutrophils 05/01/1999 1.9
Neutrophils 02/02/1999 4.4
Neutrophils 12/01/1999 1.6
White blood cells 05/06/1997 10.3 14/01/99: the total white cell count has increased but the
neutrophil count has remained below 2.0.

Additional Information:
P/h of hepatitis ¢
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 135045 Seq: 1 Gender: M
Reported: 13/01/1999 Weight:
Hospitalisation: Age: 31
Onset Date: 04/01/1999 DOB: 16/06/1967
Outcome: Recovered Causality: Causality probable

Reaction Details:

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Oral application 600.0 Milligram Daily Oral
Batch: Started: 10/07/1997 Stopped: 04/01/1999

Laboratory Investigations:
Date Type Range Date Tested Result Details

White blood cells 04/01/1999 3.3 14/01/99: the total white cell count has increased but the
neutrophil count has remained below 2.0.

\White blood cells 05/01/1999 3.8 14/01/99: the total white cell count has increased but the
neutrophil count has remained below 2.0.

\White blood cells 12/01/1999 3.9 14/01/99: the total white cell count has increased but the
neutrophil count has remained below 2.0.

Additional Information:
P/h of hepatitis ¢
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 135045 Seq: 1 Gender: M
Reported: 13/01/1999 Weight:
Age: 31

Hospitalisation:
Onset Date: 04/01/1999
Outcome: Recovered

Reaction Details:

DOB: 16/06/1967
Causality: Causality probable

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Oral application 600.0 Milligram Daily Oral
Batch: Started: 10/07/1997 Stopped: 04/01/1999

Laboratory Investigations:
Date Type Range Date Tested Result Details
\White blood cells 02/02/1999 7.3 14/01/99: the total white cell count has increased but the

neutrophil count has remained below 2.0.

Additional Information:
P/h of hepatitis ¢
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 135049 Seq: 1 Gender: F
Reported: 13/01/1999 Weight:
Hospitalisation: Admitted to hospital Age: 68
Onset Date: 30/12/1998 DOB: 03/08/1930
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Dyspnoea

Electrocardiogram T wave inversio
Leukocytosis

Pulmonary oedema Clozaril discontinued
Pyrexia

Medicine Details:

AMOXYCILLIN SODIUM (Other drug) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Oral application 100.0 Milligram Daily Oral
Batch: Started: 14/12/1998 Stopped: 07/01/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Electrocardiograph Ecg showed inverted t waves
leucocytes 08/01/1999 11

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 135054 Seq: 1 Gender: F
Reported: 11/01/1999 Weight:
Hospitalisation: Age: 50
Onset Date: 23/12/1998 DOB: 21/10/1948
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Leukopenia
Neutropenia

Medicine Details:

CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 500.0 Milligram Daily Oral
Batch: Started: 14/10/1998 Stopped: 23/12/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 07/10/1998 3.4
Neutrophils 23/12/1998 1.2
White blood cells 07/10/1998 4.7
\White blood cells 23/12/1998 2.3

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 135055 Seq: 1 Gender: F
Reported: 11/01/1999 Weight:
Hospitalisation: Age: 49
Onset Date: 27/12/1998 DOB: 19/10/1949
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Agranulocytosis
Leukopenia
Neutropenia Ceased clozaril

Medicine Details:

CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 150.0 Milligram Daily Oral
Batch: Started: 09/11/1998 Stopped: 27/12/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 02/11/1998 2.8
Neutrophils 27/12/1998 0.3
White blood cells 02/11/1998 4.7
\White blood cells 27/12/1998 2.3

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 135057 Seq: 1 Gender: F
Reported: 11/01/1999 Weight:
Hospitalisation: Age: 26
Onset Date: 01/01/1999 DOB: 17/10/1972
Outcome: Recovered Causality: Causality certain
Reaction Details:
Preferred Term Severity Report Description Treatment
Neutropenia Ceased clozaril

Medicine Details:

CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 300.0 Milligram Daily Oral
Batch: Started: 21/09/1998 Stopped: 01/01/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 21/09/1998 7.2
Neutrophils 01/01/1999 3.2
Neutrophils 01/01/1999 3.9
Neutrophils 01/01/1999 1.2

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 135068 Seq: 1 Gender: M
Reported: 13/01/1999 Weight:
Age: 24

Hospitalisation:

Onset Date: 10/12/1998
Outcome: Not yet recovered

Reaction Details:

Preferred Term Severity Report Description

Myoclonic jerks

DOB: 24/11/1974
Causality: Causality possible

Treatment
Leponex dose was reduced

Convulsion
Nausea

Medicine Details:

Reason:  Unspecified schizophrenia

CLOZARIL (Suspected)
Oral application 600.0 Milligram Daily Oral
Batch: Started: 30/09/1997 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
Serum drug level 11/12/1998 | 1089NG/ML (Clozapine
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 135197 Seq: 1 Gender: U
Reported: 18/01/1999 Weight:
Hospitalisation: Age:
DOB:

Onset Date:

Outcome: Not yet recovered Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Night blindness Night vision difficult
Medicine Details:
CLOZARIL (Suspected) Reason:
Tablet 700.0 Milligram Daily Oral
Batch: Started: L TERM Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 135247 Seq: 1 Gender: F
Reported: 20/01/1999 Weight:
Hospitalisation: Age:
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Neutropenia

Medicine Details:

OXYBUTYNIN HYDROCHLORIDE (Suspected) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 350.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 09/11/1998 3.5
Neutrophils 07/12/1998 3.2
Neutrophils 04/01/1999 29
\White blood cells 09/11/1998 5.8
White blood cells 07/12/1998 5.1
\White blood cells 04/01/1999 4.7

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 135274 Seq: 1 Gender: M
Reported: 21/01/1999 Weight: 60.00
Hospitalisation: Age: 42Y
Onset Date: 31/05/1998 DOB:
Outcome: Recovered with sequelae Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Anorectal disorder Rectal prolapse.
Constipation Severe lleostomy
Medicine Details:
EPILIM (Other drug) Reason:
0.0
Batch: Started: Stopped:
CLOZAPINE (Suspected) Reason:  Unspecified schizophrenia
Tablet 100.0 Milligram Daily Oral
Batch: Started: 01/05/1998 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

Sequelae: ileostomy. severity of prolapse meant conservative treatment was not an option. withdrawal of clozapine would not
have improved prolapse. - the date of onset is not necessarily accurate but indicates that onset occurred sometime during the
month. the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 135335 Seq: 1 Gender: M
Reported: 22/01/1999 Weight: 85.00
Hospitalisation: Age: 20Y
DOB:

Onset Date: 25/12/1998
Outcome: Recovered

Reaction Details:
Preferred Term Severity Report Description Treatment

Clozepine withdrawn.

Causality: Causality probable

Blood creatine phosphokinase incr

Medicine Details:
DIAZEPAM (Other drug) Reason:
Tablet 15.0 Milligram Daily Oral
Batch: Started: Stopped:

CLOZAPINE (Suspected) Reason:  Unspecified schizophrenia

Tablet 37.5 Milligram Daily Oral
Batch: Started: 18/12/1998 Stopped: 25/12/1998

Laboratory Investigations:
Date Type Range Date Tested

Result Details

Elevated ck to 1900.

Creatine kinase

Additional Information:
Had been on clozapine until nov 98, when had had brief paraparesis and urinary retention - unlikely nms. ph nms (probable) in

1994 on trifluoperazine & lithium.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 135362 Seq: 1 Gender: F
Reported: 27/01/1999 Weight: 65.00
Hospitalisation: Age: 49Y
Onset Date: 08/12/1998 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Anaemia
Globulins increased
Hepatitis Severe Ceased clozapine
Renal failure acute

Medicine Details:

PAROXETINE HYDROCHLORIDE (Other drug) Reason:

Oral application 20.0 Milligram Daily Oral

Batch: Started: Stopped: CONTIN
THYROXINE SODIUM (Other drug) Reason:

Oral application 50.0 Microgram Daily Oral

Batch: Started: L TERM Stopped: CONTIN
CLOZAPINE (Suspected) Reason:  Unspecified schizophrenia

Tablet 275.0 Milligram Daily Oral

Batch: Started: 01/04/1998 Stopped: 28/12/1998

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month. the dosage stop
date is not necessarily accurate but indicates that stoppage occurred sometime during the month.

Report Run : 05/06/2007 10:11AM  Database: pusime02 ADRS004 Page 168 of 719



TGA

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 135373
Reported: 28/01/1999
Hospitalisation:
Onset Date: 12/01/1999
Outcome: Unknown

Reaction Details:

Seq: 1

Gender: M
Weight:
Age: AD
DOB:
Causality: Causality possible

Preferred Term

Severity

Report Description

Treatment

Dyspnoea
Cardiomegaly
Pulmonary oedema

On exertion.

Medicine Details:

DIGOXIN (Other drug)

Batch:

0.0
Started:

Reason:

Stopped:

ASPIRIN (Other drug)

Batch:

0.0
Started:

Reason:

Stopped:

IRON (Other drug)

Batch:

0.0
Started:

Reason:

Stopped:

Batch:

VITAMIN B COMPLEX (Other drug)

0.0
Started:

Reason:

Stopped:

Laboratory Investigations:

Date Type

Range

Date Tested

Result

Details

normal.

Additional Information:
History of valvular disease & atrial fibrillation. enlarged heart on x-ray, before the initiation of clozapine the chest x-ray was
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 135373 Seq: 1 Gender: M
Reported: 28/01/1999 Weight:
Hospitalisation: Age: AD

DOB:

Onset Date: 12/01/1999
Outcome: Unknown

Reaction Details:

Causality: Causality possible

Medicine Details:

Reason:  Unspecified schizophrenia

CLOZARIL (Suspected)
Tablet 200.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:

Additional Information:
History of valvular disease & atrial fibrillation. enlarged heart on x-ray, before the initiation of clozapine the chest x-ray was

normal.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 135380 Seq: 1 Gender: F
Reported: 28/01/1999 Weight:
Hospitalisation: Age: 45
Onset Date: 15/01/1999 DOB: 14/01/1954
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Neutropenia 3 years after clozaril treatment started. Clozaril discontinued.

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 200.0 Milligram Daily Oral
Batch: Started: 09/01/1996 Stopped: 15/01/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 09/01/1996 3.2
Neutrophils 15/01/1999 1.2
White blood cells 09/01/1996 7.0
\White blood cells 15/01/1999 3.0

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 135554 Seq: 1 Gender: F
Reported: 29/01/1999 Weight:
Hospitalisation: Admitted to hospital Age: 44Y
Onset Date: 18/11/1998 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Hypoxia
Pyrexia Clozapine ceased
Medicine Details:
PARACETAMOL (Other drug) Reason:
2.0 Dose Unspecified As necessary
Batch: Started: Stopped: CONTIN
EPILIM (Other drug) Reason:  Unspecified schizophrenia
Oral application 1.0 Gram Daily Oral
Batch: Started: Stopped: CONTIN
DIAZEPAM (Other drug) Reason:  Unspecified schizophrenia
50.0 Milligram Daily
Batch: Started: Stopped: CONTIN
NITRAZEPAM (Other drug) Reason:  Unspecified schizophrenia
10.0 Milligram Daily
Batch: Started: Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 135554 Seq: 1 Gender: F
Reported: 29/01/1999 Weight:
Hospitalisation: Admitted to hospital Age: 44Y
Onset Date: 18/11/1998 DOB:
Outcome: Recovered Causality: Causality probable

Reaction Details:

Medicine Details:

COLOXYL WITH SENNA (Other drug) Reason:  Unspecified schizophrenia
2.0 Dose Unspecified Daily
Batch: Started: Stopped: CONTIN
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
300.0 Milligram Daily
Batch: Started: 30/10/1998 Stopped: 25/11/1998

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 135820 Seq: 1 Gender: M
Reported: 05/02/1999 Weight:
Hospitalisation: Age: 34
Onset Date: 15/01/1999 DOB: 22/02/1964
Outcome: Unknown Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Neutropenia Ceased clozaril

Medicine Details:

CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 500.0 Milligram Daily Oral
Batch: Started: 13/11/1998 Stopped: 15/01/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 15/01/1999 1.3
Neutrophils 16/01/1999 2.7
Neutrophils 17/01/1999 1.4
Neutrophils 18/01/1999 2.0
White blood cells 15/01/1999 3.2
\White blood cells 16/01/1999 4.8
White blood cells 17/01/1999 3.8

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 135820 Seq: 1 Gender: M
Reported: 05/02/1999 Weight:
Hospitalisation: Age: 34

Onset Date: 15/01/1999 DOB: 22/02/1964
Outcome: Unknown Causality: Causality probable

Reaction Details:

Medicine Details:

CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 500.0 Milligram Daily Oral
Batch: Started: 13/11/1998 Stopped: 15/01/1999

Laboratory Investigations:
Date Type Range Date Tested Result Details

White blood cells 18/01/1999 4.0

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

CLOPINE,CLOZAPINE,CLOZARIL

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 135823 Seq: 1 Gender: M
Reported: 05/02/1999 Weight:
Hospitalisation: Age:
DOB:

Onset Date:
Outcome: Unknown

Causality: Causality possible

Report Run : 05/06/2007 10:11AM Database: pusime02

Reaction Details:
Preferred Term Severity Report Description Treatment
Constipation
Medicine Details:
LITHIUM CARBONATE (Other drug) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 200.0 Milligram Daily Oral
Batch: Started: Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 135904 Seq: 1 Gender: F
Reported: 08/02/1999 Weight:
Hospitalisation: Age: 46Y
Onset Date: 09/06/1998 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment

Neutropenia

Medicine Details:

OROXINE (Other drug) Reason:

Oral application 100.0 Microgram Daily Oral

Batch: Started: 07/06/1998 Stopped: CONTIN
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia

Oral application 400.0 Milligram Daily Oral

Batch: Started: 24/04/1998 Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 09/06/1998 1.16
Neutrophils 12/06/1998 0.38
Neutrophils 23/06/1998 2.79
\White blood cells 09/06/1998 29
White blood cells 12/06/1998 25
\White blood cells 23/06/1998 49

Additional Information:
Neutropenia noted in week 7 of clozapine therapy. dose increased on 06/06/98.

Report Run : 05/06/2007 10:11AM  Database: pusime02 ADRS004 Page 177 of 719



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 135941 Seq: 1 Gender: F
Reported: 09/02/1999 Weight:
Hospitalisation: Age:
DOB:

Onset Date:
Outcome: Recovered

Reaction Details:
Preferred Term Severity Report Description Treatment

Causality: Causality possible

Somnolence
Urinary incontinence

Medicine Details:
DOXEPIN HYDROCHLORIDE (Other drug) Reason:
0.0
Batch: Started: Stopped:
FLUVOXAMINE MALEATE (Suspected) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 600.0 Milligram Daily Oral
Batch: Started: 13/11/1997 Stopped: 3M
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 135948 Seq: 1 Gender: F
Reported: 09/02/1999 Weight:
Hospitalisation: Age: 27
Onset Date: 26/01/1999 DOB: 08/01/1972

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Neutropenia Developed neutropenia 8w after treatment
started.

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 300.0 Milligram Daily Oral
Batch: Started: 03/12/1998 Stopped: 26/01/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 26/01/1999 1.4 Before lex: 2.2
White blood cells 26/01/1999 5.3 Before lex: 5.5

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 135958 Seq: 1 Gender: U
Reported: 09/02/1999 Weight:
Hospitalisation: Age:
Onset Date: DOB:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Neurosis

Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 600.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested

Result Details

Additional Information:
Pt on clozaril for 5 years. reaction occurred about 2 years ago.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 135960 Seq: 1 Gender: U
Reported: 09/02/1999 Weight:
Hospitalisation: Age:
Onset Date: DOB:

Outcome: Unknown Causality: Causality possible

Reaction Details:

Preferred Term Severity Report Description Treatment

Neurosis

Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 450.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Developed symptoms of obsessive compulsive disorder two years ago. see original report for other drug: fluoxetine.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 135961 Seq: 1 Gender: F
Reported: 09/02/1999 Weight: 165.00
Hospitalisation: Age: 27
Onset Date: DOB: 29/12/1971
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Hypotension From 110/70 to 90/85 in 1st week of
medication.

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 12.5 Milligram Daily Oral
Batch: Started: 19/01/1999 Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

CLOPINE,CLOZAPINE,CLOZARIL

Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 135995 Seq: 1 Gender: M
Reported: 08/02/1999 Weight:
Hospitalisation: Admitted to hospital Age: 48Y
Onset Date: 19/10/1998 DOB:
Outcome: Recovered with sequelae Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Convulsion Seizure in ambulance.
Hyperhidrosis
Hyperventilation
Hyponatraemia Fluid restriction & slow iv
infusion of sodium chloride.
stat dose benztropine (2mg
im) given on 19/10/98.
Medicine Details:
CLOZAPINE (Suspected) Reason:  Unspecified schizophrenia
Oral application 112.5 Milligram Daily Oral
Batch: Started: 01/10/1993 Stopped: 19/10/1998
BENZHEXOL HYDROCHLORIDE (Suspected) Reason:
Oral application 4.0 Milligram Daily Oral
Batch: Started: Stopped: 19/10/1998
GLIBENCLAMIDE (Suspected) Reason: Diabetes mellitus
Oral application 15.0 Milligram Daily Oral
Batch: Started: Stopped: 19/10/1998
METFORMIN HYDROCHLORIDE (Suspected) Reason: Diabetes mellitus
Oral application 3.0 Gram Daily Oral
Batch: Started: Stopped: 19/10/1998
Laboratory Investigations:
Date Type Range Date Tested Result Details
Chloride 19/10/1998 80
Chloride 20/10/1998 97
Chloride 21/10/1998 108
Serum glucose 19/10/1998 10
Serum glucose 21/10/1998 9.6
Serum glucose 20/10/1998 14.4
Serum osmolality 19/10/1998 246

Additional Information:

sometime during the month.

Previous episode of hyponatraemia in 1995. the dosage start date is not necessarily accurate but indicates that start occurred
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 135995 Seq: 1 Gender: M
Reported: 08/02/1999 Weight:
Hospitalisation: Admitted to hospital Age: 48Y
Onset Date: 19/10/1998 DOB:
Outcome: Recovered with sequelae Causality: Causality possible

Reaction Details:

Medicine Details:

CLOZAPINE (Suspected) Reason:  Unspecified schizophrenia
Oral application 112.5 Milligram Daily Oral
Batch: Started: 01/10/1993 Stopped: 19/10/1998
BENZHEXOL HYDROCHLORIDE (Suspected) Reason:
Oral application 4.0 Milligram Daily Oral
Batch: Started: Stopped: 19/10/1998
GLIBENCLAMIDE (Suspected) Reason: Diabetes mellitus
Oral application 15.0 Milligram Daily Oral
Batch: Started: Stopped: 19/10/1998
METFORMIN HYDROCHLORIDE (Suspected) Reason: Diabetes mellitus
Oral application 3.0 Gram Daily Oral
Batch: Started: Stopped: 19/10/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details

Serum osmolality 20/10/1998 273
Serum osmolality 21/10/1998 288
Sodium 19/10/1998 116
Sodium 20/10/1998 128
Sodium 21/10/1998 139
Urine osmolality 19/10/1998 -

Urine osmolality 20/10/1998 195

Additional Information:

Previous episode of hyponatraemia in 1995. the dosage start date is not necessarily accurate but indicates that start occurred
sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 135995 Seq: 1 Gender: M
Reported: 08/02/1999 Weight:
Hospitalisation: Admitted to hospital Age: 48Y
Onset Date: 19/10/1998 DOB:
Outcome: Recovered with sequelae Causality: Causality possible

Reaction Details:

Medicine Details:

CLOZAPINE (Suspected) Reason:  Unspecified schizophrenia
Oral application 112.5 Milligram Daily Oral
Batch: Started: 01/10/1993 Stopped: 19/10/1998
BENZHEXOL HYDROCHLORIDE (Suspected) Reason:
Oral application 4.0 Milligram Daily Oral
Batch: Started: Stopped: 19/10/1998
GLIBENCLAMIDE (Suspected) Reason: Diabetes mellitus
Oral application 15.0 Milligram Daily Oral
Batch: Started: Stopped: 19/10/1998
METFORMIN HYDROCHLORIDE (Suspected) Reason: Diabetes mellitus
Oral application 3.0 Gram Daily Oral
Batch: Started: Stopped: 19/10/1998
Laboratory Investigations:
Date Type Range Date Tested Result Details
Urine osmolality 21/10/1998 578

Additional Information:

sometime during the month.

Previous episode of hyponatraemia in 1995. the dosage start date is not necessarily accurate but indicates that start occurred
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Reaction Details:

Case Number: 136032 Seq: 1 Gender: M
Reported: 10/02/1999 Weight:
Hospitalisation: Age: 49Y
Onset Date: 03/02/1999 DOB:
Outcome: Not yet recovered Causality: Causality possible

Preferred Term Severity Report Description Treatment
Neutropenia
Medicine Details:
ENALAPRIL MALEATE (Other drug) Reason: Essential benign hypertension
Oral application 20.0 Milligram Daily Oral
Batch: Started: Stopped:
CHLOROTHIAZIDE (Other drug) Reason:  Essential benign hypertension
Tablet 125.0 Milligram Daily Oral
Batch: Started: Stopped:
DIAZEPAM (Other drug) Reason:  Schizophrenia
Oral application 5.0 Milligram Daily Oral
Batch: Started: Stopped:
CLOZAPINE (Suspected) Reason:  Schizophrenia
Tablet 500.0 Milligram Daily Oral
Batch: Started: 09/12/1998 Stopped: 03/02/1999
Laboratory Investigations:
Date Type Range Date Tested Result Details
Neutrophils 03/02/1999 0.88
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 136095 Seq: 1 Gender: M
Reported: 11/02/1999 Weight:
Hospitalisation: Age:
DOB:

Onset Date:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Salivary hypersecretion Excessive salivation.
Leukocytosis High white blood cell count.
Pneumonia
Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 600.0 Milligram Daily Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 136101 Seq: 1 Gender: F
Reported: 11/02/1999 Weight:
Hospitalisation: Age: 17
Onset Date: 16/01/1999 DOB: 21/11/1981
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Neutropenia

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 175.0 Milligram Daily Oral
Batch: Started: 09/11/1998 Stopped: 12/01/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 16/01/1999 0.7
Neutrophils 18/01/1999 1.4
Neutrophils 19/01/1999 2.2
\White blood cells 16/01/1999 2.6
White blood cells 18/01/1999 3.9
\White blood cells 19/01/1999 4.5

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 136103 Seq: 1 Gender: U
Reported: 11/02/1999 Weight:
Hospitalisation: Age:
DOB:

Onset Date:
Outcome: Unknown

Reaction Details:

Causality: Causality possible

Preferred Term Severity Report Description

Treatment

Obsessive compulsive disorders after 3yrs

Neurosis
clozaril

Medicine Details:

Reason:  Unspecified schizophrenia

CLOZARIL (Suspected)
Tablet 600.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Patient has been taking clozaril for 5 years and developed obsessive compulsive disorders about 2 years ago.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 136138 Seq: 1 Gender: M
Reported: 11/02/1999 Weight:
Hospitalisation: Age:
DOB:

Onset Date:
Outcome: Unknown

Reaction Details:
Preferred Term Severity Report Description Treatment

Causality: Causality possible

Testicular disorder

Medicine Details:

Reason:  Unspecified schizophrenia

CLOZARIL (Suspected)
Tablet 400.0 Milligram Daily Oral
Batch: Started: Stopped: 2Y

Laboratory Investigations:
Date Type Range Date Tested

Result Details

Additional Information:
This patient developed testicular atrophy over 2 years since commencing clozapine. follow up 31 mar 99: the patient's shysician

reported that there was no testicular atrophy on examination.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 136139 Seq: 1 Gender: M
Reported: 11/02/1999 Weight:
Hospitalisation: Age:
DOB:

Onset Date:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Aggression
Drug withdrawal syndrome
Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 0.0 Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
The doctor feels there is no causal relationship between clozaril and this event.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 136140 Seq: 1 Gender: M
Reported: 11/02/1999 Weight:
Hospitalisation: Age:
Onset Date: DOB:

Outcome: Recovered Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Aggression
Drug withdrawal syndrome

Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 0.0 Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 136172 Seq: 1 Gender: M
Reported: 15/02/1999 Weight:
Hospitalisation: Age: 16
Onset Date: DOB: 13/08/1982
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Weight increased

Medicine Details:

RISPERIDONE (Suspected) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 275.0 Milligram Daily Oral
Batch: Started: 07/07/1998 Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 136175 Seq: 1 Gender: M
Reported: 15/02/1999 Weight:
Hospitalisation: Age: 20
Onset Date: 02/02/1999 DOB: 09/01/1979
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Neutropenia Clozaril ceased.

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 300.0 Milligram Daily Oral
Batch: Started: 09/04/1998 Stopped: 02/02/1999 10M

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 09/04/1998 2.8
Neutrophils 02/02/1999 1.4
White blood cells 09/04/1998 4.8
\White blood cells 02/02/1999 3.6

Additional Information:
See original report for other drug details - tazac, stemetil, serzone & lithium carbonate.

Report Run : 05/06/2007 10:11AM Database: pusime02 ADRS004 Page 194 of 719



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 136180 Seq: 1 Gender: M
Reported: 15/02/1999 Weight:
Hospitalisation: Age: 72
Onset Date: DOB: 30/03/1926
Outcome: Death Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Leukocytosis
Pneumonia
Sudden death

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 125.0 Milligram Daily Oral
Batch: Started: 17/11/1998 Stopped: 25/01/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 20/01/1999 6.3
Neutrophils 25/01/1999 17.2
White blood cells 20/01/1999 8.9
\White blood cells 25/01/1999 22.7

Additional Information:
The patient is suspected to have developed pheumonia and leukocytosis 10 weeks after start of leponex. the patient died 5 days
later on 30 jan 99.
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 136182 Seq: 1 Gender: M
Reported: 15/02/1999 Weight:
Hospitalisation: Age: 37
Onset Date: 05/02/1999 DOB: 08/09/1961
Outcome: Death Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Sudden death

Patient found dead in home unit.

Medicine Details:

AMITRIPTYLINE HYDROCHLORIDE (Other drug) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 300.0 Milligram Daily Oral
Batch: Started: 09/08/1998 Stopped: 05/02/1999

Laboratory Investigations:

Date Type

Range

Date Tested

Result Details

Other data

Pharmacokinetics

Coroner's report stated that the patient died due to coronary
artery atherosclerosis. the report also states 'the proximal left
anterior descending artery shows a focus of 75 to 80% stenosis
by a fibrous atheromatous plaque'.

Toxicological examination showed a clozapine concentration in
post mortem blood of 1300 ng/ml

Pt found dead 5/2/99.

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 136188 Seq: 1 Gender: M
Reported: 15/02/1999 Weight:
Age: 22

Hospitalisation:
Onset Date: 26/01/1999
Outcome: Death

Reaction Details:

DOB: 11/06/1976
Causality: Causality possible

Preferred Term Severity Report Description Treatment

Respiratory depression
Sudden death

Medicine Details:

Reason:  Unspecified schizophrenia

CLOZARIL (Suspected)
Tablet 300.0 Milligram Daily Oral
Batch: Started: 01/05/1998 Stopped: 26/01/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 136447 Seq: 1 Gender: F
Reported: 22/02/1999 Weight: 69.00
Hospitalisation: Age: 34Y

Onset Date: 27/01/1999 DOB:
Outcome: Recovered Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Given warfarin.

Pulmonary embolism No dvt in legs.

Medicine Details:

CLOZARIL (Interaction) Reason:
Injection 325.0 Milligram Monthly Intramuscular
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 136485 Seq: 1 Gender: M
Reported: 22/02/1999 Weight:
Hospitalisation: Age:
DOB:

Onset Date:
Outcome: Recovered

Reaction Details:
Preferred Term Severity Report Description Treatment

Causality: Causality possible

Leukocytosis

Medicine Details:

Reason:  Unspecified schizophrenia

CLOZARIL (Suspected)
0.0
Batch: Started: 13/01/1999 Stopped: 22/01/1999 9D
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
The patient had ongoing chest infection resulting in leukocytosis. leukocytosis was not thought to be attributed to clozapine.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 136492 Seq: 1 Gender: M
Reported: 22/02/1999 Weight:
Hospitalisation: Age: 23
Onset Date: DOB: 06/01/1976

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Hyperhidrosis Patient developed excessive sweating.

Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 200.0 Milligram Daily Oral
Batch: Started: 07/02/1997 Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Patient developed excessive sweating 2 years after clozaril treatment was started.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 136495 Seq: 1 Gender: M
Reported: 22/02/1999 Weight:
Hospitalisation: Age:
DOB:

Onset Date:
Outcome: Unknown

Reaction Details:

Causality: Causality possible

Preferred Term Severity Report Description Treatment

Hyperhidrosis Patient developed excessive sweating.

Medicine Details:

Reason:  Unspecified schizophrenia

CLOZARIL (Suspected)
Tablet 325.0 Milligram Daily Oral
Batch: Started: 13/11/1998 Stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Patient developed excessive sweating 1.5 months after starting clozaril treatment. see original report for other drug details -

sodium valproate.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 136496 Seq: 1 Gender: M
Reported: 22/02/1999 Weight:
Hospitalisation: Age:
Onset Date: DOB:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Weight increased

Medicine Details:
CLOZARIL (Suspected) Reason:
Tablet 650.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 136498 Seq: 1 Gender: F
Reported: 22/02/1999 Weight:
Hospitalisation: Age:
Onset Date: DOB:

Outcome: Recovered Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Clozaril ceased

Hypertension

Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 375.0 Milligram Daily Oral
Batch: Started: 01/01/1999 Stopped:

Laboratory Investigations:
Date Type Range Date Tested

Result Details

Additional Information:
Followup 7 april 1999: minor transient bp 128/95 is not a problem now.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 136501 Seq: 1 Gender: M
Reported: 22/02/1999 Weight:
Hospitalisation: Age:
Onset Date: DOB:

Outcome: Unknown Causality: Causality possible

Reaction Details:

Preferred Term Severity Report Description Treatment
Leukocytosis Developed leukocytosis 1y after starting
treatment
Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 0.0 Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested

White blood cells

Result Details

Increased from 12.8 to 14.9 over last month.

Additional Information:

Report Run : 05/06/2007 10:11AM Database: pusime02 ADRS004 Page 204 of 719



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 136502 Seq: 1 Gender: F
Reported: 22/02/1999 Weight:
Hospitalisation: Age: 27
Onset Date: DOB: 29/12/1971
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Salivary hypersecretion
Tachycardia

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 0.0 Daily Oral
Batch: Started: Stopped: CONTIN

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

Further information - 21 june 99: this report refers to the same patient who has experienced hypotension in report
aus/99/0056/lex. the patient still experienced hypersalivation adn tachycardia. both side effects have gradually diminished in
intensity. she has shown a difinite clinical response to clozaril and the medication is continuing. the patient's outcome is

improved.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 136503 Seq: 1 Gender: F
Reported: 22/02/1999 Weight:
Hospitalisation: Age: 33Y

DOB:

Onset Date:
Outcome: Unknown

Reaction Details:

Causality: Causality possible

Preferred Term Severity Report Description Treatment

Somnolence

Medicine Details:
MICROGYNON (Suspected) Reason:
0.0

Batch: Started: Stopped:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 500.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
The patient developed increased sedation since commencing microgynon 2 years after clozaril treatmet was started.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 136504 Seq: 1 Gender: M
Reported: 22/02/1999 Weight:
Hospitalisation: Age:
DOB:

Onset Date: 04/02/1999
Outcome: Recovered

Reaction Details:
Preferred Term Severity Report Description

Patient showed elevated temp to 37.8 c.  |Clozaril ceased

Causality: Causality probable

Treatment

Pyrexia

Medicine Details:

Reason:  Unspecified schizophrenia

CLOZARIL (Suspected)
Tablet 12.5 Milligram Daily Oral
Batch: Started: 04/02/1999 Stopped: 04/02/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

CLOPINE,CLOZAPINE,CLOZARIL

Public Case Detail

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 136520
Reported: 22/02/1999
Hospitalisation:
Onset Date:
Outcome:

Reaction Details:

Seq: 1

Unknown

Gender: M
Weight:
Age:
DOB:
Causality: Causality possible

Preferred Term Severity

Report Description

Treatment

Convulsion
Muscle twitching

Medicine Details:

VALIUM (Other drug)
0.0

Batch: Started:

Reason:

Stopped:

ZOLOFT (Other drug)
0.0

Batch: Started:

Reason:

Stopped:

CLOZARIL (Suspected)
Tablet

Batch: Started:

600.0 Milligram

Reason:

Daily

Unspecified schizophrenia

Oral

Stopped:

Laboratory Investigations:

Date Type Range Date Tested

Result

Details

Additional Information:

Patient on valium, zoloft and clozaril developed twitching progressing to seizures. valium was discontinued.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 136665 Seq: 1 Gender: M
Reported: 26/02/1999 Weight:
Hospitalisation: Age: 17Y

DOB:

Onset Date:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Hepatic function abnormal
Medicine Details:
HALOPERIDOL (Other drug) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 100.0 Milligram Daily Oral
Batch: Started: Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 136666 Seq: 1 Gender: F
Reported: 26/02/1999 Weight:
Hospitalisation: Age:
Onset Date: 11/02/1999 DOB:

Outcome: Recovered Causality: Causality probable

Reaction Details:

Preferred Term Severity Report Description Treatment
Pyrexia Elevated temperature 37.9 ¢
Rash maculo-papular Rash maculopapular on arms and legs.

Medicine Details:

LITHIUM CARBONATE (Other drug) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 0.0 Oral
Batch: Started: 28/01/1999 Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Full blood count is normal.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 136667 Seq: 1 Gender: M
Reported: 26/02/1999 Weight:
Hospitalisation: Age:
DOB:

Onset Date:
Outcome: Unknown

Reaction Details:

Causality: Causality possible

Preferred Term Severity Report Description Treatment

Hypotension
Myocardial infarction

Ceased clozaril

Medicine Details:

CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 500.0 Milligram Daily Oral
Batch: Started: 11/02/1999 Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 136669 Seq: 1 Gender: M
Reported: 26/02/1999 Weight:
Hospitalisation: Age:
DOB:

Onset Date:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Dyspnoea Choking sensation at night Dose of clozaril was reduced
to 175mg from 250mg.
Insomnia
Salivary hypersecretion

Medicine Details:

CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 250.0 Milligram Daily Oral
Batch: Started: L TERM Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 136674 Seq: 1 Gender: M
Reported: 26/02/1999 Weight:
Age: 27

Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Details:

DOB: 02/03/1971
Causality: Causality probable

Preferred Term Severity Report Description Treatment

Leukopenia Ceased clozaril

Neutropenia

Medicine Details:
ENALAPRIL MALEATE (Other drug) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 500.0 Milligram Daily Oral
Batch: Started: 01/01/1997 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Neutrophils 1.6
Wbc 3.3

Neutrophils
White blood cells

Additional Information:
the dosage start date is not accurate but indicates that start occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 137164 Seq: 1 Gender: M
Reported: 10/03/1999 Weight: 65.00
Hospitalisation: Age: 66Y
Onset Date: 26/02/1999 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Pneumonia R. basal pneumonia
Leukopenia

Neutropenia
Pancytopenia
Sepsis

Medicine Details:

SERENACE (Other drug) Reason:  Unspecified psychosis

Tablet 5.0 Milligram Daily Oral

Batch: Started: 01/01/1994 Stopped: CONTIN
CALTRATE (Other drug) Reason: Tetany

Tablet 1.2 Gram Daily Oral

Batch: Started: 01/02/1998 Stopped: CONTIN
CLOZARIL (Suspected) Reason:  Unspecified psychosis

Tablet 300.0 Milligram Daily Oral

Batch: Started: 05/11/1997 Stopped: 27/02/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils From4.4t01.8t01.3
Platelets From 120 to 75
White blood cells From 6.2t0 3.0t0 1.9

Additional Information:
the dosage start date is not accurate but indicates that start occurred sometime during the year. the dosage start date is not
necessarily accurate but indicates that start occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 137308 Seq: 1 Gender: M
Reported: 16/03/1999 Weight: 60.00
Hospitalisation: Age: 34Y
DOB:

Onset Date: 05/03/1999
Outcome: Recovered

Reaction Details:
Preferred Term Severity Report Description Treatment

Ceased clozapine/monitoring

Causality: Causality possible

Neutropenia

Medicine Details:

Reason:  Unspecified schizophrenia

CLOZAPINE (Suspected)
Tablet 800.0 Milligram Daily Oral
Batch: Started: 01/12/1997 Stopped: 09/03/1999

Laboratory Investigations:
Date Type Range Date Tested Result Details
Neutrophils Neutrophil count 1.59 neutrophil count increased to 1.81 before

clozapine ceased

Total white cell count 2.7 white cell count increased to 3.2

White blood cells
before clozapine ceased

Additional Information:
the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 137390 Seq: 1 Gender: M
Reported: 04/03/1999 Weight:
Hospitalisation: Age: 37
Onset Date: 15/02/1999 DOB: 04/05/1961
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Leukopenia
Neutropenia Clozaril ceased.

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 600.0 Milligram Daily Oral
Batch: Started: 15/12/1994 Stopped: 15/02/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 13/12/1994 4.4
Neutrophils 15/02/1999 1.2
White blood cells 13/12/1994 8.4
\White blood cells 15/02/1999 2.7

Additional Information:
This patient was noted to have neutropenia and leucopenia more than four years after commencing therapy with clozaril.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 137392 Seq: 1 Gender: M
Reported: 04/03/1999 Weight:
Hospitalisation: Age: 32
Onset Date: 15/02/1999 DOB: 03/12/1966
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Neutropenia Nleutrqlpenia about 5w after commencing |Clozaril was discontinued.
clozaril.

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 350.0 Milligram Daily Oral
Batch: Started: 13/01/1999 Stopped: 17/02/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 13/01/1999 3.9
Neutrophils 15/02/1999 1.3
Neutrophils 17/02/1999 3.7
\White blood cells 13/01/1999 5.7
White blood cells 15/02/1999 3.4
\White blood cells 17/02/1999 5.2

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 137393 Seq: 1 Gender: F
Reported: 04/03/1999 Weight:
Hospitalisation: Age: 46Y

DOB:

Onset Date:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Thrombocytopenia Decrease in platelets.
Leukopenia
Pyrexia
Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 200.0 Milligram Daily Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Patient experienced symptoms about 2 1/2 weeks after commencing clozaril.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 137398 Seq: 1 Gender: M
Reported: 04/03/1999 Weight:
Hospitalisation: Age: 24
Onset Date: DOB: 17/08/1974
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Eosinophilia Eosinophil count inc 1mth after clozaril
started.

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 350.0 Milligram Daily Oral
Batch: Started: 19/01/1999 Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details
Eosinophils 19/01/1999 0.24
Eosinophils 29/01/1999 0.48
Eosinophils 03/02/1999 0.43
Eosinophils 16/02/1999 0.75
Eosinophils 23/02/1999 0.97
Eosinophils 02/03/1999 0.57
Eosinophils 09/03/1999 0.74

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 137403 Seq: 1 Gender: M
Reported: 04/03/1999 Weight:
Hospitalisation: Age: 49
Onset Date: 03/02/1999 DOB: 05/09/1949
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Neutropenia Neutropenia about 8wks after Treated with filgrastim.
commencing treatment. ceased clozaril

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 500.0 Milligram Daily Oral
Batch: Started: 09/12/1998 Stopped: 05/02/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 30/01/1998 7.7
Neutrophils 03/02/1999 0.8
White blood cells 30/01/1998 9.1
\White blood cells 03/02/1999 2.6

Additional Information:
See original report for other drug details - enalapril, chlorothiazide & diazepam.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 137416 Seq: 1 Gender: F
Reported: 11/03/1999 Weight:
Hospitalisation: Age:
DOB:

Onset Date:
Outcome: Unknown

Reaction Details:

Causality: Causality possible

Preferred Term Severity Report Description Treatment

Urinary incontinence

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 0.0 Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 137417 Seq: 1 Gender: M
Reported: 11/03/1999 Weight:
Hospitalisation: Age:
Onset Date: DOB:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Visual disturbance Developed visual disorder.
Gait disturbance Hesitant and uncertain gait
Salivary hypersecretion

Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
0.0
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested

Result Details

Additional Information:
By descending the stairs he had difficulty to determine where the next step is.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 137418 Seq: 1 Gender: F
Reported: 11/03/1999 Weight:
Hospitalisation: Age:
Onset Date: DOB:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Developed increased sedation.

Somnolence

Medicine Details:
MICROGYNON (Suspected) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 500.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested

Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 137425 Seq: 1 Gender: F
Reported: 16/03/1999 Weight:
Hospitalisation: Age: 29Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Tachycardia Heart rate (130 bpm)
Pyrexia Increased body temperature (38.5 degrees
celsius)
Lymphopenia Low lymphocyte count
Fatigue
Headache
Myalgia

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 0.0 Oral
Batch: Started: 17/02/1999 Stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 137426 Seq: 1 Gender: F
Reported: 16/03/1999 Weight:
Hospitalisation: Age:
Onset Date: 03/03/1999 DOB:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Eosinophilia

Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 0.0 Daily Oral
Batch: Started: 17/02/1999 Stopped: CONTIN

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 137428 Seq: 1 Gender: M
Reported: 16/03/1999 Weight:
Hospitalisation: Age: 23
Onset Date: 03/03/1999 DOB: 12/03/1975
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Neutropenia Clozaril discontinued

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 100.0 Milligram Daily Oral
Batch: Started: 07/10/1998 Stopped: 03/03/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 07/10/1998 3.4
Neutrophils 03/03/1999 0.9
White blood cells 07/10/1998 5.7
\White blood cells 03/03/1999 2.7

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 137429 Seq: 1 Gender: M
Reported: 16/03/1999 Weight:
Hospitalisation: Age: 21
Onset Date: 02/03/1999 DOB: 21/08/1977
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Neutropenia Clozaril discontinued

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 250.0 Milligram Daily Oral
Batch: Started: 10/01/1998 Stopped: 02/03/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 10/01/1998 3.3
Neutrophils 02/03/1999 1.1
White blood cells 10/01/1998 7.0
\White blood cells 02/03/1999 3.0

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 137430 Seq: 1 Gender: U
Reported: 16/03/1999 Weight:
Hospitalisation: Age:
DOB:

Onset Date:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Eosinophilia Eosinophilia count elevated
Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
0.0
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Eosinophils Eosino 1.5 x10 9/I
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 137505 Seq: 1 Gender: M
Reported: 18/03/1999 Weight: 63.00
Hospitalisation: Admitted to hospital Age: 66Y
Onset Date: 25/02/1999 DOB:

Outcome: Not yet recovered Causality: Causality possible

Reaction Details:

Preferred Term Severity Report Description Treatment
Pneumonia Right lower lobe pneumonia
Pancytopenia
Pyrexia lcu.
Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 300.0 Milligram Daily Oral
Batch: Started: 01/11/1997 Stopped: 26/02/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Haemoglobin Pre 120, post 108
Neutrophils Pre 4.4, post 1.3
Platelets Pre 110, post 75
White blood cells Pre 6.2, post 1.9

Additional Information:
Developed thrombocytopenia of around 100,000 while on clozaril. see original report for other drugs - haloperidol, caltrate, &
sustagen. the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 137566 Seq: 1 Gender: U
Reported: 19/03/1999 Weight:
Hospitalisation: Age:
Onset Date: DOB:

Outcome: Unknown Causality: Causality possible

Reaction Details:

Preferred Term Severity Report Description Treatment

Tachycardia

Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 75.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Patient developed tacgycardia after clozaril treatment was decreased from 150mg to 75mg.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 137567 Seq: 1 Gender: M
Reported: 19/03/1999 Weight: 100.00
Hospitalisation: Age: 33
Onset Date: 10/03/1998 DOB: 14/02/1965
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Weight increased Patient is becoming obese on clozaril. Non drug treatment,
specifically dietary advice and
encouragement to exercise.

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 650.0 Milligram Daily Oral
Batch: Started: 10/03/1998 Stopped: CONTIN

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 137572 Seq: 1 Gender: M
Reported: 19/03/1999 Weight:
Hospitalisation: Age: 23
Onset Date: DOB: 23/10/1975
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Hepatic function abnormal Elevated liver function tests.
Weight increased

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 300.0 Milligram Daily Oral
Batch: Started: 04/02/1999 Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details
ALT = SGPT 29/12/1998 101
ALT = SGPT 19/01/1999 113
ALT = SGPT 09/02/1999 88
ALT = SGPT 06/04/1999 87
ALT = SGPT 09/03/1999 116
ALT = SGPT 19/01/1999 589
ALT = SGPT 09/03/1999 505

Additional Information:
Hepatitis ¢, abnormal liver function test.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 137572 Seq: 1 Gender: M
Reported: 19/03/1999 Weight:
Hospitalisation: Age: 23
Onset Date: DOB: 23/10/1975
Outcome: Unknown Causality: Causality possible

Reaction Details:

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 300.0 Milligram Daily Oral
Batch: Started: 04/02/1999 Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details
ALT = SGPT 06/04/1999 162
ALT = SGPT 09/02/1999 114
ALT = SGPT 29/12/1998 302
AST = SGOT 29/12/1998 114
AST = SGOT 19/01/1999 149
AST = SGOT 09/02/1999 48
AST = SGOT 09/03/1999 191

Additional Information:
Hepatitis ¢, abnormal liver function test.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 137572 Seq: 1 Gender: M
Reported: 19/03/1999 Weight:
Hospitalisation: Age: 23
Onset Date: DOB: 23/10/1975
Outcome: Unknown Causality: Causality possible

Reaction Details:

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 300.0 Milligram Daily Oral
Batch: Started: 04/02/1999 Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details
AST = SGOT 06/04/1999 73
Bilirubin 29/12/1998 11
Bilirubin 09/03/1999 25
Bilirubin 09/02/1999 11
Bilirubin 19/01/1999 11
Bilirubin 06/04/1999 19
GGT = SGGT = 29/12/1998 57

Additional Information:
Hepatitis ¢, abnormal liver function test.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Reaction Details:

Medicine Details:

Case Number: 137572 Seq: 1 Gender: M
Reported: 19/03/1999 Weight:
Hospitalisation: Age: 23
Onset Date: DOB: 23/10/1975
Outcome: Unknown Causality: Causality possible

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 300.0 Milligram Daily Oral
Batch: Started: 04/02/1999 Stopped:

Laboratory Investigations:

Date Type Range Date Tested |  Result Details
GGT = SGGT = 19/01/1999 -
GGT = SGGT = 09/02/1999 93
GGT = SGGT = 09/03/1999 281
GGT = SGGT = 06/04/1999 186

Additional Information:
Hepatitis ¢, abnormal liver function test.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Constipation

Nausea
Vomiting

Case Number: 137573 Seq: 1 Gender: F
Reported: 19/03/1999 Weight:
Hospitalisation: Age: 40Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Abdominal pain After 2 months of receiving clozapine.
Constipation Rectum was impacted with stool.

Nausea and vomiting has
been treated with
metoclopramide.

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 350.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

decreased from 350mg to 250mg.

See original report for other drug details - laxatives, lactulose and oral contraceptive pill. the patient was found to have developed
very severe consipation (reaching the esophagus). there is a problem with gastrointestinal motility. clozapine dosage has been
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 137574 Seq: 1 Gender: U
Reported: 19/03/1999 Weight:
Hospitalisation: Age:
DOB:

Onset Date:
Outcome: Unknown

Reaction Details:
Preferred Term Severity Report Description

Bsl 22 units.

Causality: Causality possible

Treatment

Hyperglycaemia

Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia

Tablet 0.0 Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result

Details

Additional Information:
Medical history of controlled diabetes mellitus.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 137576 Seq: 1 Gender: M
Reported: 19/03/1999 Weight:
Hospitalisation: Age: 42

DOB: 25/01/1957

Onset Date:
Causality: Causality possible

Outcome: Death, maybe drug

Reaction Details:
Preferred Term Severity Report Description Treatment
Suicide attempt Committed suicide .

Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 100.0 Milligram Daily Oral
Batch: Started: 15/02/1999 Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 137577 Seq: 1 Gender: M
Reported: 19/03/1999 Weight:
Age: 43

Hospitalisation:
Onset Date: 08/03/1999
Outcome: Death

Reaction Details:
Preferred Term Severity Report Description Treatment

Acute myocardial ischemia.

DOB: 17/09/1955
Causality: Causality possible

Myocardial ischaemia
Sudden death Patient died in his sleep.

Medicine Details:

Reason:  Unspecified schizophrenia

CLOZARIL (Suspected)
Tablet 800.0 Milligram Daily Oral
Batch: Started: 20/09/1993 L TERM Stopped: 08/03/1999

Laboratory Investigations:
Date Type Range Date Tested Result Details
Neutrophils Nc 4.5.
White blood cells Wbc 6.3.

Additional Information:
Patient died in his sleep more than five years after commencing clozaril. history: coronary atherosclerosis. coroners findings:

acute myocardial ischaemia as a result of coronary atherosclerosis
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 137578 Seq: 1 Gender: U
Reported: 19/03/1999 Weight:
Hospitalisation: Age:
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Pyrexia Intermittent pyrexia.
Confusional state Required
Specialist
Consultation
Eosinophilia
Hyperhidrosis

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 0.0 Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Eosinophils Eosinophilia of 1.5.

Additional Information:

Report Run : 05/06/2007 10:12AM  Database: pusime02 ADRS004 Page 240 of 719



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 137579 Seq: 1 Gender: M
Reported: 19/03/1999 Weight:
Hospitalisation: Age: 30Y

DOB:

Onset Date:
Outcome: Unknown

Reaction Details:

Causality: Causality possible

Preferred Term Severity Report Description Treatment

Rash Rash on neck and under arms.

Pyrexia

Medicine Details:
HALOPERIDOL (Suspected) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia

Tablet 300.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details
White cells and neutrophils noted to be normal.

Haematology

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 137580 Seq: 1 Gender: U
Reported: 19/03/1999 Weight:

Hospitalisation: Age:

Onset Date: DOB:

Reaction Details:

Outcome: Recovered Causality: Causality possible

Preferred Term Severity Report Description

Treatment

Hyperhidrosis Night sweats.
Hepatic function abnormal
Malaise

Pyrexia
Thrombocytopenia

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 250.0 Milligram Daily Oral
Batch: Started: 24/02/1999 Stopped: 08/03/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details

GGT = SGGT = Ggt = 177
Platelets Platelets = 67 x 109

SAP = ALP Alk phos = 172

White blood cells Whbc count was 6.6 with 60% neutrophils.

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 137755 Seq: 1 Gender: M
Reported: 23/03/1999 Weight:
Hospitalisation: Age: 27Y

DOB:

Onset Date: 26/02/1999
Outcome: Recovered

Reaction Details:
Preferred Term Severity Report Description Treatment

Ceased clozapine

Causality: Causality probable

Neutropenia

Medicine Details:

Reason:  Unspecified schizophrenia

CLOZAPINE (Suspected)
Tablet 500.0 Milligram Daily Oral
Batch: Started: 01/01/1996 Stopped: 22/02/1999

Laboratory Investigations:
Date Type Range Date Tested

Result Details

Additional Information:
Please see original report for details of other drugs - enalapril. the dosage start date is not accurate but indicates that start

occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

CLOPINE,CLOZAPINE,CLOZARIL

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 137883 Seq: 1 Gender: M
Reported: 24/03/1999 Weight:
Hospitalisation: Age:
Onset Date: 04/03/1999 DOB:

Outcome: Unknown

Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Gynaecomastia
Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 100.0 Milligram Daily Oral
Batch: Started: 04/02/1999 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
The patient has also previously developed gynaecomastia with olanzapine and other antipsychotics.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 137884 Seq: 1 Gender: M
Reported: 24/03/1999 Weight:
Hospitalisation: Age:
Onset Date: DOB:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Paraesthesia Shooting pain in legs
Hyperkinesia

Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 600.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details
Haematology This feeling occurred even at the lower plasma (around
150mcg/1)

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 137948 Seq: 1 Gender: M
Reported: 30/03/1999 Weight:
Hospitalisation: Age: 34
Onset Date: 05/03/1999 DOB: 20/05/1964
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Leukopenia

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 800.0 Milligram Daily Oral
Batch: Started: 03/12/1997 Stopped: 09/03/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 19/11/1997 2.7
Neutrophils 05/03/1999 1.6
Neutrophils 09/03/1999 1.8
\White blood cells 19/11/1997 4.0
White blood cells 05/03/1999 2.7
\White blood cells 09/03/1999 3.2

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 137954 Seq: 1 Gender: F
Reported: 30/03/1999 Weight:
Hospitalisation: Age: 37Y
Onset Date: 11/03/1999 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Myocardial ischaemia St wave depression
Tachycardia

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 650.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 137955 Seq: 1 Gender: M
Reported: 30/03/1999 Weight:
Hospitalisation: Age: 24Y
Onset Date: DOB:

Outcome: Unknown Causality: Causality certain

Reaction Details:
Preferred Term Severity Report Description Treatment

Hepatic function abnormal

Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 450.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested

Result Details

Additional Information:
Patient developed elevated Ift's in january 1998. clozapine stopped then restarted in june 1998. in feb 99 the patient has elevated

Ift's again.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 137957 Seq: 1 Gender: F
Reported: 30/03/1999 Weight:
Hospitalisation: Age: 42
Onset Date: DOB: 24/01/1957

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Electroencephalogram abnormal Eeg showed right temporal focus
abnormality
Convulsion Seizures

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 200.0 Milligram Daily Oral
Batch: Started: 18/12/1998 Stopped: CONTIN

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Abnormal eeg result could be due to an old head injury experienced seven years ago. follow up mri showed no abnormality.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 137958 Seq: 1 Gender: M
Reported: 30/03/1999 Weight:
Hospitalisation: Age:
DOB:

Onset Date:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Salivary gland enlargement Transient swelling in area of paroted gland
Salivary hypersecretion
Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 0.0 Daily Oral
Batch: Started: Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 137959 Seq: 1 Gender: M
Reported: 30/03/1999 Weight:
Hospitalisation: Age:
Onset Date: 17/03/1999 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Convulsion Myoclonic jerks
Eosinophilia
Hyperhidrosis
Influenza like illness
Rash
Syncope

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 300.0 Milligram Daily Oral
Batch: Started: 01/03/1999 Stopped: CONTIN

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 138264 Seq: 1 Gender: M
Reported: 12/04/1999 Weight:
Hospitalisation: Age: 20Y

DOB:

Onset Date:
Outcome: Recovered

Reaction Details:
Preferred Term Severity Report Description Treatment

Eosinophils increased.

Causality: Causality possible

Eosinophilia

Medicine Details:

Reason:  Unspecified schizophrenia

CLOZARIL (Suspected)
Tablet 350.0 Milligram Daily Oral
Batch: Started: 05/03/1999 Stopped:

Laboratory Investigations:
Date Type Range Date Tested

Result Details

Eosinophils Increased eosinophil count from normal levels to 1.32 10x9/I
within two weeks of starting clozaril. eosinophils returned to
normal within one week and the patient recovered.

Additional Information:
138676 is a duplicate of 138264.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 138267 Seq: 1 Gender: F
Reported: 12/04/1999 Weight:
Hospitalisation: Age: 59Y

DOB:

Onset Date:
Outcome: Unknown

Reaction Details:

Causality: Causality certain

Preferred Term Severity Report Description Treatment
Face oedema Facial swelling each morning after taking |Clozaril ceased.
clozaril
Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 50.0 Milligram Daily Oral
Batch: Started: 27/03/1999 Stopped: 30/03/1999
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
See original report for other drug details - olanzapine, sertraline & oxazepam.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 138269 Seq: 1 Gender: U
Reported: 12/04/1999 Weight:
Hospitalisation: Age:
DOB:

Onset Date:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Thrombocythaemia Elevation of platelets.
Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 0.0 Daily Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 138270 Seq: 1 Gender: F
Reported: 12/04/1999 Weight:
Hospitalisation: Age:
DOB:

Onset Date:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Somnolence Clozaril discontinued.

Medicine Details:

Reason:  Unspecified schizophrenia

CLOZARIL (Suspected)
Tablet 50.0 Milligram Daily Oral
Batch: Started: 30/03/1999 Stopped: 6w

Laboratory Investigations:

Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 138272 Seq: 1 Gender: M
Reported: 12/04/1999 Weight:
Hospitalisation: Age: 30Y

DOB:

Onset Date:
Outcome: Unknown

Reaction Details:
Preferred Term Severity Report Description Treatment

Drop in thrombocyte count.

Causality: Causality possible

Thrombocytopenia

Medicine Details:

Reason:  Unspecified schizophrenia

CLOZARIL (Suspected)
Tablet 300.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details
Other data Drop in thrombocyte count from 180 10x9/I at the beginning of
treatment to 131 10x9/l after 15 weeks.

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 138274 Seq: 1 Gender: F
Reported: 12/04/1999 Weight:
Hospitalisation: Admitted to hospital Age: 27Y
Onset Date: DOB:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Alopecia Loss of eyebrow hair

Patient was admitted to the

Intestinal obstruction
intensive care unit after

surgery.
Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 75.0 Milligram Daily Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
The patient was noted to have a very poor diet and does no exercise.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 138276 Seq: 1 Gender: M
Reported: 01/04/1999 Weight:
Hospitalisation: Age:
Onset Date: DOB:

Outcome: Unknown

Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Hepatic function abnormal Raised liver enzymes detected in full blood
screen
Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 300.0 Milligram Daily Oral
Batch: Started: Stopped: 3wW

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Patient has history of hepatitis c.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 138278 Seq: 1 Gender: M
Reported: 01/04/1999 Weight:
Hospitalisation: Admitted to hospital Age:
Onset Date: 22/02/1999 DOB:
Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Hepatomegaly
Pancytopenia

Sepsis Haloperidol was initiated to
control the patient's symptoms.

clozaril was ceased.

Splenomegaly

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 0.0 Oral
Batch: Started: Stopped: 22/02/1999 14M
HALOPERIDOL (Suspected) Reason:
0.0
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient presented to the hospital with septic shock. within 4 weeks of the discontinuation of clozapine, the patient developed

splenomegaly, hepatomegaly and pancytopenia.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 138279 Seq: 1 Gender: F
Reported: 01/04/1999 Weight:
Hospitalisation: Age: 44
Onset Date: 31/01/1999 DOB: 26/08/1954
Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Nocturia Worsenning of enuresis

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 350.0 Milligram Daily Oral
Batch: Started: 02/12/1998 Stopped: CONTIN

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

The patient has a history of enuresis, however the reporter believes that the problem has worsened since the initiation of clozaril.
patient also taking venlafaxine, aldactone and naprosyn. history of obesity, ascites and micronodular cirrhosis. - the date of onset
is not necessarily accurate but indicates that onset occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 138281 Seq: 1 Gender: M
Reported: 01/04/1999 Weight:
Hospitalisation: Age: 38
Onset Date: 19/03/1999 DOB: 01/07/1960
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Blood creatine phosphokinase incr Ck increased
Malaise Unwell general
Hyperuricaemia Uric acid increased
Hepatic function abnormal
Red blood cell sedimentation rate i

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 600.0 Milligram Daily Oral
Batch: Started: 27/09/1996 Stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details
AST = SGOT 19/03/1999 67
Creatine 19/03/1999 274
Electrolytes 19/03/1999 049  |uric acid
Erxthrocytg_ . Esr 23mm in 1 hour.
Ferritin 19/03/1999 4.4 Iron

Additional Information:
Patient developed reactions 2.6 years after clozaril started. patient very overweight and poorly motivated, not adequately
attending his diet or hydration.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 138284 Seq: 1 Gender: F
Reported: 01/04/1999 Weight:
Hospitalisation: Admitted to hospital Age: 42
Onset Date: DOB: 31/08/1956

Outcome: Not yet recovered Causality: Causality possible

Reaction Details:

Preferred Term Severity Report Description Treatment
Tachycardia Persistent tachycardia (100bpm) Lithium discontinued and
clozaril therapy continued.

Pyrexia Temperature increased

Leukocytosis

Medicine Details:

LITHIUM CARBONATE (Suspected) Reason:
0.0
Batch: Started: Stopped:
VENLAFAXINE HYDROCHLORIDE (Suspected) Reason:
0.0
Batch: Started: Stopped:
FLUPHENAZINE NOS (Suspected) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 650.0 Milligram Daily Oral
Batch: Started: 27/01/1999 Stopped: 10W
Laboratory Investigations:
Date Type Range Date Tested Result Details
Clreatipel ] E_rehatinine phosphokinase level are normal. leukocytes are quite
igh.

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 138289 Seq: 1 Gender: M
Reported: 01/04/1999 Weight:
Hospitalisation: Age: 57
Onset Date: DOB: 01/01/1942
Outcome: Death Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Sudden death

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 250.0 Milligram Daily Oral
Batch: Started: 30/11/1998 Stopped: 4M

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
This patient died of an unknown cause 4 months after clozapine treatment was started. death due to multiple physical complaints

not related to clozaril.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 138291 Seq: 1 Gender: M
Reported: 06/04/1999 Weight:
Hospitalisation: Age:
DOB:

Onset Date:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Salivary hypersecretion Nocturnal hypersalivation
Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 0.0 Daily Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 138292 Seq: 1 Gender: M
Reported: 06/04/1999 Weight:
Hospitalisation: Treated in outpatient department only. Age: 23Y
Onset Date: 22/03/1999 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Fatigue Feeling of little energy
Diabetes mellitus Life Life threatening diabetes mellitus
threatening
Weight decreased Weight loss of approximately 34kg
Increased appetite

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 225.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Patient history of reflux oesophagitis. please see original report for details of other drugs - losec.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 138294 Seq: 1 Gender: F
Reported: 06/04/1999 Weight:
Hospitalisation: Age: 38
Onset Date: 30/03/1999 DOB: 02/06/1960
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Hepatic function abnormal Raised liver fuction tests
Obesity

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 50.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 138576 Seq: 1 Gender: M
Reported: 19/04/1999 Weight:
Hospitalisation: Admitted to hospital Age: 57Y
Onset Date: 09/06/1998 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Lymphadenopathy
Lymphoma Cyclophosphamide and
vincristine
Medicine Details:
VENTOLIN (Suspected) Reason:
Inhalation 0.0 Inhalation
Batch: Started: Stopped:
VENTOLIN NEBULES (Suspected) Reason:
0.0
Batch: Started: Stopped:
ATROVENT (Suspected) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 700.0 Milligram Daily Oral
Batch: Started: 01/08/1995 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 138576 Seq: 1 Gender: M
Reported: 19/04/1999 Weight:
Hospitalisation: Admitted to hospital Age: 57Y
Onset Date: 09/06/1998 DOB:
Outcome: Unknown Causality: Causality possible

Reaction Details:

Medicine Details:

PHENYTOIN SODIUM (Suspected) Reason:
300.0 Milligram Daily
Batch: Started: Stopped:
THEOPHYLLINE (Suspected) Reason:
600.0 Milligram Daily
Batch: Started: Stopped:

Laboratory Investigations:

Additional Information:
the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 138578 Seq: 1 Gender: M
Reported: 19/04/1999 Weight:
Hospitalisation: Age: 35Y

DOB:

Onset Date:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Malaise Feeling sick
\Vomiting
Medicine Details:
ANAESTHETIC LOCAL NOS (Suspected) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 250.0 Milligram Daily Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Cough
Hepatic steatosis
Splenomegaly

Case Number: 138579 Seq: 1 Gender: M
Reported: 19/04/1999 Weight:
Hospitalisation: Age:
Onset Date: 01/04/1999 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Hepatomegaly Enlarged liver
Hepatic function abnormal Liver enzyme raised
Leukocytosis Raised white cell count

Medicine Details:

ALCOHOL (Suspected) Reason:
0.0
Batch: Started: Stopped:
FLUPENTHIXOL DECANOATE (Suspected) Reason:
0.0
Batch: Started: Stopped:
TRIFLUOPERAZINE HYDROCHLORIDE (Suspected) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 0.0 Daily Oral
Batch: Started: 17/03/1999 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
ALT = SGPT 01/04/1999 72
AST = SGOT 01/04/1999 58
Bilirubin 01/04/1999 30
GGT = SGGT = 01/04/1999 182
SAP = ALP 01/04/1999 118

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 138580 Seq: 1 Gender: F
Reported: 19/04/1999 Weight:
Hospitalisation: Age: 38Y
Onset Date: 31/03/1999 DOB:

Outcome: Not yet recovered Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Hepatic function abnormal Liver fuction tests raised

Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 50.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 138664 Seq: 1 Gender: F
Reported: 22/04/1999 Weight:
Hospitalisation: Age: 40Y

DOB:

Onset Date:

Outcome: Not yet recovered Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Hyperglycaemia
Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 600.0 Milligram Daily Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 138665 Seq: 1 Gender: M
Reported: 22/04/1999 Weight:
Hospitalisation: Age:
Onset Date: DOB:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Hyperglycaemia

Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 0.0 Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 138667 Seq: 1 Gender: M
Reported: 22/04/1999 Weight:
Hospitalisation: Admitted to hospital Age: 36Y
Onset Date: 07/04/1999 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Hyperhidrosis Night sweats
Pneumonia Right basal pneumonia
Pyrexia Temp of 37.8

Constipation
Haemoptysis
Leukocytosis
Pleural effusion

keflex, ventolin.

Somnolence

Pleurisy Iv antibiotics and chest drain,

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: 13/01/1999 Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 138669 Seq: 1 Gender: M
Reported: 22/04/1999 Weight:
Hospitalisation: Age: 29Y

DOB:

Onset Date:
Outcome: Unknown

Reaction Details:
Preferred Term Severity Report Description

Salivary hypersecretion

Causality: Causality possible

Treatment
Benztropine

Medicine Details:

Reason:  Unspecified schizophrenia

CLOZAPINE (Suspected)
Tablet 0.0 Daily Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 138670 Seq: 1 Gender: M
Reported: 22/04/1999 Weight:
Hospitalisation: Age: 29Y

DOB:

Onset Date:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Anxiety More edgy
Crying Teary
Medicine Details:
BENZTROPINE MESYLATE (Interaction) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Interaction) Reason:  Unspecified schizophrenia
Tablet 0.0 Daily Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 138672 Seq: 1 Gender: U
Reported: 22/04/1999 Weight:
Hospitalisation: Age:
Onset Date: DOB:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Patient experienced panic attacks.

Agitation
Anxiety
Weight increased

Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result

Details

Additional Information:
This patient developed anxiety after clozaril treatment was started. the dose was reduced from 400 mg to 325 mg and as a result

the patient has had much improved energy levels, but has now also become quite anxious. there was some increase in panic
attacks and generalized anxiety. he is currently having cbt to control these symptoms.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 138673 Seq: 1 Gender: M
Reported: 22/04/1999 Weight: 75.00
Hospitalisation: Admitted to hospital Age: 31
Onset Date: 13/04/1999 DOB: 04/09/1967
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Haematemesis

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 700.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient does not have a history of haematemesis prior to commencing clozaril sequelae: mallory weiss tear. patient was also
taking lansoprazole.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 138674 Seq: 1 Gender: M
Reported: 22/04/1999 Weight:
Hospitalisation: Age:
Onset Date: 15/04/1999 DOB:
Outcome: Death Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Asphyxia Asphyxiation during an epileptic seizure
\/omiting Aspiriation vomiting
Convulsion
Sudden death

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: 25/03/1999 Stopped: 15/04/1999

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient had recieived clozaril 4 years previously. clozaril had been discontinued back then because of seizures. see original report

for other drug therapy: sodium valproate.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 138818 Seq: 1 Gender: M
Reported: 27/04/1999 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 44
Onset Date: 31/05/1998 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Atrial fibrillation
Electrocardiogram abnormal
Fatigue

Hyperhidrosis

Pallor

Palpitations

Pyrexia

Rash maculo-papular
\Ventricular tachycardia

Medicine Details:

CLOZAPINE (Suspected) Reason:  Unspecified schizophrenia
0.0
Batch: Started: 19/05/1998 Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

17/12/2002 |ElectrocardiograpH

Additional Information:
Report 140771 is a duplicate
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 138923 Seq: 1 Gender: F
Reported: 30/04/1999 Weight:
Hospitalisation: Age: 27
Onset Date: DOB: 04/11/1971
Outcome: Death, maybe drug Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Sudden death

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 300.0 Milligram Daily Oral
Batch: Started: 02/05/1997 Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 138926 Seq: 1 Gender: M
Reported: 30/04/1999 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 46
Onset Date: 15/04/1999 DOB: 08/09/1952
Outcome: Death, maybe drug Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Fall
Syncope Collapse fall and resultant skull fracture  [Surgery
Fall Subdural haematome from fall
Convulsion

Medicine Details:

SODIUM VALPROATE (Suspected) Reason:
0.0
Batch: Started: Stopped:
DIAZEPAM (Suspected) Reason:
0.0
Batch: Started: Stopped:
METFORMIN HYDROCHLORIDE (Suspected) Reason:
0.0
Batch: Started: Stopped:
GLIPIZIDE (Suspected) Reason:
0.0
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
17/12/2002 |[Other data Subdural hematoma due to traumatic skull fracture

Additional Information:

skull fracture & 2) ischaemic heart disease. patient with a history of polydipsia fell back and fractured his skull.

Patient history of chronic schizophrena & polydypsia. autopsy listed cause of death as 1) subdural haematoma due to traumatic
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 138926 Seq: 1 Gender: M
Reported: 30/04/1999 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 46
Onset Date: 15/04/1999 DOB: 08/09/1952
Outcome: Death, maybe drug Causality: Causality possible

Reaction Details:

Medicine Details:

CLOZARIL (Suspected) Reason:  Other atyp forms schizophrenia
200.0 Milligram Daily Oral
Batch: Started: 03/02/1999 Stopped: 15/04/1999

Laboratory Investigations:

Additional Information:

skull fracture & 2) ischaemic heart disease. patient with a history of polydipsia fell back and fractured his skull.

Patient history of chronic schizophrena & polydypsia. autopsy listed cause of death as 1) subdural haematoma due to traumatic
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 138927 Seq: 1 Gender: M
Reported: 30/04/1999 Weight:
Hospitalisation: Age: 54Y
Onset Date: DOB:

Outcome: Recovered Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Grand mal convulsion Grand mal seizure
Constipation Impacted faeces
Confusional state Post ictal confusion

Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 0.0 Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
See original report for other drugs: cisapride, omeprazole, salbutamol and atrovent.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 138931 Seq: 1 Gender: U
Reported: 30/04/1999 Weight:
Hospitalisation: Age:
DOB:

Onset Date:
Outcome: Unknown

Reaction Details:
Preferred Term Severity Report Description

Taste bitter

Causality: Causality possible

Treatment

Dysgeusia

Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia

Tablet 0.0 Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result

Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 139383 Seq: 1 Gender: M
Reported: 10/05/1999 Weight:
Hospitalisation: Age: 20Y
Onset Date: 21/04/1999 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Neutropenia Clozaril treatment ceased

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 125.0 Milligram Daily Oral
Batch: Started: 04/09/1998 Stopped: 21/04/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 31/08/1998 2.2
Neutrophils 21/04/1999 1.3
White blood cells 31/08/1998 5.6
\White blood cells 21/04/1999 5.1

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 139385 Seq: 1 Gender: F
Reported: 10/05/1999 Weight:
Age: 64Y

Hospitalisation:
Onset Date: 23/04/1999
Outcome: Unknown

Reaction Details:
Preferred Term Severity Report Description Treatment

Tachycardia

DOB:
Causality: Causality possible

Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 25.0 Milligram Daily Oral
Batch: Started: 21/04/1999 Stopped: CONTIN

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 139386 Seq: 1 Gender: F
Reported: 10/05/1999 Weight:
Hospitalisation: Age:
DOB:

Onset Date: 03/04/1999

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Pyrexia Elevated temp to 38.2 degrees
Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 200.0 Milligram Daily Oral
Batch: Started: 03/04/1999 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 139389 Seq: 1 Gender: F
Reported: 10/05/1999 Weight:
Hospitalisation: Age: 47Y
Onset Date: 24/04/1999 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Syncope Loss of consciousness for a few seconds
Bradycardia
Bronchospasm
Cyanosis
Dizziness
Hypotension
Nausea
Peripheral ischaemia

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 50.0 Milligram Daily Oral
Batch: Started: 22/04/1999 Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 139392 Seq: 1 Gender: M
Reported: 10/05/1999 Weight:
Hospitalisation: Age: 35
Onset Date: 13/04/1999 DOB: 21/09/1963
Outcome: Recovered Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Clozaril ceased

Hepatic function abnormal

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 300.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Alp = 831; ast = 200; alt = 607; ggt = 1538.

Biochemistry

Additional Information:
Further information - 15 june 99: this patient has ceased therapy. the Ift's have not returned to baseline yet (15.6.99), they

improved to a normal range approximately a week later.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 139396 Seq: 1 Gender: M
Reported: 10/05/1999 Weight:
Hospitalisation: Age: 25Y
Onset Date: 19/04/1999 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Leukopenia
Neutropenia Clozaril ceased

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 75.0 Milligram Daily Oral
Batch: Started: 28/01/1999 Stopped: 20/04/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 28/01/1999 2.7
Neutrophils 19/04/1999 1.5
Neutrophils 20/04/1999 1.7
\White blood cells 28/01/1999 4.8
White blood cells 19/04/1999 29
\White blood cells 20/04/1999 3.4

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 139397 Seq: 1 Gender: F
Reported: 10/05/1999 Weight:
Hospitalisation: Age: 17Y
Onset Date: DOB:

Outcome: Not yet recovered Causality: Causality certain

Reaction Details:
Preferred Term Severity Report Description Treatment
Dyspnoea Breathlessness
Bronchospasm

Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 100.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested

Result Details

Additional Information:
The patient suffers from breathlessness everytime the dose of clozaril is increased from 50mg daily to 100mg daily.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 139398 Seq: 1 Gender: U
Reported: 10/05/1999 Weight:
Hospitalisation: Age:
DOB:

Onset Date: 11/04/1999
Outcome: Unknown

Reaction Details:
Preferred Term Severity Report Description Treatment

Causality: Causality possible

Pyrexia

Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 0.0 Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 139502 Seq: 1 Gender: M
Reported: 13/05/1999 Weight:
Hospitalisation: Age: 35
Onset Date: DOB: 05/07/1963

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Oral treatment for diabettes.

Diabetes mellitus
Gamma-glutamyltransferase incre:
\Vomiting

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 625.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

GGT = SGGT = 11-50. Ggt 589.

Additional Information:
Patient is reported to have developed diabetes and an episode of vomiting, several years after clozaril treatment was started.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 139505 Seq: 1 Gender: M
Reported: 21/05/1999 Weight:
Hospitalisation: Age: 35Y
Onset Date: 07/05/1999 DOB:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Drug withdrawal syndrome
Hyperhidrosis
Nausea

Medicine Details:
CLOZARIL (Suspected) Reason:
0.0
Batch: Started: Stopped: 05/05/1999

Unspecified schizophrenia

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 139659 Seq: 1 Gender: F
Reported: 18/05/1999 Weight:
Hospitalisation: Age:
DOB:

Onset Date:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Pyrexia
Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: L TERM Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 139660 Seq: 1 Gender: M
Reported: 18/05/1999 Weight:
Hospitalisation: Age: 45Y

DOB:

Onset Date:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Gravitational oedema
Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 500.0 Milligram Daily Oral
Batch: Started: L TERM Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 139661 Seq: 1 Gender: M
Reported: 18/05/1999 Weight:
Hospitalisation: Admitted to hospital Age: 26Y
Onset Date: 05/05/1999 DOB:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Grand mal convulsion Grand mal seizure

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 500.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 139662 Seq: 1 Gender: F
Reported: 18/05/1999 Weight:
Hospitalisation: Age: 32
Onset Date: DOB: 12/11/1966
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Tachycardia Sitting pulse 101, standing pulse 120.
Hypotension 1S(t)a7r/1%ng bp was 90/70, siting bp was Clozaril reduced to 25mg bd.

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 250.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 139664 Seq: 1 Gender: M
Reported: 18/05/1999 Weight:
Hospitalisation: Age: 21Y

DOB:

Onset Date:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Urinary incontinence
Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 350.0 Milligram Daily Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 139665 Seq: 1 Gender: M
Reported: 18/05/1999 Weight:
Hospitalisation: Age:
DOB:

Onset Date:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Syncope Blackouts nad drop attacks.
Grand mal convulsion Grand mal seizures.
Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 350.0 Milligram Daily Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 139670 Seq: 1 Gender: F
Reported: 18/05/1999 Weight:
Hospitalisation: Age: 31Y
Onset Date: 18/03/1999 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Syncope Collapse with fall and broke nose
Convulsion Myoclonic jerks
Urinary incontinence

Medicine Details:

LARGACTIL (Interaction) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Interaction) Reason:  Unspecified schizophrenia
Tablet 500.0 Milligram Daily Oral
Batch: Started: 03/12/1998 Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
See original report for other drugs: warfarin and venlafaxine.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 139671 Seq: 1 Gender: M
Reported: 18/05/1999 Weight:
Hospitalisation: Admitted to hospital Age: 44Y
Onset Date: 11/05/1999 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Dehydration
Diarrhoea
Malaise Required hospitalisation
Renal failure acute

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 800.0 Milligram Daily Oral
Batch: Started: 24/11/1996 Stopped: CONTIN

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 139755 Seq: 1 Gender: F
Reported: 21/05/1999 Weight:
Hospitalisation: Age: 70Y

DOB:

Onset Date:

Outcome: Not yet recovered Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Salivary hypersecretion
Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 200.0 Milligram Daily Oral
Batch: Started: Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 139756 Seq: 1 Gender: M
Reported: 21/05/1999 Weight:
Hospitalisation: Age: 27Y
Onset Date: 27/04/1999 DOB:

Outcome: Recovered Causality: Causality probable

Reaction Details:

Preferred Term Severity Report Description Treatment

Hypotension A fall in blood pressure from 100/60 to
60/30
Bradycardia Pulse rate dropped from 80 to 52
Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 12.5 Milligram 1 time Oral
Batch: Started: 27/04/1999 Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
See original report for details of other drugs. ranitidine and benztropine.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 139757 Seq: 1 Gender: M
Reported: 21/05/1999 Weight:
Hospitalisation: Age: 27

DOB: 18/05/1972

Onset Date:
Causality: Causality possible

Outcome: Unknown

Reaction Details:
Preferred Term Severity Report Description Treatment
Clozaril discontinued.

Hepatitis

Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 0.0 Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 139798 Seq: 1 Gender: M
Reported: 24/05/1999 Weight:
Hospitalisation: Age: 27Y
Onset Date: 17/02/1999 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Hepatitis Clozapine ceased.

Medicine Details:

CLOZAPINE (Suspected) Reason:  Unspecified neurosis
Tablet 400.0 Milligram Daily Oral
Batch: Started: 17/02/1999 Stopped: 06/05/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
ALT = SGPT (0-40) 11/05/1999 264
AST = SGOT (0-40) 11/05/1999 106
Albumin (38-55) 11/05/1999 45
Bilirubin (0-20) 11/05/1999 13
GGT = SGGT = (0-45) 11/05/1999 64
IGchosyIIa’ge_d (20-32) 11/05/1999 26
LDH (100-225) 11/05/1999 309

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 139798 Seq: 1 Gender: M
Reported: 24/05/1999 Weight:
Hospitalisation: Age: 27Y

DOB:

Onset Date: 17/02/1999
Outcome: Not yet recovered

Reaction Details:

Causality: Causality possible

Medicine Details:

Reason:  Unspecified neurosis

CLOZAPINE (Suspected)
Tablet 400.0 Milligram Daily Oral
Batch: Started: 17/02/1999 Stopped: 06/05/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Protein (60-80) 11/05/1999 70
SAP = ALP (30-115) 11/05/1999 51
Additional Information:
Report Run : 05/06/2007 10:13AM  Database: pusime02 ADRS004 Page 308 of 719



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 139871 Seq: 1 Gender: M
Reported: 24/05/1999 Weight:
Hospitalisation: Age: 32
Onset Date: DOB: 22/11/1966
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Leukopenia
Neutropenia Clozaril discontinued

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 200.0 Milligram Daily Oral
Batch: Started: 09/06/1998 Stopped: 14/04/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 20/05/1999 2.9
Neutrophils 14/04/1999 1.2
White blood cells 20/05/1999 4.0
\White blood cells 14/04/1999 29

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 139872 Seq: 1 Gender: M
Reported: 24/05/1999 Weight:
Hospitalisation: Age:
DOB:

Onset Date: 07/04/1999

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Convulsion Tonic clonic seizures
Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 600.0 Milligram Daily Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 139873 Seq: 1 Gender: F
Reported: 24/05/1999 Weight:
Hospitalisation: Age: 27
Onset Date: 06/05/1999 DOB: 10/07/1971
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Leukopenia Clozaril discontinued
Neutropenia

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 375.0 Milligram Daily Oral
Batch: Started: 29/07/1996 Stopped: 06/05/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 29/07/1996 6.2
Neutrophils 06/05/1999 1.6
White blood cells 29/07/1996 8.3
\White blood cells 06/05/1999 2.2

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 139874 Seq: 1 Gender: M
Reported: 24/05/1999 Weight:
Hospitalisation: Age: 25
Onset Date: DOB: 10/10/1973
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Abdominal pain Abdominal discomfort
Confusional state Disorientation
Salivary hypersecretion Drooling
Coordination abnormal
Cough
Dystonia Clozaril discontinued
Pharyngitis
Pyrexia

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 0.0 Oral
Batch: Started: 20/05/1998 Stopped: 02/06/1998

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 139875
Reported: 24/05/1999
Hospitalisation:
Onset Date: 27/04/1999

Seq: 1

Gender:
Weight:
Age:

M

47

DOB: 31/10/1951

Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Leukopenia Life
threatening
Neutropenia Life Clozaril discontinued
threatening

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 575.0 Milligram Daily Oral
Batch: A 0022 Started: 27/09/1993 Stopped: 27/04/1999
Laboratory Investigations:
Date Type Range Date Tested Result Details
Neutrophils 27/09/1993 7.8
Neutrophils 27/04/1999 1.3
Neutrophils 28/04/1999 21
Neutrophils 29/04/1999 1.8
Neutrophils 04/05/1999 3.6
White blood cells 27/09/1993 10.2
White blood cells 27/04/1999 2.9

Additional Information:

replacement therapy.

Please see original report for details of other drugs - sodium valproate, thyroxine. pt suffers from hypothroidism, but stable on

ADRS004
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 139875 Seq: 1 Gender: M
Reported: 24/05/1999 Weight:
Hospitalisation: Age: 47
Onset Date: 27/04/1999 DOB: 31/10/1951
Outcome: Not yet recovered Causality: Causality possible

Reaction Details:

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 575.0 Milligram Daily Oral
Batch: A 0022 Started: 27/09/1993 Stopped: 27/04/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
\White blood cells 28/04/1999 3.6
\White blood cells 29/04/1999 29
White blood cells 04/05/1999 6.1

Additional Information:
Please see original report for details of other drugs - sodium valproate, thyroxine. pt suffers from hypothroidism, but stable on

replacement therapy.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 139876 Seq: 1 Gender: F
Reported: 24/05/1999 Weight:
Hospitalisation: Age: 62
Onset Date: 11/05/1999 DOB: 04/03/1937
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Leukopenia Clozaril discontinued
Neutropenia

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 200.0 Milligram Daily Oral
Batch: Started: 03/06/1997 Stopped: 11/05/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 03/06/1997 3.4
Neutrophils 11/05/1999 1.3
Neutrophils 18/05/1999 2.4
Neutrophils 14/05/1999 2.0
White blood cells 03/06/1997 5.4
\White blood cells 11/05/1999 2.3
White blood cells 14/05/1999 3.1

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 139876 Seq: 1 Gender: F
Reported: 24/05/1999 Weight:
Hospitalisation: Age: 62
Onset Date: 11/05/1999 DOB: 04/03/1937
Outcome: Unknown Causality: Causality possible

Reaction Details:

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 200.0 Milligram Daily Oral
Batch: Started: 03/06/1997 Stopped: 11/05/1999

Laboratory Investigations:
Date Type Range Date Tested Result Details

White blood cells 18/05/1999 3.5

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 139877 Seq: 1 Gender: F
Reported: 24/05/1999 Weight:
Hospitalisation: Age: 38Y

DOB:

Onset Date:

Outcome: Not yet recovered Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Weight increased Gained 40kg in weight
Medicine Details:
OLANZAPINE (Suspected) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:
Tablet 62.2 Milligram Daily Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Patient also had weight gain previously with olanzapine.
Report Run : 05/06/2007 10:13AM  Database: pusime02 ADRS004 Page 317 of 719



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 139882 Seq: 1 Gender: M
Reported: 24/05/1999 Weight:
Hospitalisation: Age: 25Y

DOB:

Onset Date: 03/05/1999

Outcome: Not yet recovered Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Acne Acne worsening on arms and legs
Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 600.0 Milligram Daily Oral
Batch: Started: 05/02/1999 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

CLOPINE,CLOZAPINE,CLOZARIL

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 139883 Seq: 1 Gender: M
Reported: 24/05/1999 Weight:
Hospitalisation: Age: 21Y

DOB:

Onset Date: 12/05/1999
Outcome: Recovered without treatment

Reaction Details:

Causality: Causality possible

Report Run : 05/06/2007 10:13AM Database: pusime02 ADRS004

Preferred Term Severity Report Description Treatment
Delirium
\Vomiting
Medicine Details:
DROPERIDOL (Suspected) Reason:
Injection 10.0 Milligram 2 times Intramuscular
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 350.0 Milligram Daily Oral
Batch: Started: 14/04/1999 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Please see original report for details of other drugs - thioridazine. patient has a history of agrressiveness
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Reaction Details:

Case Number: 139884 Seq: 1 Gender: F
Reported: 24/05/1999 Weight:
Hospitalisation: Admitted to hospital Age:
Onset Date: 31/05/1999 DOB:
Outcome: Unknown Causality: Causality possible

Preferred Term Severity Report Description

Treatment

Grand mal convulsion

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 600.0 Milligram Daily Oral
Batch: Started: L TERM Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

sometime during the month.

Patient was admitted to intensive care unit. has had a seizure previously when first initiating clozaril. please see original report
for details of other drugs - sodium valproate. - the date of onset is not necessarily accurate but indicates that onset occurred
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 139978 Seq: 1 Gender: M
Reported: 27/05/1999 Weight:
Hospitalisation: Admitted to hospital Age: 25
Onset Date: 17/05/1999 DOB: 19/11/1973
Outcome: Recovered Causality: Causality certain
Reaction Details:
Preferred Term Severity Report Description Treatment
Convulsion Myoclonic jerks
Confusional state
Diarrhoea
Drug level increased

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 450.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Serum drug level Clozapine serum level on the 20.5.99 was 1023.

Additional Information:

See original report for other drug details - metronidazole. patient history of myoclonic jerks under clozapine, they resolved with
dose reduction. further information - 11.6.99: when the metronidazole was given this male patient had a toxic, organic syndrome
with myoclonic jerks. clozaril blood levels were high. both clozaril and metronidazole were ceased. clozaril was restarted at
300mg/day. within 1 week toxic reaction reoccurred. clozaril was again ceased. clozaril was restarted on 7.6.99 at 200mg and at
night minor symptoms returned. further information - 21.6.99: patient had been on clozaril for 14 months. metronidazole dose
was 200ma tds. patient admitted and reactioin settled. restarted at 300ma/d. readmitted then settled. restarted clozaril after 4
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 139979 Seq: 1 Gender: M
Reported: 27/05/1999 Weight:
Hospitalisation: Admitted to hospital Age: 44Y
Onset Date: 19/05/1999 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Malaise Feeling unwell generally
Eosinophilia Clozaril ceased

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 300.0 Milligram Daily Oral
Batch: Started: 26/04/1999 Stopped: 19/05/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Eosinophils 19/05/1999 3.2
Neutrophils (11 x 10/9/1)
White blood cells 19/05/1999 17.9

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 139981 Seq: 1 Gender: F
Reported: 27/05/1999 Weight:
Hospitalisation: Age: 32
Onset Date: DOB: 18/02/1967
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Urinary incontinence

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient developed symptoms 2-3 weeks after starting clozapine.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 139984 Seq: 1 Gender: M
Reported: 27/05/1999 Weight:
Age: 26

Hospitalisation:
Onset Date: 23/05/1999
Outcome: Death

Reaction Details:
Preferred Term Severity Report Description

Sudden death
Suicide attempt

DOB: 11/08/1972
Causality: Causality possible

Treatment

Medicine Details:

Reason:  Unspecified schizophrenia

CLOZARIL (Suspected)
Tablet 0.0 Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient took an overdose of clozapine (quantily not specified) and also ingested alochol (amount unspecified). patient was on

maintenance dose of 550mg clozaril daily. patient died 23/5/99.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 140075 Seq: 1 Gender: F
Reported: 31/05/1999 Weight: 70.00
Hospitalisation: Age: 18Y
Onset Date: 20/04/1999 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Salivary gland enlargement Interimittent swelling of right parotid gland
Medicine Details:
CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: 09/06/1998 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 140185 Seq: 1 Gender: M
Reported: 02/06/1999 Weight:
Hospitalisation: Age:
Onset Date: DOB:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Convulsion Myoclonic jerking
Drug level increased Plasma level increased
Hyperkinesia

Medicine Details:
OLANZAPINE (Interaction) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Interaction) Reason:  Unspecified schizophrenia
Tablet 700.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested

Result Details

Additional Information:

Report Run : 05/06/2007 10:13AM  Database: pusime02 ADRS004 Page 326 of 719



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 140186 Seq: 1 Gender: U
Reported: 02/06/1999 Weight:
Hospitalisation: Age:
DOB:

Onset Date:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Urinary incontinence Nocturnal enuresis
Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 500.0 Milligram Daily Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 140187 Seq: 1 Gender: M
Reported: 02/06/1999 Weight:
Hospitalisation: Age: 26
Onset Date: 12/05/1999 DOB: 15/07/1972
Outcome: Unknown Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Neutropenia Clozaril discontinued

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 125.0 Milligram Daily Oral
Batch: Started: 05/03/1999 Stopped: 12/05/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 25/02/1999 9.5
Neutrophils 12/05/1999 1.3
Neutrophils 19/05/1999 2.2
Neutrophils 14/05/1999 2.6
White blood cells 25/02/1999 11.3
\White blood cells 12/05/1999 3.3
White blood cells 14/05/1999 4.5

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 140187 Seq: 1 Gender: M
Reported: 02/06/1999 Weight:
Hospitalisation: Age: 26
Onset Date: 12/05/1999 DOB: 15/07/1972

Outcome: Unknown Causality: Causality probable

Reaction Details:

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 125.0 Milligram Daily Oral
Batch: Started: 05/03/1999 Stopped: 12/05/1999

Laboratory Investigations:
Date Type Range Date Tested Result Details

White blood cells 19/05/1999 4.3

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

CLOPINE,CLOZAPINE,CLOZARIL

Public Case Detail

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 140190
Reported: 02/06/1999
Hospitalisation:
Onset Date:
Outcome: Unknown

Reaction Details:

Seq: 1

Gender: F
Weight:
Age: 46Y
DOB:
Causality: Causality possible

Preferred Term Severity

Report Description Treatment

Salivary hypersecretion
Tardive dyskinesia

Medicine Details:

OLANZAPINE (Suspected)
0.0

Batch: Started:

Reason:

Stopped:

CLOZARIL (Suspected)
Tablet

Batch: Started:

350.0 Milligram

Unspecified schizophrenia
Oral

Reason:
Daily
Stopped:

Laboratory Investigations:

Date Type Range Date Tested

Result Details

Additional Information:

Please see original report for details of other drugs - haloperidol, benzatropine.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 140191 Seq: 1 Gender: M
Reported: 02/06/1999 Weight:
Hospitalisation: Age: 33
Onset Date: 25/05/1999 DOB: 17/04/1966
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Agranulocytosis Clozaril discontinued. given
lenograstim & gentamicin.
Leukopenia

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: 17/02/1999 Stopped: 25/05/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 17/02/1999 3.4
Neutrophils 25/05/1999 0.7
Neutrophils 27/05/1999 0.4
Neutrophils 26/05/1999 0.4
White blood cells 17/02/1999 5.5
\White blood cells 25/05/1999 2.1
White blood cells 26/05/1999 1.4

Additional Information:
Please see original report for details of other drugs - raniridine 150mg twice daily
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 140191 Seq: 1 Gender: M
Reported: 02/06/1999 Weight:
Hospitalisation: Age: 33
Onset Date: 25/05/1999 DOB: 17/04/1966
Outcome: Not yet recovered Causality: Causality possible

Reaction Details:

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: 17/02/1999 Stopped: 25/05/1999

Laboratory Investigations:
Date Type Range Date Tested Result Details

White blood cells 27/05/1999 1.3

Additional Information:
Please see original report for details of other drugs - raniridine 150mg twice daily
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 140259
Reported: 04/06/1999

Onset Date: 31/05/1999

Reaction Details:

Seq: 1

Hospitalisation: Admitted to hospital

Outcome: Not yet recovered

Gender: M
Weight: 150.00
Age: 23
DOB: 02/03/1976
Causality: Causality certain

Batch:

Started: 01/01/1997

Preferred Term Severity Report Description Treatment
Cardiomyopathy Dilated cardiomyopathy Clozaril was discontinued in
the first week of June 1999
and the patient was
commenced on frusemide,
perindopril, acrvedilol and
aspirin.
Hypoaesthesia Numbness in hands
Headache Stabbing pain in head
Bronchospasm
Chest pain
Constipation
Dyspnoea
Medicine Details:
ZANTAC (Other drug) Reason:
0.0
Batch: Started: Stopped:
CANNABIS PREPARATION (Other drug) Reason:
0.0
Batch: Started: Stopped:
ALCOHOL (Other drug) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
750.0 Milligram Daily Oral

Stopped: 28/06/1999

Laboratory Investigations:

Date Type

Range

Date Tested

Result

Details

17/12/2002 |Chest X-ray

17/12/2002 |Electrocardiograph

avf.

6/5/1999 - the heart is mildly enlarged. there is mild prominence
of the upper zone vasculature likely to reflect suboptimal
inspiratory effort. overall, there is no evidence of pulmonary
plethora or pulmonary venous hypertension. the lungs and
pleural spaces are clear. no mediastinal or hilar mass is
detected. there is no evidence to suggest coarctation.

An ecg 28/04/99 showed low voltage t wave in leads i, iii, |, &

Additional Information:

Rechallenge: the symptoms usually occurred after the nightly dose and were worse after a dosage increase but subsided a little
2-3 days after dosage increase. other reactions suffered: weight gain, dry mouth, & giddiness (vertigo). - the date of onset is not
necessarily accurate but indicates that onset occurred sometime during the month. the dosage start date is not accurate but
indicates that start occurred sometime during the year. the dosage stop date is not necessarily accurate but indicates that
stoppage occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 140259 Seq: 1 Gender: M
Reported: 04/06/1999 Weight: 150.00
Hospitalisation: Admitted to hospital Age: 23
Onset Date: 31/05/1999 DOB: 02/03/1976
Outcome: Not yet recovered Causality: Causality certain
Reaction Details:
Preferred Term Severity Report Description Treatment
Myocarditis
Pollakiuria
Tremor
Urinary incontinence
Visual disturbance

Medicine Details:

ZANTAC (Other drug) Reason:
0.0
Batch: Started: Stopped:
CANNABIS PREPARATION (Other drug) Reason:
0.0
Batch: Started: Stopped:
ALCOHOL (Other drug) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
750.0 Milligram Daily Oral
Batch: Started: 01/01/1997 Stopped: 28/06/1999
Laboratory Investigations:
Date Type Range Date Tested Result Details
17/12/2002 |[Other data Echocardiogram confirmed a dilated cardiomyopathy with an
gj.icétrin?n fraction_of 27% and left ventricle in diastole dilated

Additional Information:

indicates that start occurred sometime during the year. the dosage stop date is not necessarily accurate but indicates that
stoppage occurred sometime during the month.

Rechallenge: the symptoms usually occurred after the nightly dose and were worse after a dosage increase but subsided a little
2-3 days after dosage increase. other reactions suffered: weight gain, dry mouth, & giddiness (vertigo). - the date of onset is not
necessarily accurate but indicates that onset occurred sometime during the month. the dosage start date is not accurate but
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 140315 Seq: 1 Gender: M
Reported: 07/06/1999 Weight:
Hospitalisation: Age: 45Y
Onset Date: 24/05/1999 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Leukopenia Clozaril was discontinued.
Neutropenia

Medicine Details:

CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: 14/10/1997 Stopped: 24/05/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 14/10/1997 5.5
Neutrophils 24/05/1999 1.2
Neutrophils 25/05/1999 1.5
Neutrophils 13/07/1999 4.4
Neutrophils 26/05/1999 1.5
\White blood cells 14/10/1997 7.8
White blood cells 24/05/1999 2.7

Additional Information:
See original report for details of other drug therapy: moduretic, sodium valproate, haloperidol and temazepam
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 140315 Seq: 1 Gender: M
Reported: 07/06/1999 Weight:
Hospitalisation: Age: 45Y

DOB:

Onset Date: 24/05/1999
Outcome: Recovered

Reaction Details:

Causality: Causality probable

Medicine Details:

Reason:  Schizophrenia

CLOZARIL (Suspected)
Tablet 400.0 Milligram Daily Oral
Batch: Started: 14/10/1997 Stopped: 24/05/1999

Laboratory Investigations:
Date Type Range Date Tested Result Details
White blood cells 25/05/1999 3.0
White blood cells 26/05/1999 29
White blood cells 13/07/1999 8.2

Additional Information:
See original report for details of other drug therapy: moduretic, sodium valproate, haloperidol and temazepam
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 140316 Seq: 1 Gender: U
Reported: 07/06/1999 Weight:
Hospitalisation: Age:
Onset Date: 31/05/1999 DOB:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Bp increased from 120/80 to 140/115.

Hypertension

Medicine Details:

CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 12.5 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 140420 Seq: 1 Gender: M
Reported: 10/06/1999 Weight:
Hospitalisation: Age: 60
Onset Date: 26/05/1999 DOB: 06/02/1939
Outcome: Death Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Myocardial infarction
Sudden death

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: 07/10/1998 Stopped: 26/05/1999

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient died on the 26/5/1999 from a suspected myocardial infarction, secondary to ischemic heart disease as a result of a
40-year history of smoking 100 cigarettes per day. an autopsy was not performed.
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 140421 Seq: 1 Gender: F
Reported: 10/06/1999 Weight:
Hospitalisation: Age: 18
Onset Date: DOB: 25/06/1980
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Constipation

Hepatic function abnormal

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
ALT = SGPT 26/04/1999 57 Lab normal range: 0-45
ALT = SGPT 24/05/1999 142 Lab normal range: 0-45
AST = SGOT 26/04/1999 82 Lab normal range: 0-45
AST = SGOT 24/05/1999 163 Lab normal range: 0-45
QQI: SGGT = 26/04/1999 108 Lab normal range: 0-45
GGT = SGGT = 24/05/1999 206 Lab normal range: 0-45

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 140422 Seq: 1 Gender: M
Reported: 10/06/1999 Weight:
Hospitalisation: Age:
DOB:

Onset Date:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Salivary gland enlargement Bilateral parotid swelling.
Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 0.0 Daily Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 140546 Seq: 1 Gender: U
Reported: 11/06/1999 Weight:
Hospitalisation: Age:
Onset Date: DOB:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Hypotension

Medicine Details:
CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 0.0 Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 140547 Seq: 1 Gender: U
Reported: 11/06/1999 Weight:
Hospitalisation: Age:
Onset Date: DOB:

Outcome: Unknown Causality: Causality possible

Reaction Details:

Preferred Term Severity Report Description Treatment

Dyspnoea Breathlessness

Medicine Details:
CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 0.0 Oral
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Patient with no history of asthma developed breathlessnes while on treament with clozaril.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 140548 Seq: 1 Gender: U
Reported: 11/06/1999 Weight:
Hospitalisation: Age:
Onset Date: DOB:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Abdominal pain

Medicine Details:
CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 0.0 Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 140549 Seq: 1 Gender: U
Reported: 11/06/1999 Weight:
Hospitalisation: Age:
Onset Date: DOB:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Depression

Medicine Details:
CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 0.0 Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 140550 Seq: 1 Gender: F
Reported: 11/06/1999 Weight:
Hospitalisation: Age: 41
Onset Date: 30/04/1999 DOB: 21/02/1958
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Eosinophilia

Medicine Details:

CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 300.0 Milligram Daily Oral
Batch: Started: 11/11/1997 Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details
Eosinophils 21/05/1999 0.4 Eosiniphilia (2500/cu mm)
Eosinophils 21/06/1999 0.2 Eosiniphilia (2500/cu mm)
Haematology Basophils 21/5/99 0.0, 21/6/99 0.0.
Lymphocytes 21/05/1999 1.9
Lymphocytes 21/06/1999 1.9
Monocytes 21/05/1999 0.9
Monocytes 21/06/1999 0.8

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 140550 Seq: 1 Gender: F
Reported: 11/06/1999 Weight:
Hospitalisation: Age: 41
Onset Date: 30/04/1999 DOB: 21/02/1958
Outcome: Unknown Causality: Causality possible

Reaction Details:

Medicine Details:

CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 300.0 Milligram Daily Oral
Batch: Started: 11/11/1997 Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 21/05/1999 3.0
Neutrophils 21/06/1999 3.7

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

CLOPINE,CLOZAPINE,CLOZARIL

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 140551 Seq: 1 Gender: U
Reported: 11/06/1999 Weight:
Hospitalisation: Age:
DOB:

Onset Date:
Outcome: Unknown

Causality: Causality possible

Report Run : 05/06/2007 10:13AM Database: pusime02

Reaction Details:
Preferred Term Severity Report Description Treatment
Hepatic function abnormal Raised liver function tests.
Medicine Details:
CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 0.0 Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
ALT = SGPT Alt 120,
GGT = SGGT = Ggt 130,
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 140553 Seq: 1 Gender: M
Reported: 11/06/1999 Weight:
Age: 29

Hospitalisation:
Onset Date: 04/06/1999
Outcome: Recovered

DOB: 07/04/1970
Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Orthostatic hypotension Bp 80/40 Lying down and elevation of
the foot of the bed.
Pallor Pale
Dizziness

Medicine Details:

CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 12.4 Milligram Daily Oral
Batch: Started: 03/06/1999 Stopped: 04/06/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Additional Information:
Patient experienced symptoms 1.5 hours after second dose of clozaril.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 140554 Seq: 1 Gender: M
Reported: 11/06/1999 Weight:
Hospitalisation: Age: 19Y
Onset Date: 01/05/1999 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Syncope Drop attacks Sodium valproate.
Oculogyration Eyes rolled back

Medicine Details:

CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 625.0 Milligram Daily Oral
Batch: Started: 31/03/1999 Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient only experienced symptoms when outdoors, this started 5-6 week ago, is infrequent and only happens outside, recovers

quickly, standing up straight away with no ill effects.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 140555 Seq: 1 Gender: M
Reported: 11/06/1999 Weight:
Hospitalisation: Age: 22Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Tachycardia Sinus tachycardia
Eosinophilia Slight eosinophilia
Chest pain
Palpitations

Medicine Details:

CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 225.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 140618 Seq: 1 Gender: M
Reported: 16/06/1999 Weight:
Hospitalisation: Age: AD
Onset Date: DOB:

Outcome: Recovered Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Pain Somatic pain in the abdo, kidney or liver
area.

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 125.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient aged between 20 and 30 years, experienced somatic pain one to twowks after starting clozaril therapy and lasted for one
to two weeks when the dosage was in the range of 125 to 250mg/d. by the time the dosage was increased to 300mg/d the pain

had resolved.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 140755 Seq: 1 Gender: M
Reported: 21/06/1999 Weight:
Hospitalisation: Age:
DOB:

Onset Date: 07/06/1999
Outcome: Unknown

Reaction Details:

Preferred Term Severity Report Description

Hypertension developed within a week of
clozaril

Causality: Causality possible

Treatment

Hypertension

Medicine Details:
CLOZARIL (Suspected)

Tablet
Batch:

Reason:  Unspecified schizophrenia

0.0 Oral

Started: 31/05/1999 Stopped: CONTIN

Laboratory Investigations:
Date Type Range Date Tested Result

Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 140756 Seq: 1 Gender: F
Reported: 21/06/1999 Weight:
Hospitalisation: Age:
DOB:

Onset Date: 07/06/1999

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Hypertension Hypertension within one week of clozaril
Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 75.0 Milligram Daily Oral
Batch: Started: 31/05/1999 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 140757 Seq: 1 Gender: M
Reported: 21/06/1999 Weight:
Hospitalisation: Age:
DOB:

Onset Date:
Outcome: Unknown

Reaction Details:

Causality: Causality possible

Preferred Term Severity Report Description

Treatment

Anaemia

Medicine Details:

Reason:  Unspecified schizophrenia

CLOZARIL (Suspected)
Tablet 200.0 Milligram Daily Oral
Batch: Started: L TERM Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details
Haemoglobin Intitial readings at start of therapy was 14, current haemoglobin
is 9.

Additional Information:
Patient has history of thalassemia.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 140758 Seq: 1 Gender: M
Reported: 21/06/1999 Weight:
Hospitalisation: Age: 18Y
Onset Date: DOB:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Persistent tachycardia of 120 bpm.

Tachycardia

Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 120.0 Milligram Daily Oral
Batch: Started: S TERM Stopped:

Laboratory Investigations:
Date Type Range Date Tested

Result Details

Additional Information:
See original report for other drug details: diazepam.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 140759 Seq: 1 Gender: M
Reported: 21/06/1999 Weight:
Hospitalisation: Age:
DOB:

Onset Date:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Pyrexia Temperature has been 38-39.4
Lymphocytosis
Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 0.0 Oral
Batch: Started: S TERM Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 140760 Seq: 1 Gender: M
Reported: 21/06/1999 Weight:
Hospitalisation: Age: 48
Onset Date: 04/06/1999 DOB: 15/10/1950
Outcome: Unknown Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Leukopenia Noted 4 months after clozaril
commencement.

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 475.0 Milligram Daily Oral
Batch: Started: 22/01/1999 Stopped: 03/06/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 05/11/1993 2.4
Neutrophils 01/06/1999 1.5
Neutrophils 02/06/1999 29
Neutrophils 03/06/1999 2.3
Neutrophils 07/06/1999 2.2
Neutrophils 06/06/1999 1.6
Neutrophils 05/06/1999 1.9

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 140760 Seq: 1 Gender: M
Reported: 21/06/1999 Weight:
Hospitalisation: Age: 48
Onset Date: 04/06/1999 DOB: 15/10/1950
Outcome: Unknown Causality: Causality probable

Reaction Details:

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 475.0 Milligram Daily Oral
Batch: Started: 22/01/1999 Stopped: 03/06/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 04/06/1999 1.6
\White blood cells 05/11/1993 5.1
White blood cells 01/06/1999 2.7
\White blood cells 02/06/1999 3.9
White blood cells 03/06/1999 3.3
\White blood cells 04/06/1999 2.7
White blood cells 05/06/1999 3.0

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 140760 Seq: 1 Gender: M
Reported: 21/06/1999 Weight:
Age: 48

Hospitalisation:
Onset Date: 04/06/1999
Outcome: Unknown

Reaction Details:

DOB: 15/10/1950
Causality: Causality probable

Medicine Details:

Reason:  Unspecified schizophrenia

CLOZARIL (Suspected)
Tablet 475.0 Milligram Daily Oral
Batch: Started: 22/01/1999 Stopped: 03/06/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
White blood cells 06/06/1999 27
White blood cells 07/06/1999 3.2
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

CLOPINE,CLOZAPINE,CLOZARIL

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 140765 Seq: 1 Gender: M
Reported: 21/06/1999 Weight:
Hospitalisation: Age:
DOB:

Onset Date:
Outcome: Unknown

Reaction Details:

Causality: Causality possible

Report Run : 05/06/2007 10:13AM Database: pusime02 ADRS004

Preferred Term Severity Report Description Treatment
Hepatic function abnormal Increased liver funciton tests.
Drug level increased
Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 425.0 Milligram Daily Oral
Batch: Started: 17/04/1999 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Serum drug level 24/05/1999 275 High clozaril levels
Serum drug level 31/05/1999 628 High clozaril levels
Additional Information:
Page 360 of 719




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 140766 Seq: 1 Gender: M
Reported: 21/06/1999 Weight:
Hospitalisation: Age:
Onset Date: DOB:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Arthralgia Joint aches & pains in shoulder, hip, &
elbow.
Myalgia Muscular aches & pains in shoulder, hip, &
elbow.

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 0.0 Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 140768 Seq: 1 Gender: M
Reported: 21/06/1999 Weight:
Hospitalisation: Age: 41Y

DOB:

Onset Date:
Outcome: Unknown
Reaction Details:

Preferred Term Severity Report Description
Bp of 150/130 Clozaril ceased

Causality: Causality possible

Treatment

Hypertension

Medicine Details:
CLOZARIL (Suspected)

Tablet
Batch:

Reason:  Unspecified schizophrenia

0.0 Oral

Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result

Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 140769 Seq: 1 Gender: M
Reported: 21/06/1999 Weight:
Hospitalisation: Age: 36Y

DOB:

Onset Date: 31/05/1999
Outcome: Unknown

Reaction Details:

Causality: Causality possible

Preferred Term Severity Report Description Treatment

4 days after clozaril commenced

Hypertension
Hepatic function abnormal Abn. liver function tests 10 days post cloz.
start
Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 12.5 Milligram Daily Oral
Batch: Started: 27/05/1999 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Bp has increased from 120/80 to 140/115.

Other data

Additional Information:
The daily dose at 1 week of therapy was 100mg but it is not indicated when this started.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 140771 Seq: 1 Gender: M
Reported: 21/06/1999 Weight:
Hospitalisation: Age: 44Y
Onset Date: 31/05/1998 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Pyrexia 38.5 degrees
Rash maculo-papular Noted on forearms and feet.

Atrial fibrillation
Electrocardiogram abnormal
Fatigue

Hyperhidrosis

Pallor

Palpitations

\Ventricular tachycardia Resuscitation & lignocaine
amiodarone infusion.

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 0.0 Oral
Batch: Started: 19/05/1998 Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details
Electrocardiograph Ecg showed st elevation in leads v2 and v3.
Electrocardiograph Ecg showed a global hypokinetic heart.

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 140869 Seq: 1 Gender: U
Reported: 24/06/1999 Weight:
Hospitalisation: Age:
DOB:

Onset Date:
Outcome: Unknown

Reaction Details:

Causality: Causality possible

Preferred Term Severity Report Description Treatment

Loss of muscle control, falling over in the

Coordination abnormal
street

Medicine Details:

Reason:  Unspecified schizophrenia

CLOZARIL (Suspected)
Tablet 250.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

dizziness.

See original report for other drug details - augmentin. patient experienced loss of muscle control without loss of consciousness or
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 140878 Seq: 1 Gender: M
Reported: 24/06/1999 Weight:
Hospitalisation: Age: 30Y
Onset Date: 16/06/1998 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Eosinophilia
Leukocytosis

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 200.0 Milligram Daily Oral
Batch: Started: Stopped: 16/06/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Eosinophils 14/06/1999 1.4
Eosinophils 16/06/1999 | 3.6X10 9/L
Neutrophils 14/06/1999 14.6
\White blood cells 14/06/1999 20.4

Additional Information:
The patient has no physical symptoms and felt well. he has no diarrhoea and test for parasytic infections (hepatitis a, b and c and
ross river fever), all show no abnormality.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 140973 Seq: 1 Gender: F
Reported: 29/06/1999 Weight:
Hospitalisation: Age:
Onset Date: DOB:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Electrocardiogram QT prolonged Prolonged qt interval.

Medicine Details:
CLOZARIL (Suspected) Reason:
Tablet 0.0 Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 140996 Seq: 1 Gender: M
Reported: 30/06/1999 Weight:
Hospitalisation: Age:
DOB:

Onset Date:
Outcome: Unknown

Reaction Details:

Causality: Causality possible

Preferred Term Severity Report Description Treatment

Drug level decreased Reduced clozaril level.

Medicine Details:

LAXATIVE NOS (Interaction) Reason:

0.0
Batch: Started: Stopped:

Reason:  Unspecified schizophrenia

Daily Oral

CLOZARIL (Interaction)

Tablet 0.0
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
This patient has been taking a lot of laxatives. a number of types and they most likely included direct bowel stimulants.
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 140999
Reported: 30/06/1999

Onset Date: 20/06/1999
Outcome: Unknown

Reaction Details:

Seq: 1

Hospitalisation: Admitted to hospital

Gender: M
Weight:
Age: 51
DOB: 05/01/1948
Causality: Causality possible

Preferred Term Severity Report Description Treatment
Syncope Patient collapsed at home.
Aggression
Haemorrhage intracranial
Hemiplegia
Psychotic disorder
Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia

Tablet 500.0 Milligram Daily Oral

Batch: Started: 03/01/1999 Stopped:
Laboratory Investigations:

Date Type Range Date Tested Result Details
Other data Right frontal lobe hemorrhage, resulting in dense left hemiplagia

Additional Information:

6 months.

Patient is heavy smoker and has a faimly history of stroke (his father died of stroke last week). patient has been on clozaril approx
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 141002 Seq: 1 Gender: M
Reported: 30/06/1999 Weight:
Hospitalisation: Age: 30
Onset Date: 21/06/1999 DOB: 05/04/1969
Outcome: Unknown Causality: Causality certain

Reaction Details:

Preferred Term Severity Report Description Treatment
Clozaril ceased.

Leukopenia

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 550.0 Milligram Daily Oral
Batch: Started: 12/05/1994 Stopped: 21/06/1999

Laboratory Investigations:
Date Type Range Date Tested Result Details

Pretreatment blood results on the 12 may 94 of wbc 5.9 & nc

Haematology
3.4. on the 16 nov 98 he had been receiving clozaril 850mg
daily and had a wbc 2.8 & nc 2.0. clozaril was ceased and he
was closely monitored. on the 20 nov 98 he had a wbc 3.9 and
nc 2.6 and clozaril was restarted at 500mg daily.

Haematology On the 2 mar 99 wbc 2.7 and nc 1.6 and close monitoring was

instituted. on the 21 jan 99 wbc 2.7 and nc 1.5 and clozaril was
ceased permanetnly.

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 141219 Seq: 1 Gender: M
Reported: 05/07/1999 Weight:
Age: 25

Hospitalisation:
Onset Date:
Outcome: Unknown

DOB: 22/12/1973
Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Tachycardia Bpm between 120 & 150 after starting
clozaril.
Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 0.0 Daily Oral
Batch: Started: 17/06/1999 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 141222 Seq: 1 Gender: M
Reported: 05/07/1999 Weight:
Age: 28

Hospitalisation:
Onset Date: 05/06/1999
Outcome: Unknown

DOB: 04/01/1971
Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Tachycardia 110 bpm after 2 day on clozaril.

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 250.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient was restarted on clozaril after suspected non-compliance of about 4 weeks. dose restarted was 100mg daily, recetly

increased to 250mg daily.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 141270 Seq: 1 Gender: F
Reported: 07/07/1999 Weight: 93.00
Hospitalisation: Age: 28Y
DOB:

Onset Date:
Outcome: Not yet recovered

Reaction Details:
Preferred Term Severity Report Description Treatment

Causality: Causality possible

Colitis

Diarrhoea

Eosinophilia

Red blood cell sedimentation rate i

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 300.0 Milligram Daily Oral
Batch: Started: 10/05/1999 Stopped:
EPILIM (Suspected) Reason:
Tablet 2.0 Gram Daily Oral
Batch: Started: L TERM Stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details
Eosinophils (0-0.4) Eosinophils increased to 25.
Erythrocyte Esr increased to 76.

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 141304 Seq: 1 Gender: M
Reported: 08/07/1999 Weight:
Age: 21

Hospitalisation:
Onset Date:
Outcome: Unknown

DOB: 17/03/1978
Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Dyspnoea Severe breathlessness
Apnoea
Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: 30/06/1999 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Patient has history of asthma and heavy smoking.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 141305 Seq: 1 Gender: F
Reported: 08/07/1999 Weight:
Age: 27

Hospitalisation:
Onset Date: 29/06/1999
Outcome: Unknown

DOB: 27/10/1971
Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Neutropenia "a low neutrophil count" not quantified Clozaril therapy was
discontinued

Medicine Details:

Reason:  Unspecified schizophrenia

CLOZARIL (Suspected)
Tablet 400.0 Milligram Daily Oral
Batch: Started: 22/03/1999 Stopped: 29/06/1999 3M

Laboratory Investigations:
Date Type Range Date Tested Result Details
Haematology Pretreatment blood results on the 11 march 1999 were wbc 8.0
and nc 5.6. she was receiving 400mg clozaril daily. on the 29
june 1999 wbc 2.3 and nc 1.1

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 141306 Seq: 1 Gender: M
Reported: 08/07/1999 Weight:
Age: 28

Hospitalisation:
Onset Date: 23/06/1999
Outcome: Unknown

DOB: 13/05/1971
Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Hypertension Blood pressure 155/100 Treated with tenormin
(atenolol) 50mg/d.
Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 0.0 Daily Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Please see original report for details of other drugs - diazepam.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 141307 Seq: 1 Gender: M
Reported: 08/07/1999 Weight:
Hospitalisation: Age: 43
Onset Date: 29/06/1999 DOB: 27/06/1956

Outcome: Recovered Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Leukopenia

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 600.0 Milligram Daily Oral
Batch: Started: 30/06/1993 Stopped: 29/06/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 04/05/1999 5.0
Neutrophils 01/06/1999 4.7
Neutrophils 01/07/1999 11.2
Neutrophils 29/06/1999 1.5
White blood cells 04/05/1999 7.3
\White blood cells 01/06/1999 7.0
White blood cells 29/06/1999 2.8

Additional Information:
Patient also using herbal preparation ambrotose.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 141307 Seq: 1 Gender: M
Reported: 08/07/1999 Weight:
Age: 43

Hospitalisation:
Onset Date: 29/06/1999
Outcome: Recovered

Reaction Details:

DOB: 27/06/1956
Causality: Causality possible

Medicine Details:

Reason:  Unspecified schizophrenia

CLOZARIL (Suspected)
Tablet 600.0 Milligram Daily Oral
Batch: Started: 30/06/1993 Stopped: 29/06/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
White blood cells 01/07/1999 13.0
Additional Information:
Patient also using herbal preparation ambrotose.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 141308 Seq: 1 Gender: M
Reported: 08/07/1999 Weight:
Hospitalisation: Age: 52
Onset Date: DOB: 05/08/1946
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Pneumonia Atypical pneumonia
Hepatic function abnormal Raised liver function test.
Malaise Unwell
Pyrexia

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 250.0 Milligram Daily Oral
Batch: Started: 11/05/1999 Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details
ALT = SGPT 150
SAP = ALP 253

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 141309 Seq: 1 Gender: F
Reported: 08/07/1999 Weight:
Hospitalisation: Age: 30
Onset Date: DOB: 15/10/1968
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Salivary hypersecretion Treated with benztropeine

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 300.0 Milligram Daily Oral
Batch: Started: 15/04/1999 Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 141311 Seq: 1 Gender: M
Reported: 08/07/1999 Weight:
Hospitalisation: Age: 22
Onset Date: DOB: 09/01/1977

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Hepatic function abnormal Alt increased

Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 200.0 Milligram Daily Oral
Batch: Started: Stopped:

106 (usual refer range <45) alk phos was raised prior to

normal.

Laboratory Investigations:
Date Type Range Date Tested Result Details

ALT = SGPT Base line alt of 49(nounits avalable) on the 10 june 1999. on the

21 may 1999 his alt had increased to 73 on the 28 june 1999 to

commencing therapy(148). gemma gt is normal & bilirubi is

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 141430 Seq: 1 Gender: M
Reported: 12/07/1999 Weight:
Age: 35

Hospitalisation:
Onset Date:
Outcome: Not yet recovered

DOB: 21/06/1964
Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Systemic lupus erythematosus ras Lupus like skin rash on the cheek Clozaril dose was reduced

Medicine Details:

Reason:  Unspecified schizophrenia

CLOZARIL (Suspected)
Tablet 0.0 Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:
Case Number: 141468

Hospitalisation:
Onset Date:

Reaction Details:

Reported: 13/07/1999

Seq: 1

Outcome: Not yet recovered

Gender: M
Weight: 82.00
Age:
DOB:
Causality: Causality possible

Report Run : 05/06/2007 10:13AM Database: pusime02

Preferred Term Severity Report Description Treatment
Tardive dyskinesia First noted 11.4.97.
Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: 08/07/1994 Stopped: CONTIN
CLONAZEPAM (Suspected) Reason: Disturbance of sleep
2.0 Milligram Daily
Batch: Started: 01/01/1992 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
the dosage start date is not accurate but indicates that start occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 141604 Seq: 1 Gender: M
Reported: 15/07/1999 Weight:
Hospitalisation: Age:
Onset Date: 04/07/1999 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Diarrhoea
Leukopenia
Neutropenia
\Vomiting

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: Stopped: 3wW

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 04/07/1999 0.84
Neutrophils 05/07/1999 2.37
White blood cells 04/07/1999 2.8
\White blood cells 05/07/1999 3.6

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 141607 Seq: 1 Gender: M
Reported: 15/07/1999 Weight:
Hospitalisation: Age: 46
Onset Date: 04/07/1999 DOB: 11/01/1953
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Agranulocytosis Clozaril ceased
Leukopenia

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 400.0 Milligram Daily Oral
Batch: Started: 24/05/1999 Stopped: 03/07/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 24/05/1999 4.4
Neutrophils 03/07/1999 1.7
Neutrophils 04/07/1999 0.0
Neutrophils 06/07/1999 4.9
Neutrophils 05/07/1999 24
\White blood cells 24/05/1999 6.9
White blood cells 03/07/1999 3.1

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 141607 Seq: 1 Gender: M
Reported: 15/07/1999 Weight:
Hospitalisation: Age: 46
Onset Date: 04/07/1999 DOB: 11/01/1953
Outcome: Recovered Causality: Causality probable

Reaction Details:

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 400.0 Milligram Daily Oral
Batch: Started: 24/05/1999 Stopped: 03/07/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
\White blood cells 04/07/1999 2.8
\White blood cells 05/07/1999 3.6
White blood cells 06/07/1999 6.1

Additional Information:
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 141715 Seq: 1
Reported: 19/07/1999
Hospitalisation: Admitted to hospital
Onset Date:
Outcome: Recovered

Reaction Details:

Gender: F
Weight:
Age: 28
DOB: 21/03/1971
Causality: Causality possible

Preferred Term Severity

Report Description

Treatment

Pneumonia
Salivary hypersecretion

Aspiration pneumonia

Required treatment in
intensive care.

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 200.0 Milligram Daily Oral
Batch: Started: 02/03/1999 Stopped: 01/07/1999
Laboratory Investigations:
Date Type Range Date Tested Result Details

Pharmacokinetics

29 june 1999 her clozapine level was 699mcg/|

Additional Information:
Patient also on efexor
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 141718 Seq: 1 Gender: M
Reported: 19/07/1999 Weight:
Age: 25

Hospitalisation:
Onset Date:
Outcome: Unknown

DOB: 20/11/1973
Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Ejaculation failure
Medicine Details:
METOCLOPRAMIDE HYDROCHLORIDE (Suspected) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 600.0 Milligram Daily Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 141720 Seq: 1 Gender: M
Reported: 19/07/1999 Weight:
Hospitalisation: Age:
Onset Date: DOB:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Pyrexia

Medicine Details:
CLOZARIL (Suspected) Reason:
0.0

Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Report Run : 05/06/2007 10:13AM Database: pusime02

Case Number: 141721 Seq: 1 Gender: M
Reported: 19/07/1999 Weight:
Hospitalisation: Age: 41Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Salivary hypersecretion Hypersalvation at lower blood level
Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 600.0 Milligram Daily Oral
Batch: Started: Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
Serum drug level Clozapine 196 in june 1999 ( previous blood level was 461 in
jlune 1998)
Additional Information:
Please see original report for details of other drugs - benztropine.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 141723 Seq: 1 Gender: F
Reported: 19/07/1999 Weight:
Hospitalisation: Age: 26
Onset Date: 08/07/1999 DOB: 03/08/1972
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Clozaril & olanzapine were

Neutropenia
both ceased

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 250.0 Milligram Daily Oral
Batch: Started: 26/04/1999 Stopped: 08/07/1999

Laboratory Investigations:
Date Type Range Date Tested Result Details

Neutrophil count of 1.4 x 109/1 on 8 july 1999

Neutrophils

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 141725 Seq: 1 Gender: M
Reported: 19/07/1999 Weight:
Age: 28

Hospitalisation:
Onset Date:
Outcome: Unknown

DOB: 13/06/1971
Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Leukocytosis Elevated white blood cell count
Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 300.0 Milligram Daily Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Neutrophils 15/07/1999 11.2
White blood cells 15/07/1999 14.9
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 141727 Seq: 1 Gender: M
Reported: 19/07/1999 Weight: 60.00
Hospitalisation: Age: 29
Onset Date: 12/07/1999 DOB: 03/11/1969

Outcome: Death Causality: Causality possible

Reaction Details:

Preferred Term Severity Report Description Treatment
Cardiac arrest Cardio-pulmonary arrest
Sudden death Pt was discovered slumped in a chair

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 500.0 Milligram Daily Oral
Batch: Started: 10/06/1996 Stopped: 12/07/1999

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Date of death:- 12 july 1999.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 141833 Seq: 1 Gender: F
Reported: 21/07/1999 Weight:
Hospitalisation: Age: 18Y

DOB:

Onset Date:
Outcome: Unknown

Reaction Details:

Preferred Term Severity Report Description

Difficulty swallowing in general, not just
food

Causality: Causality possible

Treatment

Dysphagia

Medicine Details:
CLOZARIL (Suspected)

Tablet
Batch:

Reason:  Unspecified schizophrenia

0.0 Oral

Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result

Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 141834 Seq: 1 Gender: M
Reported: 21/07/1999 Weight:
Hospitalisation: Age: 46Y
Onset Date: 07/07/1999 DOB:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Clozaril ceased

Neutropenia

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 450.0 Milligram Daily Oral
Batch: Started: 20/12/1993 Stopped: 07/07/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Haematology Pretreatment blood results on 13 dec 1993 of wbc 7.0 and nc
3.6.0on 7 july 1999 wbc 3.2 and nc 1.3. on 8 july 1999 wbc 4.4
and nc 2.0.

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 141835 Seq: 1 Gender: M
Reported: 21/07/1999 Weight:
Hospitalisation: Age: 21Y
Onset Date: 09/07/1999 DOB:

Outcome: Recovered Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Clozaril ceased

Leukopenia
Neutropenia

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 400.0 Milligram Daily Oral
Batch: Started: 06/05/1996 Stopped: 09/07/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Haematology Pretreatment blood results on 29 april 1996 of wbc 7.9 and nc
4.7.0n 8 june 1999 wbc 8.1 and nc 5.7. on 9 july 1999 wbc 2.4
and nc 0.6.

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 141837 Seq: 1 Gender: F
Reported: 21/07/1999 Weight:
Hospitalisation: Age: 40Y

DOB:

Onset Date: 01/07/1999
Outcome: Unknown

Reaction Details:
Preferred Term Severity Report Description Treatment

High blood sugar level
Serum clozaril at 1545 2wks ago and 1534

Causality: Causality certain

Hyperglycaemia
Drug level increased

on 1/7/99
Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 600.0 Milligram Daily Oral
Batch: Started: 09/03/1998 Stopped: 22/07/1999
Laboratory Investigations:
Date Type Range Date Tested Result Details
Serum glucose Patient has non-insulin dependent diabetes mellitus which is
diet controlled but has had recent high blood sugar levels.

Additional Information:
Considering the patient is non-compliant at times, she had amazingly high serum levels. the patient discontinued clozaril on 22

july 1999 due to poor compliance. see original report for details of other drugs - sodium valproate, clonazepam.

Report Run : 05/06/2007 10:14AM  Database: pusime02 ADRS004 Page 397 of 719



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 141937 Seq: 1 Gender: M
Reported: 26/07/1999 Weight:
Hospitalisation: Age: 62Y

DOB:

Onset Date:
Outcome: Recovered

Reaction Details:

Causality: Causality possible

Preferred Term Severity Report Description Treatment

Hepatic function abnormal Cholestatic Ift picture

Medicine Details:
RIFAMPICIN (Suspected) Reason:
0.0
Batch: Started: 01/06/1999 Stopped: 05D
CLOZAPINE (Suspected) Reason:
0.0
Batch: Started: 03/07/1999 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 141939 Seq: 1 Gender: F
Reported: 26/07/1999 Weight:
Hospitalisation: Age: 22

DOB: 30/01/1977
Causality: Causality possible

Onset Date:
Outcome: Unknown

Reaction Details:
Preferred Term Severity Report Description Treatment

Neutropenia Within 24 hours of commencing clozaril.

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 0.0 Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142060 Seq: 1 Gender: F
Reported: 29/07/1999 Weight: 65.00
Hospitalisation: Age: 40Y
DOB:

Onset Date: 21/07/1999
Outcome: Recovered

Reaction Details:
Preferred Term Severity Report Description Treatment

Generalised tonic clonic seizure

Causality: Causality possible

Convulsion

Medicine Details:
CLOZAPINE (Suspected) Reason:  Unspecified schizophrenia
Tablet 600.0 Milligram Daily Oral
Batch: Started: 01/03/1998 Stopped: 21/07/1999
BENZTROPINE MESYLATE (Suspected) Reason:
Tablet 1.0 Milligram Daily Oral
Batch: Started: 18/05/1999 Stopped: 21/07/1999

Laboratory Investigations:
Date Type Range Date Tested

Result Details

Additional Information:
See original report for details of other drug therapy: moclobemide. the dosage start date is not necessarily accurate but indicates

that start occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142118 Seq: 1 Gender: F
Reported: 29/07/1999 Weight:
Hospitalisation: Age: 59
Onset Date: DOB: 12/04/1940

Outcome: Unknown Causality: Causality possible

Reaction Details:

Preferred Term Severity Report Description Treatment
Convulsion Myclonic jerking
Hypertension

Medicine Details:

CLOZARIL (Suspected) Reason:  Othr&unspec metabolic diseases
Tablet 250.0 Milligram Daily Oral
Batch: Started: 03/06/1999 Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient experienced symptoms 3 weeks after commencing clozaril treatment which had gradually been titrated up as high as

300-325 mg/day, clozaril dose was reduced.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142119 Seq: 1 Gender: F
Reported: 29/07/1999 Weight: 73.00
Age: 56

Hospitalisation:
Onset Date: 15/07/1999
Outcome: Not yet recovered

Reaction Details:
Preferred Term Severity Report Description Treatment

DOB: 21/08/1942
Causality: Causality possible

Eosinophilia
Hepatic function abnormal

Medicine Details:

CLOZARIL (Suspected) Reason:  Othr&unspec metabolic diseases
Tablet 200.0 Milligram Daily Oral
Batch: Started: 30/06/1999 Stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details
Eosinophils 26/07/1999 2.3
Erythrocyte Esr was also increased.

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142121 Seq: 1 Gender: U
Reported: 29/07/1999 Weight:
Hospitalisation: Age:
DOB:

Onset Date:
Outcome: Unknown

Reaction Details:
Preferred Term Severity Report Description

Causality: Causality possible

Treatment

Alopecia

Medicine Details:

Reason:  Othr&unspec metabolic diseases

CLOZARIL (Suspected)
Tablet 450.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142122 Seq: 1 Gender: F
Reported: 29/07/1999 Weight:
Hospitalisation: Age: 27Y

DOB:

Onset Date: 15/07/1999

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Renal impairment Elevated creatinine
Anaemia
Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142125 Seq: 1 Gender: M
Reported: 29/07/1999 Weight:
Hospitalisation: Age: 22Y
Onset Date: 14/07/1999 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Pyrexia Temp 38.1c. Clozaril discontinued on the 14
july 1999
Dyspnoea
Eosinophilia
Fatigue
Viral infection

Medicine Details:

CLOZARIL (Suspected) Reason:  Othr&unspec metabolic diseases
Tablet 300.0 Milligram Daily Oral
Batch: Started: Stopped: 14/07/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Eosinophils 12/07/1999 0.2
Other data Suspected myocarditis was excluded

Additional Information:

Report Run : 05/06/2007 10:14AM  Database: pusime02 ADRS004 Page 405 of 719



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142127 Seq: 1 Gender: M
Reported: 29/07/1999 Weight:
Hospitalisation: Age: 16Y

DOB:

Onset Date: 31/07/1999
Outcome: Unknown

Reaction Details:
Preferred Term Severity Report Description Treatment

Bilateral pitting oedema up knees.
Haemorrhage skin

Causality: Causality possible

Gravitational oedema

Haemorrhage Clozaril was reduced from

600mg to 300mg daily.

Medicine Details:

Reason:  Othr&unspec metabolic diseases

CLOZARIL (Suspected)
Tablet 600.0 Milligram Daily Oral
Batch: Started: 01/01/1999 Stopped:

Laboratory Investigations:
Date Type Range Date Tested

Result Details

Additional Information:
- the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month. the dosage start date

is not necessarily accurate but indicates that start occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142130 Seq: 1 Gender: M
Reported: 29/07/1999 Weight:
Hospitalisation: Age: 41
Onset Date: 07/07/1999 DOB: 05/01/1958
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Neutropenia Ceased clozaril

Medicine Details:

CLOZARIL (Suspected) Reason:  Othr&unspec metabolic diseases
Tablet 450.0 Milligram Daily Oral
Batch: Started: L TERM Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 05/07/1999 1.7
Neutrophils 07/07/1999 1.3
Neutrophils 08/07/1999 2.0
\White blood cells 05/07/1999 3.6
White blood cells 07/07/1999 3.2
\White blood cells 08/07/1999 4.4

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142133 Seq: 1 Gender: M
Reported: 29/07/1999 Weight:
Hospitalisation: Age:
Onset Date: DOB:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Constipation
Urinary retention

Medicine Details:
CLOZARIL (Suspected) Reason:
Tablet 500.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142138 Seq: 1 Gender: F
Reported: 30/07/1999 Weight:
Hospitalisation: Age: A7

DOB:

Onset Date: 31/07/1999
Outcome: Not yet recovered

Reaction Details:
Preferred Term Severity Report Description Treatment

Bilateral deafness

Causality: Causality possible

Deafness

Medicine Details:

Reason:  Unspecified schizophrenia

CLOZARIL (Suspected)
Tablet 0.0 Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Other data I?gggeral deafness in the 300-400 hz frequency range in july

Additional Information:
Patient also taking: clonazepam, sinemet, & enalapril. - the date of onset is not necessarily accurate but indicates that onset

occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142139
Reported: 30/07/1999 Weight:
Hospitalisation: Age: 58

Onset Date: 14/07/1999 DOB: 29/03/1941
Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Clozaril ceased

Seq: 1 Gender: F

Neutropenia

Medicine Details:
CLOZARIL (Suspected) Reason:
Tablet 350.0 Milligram Daily Oral
Batch: Started: 10/08/1994 Stopped: 14/07/1999

Laboratory Investigations:
Date Type Range Date Tested Result Details
Haematology Pre-treatment 29/07/94 of wbc 0f 4.9 and nc 2.2, started clozaril
on 10/08/94 (wbc 6.2; nc 3.9), increased to 300mg/d 16/08/94

(wbc 6.3, nc 3.8) and to 350mg/d 30/08/94 (wbc 5.0, nc 3.1). the
patient experienced neutropenia on 14/07/99 (wbc 5.9, nc 1.3)
and ceased clozaril on same day. on 16/07/99 the neutropenia
was still present (wbc 5.0, nc 1.4)

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142140 Seq: 1 Gender: F
Reported: 30/07/1999 Weight:
Hospitalisation: Age: 43
Onset Date: 19/07/1999 DOB: 25/03/1956
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Pyrexia 376¢c
Agranulocytosis Severe G-colony stimulating factor,

coloxyl, increased fluids,
gentamycin and antibiotics.
Constipation
Diarrhoea
Neutropenia
Vomiting

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 450.0 Milligram Daily Oral
Batch: Started: 25/05/1999 Stopped: 19/07/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Monocytes 26/07/1999 0.0
Monocytes 27/07/1999 0.2
Monocytes 28/07/1999 0.8
Neutrophils 14/07/1999 1.3 Agranulocytosis 19/07/99
Neutrophils 19/07/1999 0.1 Agranulocytosis 19/07/99
Neutrophils 20/07/1999 0.0 Agranulocytosis 19/07/99
Neutrophils 21/07/1999 0.1 Agranulocytosis 19/07/99

Additional Information:
See original report for other drug details: epilim, risperdal, & efexor.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142140 Seq: 1 Gender: F
Reported: 30/07/1999 Weight:
Hospitalisation: Age: 43
Onset Date: 19/07/1999 DOB: 25/03/1956
Outcome: Not yet recovered Causality: Causality possible

Reaction Details:

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 450.0 Milligram Daily Oral
Batch: Started: 25/05/1999 Stopped: 19/07/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 26/07/1999 0.0 Agranulocytosis 19/07/99
Neutrophils 27/07/1999 0.5 Agranulocytosis 19/07/99
Neutrophils 28/07/1999 2.3 Agranulocytosis 19/07/99
Neutrophils 29/07/1999 11.7 Agranulocytosis 19/07/99
White blood cells 19/07/1999 1.7
White blood cells 20/07/1999 1.6
\White blood cells 21/07/1999 1.3

Additional Information:
See original report for other drug details: epilim, risperdal, & efexor.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142140 Seq: 1 Gender: F
Reported: 30/07/1999 Weight:
Hospitalisation: Age: 43
Onset Date: 19/07/1999 DOB: 25/03/1956
Outcome: Not yet recovered Causality: Causality possible

Reaction Details:

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 450.0 Milligram Daily Oral
Batch: Started: 25/05/1999 Stopped: 19/07/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
\White blood cells 26/07/1999 1.6
\White blood cells 27/07/1999 4.3
White blood cells 28/07/1999 12.8
\White blood cells 29/07/1999 34.8

Additional Information:
See original report for other drug details: epilim, risperdal, & efexor.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142141 Seq: 1 Gender: M
Reported: 30/07/1999 Weight:
Age: 42

Hospitalisation:
Onset Date: 13/07/1999
Outcome: Unknown

DOB: 10/08/1956
Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Neutropenia
Medicine Details:
CLOZARIL (Suspected) Reason:
Tablet 425.0 Milligram Daily Oral
Batch: Started: 29/07/1997 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Haematology Pretreatment 23/09/97 (wbc 9.5, nc 5.4); 29/09/97 (wbc 12.1, nc
7.8) and about 22 months after commencing was noted to have
neutropenia (wbc 4.3, nc 1.4).
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142142 Seq: 1 Gender: M
Reported: 30/07/1999 Weight:
Age: 28

Hospitalisation:
Onset Date: 14/07/1999
Outcome: Unknown

Reaction Details:
Preferred Term Severity Report Description Treatment

DOB: 14/02/1971
Causality: Causality possible

Leukopenia
Neutropenia

Medicine Details:

CLOZARIL (Suspected) Reason:

Tablet 300.0 Milligram Daily Oral

Batch: Started: 29/04/1998 Stopped: 20/07/1999
Laboratory Investigations:

Date Type Range Date Tested Result Details
Haematology Pretreatment 29/04/98 (wbc 4.3, nc 2.4). was noted to have
leucopenia and neutropenia (wbc 2.9, nc 1.5) about 15 months

after commencing clozaril. further lab results - 15/07/99 (wbc
4.0, nc 2.4), 19/07/99 (wbc 3.0, nc 1.5), 20/07/99 (wbc 2.8, nc

1.4).

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142150 Seq: 1 Gender: F
Reported: 30/07/1999 Weight:
Hospitalisation: Age:
DOB:

Onset Date: 16/07/1999

Outcome: Not yet recovered Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Rash Eczematous rash on palms, hands, &
flexion regions
Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 300.0 Milligram Daily Oral
Batch: Started: 16/06/1999 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
See original report for other drug details: lithium.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142152 Seq: 1 Gender: M
Reported: 30/07/1999 Weight:
Age: 25

Hospitalisation:
Onset Date: 19/07/1999
Outcome: Unknown

Reaction Details:

DOB: 07/05/1974
Causality: Causality possible

Preferred Term Severity Report Description Treatment

Hypertension Bp 150/105

Medicine Details:

CLOZARIL (Suspected) Reason:

Tablet
Batch: Started: 13/04/1999 Stopped:

0.0 Oral

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
See original report for other drug details: amitriptyline. patient's pretreatment bp was 130/80. patient is a heavy drinker.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142154 Seq: 1 Gender: M
Reported: 30/07/1999 Weight:
Hospitalisation: Age: 27Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Hepatic function abnormal Variations in transaminase Clozaril ceased

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: 17/02/1999 Stopped: 28/05/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
ALT = SGPT 14/01/1999 24
ALT = SGPT 24/05/1999 173
ALT = SGPT 06/07/1999 129
AST = SGOT 14/01/1999 196
AST = SGOT 24/05/1999 69
AST = SGOT 06/07/1999 47
GGT = SGGT = 14/01/1999 39

Additional Information:

the dosage stop date is not necessarily accurate but indicates that stoppage occurred sometime during the month.

Report Run : 05/06/2007 10:14AM  Database: pusime02 ADRS004 Page 418 of 719




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Reaction Details:

Medicine Details:

Case Number: 142154 Seq: 1 Gender: M
Reported: 30/07/1999 Weight:
Hospitalisation: Age: 27Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: 17/02/1999 Stopped: 28/05/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
GGT = SGGT = 24/05/1999 48
GGT = SGGT = 06/07/1999 50
LDH 14/01/1999 25
LDH 24/05/1999 272
LDH 06/07/1999 207

Additional Information:
the dosage stop date is not necessarily accurate but indicates that stoppage occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142157 Seq: 1 Gender: M
Reported: 30/07/1999 Weight:
Hospitalisation: Age:
Onset Date: 09/07/1999 DOB:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Leukocytosis

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 200.0 Milligram Daily Oral
Batch: Started: 16/03/1999 Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Baseline nc of 7 and a wbc of 9 prior to commencing clozapine.
09/07/99 nc of 8 and wbc of 11.

Haematology

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142159 Seq: 1 Gender: M
Reported: 30/07/1999 Weight:
Age: 35

Hospitalisation:
Onset Date: 15/07/1999
Outcome: Unknown

Reaction Details:

DOB: 28/09/1963
Causality: Causality certain

Preferred Term Severity Report Description Treatment

Drug level decreased Clozapine level decreased

Medicine Details:

Reason:  Unspecified schizophrenia

CLOZARIL (Suspected)
Tablet 450.0 Milligram Daily Oral
Batch: Started: 02/04/1997 Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details
Serum drug level 15/12/1998 757 Clozapine - ng/ml
Serum drug level 15/07/1999 452 Clozapine - ng/ml

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142160 Seq: 1 Gender: M
Reported: 30/07/1999 Weight:
Hospitalisation: Age: 50Y
Onset Date: 06/07/1999 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Eosinophilia
Leukopenia

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 250.0 Milligram Daily Oral
Batch: Started: 18/06/1999 Stopped: 20/07/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Eosinophils 06/07/1999 0.56
Eosinophils 13/07/1999 4.59
Eosinophils 20/07/1999 5.78
Eosinophils 03/08/1999 0.72

Additional Information:
See original report for other drug details: cisapride, omeprazole, benztropine & coloxyl with senna
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142259 Seq: 1 Gender: M
Reported: 02/08/1999 Weight:
Hospitalisation: Admitted to hospital Age: 54
Onset Date: 23/07/1999 DOB: 21/05/1945
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Upper respiratory tract infection Chest infection
Hyperglycaemia Slightly raised blood sugar levels.
Pyrexia Temperature of 37.8 ¢
Somnolence Ceased clozaril

Medicine Details:

CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 150.0 Milligram Daily Oral
Batch: Started: 12/07/1999 Stopped: 26/07/1999

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
See original report for details on other drug: haloperidol. 142321 is a duplicate of 142259
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142279 Seq: 1 Gender: F
Reported: 02/08/1999 Weight:
Hospitalisation: Age: 17
Onset Date: 26/07/1999 DOB: 31/07/1981
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Neutropenia Clozaril discontinued

Medicine Details:

OLANZAPINE (Other drug) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 200.0 Milligram Daily Oral
Batch: Started: 02/07/1999 Stopped: 26/07/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 02/07/1999 4.0 Neutropenia (nc=1.2) on 26 july 1999
Neutrophils 27/07/1999 1.4 Neutropenia (nc=1.2) on 26 july 1999
Neutrophils 29/07/1999 29 Neutropenia (nc=1.2) on 26 july 1999
\White blood cells 02/07/1999 6.8
White blood cells 27/07/1999 4.2
\White blood cells 29/07/1999 5.58

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142280 Seq: 1 Gender: F
Reported: 02/08/1999 Weight:
Hospitalisation: Age:
Onset Date: 31/07/1999 DOB:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Tachycardia 120 bpm
Hyperglycaemia

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 150.0 Milligram Daily Oral
Batch: Started: Stopped: CONTIN

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
142580 is a duplicate of 142280 - the date of onset is not necessarily accurate but indicates that onset occurred sometime during

the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142281 Seq: 1 Gender: F
Reported: 02/08/1999 Weight:
Hospitalisation: Admitted to hospital Age: 29
Onset Date: 27/07/1999 DOB: 06/03/1970
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Neutropenia Clozaril discontinued

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 500.0 Milligram Daily Oral
Batch: Started: 06/10/1995 Stopped: 27/07/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details

Neutrophils 06/10/1995 4.8
Neutrophils 14/07/1999 1.6
Neutrophils 16/07/1999 1.7
Neutrophils 27/07/1999 1.3
Neutrophils 28/07/1999 1.7
\White blood cells 06/10/1995 7.8
White blood cells 14/07/1999 -

Additional Information:
Patient was also taking sodium valproate, ranitidine. 143900 is a duplicate of 142281
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142281 Seq: 1 Gender: F
Reported: 02/08/1999 Weight:
Hospitalisation: Admitted to hospital Age: 29
Onset Date: 27/07/1999 DOB: 06/03/1970
Outcome: Recovered Causality: Causality probable

Reaction Details:

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 500.0 Milligram Daily Oral
Batch: Started: 06/10/1995 Stopped: 27/07/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
White blood cells 16/07/1999 -
White blood cells 28/07/1999 3.7

Additional Information:
Patient was also taking sodium valproate, ranitidine. 143900 is a duplicate of 142281
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142324 Seq: 1 Gender: F
Reported: 04/08/1999 Weight:
Hospitalisation: Age: 32
Onset Date: DOB: 01/12/1966
Outcome: Death Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Dyspnoea Patient experienced shortness of breath.
Dyspepsia
Sudden death

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 550.0 Milligram Daily Oral
Batch: Started: 19/01/1994 Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 14/01/1994 6.2 17.6.99 dose was 550mg/d & 15.7.99 dose was 250mg mane &
300mg nocte.
Neutrophils 17/06/1999 9.9 17.6.99 dose was 550mg/d & 15.7.99 dose was 250mg mane &

300mg nocte.

Neutrophils 15/07/1999 6.2 17.6.99 dose was 550mg/d & 15.7.99 dose was 250mg mane &
300mg nocte.

White blood cells 14/01/1994 9.5

Additional Information:

Patient reported to emergency with shortness of breath and indigestion/heatburn. no cause for her dyspnea or indigesetion could
be found and she was released 26.7.99 and died the following day. the patient had missed her clozaril dose of 300mg nocte
before her death. the patient was extremely obese and had severe asthma. the patient was on concomitant asthma medication

but was not very compliant.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142324 Seq: 1 Gender: F
Reported: 04/08/1999 Weight:
Hospitalisation: Age: 32
Onset Date: DOB: 01/12/1966
Outcome: Death Causality: Causality possible

Reaction Details:

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 550.0 Milligram Daily Oral
Batch: Started: 19/01/1994 Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details
White blood cells 17/06/1999 13.3
White blood cells 15/07/1999 10.0

Additional Information:

but was not very compliant.

Patient reported to emergency with shortness of breath and indigestion/heatburn. no cause for her dyspnea or indigesetion could
be found and she was released 26.7.99 and died the following day. the patient had missed her clozaril dose of 300mg nocte
before her death. the patient was extremely obese and had severe asthma. the patient was on concomitant asthma medication
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142325 Seq: 1 Gender: M
Reported: 04/08/1999 Weight:
Hospitalisation: Admitted to hospital Age: 26Y

DOB:

Onset Date:
Outcome: Unknown

Reaction Details:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Intestinal obstruction Pt developed bowel obstruction after 7 Gentamicin.
weeks.
Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 300.0 Milligram Daily Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Concomitant benztropine for hypersalvation has been ceased. the reporting doctor is not aware whether the patient has

complained about conspitaion before. the patient is slightly mentally disabled.

Report Run : 05/06/2007 10:14AM  Database: pusime02 ADRS004 Page 430 of 719



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142478 Seq: 1 Gender: M
Reported: 02/08/1999 Weight:
Hospitalisation: Age: 70
Onset Date: 18/07/1999 DOB: 03/06/1929
Outcome: Death, maybe drug Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Myocardial infarction
Sudden death
Syncope

Medicine Details:

PREDNISOLONE (Other drug) Reason:
5.0 Milligram Daily
Batch: Started: Stopped:
RANITIDINE (Other drug) Reason:
50.0 Milligram Daily
Batch: Started: Stopped:
DIGOXIN (Other drug) Reason:
125.0 Microgram Daily
Batch: Started: Stopped:
ASPIRIN (Other drug) Reason:
150.0 Milligram Daily
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient history of ischaemic heart disease & coronary artery surgery. death from a suspected heart attack.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142478 Seq: 1 Gender: M
Reported: 02/08/1999 Weight:
Hospitalisation: Age: 70
Onset Date: 18/07/1999 DOB: 03/06/1929
Outcome: Death, maybe drug Causality: Causality possible

Reaction Details:

Medicine Details:

CLOZARIL (Suspected) Reason: Paralysis agitans
Tablet 25.0 Milligram Daily Oral
Batch: Started: 25/04/1999 Stopped: 18/07/1999

Laboratory Investigations:

Additional Information:
Patient history of ischaemic heart disease & coronary artery surgery. death from a suspected heart attack.

Report Run : 05/06/2007 10:14AM  Database: pusime02 ADRS004 Page 432 of 719



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142486 Seq: 1 Gender: M
Reported: 09/08/1999 Weight:
Age: 29

Hospitalisation:
Onset Date: 22/07/1999
Outcome: Recovered

DOB: 19/10/1969
Causality: Causality probable

Reaction Details:
Preferred Term Severity Report Description Treatment
Tachycardia Tachycardia up to 120 - 130 bpm
Medicine Details:
SERTRALINE HYDROCHLORIDE (Suspected) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 200.0 Milligram Daily Oral
Batch: Started: 20/07/1999 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142487 Seq: 1 Gender: F
Reported: 09/08/1999 Weight: 48.00
Hospitalisation: Age: 19Y
DOB:

Onset Date:

Outcome: Recovered Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Nausea Patient was taken off
clozapine on 09/09/1999

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 350.0 Milligram Daily Oral
Batch: Started: 01/03/1999 Stopped: 09/09/1999

Laboratory Investigations:
Date Type Range Date Tested

Result Details

Additional Information:
the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142542 Seq: 1 Gender: M
Reported: 10/08/1999 Weight:
Hospitalisation: Age: 48
Onset Date: 28/07/1999 DOB: 28/04/1951
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Neutropenia Ceased clozaril

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 150.0 Milligram Daily Oral
Batch: Started: 04/03/1997 Stopped: 28/07/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 04/03/1997 29
Neutrophils 22/07/1999 1.7
Neutrophils 28/07/1999 1.1
\White blood cells 04/03/1997 5.6
White blood cells 22/07/1999 4.5
\White blood cells 28/07/1999 3.3

Additional Information:
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142575 Seq: 1 Gender: M
Reported: 11/08/1999 Weight:
Hospitalisation: Age: 42Y
Onset Date: 31/05/1999 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Salivary gland enlargement

Headache
Hyperhidrosis
Leukopenia

Nausea

Salivary hypersecretion
Tachycardia
Thrombocytopenia

Bilateral parotid swelling and enlargement

Clozaril ceased. a short trial of
2mg per day benztropine was
given.

Medicine Details:

SERTRALINE HYDROCHLORIDE (Other drug) Reason:
100.0 Milligram Daily
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 175.0 Milligram Daily
Batch: Started: 01/05/1999 Stopped:
OLANZAPINE (Suspected) Reason:
5.0 Milligram Daily
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Haematology Platelets dropped to 129; lymphocytes dropped to 0.5. white cell
dropped to 3.7 and neutrophils dropped to 2.8.
Immunology Viral serology done earlier was consistent with a previous - but
not recent - mumps infection.

Additional Information:
- the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month. the dosage start date
is not necessarily accurate but indicates that start occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142576 Seq: 1 Gender: U
Reported: 11/08/1999 Weight:
Hospitalisation: Admitted to hospital Age: 41Y

DOB:

Onset Date:
Outcome: Unknown

Reaction Details:

Causality: Causality possible

Preferred Term Severity Report Description Treatment

Hypotension

Medicine Details:

Reason:  Unspecified schizophrenia

CLOZARIL (Suspected)

Tablet 0.0 Oral

Batch: Started: 01/05/1990 Stopped:
FLUOXETINE HYDROCHLORIDE (Suspected) Reason:

0.0

Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

CLOPINE,CLOZAPINE,CLOZARIL

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 142578 Seq: 1 Gender: M
Reported: 11/08/1999 Weight:
Hospitalisation: Age: 46Y
Onset Date: 01/06/1999 DOB:

Outcome: Unknown
Reaction Details:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Hypotension Blood pressure drop of 40mm hg.
Dizziness Clozaril reduced to 500mg a
day on 01/06/99.

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 700.0 Milligram Daily Oral
Batch: Started: 01/01/1998 Stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
the dosage start date is not accurate but indicates that start occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142579 Seq: 1 Gender: M
Reported: 11/08/1999 Weight:
Age: 24

Hospitalisation:
Onset Date: 31/03/1999
Outcome: Unknown

Reaction Details:
Preferred Term Severity Report Description Treatment

Elevated eosinophil count

DOB: 04/01/1975
Causality: Causality possible

Eosinophilia

Medicine Details:

Reason:  Unspecified schizophrenia

CLOZARIL (Suspected)
Tablet 650.0 Milligram Daily Oral
Batch: Started: 01/01/1997 Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details
Eosinophils Eosinophils 0.39 10x9/I

Additional Information:
- the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month. the dosage start date

is not accurate but indicates that start occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142581 Seq: 1 Gender: M
Reported: 11/08/1999 Weight:
Hospitalisation: Age: 29
Onset Date: 23/06/1999 DOB: 05/08/1969

Outcome: Not yet recovered Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Tachycardia Tachycardia 110 - 120 bpm

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 300.0 Milligram Daily Oral
Batch: Started: 21/06/1999 Stopped: CONTIN
PSEUDOEPHEDRINE HYDROCHLORIDE (Suspected) Reason:
300.0 Milligram Daily
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Ecg showed sinus tachycardia of approximately 120 bpm.

Electrocardiograph

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142593 Seq: 1 Gender: M
Reported: 11/08/1999 Weight:
Hospitalisation: Age: 40Y

DOB:

Onset Date:
Outcome: Unknown

Reaction Details:

Causality: Causality possible

Preferred Term Severity Report Description Treatment

Polydipsia Worsening of polydipsia

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia

Tablet 300.0 Milligram Daily Oral
Batch: Started: L TERM Stopped:
LITHIUM CARBONATE (Suspected) Reason:
250.0 Milligram Daily
Batch: Started: 01/10/1998 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.

Report Run : 05/06/2007 10:14AM Database: pusime02 ADRS004 Page 441

of 719




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142629 Seq: 1 Gender: M
Reported: 16/08/1999 Weight:
Hospitalisation: Age: 50Y
Onset Date: 06/07/1999 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Eosinophilia

Medicine Details:

PREPULSID (Other drug) Reason:
40.0 Milligram Daily
Batch: Started: Stopped:
LOSEC (Other drug) Reason:
20.0 Milligram Daily
Batch: Started: Stopped:
COGENTIN (Other drug) Reason:
2.0 Milligram Daily
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:
Tablet 325.0 Milligram Daily Oral
Batch: Started: 18/06/1999 Stopped: 20/07/1999
Laboratory Investigations:
Date Type Range Date Tested Result Details
Eosinophils Highest reported eos. was 5.78 (20/07/99). clozapine was
ceased, eos have dropped to 1.31.

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142636 Seq: 1 Gender: F
Reported: 13/08/1999 Weight:
Hospitalisation: Age:
DOB:

Onset Date: 27/07/1999
Outcome: Unknown

Reaction Details:
Preferred Term Severity Report Description Treatment

Influenza like iliness
Pyrexia

Causality: Causality possible

Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 300.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142689 Seq: 1 Gender: M
Reported: 16/08/1999 Weight:
Hospitalisation: Age: 42
Onset Date: DOB: 21/08/1956
Outcome: Unknown Causality: Causality possible

Reaction Details:

Preferred Term Severity Report Description Treatment

Salivary hypersecretion

Medicine Details:

SODIUM VALPROATE (Other drug) Reason:
0.0
Batch: Started: Stopped:
CLONAZEPAM (Other drug) Reason:
0.0
Batch: Started: Stopped:
BENZTROPINE MESYLATE (Other drug) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 550.0 Milligram Daily Oral
Batch: Started: 19/03/1996 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

Report Run : 05/06/2007 10:14AM Database: pusime02 ADRS004 Page 444 of 719



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142690 Seq: 1 Gender: M
Reported: 16/08/1999 Weight:
Hospitalisation: Age: 31
Onset Date: DOB: 06/03/1968
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Salivary hypersecretion

Medicine Details:

BENZTROPINE MESYLATE (Other drug) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 800.0 Milligram Daily Oral
Batch: Started: 14/07/1995 Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142691 Seq: 1 Gender: M
Reported: 16/08/1999 Weight:
Hospitalisation: Age: 25
Onset Date: DOB: 26/07/1974

Outcome: Unknown Causality: Causality possible

Reaction Details:

Preferred Term Severity Report Description Treatment
Salivary hypersecretion
Medicine Details:
CLONAZEPAM (Other drug) Reason:
0.0
Batch: Started: Stopped:
HALOPERIDOL (Other drug) Reason:
0.0
Batch: Started: Stopped:
SODIUM VALPROATE (Other drug) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 550.0 Milligram Daily Oral
Batch: Started: 07/10/1998 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142692 Seq: 1 Gender: M
Reported: 16/08/1999 Weight:
Hospitalisation: Age: 37
Onset Date: DOB: 03/10/1961
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Salivary hypersecretion

Medicine Details:

BENZTROPINE MESYLATE (Other drug) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 800.0 Milligram Daily Oral
Batch: Started: 19/02/1996 Stopped: CONTIN

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142693 Seq: 1 Gender: F
Reported: 16/08/1999 Weight:
Hospitalisation: Age: 42Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
\Vomiting Bile taste in mouth
Constipation Severe at times
Cholelithiasis
Urinary incontinence
Weight increased

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 350.0 Milligram Daily Oral
Batch: Started: 01/01/1996 Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Other data Cat scan detected gallstones (2cm)

Additional Information:
Aggravation of psychosis after clozaril was discontinued. the dosage start date is not accurate but indicates that start occurred
sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142696 Seq: 1 Gender: M
Reported: 16/08/1999 Weight:
Hospitalisation: Age: 25
Onset Date: 03/08/1999 DOB: 18/08/1973
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Leukopenia Clozaril was discontinued

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 300.0 Milligram Daily Oral
Batch: Started: 29/12/1998 Stopped: 04/08/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 29/12/1998 2.2
Neutrophils 29/07/1999 1.9
Neutrophils 03/08/1999 1.5
Neutrophils 04/08/1999 1.8
White blood cells 29/12/1998 3.6
\White blood cells 29/07/1999 3.0
White blood cells 03/08/1999 25

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142696 Seq: 1 Gender: M
Reported: 16/08/1999 Weight:
Age: 25

Hospitalisation:
Onset Date: 03/08/1999
Outcome: Recovered

Reaction Details:

DOB: 18/08/1973
Causality: Causality probable

Medicine Details:
CLOZARIL (Suspected) Reason:
Tablet 300.0 Milligram Daily Oral
Batch: Started: 29/12/1998 Stopped: 04/08/1999

Laboratory Investigations:
Date Type Range Date Tested Result Details

White blood cells 04/08/1999 3.2

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142698 Seq: 1 Gender: F

Reported: 16/08/1999 Weight:

Hospitalisation: Admitted to hospital Age: 50Y
Onset Date: 31/08/1999 DOB:

Outcome: Recovered Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Hepatic function abnormal Raised ast and alt Discontinued clozaril on the 10
august 1999

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 300.0 Milligram Daily Oral
Batch: Started: 26/07/1999 Stopped: 10/08/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
ALT = SGPT (0-55) 07/08/1999 109
ALT = SGPT (0-55) 08/08/1999 84
ALT = SGPT (0-55) 09/08/1999 79
SAP = ALP (0-120) 07/08/1999 135
SAP = ALP (0-120) 08/08/1999 144
SAP = ALP (0-120) 09/08/1999 131

Additional Information:
- the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.

Report Run : 05/06/2007 10:14AM  Database: pusime02 ADRS004 Page 451 of 719



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142703 Seq: 1 Gender: M
Reported: 16/08/1999 Weight:
Hospitalisation: Age: 37
Onset Date: 24/07/1999 DOB: 18/01/1962
Outcome: Death Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Sudden death Suspected heart attack

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 550.0 Milligram Daily Oral
Batch: Started: 01/06/1994 Stopped: 24/07/1999
SERTRALINE HYDROCHLORIDE (Suspected) Reason:
50.0 Milligram Daily
Batch: Started: 02/06/1999 Stopped:
DIAZEPAM (Suspected) Reason:
5.0 Milligram Daily
Batch: Started: L TERM Stopped:
OXAZEPAM (Suspected) Reason:
15.0 Milligram Daily
Batch: Started: L TERM Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

and old myocardial infarction.

Patient history hyperlipidaemia, strong family histroy of ischaemic heart disease. autopsy report showed coronary atherosclerosis
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142715 Seq: 1 Gender: M
Reported: 02/08/1999 Weight:
Hospitalisation: Admitted to hospital Age: A4
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Renal impairment Life Life threatening Dialysis, electrolyte rx, small
threatening bowel resection
Neutropenia Neutropenia over two weeks
Colitis
Flatulence
Hyperglycaemia
lleus
Syncope

Medicine Details:

SODIUM VALPROATE (Other drug) Reason:
1.6 Gram Daily
Batch: Started: 21/04/1999 Stopped: 05/07/1999
RISPERIDONE (Other drug) Reason:
3.0 Milligram Daily
Batch: Started: 01/01/1999 Stopped: 09/06/1999
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 300.0 Milligram Daily Oral
Batch: Started: 26/05/1999 Stopped: 03/07/1999

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Relevant history: overweight, long history of polydypsia, long-standing renal inpairment. the dosage start date is not accurate but
indicates that start occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142756 Seq: 1 Gender: F
Reported: 18/08/1999 Weight:
Hospitalisation: Age: 46Y

DOB:

Onset Date: 31/12/1997
Outcome: Unknown

Reaction Details:
Preferred Term Severity Report Description Treatment

Causality: Causality possible

Salivary hypersecretion Day & night

Medicine Details:

Reason:  Unspecified schizophrenia

CLOZARIL (Suspected)
Tablet 0.0 Daily Oral
Batch: Started: 01/01/1997 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
- the date of onset is not accurate but indicates that onset occurred sometime during the year. the dosage start date is not

accurate but indicates that start occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142875 Seq: 1 Gender: M
Reported: 23/08/1999 Weight:
Hospitalisation: Age: 33
Onset Date: 09/08/1999 DOB: 31/03/1966
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Leukopenia Clozaril ceased and wbc and
nc returned to normal in two
weeks
Neutropenia

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 300.0 Milligram Daily Oral
Batch: Started: 21/04/1998 Stopped: 09/08/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 21/04/1998 4.9
Neutrophils 09/08/1999 0.8
Neutrophils 10/08/1999 0.9
Neutrophils 11/08/1999 1.1
Neutrophils 12/08/1999 1.0
\White blood cells 21/04/1998 7.5
White blood cells 09/08/1999 29

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142875 Seq: 1 Gender: M
Reported: 23/08/1999 Weight:
Age: 33

Hospitalisation:
Onset Date: 09/08/1999
Outcome: Recovered

Reaction Details:

DOB: 31/03/1966
Causality: Causality probable

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 300.0 Milligram Daily Oral
Batch: Started: 21/04/1998 Stopped: 09/08/1999
Laboratory Investigations:
Date Type Range Date Tested Result Details
White blood cells 10/08/1999 3.1
\White blood cells 11/08/1999 34
White blood cells 12/08/1999 3.2

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142876 Seq: 1 Gender: M
Reported: 23/08/1999 Weight:
Hospitalisation: Admitted to hospital Age: 19Y
Onset Date: 11/08/1999 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Supraventricular tachycardia Pulse rate of 150bpm Clozaril discontinued and
propanolol commenced.

Medicine Details:

CIPRAMIL (Suspected) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 300.0 Milligram Daily Oral
Batch: Started: 29/07/1999 Stopped: 11/08/1999

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142877 Seq: 1 Gender: M
Reported: 23/08/1999 Weight:
Hospitalisation: Admitted to hospital Age: 63
Onset Date: 10/08/1999 DOB: 28/02/1936
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Neutropenia Patient was hospitalised and
given g-csf and iv antibiotics

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 300.0 Milligram Daily Oral
Batch: Started: 20/05/1999 Stopped: 10/08/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 20/05/1999 2.8
Neutrophils 03/08/1999 35
Neutrophils 10/08/1999 1.3
Neutrophils 17/08/1999 0.1
Neutrophils 22/08/1999 0.3
Neutrophils 23/08/1999 <0.1
Neutrophils 24/08/1999 0.0

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142877 Seq: 1 Gender: M
Reported: 23/08/1999 Weight:
Hospitalisation: Admitted to hospital Age: 63
Onset Date: 10/08/1999 DOB: 28/02/1936
Outcome: Not yet recovered Causality: Causality possible

Reaction Details:

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 300.0 Milligram Daily Oral
Batch: Started: 20/05/1999 Stopped: 10/08/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 02/09/1999 4.1
Neutrophils 09/09/1999 4.8
White blood cells 20/05/1999 6.6
\White blood cells 03/08/1999 55
White blood cells 10/08/1999 3.0
\White blood cells 24/08/1999 1.4
White blood cells 25/08/1999 1.0

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142877 Seq: 1 Gender: M
Reported: 23/08/1999 Weight:
Hospitalisation: Admitted to hospital Age: 63
Onset Date: 10/08/1999 DOB: 28/02/1936
Outcome: Not yet recovered Causality: Causality possible

Reaction Details:

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 300.0 Milligram Daily Oral
Batch: Started: 20/05/1999 Stopped: 10/08/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
\White blood cells 24/08/1999 -
\White blood cells 02/09/1999 8.3
White blood cells 09/09/1999 9.2

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142922 Seq: 1 Gender: M
Reported: 20/08/1999 Weight:
Hospitalisation: Age: 21
Onset Date: 05/08/1999 DOB: 03/12/1977
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Neutropenia Ceased clozaril

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 500.0 Milligram Daily Oral
Batch: Started: 23/02/1999 Stopped: 05/08/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 23/02/1999 3.8
Neutrophils 05/08/1999 1.4
Neutrophils 06/08/1999 1.6
\White blood cells 23/02/1999 7.1
White blood cells 05/08/1999 3.9
\White blood cells 06/08/1999 41

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142930 Seq: 1 Gender: M
Reported: 20/08/1999 Weight:
Hospitalisation: Age: 27Y
Onset Date: DOB:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Obsessive compulsive disorder
aggravated.

Neurosis

Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 450.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested

Result Details

Additional Information:
Patient also taking chlorpromazine
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142931 Seq: 1 Gender: F
Reported: 20/08/1999 Weight:
Hospitalisation: Age: 31
Onset Date: DOB: 16/07/1968
Outcome: Not yet recovered Causality: Causality certain
Reaction Details:
Preferred Term Severity Report Description Treatment

Drug level increased

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 500.0 Milligram Daily Oral
Batch: Started: 01/04/1997 Stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details
Serum drug level 15/05/1999 4.34
Serum drug level 28/06/1999 2.87
Serum drug level 02/07/1999 3.47
Serum drug level 26/07/1999 2.98

Additional Information:
Patient is a non-smoker, does not drink large amounts of caffeinated drinks, & was not on any illicit substances.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142978 Seq: 1 Gender: F
Reported: 25/08/1999 Weight:
Hospitalisation: Age: 40Y

DOB:

Onset Date:
Outcome: Recovered

Reaction Details:
Preferred Term Severity Report Description Treatment

Clozaril and lithium have been
ceased

Causality: Causality possible

Convulsion Myoclonic jerks

Delirium
Electroencephalogram abnormal

Medicine Details:
CLOZARIL (Suspected)

Reason:  Unspecified schizophrenia

Tablet 100.0 Milligram Daily Oral
Batch: Started: Stopped: 18W

LITHIUM CARBONATE (Suspected) Reason:

1.0 Gram Daily

Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 142982 Seq: 1 Gender: M
Reported: 25/08/1999 Weight:
Age: 43

Hospitalisation:
Onset Date: 10/08/1999
Outcome: Death

DOB: 14/11/1955
Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Sudden death Patient died suddenly on 10 august 1999
Medicine Details:
THEOPHYLLINE (Other drug) Reason:
600.0 Milligram Daily
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:
Tablet 300.0 Milligram Daily Oral
Batch: Started: 10/12/1996 Stopped: 10/08/1999
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
The patient had a history of drug abuse.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

CLOPINE,CLOZAPINE,CLOZARIL

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 143019 Seq: 1 Gender: M
Reported: 26/08/1999 Weight:
Hospitalisation: Admitted to hospital Age: 25
Onset Date: 31/08/1999 DOB: 11/09/1973
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Tachycardia 140 bpm in august 1999 Adenosine and verapamil.
desipramine therapy ceased.

Medicine Details:

DESIPRAMINE HYDROCHLORIDE (Suspected) Reason:
Tablet 150.0 Milligram Daily Oral
Batch: Started: Stopped: 28/08/1999
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 125.0 Milligram Daily Oral
Batch: Started: 01/08/1999 Stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details

Electrocardiograph Ecg confirmed svt.

Additional Information:

sometime during the month.

Symptoms occorred 2 to 3 weeks after commenced therapy with (clozapine). - the date of onset is not necessarily accurate but
indicates that onset occurred sometime during the month. the dosage stop date is not necessarily accurate but indicates that
stoppage occurred sometime during the month. the dosage start date is not necessarily accurate but indicates that start occurred
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143020 Seq: 1 Gender: M
Reported: 26/08/1999 Weight:
Hospitalisation: Age: 48
Onset Date: 05/08/1999 DOB: 27/08/1950
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Hepatic function abnormal Risen Ift's.

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia

Tablet 600.0 Milligram Daily Oral

Batch: Started: 01/03/1998 Stopped: CONTIN
SODIUM VALPROATE (Suspected) Reason:  Other&unspecified epilepsy

Tablet 120.0 Milligram Daily Oral

Batch: Started: 01/11/1998 Stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details
GGT = SGGT = (5-60) 05/08/1999 138
SAP = ALP (40-1250 05/08/1999 179

Additional Information:

In the last two weeks, 16 months after starting therapy with clozaril, symptoms occurred. therapy with clozaril was increased to
150mg morning and 450mg at night. the dosage start date is not necessarily accurate but indicates that start occurred sometime
during the month. the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.

Report Run : 05/06/2007 10:14AM  Database: pusime02 ADRS004 Page 467 of 719



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143125 Seq: 1 Gender: M
Reported: 30/08/1999 Weight:
Hospitalisation: Age: 19
Onset Date: 16/08/1999 DOB: 13/11/1979
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Influenza like illness
Neutropenia Ceased clozaril

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 200.0 Milligram Daily Oral
Batch: Started: 21/01/1994 Stopped: 28/08/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 16/08/1999 1.1
Neutrophils 14/02/1994 2.7
Neutrophils 19/07/1999 1.7
Neutrophils 22/07/1999 2.1
Neutrophils 17/08/1999 2.0
\White blood cells 16/08/1999 4.8
White blood cells 14/02/1994 6.6

Additional Information:
Patient was noted to have neutropenia 5 1/2 years after starting clozaril. the dosage stop date is not necessarily accurate but
indicates that stoppage occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143125 Seq: 1 Gender: M
Reported: 30/08/1999 Weight:
Age: 19

Hospitalisation:
Onset Date: 16/08/1999
Outcome: Recovered

Reaction Details:

DOB: 13/11/1979
Causality: Causality possible

Medicine Details:
CLOZARIL (Suspected) Reason:
Tablet 200.0 Milligram Daily Oral
Batch: Started: 21/01/1994 Stopped: 28/08/1999
Laboratory Investigations:
Date Type Range Date Tested Result Details
White blood cells 19/07/1999 5.3
\White blood cells 22/07/1999 6.4
White blood cells 17/08/1999 55

Additional Information:

indicates that stoppage occurred sometime during the month.

Patient was noted to have neutropenia 5 1/2 years after starting clozaril. the dosage stop date is not necessarily accurate but
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143154 Seq: 1 Gender: F
Reported: 30/08/1999 Weight:
Hospitalisation: Age:
DOB:

Onset Date:
Outcome: Unknown

Reaction Details:
Preferred Term Severity Report Description

Enlarged heart

Causality: Causality possible

Treatment

Cardiomegaly

Medicine Details:
CLOZARIL (Suspected)

Tablet
Batch:

Reason:  Unspecified schizophrenia

0.0 Oral

Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result

Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143156 Seq: 1 Gender: M
Reported: 30/08/1999 Weight:
Hospitalisation: Age:
DOB:

Onset Date:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Salivary hypersecretion
Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 350.0 Milligram Daily Oral
Batch: Started: 13/03/1995 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143157 Seq: 1 Gender: F
Reported: 30/08/1999 Weight:
Hospitalisation: Age:
DOB:

Onset Date:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Salivary hypersecretion
Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 600.0 Milligram Daily Oral
Batch: Started: 15/12/1994 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143158 Seq: 1 Gender: F
Reported: 30/08/1999 Weight:
Hospitalisation: Age:
DOB:

Onset Date:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Salivary hypersecretion
Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 700.0 Milligram Daily Oral
Batch: Started: 05/11/1994 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143159 Seq: 1 Gender: M
Reported: 30/08/1999 Weight:
Hospitalisation: Age:
DOB:

Onset Date:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Salivary hypersecretion
Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 600.0 Milligram Daily Oral
Batch: Started: 24/10/1996 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143160 Seq: 1 Gender: F
Reported: 30/08/1999 Weight:
Hospitalisation: Age:
DOB:

Onset Date:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Salivary hypersecretion
Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 700.0 Milligram Daily Oral
Batch: Started: 05/04/1995 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run : 05/06/2007 10:14AM Database: pusime02 ADRS004 Page 475 of 719



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143162 Seq: 1 Gender: F
Reported: 30/08/1999 Weight:
Hospitalisation: Age: 14Y

DOB:

Onset Date:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Dizziness
Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 50.0 Milligram Daily Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143163 Seq: 1 Gender: U
Reported: 30/08/1999 Weight:
Hospitalisation: Age:
DOB:

Onset Date:
Outcome: Unknown

Reaction Details:

Preferred Term Severity Report Description

Exacerbation of obsessive-compulsive
disorder

Causality: Causality possible

Treatment

Neurosis

Medicine Details:
CLOZARIL (Suspected)

Tablet
Batch:

Reason:  Unspecified schizophrenia

0.0 Oral

Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result

Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143164 Seq: 1 Gender: U
Reported: 30/08/1999 Weight:
Hospitalisation: Age:
DOB:

Onset Date:
Outcome: Unknown

Reaction Details:

Preferred Term Severity Report Description

Exacerbation of obsessive-compulsive
disorder

Causality: Causality possible

Treatment

Neurosis

Medicine Details:
CLOZARIL (Suspected)

Tablet
Batch:

Reason:  Unspecified schizophrenia

0.0 Oral

Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result

Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143165 Seq: 1 Gender: M
Reported: 30/08/1999 Weight:
Age: 23

Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Details:
Preferred Term Severity Report Description Treatment

Eosinophil count rising

DOB: 24/06/1976
Causality: Causality possible

Eosinophilia

Medicine Details:
SODIUM VALPROATE (Other drug) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 300.0 Milligram Daily Oral
Batch: Started: 13/07/1999 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
Eosinophils Last week eosinophil count=0.9 x 10?9/l 16/8/99: eosinophil
count=1.3 x 10?9/1 25/8/99: eosinophil count normal

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143169 Seq: 1 Gender: F
Reported: 30/08/1999 Weight:
Hospitalisation: Age: 40
Onset Date: 17/08/1999 DOB: 16/07/1959
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Leukopenia
Neutropenia Granulocyte colony stimulating
factor.

Medicine Details:

SODIUM VALPROATE (Other drug) Reason:
Tablet 1.0 Gram Daily Oral
Batch: Started: Stopped:

CLOZARIL (Suspected) Reason:
Tablet 400.0 Milligram Daily Oral
Batch: Started: 16/07/1997 Stopped: 28/08/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 07/07/1997 4.6
Neutrophils 03/08/1999 2.1
Neutrophils 17/08/1999 1.0
\White blood cells 07/07/1997 7.7
White blood cells 03/08/1999 3.7
\White blood cells 17/08/1999 2.3

Additional Information:
the dosage stop date is not necessarily accurate but indicates that stoppage occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143170 Seq: 1 Gender: M
Reported: 30/08/1999 Weight:
Hospitalisation: Age: 30
Onset Date: 16/08/1999 DOB: 03/10/1968
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Leukopenia
Neutropenia

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 500.0 Milligram Daily Oral
Batch: Started: 11/01/1999 Stopped: 28/08/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 06/01/1999 3.9
Neutrophils 17/08/1999 1.2
Neutrophils 16/08/1999 1.6
\White blood cells 06/01/1999 5.7
White blood cells 17/08/1999 2.3
\White blood cells 16/08/1999 29

Additional Information:
the dosage stop date is not necessarily accurate but indicates that stoppage occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143172 Seq: 1 Gender: M
Reported: 30/08/1999 Weight:
Hospitalisation: Age: 20Y
Onset Date: DOB:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Urinary incontinence

Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 0.0 Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143174 Seq: 1 Gender: F
Reported: 30/08/1999 Weight:
Hospitalisation: Age: 22
Onset Date: 16/08/1999 DOB: 10/03/1977
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Neutropenia Clozaril discontinued

Medicine Details:

CIPRAMIL (Suspected) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 150.0 Milligram Daily Oral
Batch: Started: 07/03/1998 Stopped: 16/08/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 03/03/1998 2.8
Neutrophils 19/07/1999 2.4
Neutrophils 19/08/1999 1.8
Neutrophils 23/08/1999 3.4
Neutrophils 13/09/1999 3.0
Neutrophils 06/09/1999 2.9
Neutrophils 16/08/1999 1.4

Additional Information:
Patient history: intellectual disability - chromosonal abnormality and chronic schizophrenia.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143174 Seq: 1 Gender: F
Reported: 30/08/1999 Weight:
Hospitalisation: Age: 22
Onset Date: 16/08/1999 DOB: 10/03/1977
Outcome: Recovered Causality: Causality possible

Reaction Details:

Medicine Details:

CIPRAMIL (Suspected) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 150.0 Milligram Daily Oral
Batch: Started: 07/03/1998 Stopped: 16/08/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
\White blood cells 03/03/1998 5.4
\White blood cells 19/07/1999 4.2
White blood cells 16/08/1999 3.1
\White blood cells 23/08/1999 5.2
White blood cells 19/09/1999 45
\White blood cells 06/09/1999 4.7

Additional Information:
Patient history: intellectual disability - chromosonal abnormality and chronic schizophrenia.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143175 Seq: 1 Gender: F
Reported: 30/08/1999 Weight:
Hospitalisation: Age: 39

Onset Date: 06/08/1999 DOB: 23/06/1960
Outcome: Recovered Causality: Causality possible

Reaction Details:

Preferred Term Severity Report Description

Treatment

Thrombocythaemia High platelets

Hydronephrosis Right hydronephrosis and hydroureter
Constipation

Hepatic function abnormal
Ovarian cyst

Medicine Details:

DUPHALAC (Other drug) Reason: Constipation
0.0
Batch: Started: Stopped:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 500.0 Milligram Daily Oral

Batch: Started: 01/01/1997 Stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details
ALT = SGPT 06/08/1999 137
AST = SGOT 06/08/1999 49
Bilirubin 06/08/1999 9
GGT = SGGT = 06/08/1999 358

Additional Information:
the dosage start date is not accurate but indicates that start occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143175 Seq: 1 Gender: F
Reported: 30/08/1999 Weight:
Age: 39

Hospitalisation:
Onset Date: 06/08/1999
Outcome: Recovered

Reaction Details:

DOB: 23/06/1960
Causality: Causality possible

Medicine Details:
DUPHALAC (Other drug) Reason: Constipation
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 500.0 Milligram Daily Oral
Batch: Started: 01/01/1997 Stopped: CONTIN

Laboratory Investigations:
Date Type Range Date Tested Result Details
Other data Ct abdo/pelvis on 13 sept. 1999: large pelvic cyst, possibly
related to ectopic iucd; right hydronephrosis and hydroureter
associatedd; also a simple cyst or persistent luteal cyst related
to right ovary. abdominal ultrasound showed same thing.
SAP = ALP 06/08/1999 301

Additional Information:
the dosage start date is not accurate but indicates that start occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143359 Seq: 1 Gender: F
Reported: 01/09/1999 Weight:
Hospitalisation: Age: 68
Onset Date: 16/08/1999 DOB: 07/12/1930
Outcome: Not yet recovered Causality: Causality certain
Reaction Details:
Preferred Term Severity Report Description Treatment
Leukopenia Pt developed leucopenia 3y after starting
clozaril

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 350.0 Milligram Daily Oral
Batch: Started: 13/08/1996 Stopped: 28/08/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 09/08/1996 2.9
Neutrophils 16/08/1999 1.7
Neutrophils 18/08/1999 21
Neutrophils 19/08/1989 1.7
Neutrophils 17/08/1999 1.7
Neutrophils 20/08/1999 2.0
Neutrophils 22/08/1999 1.7

Additional Information:
The patient was recommenced on 350mg/day and experienced leucopenia again. the dosage stop date is not necessarily
accurate but indicates that stoppage occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143359 Seq: 1 Gender: F
Reported: 01/09/1999 Weight:
Hospitalisation: Age: 68
Onset Date: 16/08/1999 DOB: 07/12/1930
Outcome: Not yet recovered Causality: Causality certain

Reaction Details:

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 350.0 Milligram Daily Oral
Batch: Started: 13/08/1996 Stopped: 28/08/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 24/08/1999 1.5
Neutrophils 26/08/1999 1.8
Neutrophils 25/08/1999 1.7
Neutrophils 23/08/1999 1.7
Neutrophils 21/08/1999 1.6
\White blood cells 09/08/1996 5.2
White blood cells 16/08/1999 2.7

Additional Information:
The patient was recommenced on 350mg/day and experienced leucopenia again. the dosage stop date is not necessarily
accurate but indicates that stoppage occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143359 Seq: 1 Gender: F
Reported: 01/09/1999 Weight:
Hospitalisation: Age: 68
Onset Date: 16/08/1999 DOB: 07/12/1930
Outcome: Not yet recovered Causality: Causality certain

Reaction Details:

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 350.0 Milligram Daily Oral
Batch: Started: 13/08/1996 Stopped: 28/08/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
\White blood cells 17/08/1999 3.0
\White blood cells 18/08/1999 35
White blood cells 19/08/1989 3.0
\White blood cells 20/08/1999 3.1
White blood cells 21/08/1999 2.6
\White blood cells 22/08/1999 25
White blood cells 23/08/1999 29

Additional Information:
The patient was recommenced on 350mg/day and experienced leucopenia again. the dosage stop date is not necessarily
accurate but indicates that stoppage occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143359 Seq: 1 Gender: F
Reported: 01/09/1999 Weight:
Hospitalisation: Age: 68
Onset Date: 16/08/1999 DOB: 07/12/1930
Outcome: Not yet recovered Causality: Causality certain

Reaction Details:

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 350.0 Milligram Daily Oral
Batch: Started: 13/08/1996 Stopped: 28/08/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
\White blood cells 24/08/1999 2.6
\White blood cells 25/08/1999 29
White blood cells 26/08/1999 29

Additional Information:
The patient was recommenced on 350mg/day and experienced leucopenia again. the dosage stop date is not necessarily
accurate but indicates that stoppage occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143433 Seq: 1 Gender: F
Reported: 03/09/1999 Weight:
Hospitalisation: Age: 45
Onset Date: DOB: 12/07/1954
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Urinary incontinence Nocturnal enuresis approximately 3 times |Treatment with ephedrine
per week 30mg bd unresponsive.

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 500.0 Milligram Daily Oral
Batch: Started: S TERM Stopped: CONTIN

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143435 Seq: 1 Gender: M
Reported: 03/09/1999 Weight:
Hospitalisation: Age: 22Y

DOB:

Onset Date: 19/08/1999
Outcome: Unknown

Reaction Details:
Preferred Term Severity Report Description Treatment

Decreased neutrophil count after one week

Causality: Causality possible

Neutropenia

Medicine Details:

Reason:  Unspecified schizophrenia

CLOZARIL (Suspected)
Tablet 50.0 Milligram Daily Oral
Batch: Started: 12/08/1999 Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details
Neutrophils 12/08/1999 | 3.0 10X9/L
Neutrophils 19/08/1999 | 1.9 10X9/L

Additional Information:
See original report for details of other drugs - aropax, cannabis.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143436 Seq: 1 Gender: M
Reported: 03/09/1999 Weight:
Age: 20

Hospitalisation:
Onset Date: 28/08/1999
Outcome: Recovered

Reaction Details:
Preferred Term Severity Report Description Treatment

Neutropenia 9 months after start of clozaril [Clozaril was discontinued

DOB: 11/04/1979
Causality: Causality probable

Neutropenia

Medicine Details:

CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: 13/11/1998 Stopped: 23/08/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 28/08/1999 1.4
White blood cells 23/08/1999 3.0

Additional Information:
144147 is a duplicate of 143436
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143437 Seq: 1 Gender: F
Reported: 03/09/1999 Weight:
Hospitalisation: Age: 31
Onset Date: 16/08/1999 DOB: 25/08/1967
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Eosinophilia Eosinophils increased
Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: S TERM Stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details

Eosinophils
results were: 1.30 - 0.90 - 0.70.

Normal blood count on 9/8/99. on 16/8/99 eosinophils increased
to 1.5 (no units supplied). follow-up 12/10/99: weekly eosinophil

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143440 Seq: 1 Gender: U
Reported: 03/09/1999 Weight:
Hospitalisation: Age:
DOB:

Onset Date:
Outcome: Unknown

Reaction Details:
Preferred Term Severity Report Description

Neuroleptic malignant syndrome Suspected neuroleptic malignant
syndrome

Causality: Causality possible

Treatment

Medicine Details:
CLOZARIL (Suspected)

Tablet
Batch:

Reason:
0.0 Oral

Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result

Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143479 Seq: 1 Gender: F
Reported: 06/09/1999 Weight:
Age: 26Y

Hospitalisation:
Onset Date: 17/08/1999
Outcome: Not yet recovered

Reaction Details:
Preferred Term Severity Report Description Treatment

Eosinophilia

DOB:
Causality: Causality possible

Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 425.0 Milligram Daily Oral
Batch: Started: Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143480 Seq: 1 Gender: M
Reported: 30/08/1999 Weight:
Age: 44

Hospitalisation:
Onset Date:
Outcome: Unknown

DOB: 12/04/1955
Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Convulsion
Medicine Details:
STRESS & ANXIETY RELIEF (Suspected) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143482 Seq: 1 Gender: M
Reported: 06/09/1999 Weight:
Hospitalisation: Age: 46
Onset Date: 01/09/1999 DOB: 20/01/1953
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Agranulocytosis Clozaril discontinued, g-csf
injections given

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 600.0 Milligram Daily Oral
Batch: Started: 21/05/1999 Stopped: 31/08/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 21/05/1999 5.5
Neutrophils 31/08/1999 0.7
Neutrophils 01/09/1999 0.4
Neutrophils 02/09/1999 0.25
Neutrophils 09/09/1999 1.86
Neutrophils 08/09/1999 0.12
Neutrophils 06/09/1999 0.04

Additional Information:

Report Run : 05/06/2007 10:15AM  Database: pusime02 ADRS004 Page 498 of 719



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143482 Seq: 1 Gender: M
Reported: 06/09/1999 Weight:
Hospitalisation: Age: 46
Onset Date: 01/09/1999 DOB: 20/01/1953
Outcome: Not yet recovered Causality: Causality possible

Reaction Details:

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 600.0 Milligram Daily Oral
Batch: Started: 21/05/1999 Stopped: 31/08/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 05/09/1999 0.07
\White blood cells 21/05/1999 9.9
White blood cells 31/08/1999 1.9
\White blood cells 01/09/1999 1.7
White blood cells 02/09/1999 1.6
\White blood cells 05/09/1999 1.4
White blood cells 06/09/1999 1.4

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143482 Seq: 1 Gender: M
Reported: 06/09/1999 Weight:
Hospitalisation: Age: 46
Onset Date: 01/09/1999 DOB: 20/01/1953

Outcome: Not yet recovered Causality: Causality possible

Reaction Details:

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 600.0 Milligram Daily Oral
Batch: Started: 21/05/1999 Stopped: 31/08/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
White blood cells 08/09/1999 2.9
White blood cells 09/09/1999 7.4

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143485 Seq: 1 Gender: M
Reported: 06/09/1999 Weight:
Hospitalisation: Age: 34
Onset Date: 29/08/1999 DOB: 17/04/1965
Outcome: Death Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Sudden death

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 625.0 Milligram Daily Oral
Batch: Started: 02/04/1996 Stopped: 29/08/1999
BENZTROPINE MESYLATE (Suspected) Reason:  Salivary secretion disturbance
1.0 Milligram Daily
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Date of death 29/08/1999. autopsy, results pending
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143563 Seq: 1 Gender: M
Reported: 03/09/1999 Weight:
Hospitalisation: Age: 30Y
Onset Date: 26/08/1999 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Eosinophilia

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 300.0 Milligram Daily Oral
Batch: Started: 26/06/1999 Stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details
Eosinophils 15/11/1998 0.8
Eosinophils 15/06/1999 0.2
Eosinophils 26/06/1999 0.3
Eosinophils 26/08/1999 1.55

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143639 Seq: 1 Gender: M
Reported: 13/09/1999 Weight:
Hospitalisation: Age: 31Y

DOB:

Onset Date: 01/09/1999

Outcome: Recovered Causality: Causality probable

Reaction Details:
Preferred Term Severity Report Description Treatment
Hypotension Bp 80 palpable
Bradycardia Hr 60
Medicine Details:
CLOZAPINE (Suspected) Reason:  Unspecified schizophrenia
12.5 Milligram 1 time
Batch: Started: 01/09/1999 Stopped: 01/09/1999
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
No history of hypotension with other antipsychotic agents.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143683 Seq: 1 Gender: F
Reported: 13/09/1999 Weight:
Hospitalisation: Age: 41
Onset Date: 31/08/1999 DOB: 30/07/1958
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Neutropenia Clozaril was ceased

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 300.0 Milligram Daily Oral
Batch: Started: 20/10/1998 Stopped: 31/08/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 20/10/1998 3.3* * pre-treatment results
Neutrophils 03/08/1999 2.7 * pre-treatment results
Neutrophils 31/08/1999 1.4 * pre-treatment results
White blood cells 20/10/1998 5.1* * pre-treatment results
\White blood cells 03/08/1999 4.6 * pre-treatment results
White blood cells 31/08/1999 3.1 * pre-treatment results

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143685 Seq: 1 Gender: F
Reported: 13/09/1999 Weight:
Hospitalisation: Age: 37
Onset Date: 27/08/1999 DOB: 19/11/1961
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Neutropenia Clozaril was ceased

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 650.0 Milligram Daily Oral
Batch: Started: 19/09/1997 Stopped: 27/08/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 19/09/1997 3.3* * pre-treatment results
Neutrophils 22/08/1999 1.5 * pre-treatment results
Neutrophils 25/08/1999 1.7 * pre-treatment results
Neutrophils 27/08/1999 1.1 * pre-treatment results
Neutrophils 31/08/1999 1.2 * pre-treatment results
White blood cells 19/09/1997 7.6* * pre-treatment results
White blood cells 22/08/1999 5.2 * pre-treatment results

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143685 Seq: 1 Gender: F
Reported: 13/09/1999 Weight:
Hospitalisation: Age: 37
Onset Date: 27/08/1999 DOB: 19/11/1961
Outcome: Not yet recovered Causality: Causality possible

Reaction Details:

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 650.0 Milligram Daily Oral
Batch: Started: 19/09/1997 Stopped: 27/08/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
White blood cells 25/08/1999 5.6 * pre-treatment results
White blood cells 27/08/1999 45 * pre-treatment results
White blood cells 31/08/1999 4.9 * pre-treatment results

Additional Information:

Report Run : 05/06/2007 10:15AM  Database: pusime02 ADRS004 Page 506 of 719



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143690 Seq: 1 Gender: M
Reported: 13/09/1999 Weight:
Hospitalisation: Age: 21
Onset Date: 11/08/1999 DOB: 19/05/1978

Outcome: Not yet recovered Causality: Causality certain

Reaction Details:

Preferred Term Severity Report Description Treatment
Hypertension Severe Sustained and severe postural Fluids, rest, monitoring
hypertension.

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 12.5 Milligram Daily Oral
Batch: Started: 11/08/1999 Stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Symptoms occurred after patient commenced on the initial dose of clozaril therapy. was rechallenged the next day and

experienced similar symptoms but less severe.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143692 Seq: 1 Gender: F
Reported: 13/09/1999 Weight:
Hospitalisation: Age: 39
Onset Date: 27/08/1999 DOB: 19/12/1959
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Neutropenia Clozaril therapy ceased.
risperdal commenced.

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 37.0 Milligram Daily Oral
Batch: Started: 13/07/1998 Stopped: 27/08/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 13/07/1998 3.5
Neutrophils 27/08/1999 1.4
Neutrophils 28/08/1999 1.5
Neutrophils 29/08/1999 1.2
Neutrophils 30/08/1999 1.6
\White blood cells 13/07/1998 5.6
White blood cells 27/08/1999 3.4

Additional Information:
Symptoms occurred 13 and 1/2 months after patient commenced therapy with clozaril.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143692 Seq: 1 Gender: F
Reported: 13/09/1999 Weight:
Hospitalisation: Age: 39
Onset Date: 27/08/1999 DOB: 19/12/1959
Outcome: Recovered Causality: Causality possible

Reaction Details:

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 37.0 Milligram Daily Oral
Batch: Started: 13/07/1998 Stopped: 27/08/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
\White blood cells 28/08/1999 29
\White blood cells 29/08/1999 3.0
White blood cells 30/08/1999 3.9

Additional Information:
Symptoms occurred 13 and 1/2 months after patient commenced therapy with clozaril.
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143766 Seq: 1 Gender: F
Reported: 15/09/1999 Weight:
Hospitalisation: Admitted to hospital Age: 40
Onset Date: 10/09/1999 DOB: 28/07/1959
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Convulsion Seizure Clozaril was discontinued for
24 hours only.
Medicine Details:
LITHIUM CARBONATE (Other drug) Reason:
0.0
Batch: Started: L TERM Stopped: CONTIN
COGENTIN (Other drug) Reason:
0.0
Batch: Started: Stopped:
CLONAZEPAM (Other drug) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 425.0 Milligram Daily Oral
Batch: Started: 01/01/1998 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
The mother had inadvertently given the patient and extra 50mg as well. the dosage start date is not accurate but indicates that

start occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143771 Seq: 1 Gender: U
Reported: 15/09/1999 Weight:
Hospitalisation: Treated in outpatient department only. Age:
Onset Date: 31/08/1999 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Convulsion Seizures Stress + anxiety trauma relief

ceased and an anticonvulsant
(unspecified) was

commenced.
Medicine Details:
STRESS & ANXIETY RELIEF (Suspected) Reason:
Tablet 12.0 Dose Unspecified Daily Oral
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: 01/11/1998 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient had similar sympyoms whilst on combination of clozaril and lithium. - the date of onset is not necessarily accurate but
indicates that onset occurred sometime during the month. the dosage start date is not necessarily accurate but indicates that start

occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

CLOPINE,CLOZAPINE,CLOZARIL

Public Case Detail

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 143796 Seq: 1 Gender: F
Reported: 16/09/1999 Weight:
Hospitalisation: Age: 45Y
Onset Date: 08/09/1999 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Hemiparesis Dense right hemiparesis
Cerebrovascular disorder Embolic stroke Clozaril ceased. patient
remains on seizure
prophylaxis iv phenytoin.
Convulsion Seizure
Medicine Details:
EPILIM (Suspected) Reason:
0.0
Batch: Started: Stopped:
PROZAC (Suspected) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 450.0 Milligram Daily Oral
Batch: Started: 01/01/1997 Stopped: 09/09/1999
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient was on 400-450mg daily of clozaril, daily dose had reached 800mg at one stage but had developed a seizure. patient has
suffered fits in the past has been on epilim. the dosage start date is not accurate but indicates that start occurred sometime

during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143892 Seq: 1 Gender: F
Reported: 20/09/1999 Weight:
Hospitalisation: Age: 33
Onset Date: 15/09/1999 DOB: 01/04/1966
Outcome: Unknown Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Convulsion Patient experienced myoclonic jerks.
Neutropenia Sodium valproate 1000mg
inhalation from 8.99 to
continuing. ceased clozaril

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 300.0 Milligram Daily Oral
Batch: Started: 09/06/1999 Stopped: 17/09/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 15/09/1999 1.0 Neutrophil count dropped to 1.5 and then to 1.0..
Neutrophils 16/09/1999 2.7 Neutrophil count dropped to 1.5 and then to 1.0..
Neutrophils 17/09/1999 1.0 Neutrophil count dropped to 1.5 and then to 1.0..
Neutrophils 01/10/1999 0.9 Neutrophil count dropped to 1.5 and then to 1.0..
Neutrophils 02/10/1999 1.0 Neutrophil count dropped to 1.5 and then to 1.0..
Neutrophils 03/10/1999 1.2 Neutrophil count dropped to 1.5 and then to 1.0..
Neutrophils 04/10/1999 1.7 Neutrophil count dropped to 1.5 and then to 1.0..

Additional Information:

Patient was also taking sodium valproate, venlafaxine. three weeks ago, the patient experienced myoclonic jerks while on clozaril
and was started on sodium valproate. the patient started sodium valproate on 400mg bd but levels were subtherapeutic,
therefore the patient is currently on 400mg mane and 600mg nocte. the reporting doctor was very reluctant to discontinue clozaril
as this patient has been extremely resistant to all other treatments including ect and has a strong depressive component to her
illness.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143892 Seq: 1 Gender: F
Reported: 20/09/1999 Weight:
Hospitalisation: Age: 33
Onset Date: 15/09/1999 DOB: 01/04/1966
Outcome: Unknown Causality: Causality probable

Reaction Details:

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 300.0 Milligram Daily Oral
Batch: Started: 09/06/1999 Stopped: 17/09/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 07/10/1999 25 Neutrophil count dropped to 1.5 and then to 1.0..
White blood cells 15/09/1999 3.0
\White blood cells 16/09/1999 49
White blood cells 17/09/1999 3.5
\White blood cells 01/10/1999 25
\White blood cells 02/10/1999 2.7
White blood cells 03/10/1999 29

Additional Information:

Patient was also taking sodium valproate, venlafaxine. three weeks ago, the patient experienced myoclonic jerks while on clozaril
and was started on sodium valproate. the patient started sodium valproate on 400mg bd but levels were subtherapeutic,
therefore the patient is currently on 400mg mane and 600mg nocte. the reporting doctor was very reluctant to discontinue clozaril
as this patient has been extremely resistant to all other treatments including ect and has a strong depressive component to her
illness.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143892 Seq: 1 Gender: F
Reported: 20/09/1999 Weight:
Hospitalisation: Age: 33
Onset Date: 15/09/1999 DOB: 01/04/1966
Outcome: Unknown Causality: Causality probable

Reaction Details:

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 300.0 Milligram Daily Oral
Batch: Started: 09/06/1999 Stopped: 17/09/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
White blood cells 04/10/1999 3.6
White blood cells 07/10/1999 4,8

Additional Information:

Patient was also taking sodium valproate, venlafaxine. three weeks ago, the patient experienced myoclonic jerks while on clozaril
and was started on sodium valproate. the patient started sodium valproate on 400mg bd but levels were subtherapeutic,
therefore the patient is currently on 400mg mane and 600mg nocte. the reporting doctor was very reluctant to discontinue clozaril
as this patient has been extremely resistant to all other treatments including ect and has a strong depressive component to her

iliness.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143896 Seq: 1 Gender: F
Reported: 20/09/1999 Weight:
Hospitalisation: Age: 45
Onset Date: 03/09/1999 DOB: 24/03/1954
Outcome: Recovered Causality: Causality certain
Reaction Details:
Preferred Term Severity Report Description Treatment
Neutropenia Clozaril ceased.

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
Batch: Started: 05/07/1994 Stopped: 03/09/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 20/09/1994 1.1
Neutrophils 23/09/1994 2.6
Neutrophils 28/09/1994 4.0
Neutrophils 12/07/1999 3.2
Neutrophils 03/09/1999 1.1
Neutrophils 05/09/1999 1.4
Neutrophils 06/09/1999 1.8

Additional Information:

Patient experienced neutropenia 2 1/2 months after starting clozaril 250mg/day on the 20.9.94. clozaril was recommenced at

12mg/day on 12.7.99 with same reactions. see original report for details of other drugs: sodium valproate, fluvoxamine.

Report Run : 05/06/2007 10:15AM  Database: pusime02 ADRS004 Page 516 of 719



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143896 Seq: 1 Gender: F
Reported: 20/09/1999 Weight:
Hospitalisation: Age: 45
Onset Date: 03/09/1999 DOB: 24/03/1954
Outcome: Recovered Causality: Causality certain

Reaction Details:

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
Batch: Started: 05/07/1994 Stopped: 03/09/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
\White blood cells 20/09/1994 3.4
\White blood cells 23/09/1994 5.4
White blood cells 28/09/1994 7.9
\White blood cells 12/07/1999 6.3
White blood cells 03/09/1999 3.5
\White blood cells 05/09/1999 4.3
White blood cells 06/09/1999 4.2

Additional Information:

12mg/day on 12.7.99 with same reactions. see original report for details of other drugs: sodium valproate, fluvoxamine.

Patient experienced neutropenia 2 1/2 months after starting clozaril 250mg/day on the 20.9.94. clozaril was recommenced at
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143901 Seq: 1 Gender: M
Reported: 20/09/1999 Weight:
Age: 29

Hospitalisation:
Onset Date: 31/07/1999
Outcome: Not yet recovered

Reaction Details:

DOB: 06/05/1970
Causality: Causality possible

Preferred Term Severity Report Description Treatment
Nausea Severe Severe nausea 7w after starting clozaril. [Treated with maxolon,
prepulsid, avomine,
ondansitron and ranitidine.

Medicine Details:

Reason:  Unspecified schizophrenia

CLOZARIL (Suspected)
Tablet 0.0 Daily Oral
Batch: Started: 01/04/1999 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
- the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month. the dosage start date

is not necessarily accurate but indicates that start occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143902 Seq: 1 Gender: F
Reported: 20/09/1999 Weight:
Hospitalisation: Age: 35
Onset Date: 07/09/1999 DOB: 25/06/1964
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Leukopenia Clozaril ceased.

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 300.0 Milligram Daily Oral
Batch: Started: 21/04/1994 Stopped:

LITHIUM CARBONATE (Suspected) Reason:
Tablet 1.0 Gram Daily Oral
Batch: Started: 08/07/1999 Stopped: 07/09/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 11/04/1994 4.7
Neutrophils 30/08/1999 2.2
Neutrophils 07/09/1999 1.6
Neutrophils 10/09/1999 2.5
Neutrophils 09/09/1999 2.35
\White blood cells 11/04/1994 7.7
White blood cells 30/08/1999 3.3

Additional Information:
Patient experienced leucopenia 5 1/2 years after initially starting clozaril. the patient had interrupted treatment with clozaril from
25.7.95 until 2.7.99.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143902 Seq: 1 Gender: F
Reported: 20/09/1999 Weight:
Age: 35

Hospitalisation:
Onset Date: 07/09/1999
Outcome: Not yet recovered

Reaction Details:

DOB: 25/06/1964
Causality: Causality possible

Medicine Details:
CLOZARIL (Suspected) Reason:
Tablet 300.0 Milligram Daily Oral
Batch: Started: 21/04/1994 Stopped:
LITHIUM CARBONATE (Suspected) Reason:
Tablet 1.0 Gram Daily Oral
Batch: Started: 08/07/1999 Stopped: 07/09/1999
Laboratory Investigations:
Date Type Range Date Tested Result Details
White blood cells 07/09/1999 2.7
White blood cells 09/09/1999 44
White blood cells 10/09/1999 4.2

Additional Information:

25.7.95 until 2.7.99.

Patient experienced leucopenia 5 1/2 years after initially starting clozaril. the patient had interrupted treatment with clozaril from
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143903 Seq: 1 Gender: M
Reported: 20/09/1999 Weight:
Hospitalisation: Age: 40Y
Onset Date: 09/09/1999 DOB:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Hypertension Pt experienced increased bp (170/105
mmhg).

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 75.0 Milligram Daily Oral
Batch: Started: 07/09/1999 Stopped: CONTIN

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
The baseline blood pressure reading was 140/70 mmhg. on 7.9.99, the patient started on 25mg bd. on 8.9.99: 25mg mane and
50mg nocte. the patient had taken the morning dose of 25mg before experiencing the increased blood pressure.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143904 Seq: 1 Gender: M
Reported: 20/09/1999 Weight:
Hospitalisation: Age: 39
Onset Date: 10/06/1999 DOB: 14/04/1960
Outcome: Unknown Causality: Causality certain
Reaction Details:

Preferred Term Severity Report Description Treatment
Somnolence Patient became sedated. Dose adjusted to 300mg
Dysarthria Patient experienced slurred speech.

Depression Patient has been depressed over the past
few days.

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Haematology Plasma level of 870 ng/ml

Additional Information:

gluconate, zinc.

See original report for other drug details - vitamin c, vitamin b6, vitamin e, chromium, biotin, calcium-magnesium, manganese
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143905 Seq: 1 Gender: M
Reported: 20/09/1999 Weight:
Hospitalisation: Age: 44
Onset Date: DOB: 09/06/1955

Outcome: Unknown Causality: Causality possible

Reaction Details:

Preferred Term Severity Report Description Treatment
Weight increased Gradual weight gain of 20 to 30 kg over 5
years.
Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: 01/09/1994 Stopped: CONTIN

Laboratory Investigations:
Date Type Range Date Tested

Result Details

Additional Information:
Patient also had weight gain when previosly on chlorpromazine. the dosage start date is not necessarily accurate but indicates

that start occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

CLOPINE,CLOZAPINE,CLOZARIL

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 143906 Seq: 1 Gender: M
Reported: 20/09/1999 Weight:
Hospitalisation: Age: A3
Onset Date: 31/07/1994 DOB:

Outcome: Unknown

Causality: Causality possible

Reaction Details:

Preferred Term Severity Report Description Treatment

Weight increased Gradual weight gain of 20 to 30kg over 5
years.
Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 800.0 Milligram Daily Oral
Batch: Started: 01/07/1994 Stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

necessarily accurate but indicates that start occurred sometime during the month.

The patient had experienced weight gain with the classical neuroleptics but has gained more weight with clozaril. - the date of
onset is not necessarily accurate but indicates that onset occurred sometime during the month. the dosage start date is not
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143940 Seq: 1 Gender: M
Reported: 22/09/1999 Weight:
Age: 49

Hospitalisation:
DOB: 28/02/1950

Onset Date:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Lymphopenia No treatment necessary.
Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 600.0 Milligram Daily Oral
Batch: Started: L TERM Stopped: CONTIN
LISINOPRIL (Suspected) Reason:  Essential benign hypertension
10.0 Milligram Daily
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
The lymphocyte count varies from 0.9 - 1.2 and the white cell

Haematology

count varies from 4 - 5 during therapy.

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143941 Seq: 1 Gender: M
Reported: 22/09/1999 Weight:
Hospitalisation: Age: 25Y

DOB:

Onset Date: 31/12/1997
Outcome: Recovered

Reaction Details:
Preferred Term Severity Report Description Treatment

Causality: Causality possible

Anxiety

Medicine Details:

Reason:  Unspecified schizophrenia

CLOZARIL (Suspected)
Tablet 500.0 Milligram Daily Oral
Batch: Started: 01/01/1997 Stopped:

Laboratory Investigations:
Date Type Range Date Tested

Result Details

Additional Information:
- the date of onset is not accurate but indicates that onset occurred sometime during the year. the dosage start date is not

accurate but indicates that start occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143942 Seq: 1 Gender: M
Reported: 22/09/1999 Weight:
Hospitalisation: Age: 22
Onset Date: 09/09/1999 DOB: 27/04/1977
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Neutropenia
Medicine Details:
RISPERIDONE (Other drug) Reason:
2.0 Milligram Daily
Batch: Started: 22/04/1999 Stopped: 14/09/1999
DIAZEPAM (Other drug) Reason:
5.0 Milligram Daily
Batch: Started: 27/08/1999 Stopped: CONTIN
CLOZARIL (Suspected) Reason:
Tablet 475.0 Milligram Daily Oral
Batch: Started: 05/05/1998 Stopped: 28/09/1999
Laboratory Investigations:
Date Type Range Date Tested Result Details
Neutrophils 24/04/1998 7.3
Neutrophils 14/07/1999 3.2
Neutrophils 11/08/1999 3.2
Neutrophils 09/09/1999 1.3
Neutrophils 10/09/1999 1.8
Neutrophils 13/09/1999 21
Neutrophils 22/09/1999 3.8

Additional Information:
the dosage stop date is not necessarily accurate but indicates that stoppage occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143942 Seq: 1 Gender: M
Reported: 22/09/1999 Weight:
Hospitalisation: Age: 22
Onset Date: 09/09/1999 DOB: 27/04/1977
Outcome: Recovered Causality: Causality possible

Reaction Details:

Medicine Details:

RISPERIDONE (Other drug) Reason:
2.0 Milligram Daily
Batch: Started: 22/04/1999 Stopped: 14/09/1999
DIAZEPAM (Other drug) Reason:
5.0 Milligram Daily
Batch: Started: 27/08/1999 Stopped: CONTIN
CLOZARIL (Suspected) Reason:
Tablet 475.0 Milligram Daily Oral
Batch: Started: 05/05/1998 Stopped: 28/09/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details

Neutrophils 12/10/1999 9.1

\White blood cells 24/04/1998 11.5
White blood cells 14/07/1999 5.6

\White blood cells 11/08/1999 5.6
White blood cells 09/09/1999 3.3
\White blood cells 10/09/1999 4.4
White blood cells 13/09/1999 4.6

Additional Information:
the dosage stop date is not necessarily accurate but indicates that stoppage occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143942 Seq: 1 Gender: M
Reported: 22/09/1999 Weight:
Age: 22

Hospitalisation:
Onset Date: 09/09/1999
Outcome: Recovered

Reaction Details:

DOB: 27/04/1977
Causality: Causality possible

Medicine Details:
RISPERIDONE (Other drug) Reason:
2.0 Milligram Daily
Batch: Started: 22/04/1999 Stopped: 14/09/1999
DIAZEPAM (Other drug) Reason:
5.0 Milligram Daily
Batch: Started: 27/08/1999 Stopped: CONTIN
CLOZARIL (Suspected) Reason:
Tablet 475.0 Milligram Daily Oral
Batch: Started: 05/05/1998 Stopped: 28/09/1999
Laboratory Investigations:
Date Type Range Date Tested Result Details
White blood cells 22/09/1999 6.9
White blood cells 12/10/1999 12.8

Additional Information:
the dosage stop date is not necessarily accurate but indicates that stoppage occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 143974 Seq: 1 Gender: M
Reported: 23/09/1999 Weight:
Hospitalisation: Admitted to hospital Age: 45
Onset Date: 15/09/1999 DOB: 15/08/1954
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Hepatic function abnormal Required Visit [Moderately raised Ift's
to Doctor
Pyrexia Spiking fever 38.5 - 39c.
Malaise

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 150.0 Milligram Daily Oral
Batch: Started: 01/09/1999 Stopped: 19/09/1999

Laboratory Investigations:
Date Type Range Date Tested Result Details

Cpk was reported to have dropped from 300 to 250 during his
hospital stay.

Clreatipel ]

Additional Information:
History: neuroleptic malignant syndrome excluded.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

CLOPINE,CLOZAPINE,CLOZARIL

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 144138 Seq: 1 Gender: F
Reported: 28/09/1999 Weight:
Age: 37

Hospitalisation:
Onset Date: 31/03/1999

DOB: 20/08/1961
Causality: Causality certain

Outcome: Not yet recovered
Reaction Details:
Preferred Term Severity Report Description Treatment
Nausea
Medicine Details:
BENZTROPINE MESYLATE (Other drug) Reason:
0.0
Batch: Started: Stopped:
CIPRAMIL (Other drug) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 300.0 Milligram Daily Oral
Batch: Started: 16/12/1998 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

occurred sometime during the month.

Pt complains of nausea after each dose of clozaril. - the date of onset is not necessarily accurate but indicates that onset
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 144139 Seq: 1 Gender: M
Reported: 28/09/1999 Weight:
Age: 24

Hospitalisation:
Onset Date:
Outcome: Unknown

Reaction Details:

DOB: 09/11/1974
Causality: Causality possible

Preferred Term Severity Report Description Treatment

Ejaculation failure
Skin odour abnormal
Urinary incontinence

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia

Tablet
Batch:

0.0 Oral

Started: 01/01/1995 Stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
the dosage start date is not accurate but indicates that start occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 144140 Seq: 1 Gender: F
Reported: 28/09/1999 Weight:
Hospitalisation: Age:
DOB:

Onset Date:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Agitation
Medicine Details:
RISPERIDONE (Suspected) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 600.0 Milligram Daily Oral
Batch: Started: Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 144141 Seq: 1 Gender: M
Reported: 28/09/1999 Weight:
Age: 38

Hospitalisation:
Onset Date:
Outcome: Not yet recovered

Reaction Details:
Preferred Term Severity Report Description Treatment

DOB: 21/09/1961
Causality: Causality certain

Nausea

Medicine Details:
SODIUM VALPROATE (Other drug) Reason:
400.0 Milligram Daily
Batch: Started: Stopped:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia

Tablet 625.0 Milligram Daily Oral
Batch: Started: 01/01/1995 Stopped:

CONTIN

Laboratory Investigations:
Date Type Range Date Tested

Result Details

Additional Information:
Pt has been experiencing nausea after each dose of clozaril. the dosage start date is not accurate but indicates that start

occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Reaction Details:

Case Number: 144142 Seq: 1 Gender: M
Reported: 28/09/1999 Weight:
Hospitalisation: Age: 45
Onset Date: 31/08/1999 DOB: 12/08/1954
Outcome: Recovered Causality: Causality certain

Preferred Term Severity Report Description

Treatment

Nausea

Medicine Details:

VITAMIN B COMPLEX (Other drug) Reason:
0.0
Batch: Started: Stopped:
EPILIM (Other drug) Reason:
600.0 Milligram Daily
Batch: Started: Stopped:
BENZTROPINE MESYLATE (Other drug) Reason:
1.0 Milligram Daily
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 200.0 Milligram Daily Oral
Batch: Started: 01/07/1999 Stopped: 08/09/1999
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

sometime during the month.

Pt is experiencing nausea 5 minutes after each dose of clozaril. - the date of onset is not necessarily accurate but indicates that
onset occurred sometime during the month. the dosage start date is not necessarily accurate but indicates that start occurred
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

CLOPINE,CLOZAPINE,CLOZARIL

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 144143 Seq: 1 Gender: M
Reported: 28/09/1999 Weight:
Age: 37

Hospitalisation:
Onset Date: 31/08/1999

DOB: 21/06/1962

Pain
Weight increased

Outcome: Not yet recovered Causality: Causality certain
Reaction Details:

Preferred Term Severity Report Description Treatment

Salivary gland enlargement Glands are swollen Prn benztropine 2mg.

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 300.0 Milligram Daily Oral
Batch: Started: 04/08/1998 Stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

that onset occurred sometime during the month.

Pt experiences pain in his salivary glands after each dose of clozaril. - the date of onset is not necessarily accurate but indicates
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 144144 Seq: 1 Gender: F
Reported: 28/09/1999 Weight:
Hospitalisation: Age: 48
Onset Date: DOB: 16/07/1951
Outcome: Recovered Causality: Causality certain
Reaction Details:
Preferred Term Severity Report Description Treatment
Pyrexia Temp. 39-40 ¢
Myalgia
Pancytopenia

Medicine Details:

TIMOPTOL (Other drug) Reason:
Eye Drops 0.0 Ophthalmic
Batch: Started: Stopped:
TILADE (Other drug) Reason:
Inhalation 0.0 Inhalation
Batch: Started: Stopped:
LOSEC (Other drug) Reason:
20.0 Milligram Daily
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:
Tablet 25.0 Milligram Daily Oral
Batch: Started: Stopped: 13/09/1999
Laboratory Investigations:
Date Type Range Date Tested Result Details
Haematology Pt neutrophil count dropped as low as 1.2 and has since
climbed back up to 6.0 hb decreased from 152 to 121 and plt
were down to 108. the patient had also 22% atypical cells.

Additional Information:
Patient was rechallenged with clozaril and experienced elevated temperatures again.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

CLOPINE,CLOZAPINE,CLOZARIL

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 144145 Seq: 1 Gender: M
Reported: 28/09/1999 Weight:
Hospitalisation: Age: 24Y
Onset Date: 11/09/1999 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Tachycardia Slight tachycardia

Report Run : 05/06/2007 10:15AM Database: pusime02

Pain Stiff neck
Pyrexia Temp. 38.4 c. Reduced the dose from 200mg
to 50mg/day.
Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 150.0 Milligram Daily Oral
Batch: Started: 31/08/1999 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 144157 Seq: 1 Gender: M
Reported: 27/09/1999 Weight:
Hospitalisation: Age: 27
Onset Date: 31/07/1999 DOB: 24/07/1972

Outcome: Unknown Causality: Causality possible

Reaction Details:

Preferred Term Severity Report Description Treatment
Salivary hypersecretion Suffers from intense hypersalivation. Patient is receiving
benztropine for the treatment.

Drug ineffective
Urinary incontinence

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: 01/09/1998 Stopped: CONTIN

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

The patient developed incontinence in the last six weeks, 10 1/2 months after starting clozaril. see original report for details of
other drug. benztropine. patient is still experiencing auditory and visual hallucinations despite the therapy with clozril. - the date of
onset is not necessarily accurate but indicates that onset occurred sometime during the month. the dosage start date is not
necessarily accurate but indicates that start occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 144203 Seq: 1 Gender: F
Reported: 29/09/1999 Weight:
Hospitalisation: Admitted to hospital Age: 23Y
Onset Date: 24/08/1999 DOB:

Outcome: Unknown Causality: Causality possible

Reaction Details:

Preferred Term Severity Report Description Treatment

Suicide attempt Physical observations gid.

Medicine Details:

HALOPERIDOL (Suspected) Reason:
0.0
Batch: Started: 24/08/1999 Stopped:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 200.0 Milligram Daily Oral
Batch: Started: 08/09/1998 Stopped: 11/08/1999
LARGACTIL (Suspected) Reason:
25.0 Milligram Daily
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 144204 Seq: 1 Gender: F
Reported: 29/09/1999 Weight:
Hospitalisation: Age: 24
Onset Date: 17/09/1999 DOB: 11/05/1975
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Tachycardia 100 - 120 bpm
Pyrexia Temp 40 ¢ Treated with augmentin.

clozaril was suspended from
17/9/99 to 21/9/99. sertraline
was also temporarily
discontinued.

Abdominal pain
Hepatic function abnormal
Urinary tract infection

Medicine Details:

SERTRALINE HYDROCHLORIDE (Suspected) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 250.0 Milligram Daily Oral
Batch: Started: 01/08/1999 Stopped: CONTIN

Laboratory Investigations:
Date Type Range Date Tested Result Details

Other data Pt is hepatitis ¢ - positive.

Additional Information:
145405 is a duplicate of 144204. the dosage start date is not necessarily accurate but indicates that start occurred sometime
during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 144205 Seq: 1 Gender: M
Reported: 29/09/1999 Weight:
Hospitalisation: Age: 37
Onset Date: 31/12/1999 DOB: 02/01/1962
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Asthenia
Dizziness
Leukopenia
Malaise

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 0.0 Oral
Batch: Started: L TERM Stopped: CONTIN
AMITRIPTYLINE HYDROCHLORIDE (Suspected) Reason:
10.0 Milligram Daily
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

White blood cells Decreasing white blood cell count from 6.0 - 4.0.

Additional Information:
- the date of onset is not accurate but indicates that onset occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 144337 Seq: 1 Gender: M
Reported: 05/10/1999 Weight:
Hospitalisation: Age: 22
Onset Date: 20/09/1999 DOB: 19/11/1976
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Neutropenia Neutropenia 2.5 years after starting
clozaril.
Medicine Details:
PARACETAMOL (Other drug) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:
Tablet 200.0 Milligram Daily Oral
Batch: Started: 26/03/1996 Stopped: 20/09/1999
Laboratory Investigations:
Date Type Range Date Tested Result Details
Neutrophils 20/09/1999 0.9 (AM)
Neutrophils 20/09/1999 1.4 (PM)
Neutrophils 22/09/1999 21
Neutrophils 25/03/1996 4.8
White blood cells 20/09/1999 2.4 (AM)
White blood cells 20/09/1999 3.3 (PM)
White blood cells 22/09/1999 3.6
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 144337 Seq: 1 Gender: M
Reported: 05/10/1999 Weight:
Age: 22

Hospitalisation:
Onset Date: 20/09/1999
Outcome: Recovered

Reaction Details:

DOB: 19/11/1976
Causality: Causality probable

Medicine Details:
PARACETAMOL (Other drug) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:
Tablet 200.0 Milligram Daily Oral
Batch: Started: 26/03/1996 Stopped: 20/09/1999
Laboratory Investigations:
Date Type Range Date Tested Result Details
White blood cells 25/03/1996 6.9
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 144338 Seq: 1 Gender: M
Reported: 05/10/1999 Weight:
Hospitalisation: Age: 25
Onset Date: 22/09/1999 DOB: 24/02/1974
Outcome: Not yet recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Neutropenia Neutropenia 2 months after starting
clozaril.

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 200.0 Milligram Daily Oral
Batch: Started: 28/07/1999 Stopped: 22/09/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 22/07/1999 3.4
Neutrophils 22/09/1999 1.3
Neutrophils 23/09/1999 1.5
Neutrophils 24/09/1999 1.2
Neutrophils 25/09/1999 1.3
Neutrophils 26/09/1999 1.8
Neutrophils 27/09/1999 1.7

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 144338 Seq: 1 Gender: M
Reported: 05/10/1999 Weight:
Hospitalisation: Age: 25
Onset Date: 22/09/1999 DOB: 24/02/1974
Outcome: Not yet recovered Causality: Causality probable

Reaction Details:

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 200.0 Milligram Daily Oral
Batch: Started: 28/07/1999 Stopped: 22/09/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
\White blood cells 22/07/1999 5.8
\White blood cells 22/09/1999 4.3
White blood cells 23/09/1999 4.0
\White blood cells 24/09/1999 4.4
White blood cells 25/09/1999 4.6
\White blood cells 26/09/1999 5.6
White blood cells 27/09/1999 4.8

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 144339 Seq: 1 Gender: F
Reported: 05/10/1999 Weight:
Age: 41

Hospitalisation:
Onset Date: 26/09/1999
Outcome: Death

DOB: 04/09/1958
Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Sudden death Pt died on 26.9.99, 6y after starting
clozaril.

Medicine Details:
FLUOXETINE HYDROCHLORIDE (Other drug) Reason:
Oral application 40.0 Milligram Daily Oral
Batch: Started: Stopped:
CHLORPROMAZINE HYDROCHLORIDE (Other drug) Reason:
225.0 Milligram Daily
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:
Tablet 300.0 Milligram Daily Oral
Batch: Started: 18/10/1993 Stopped: 26/09/1999

Laboratory Investigations:
Date Type Range Date Tested

Result Details

Additional Information:
Patient history: very heavy smoker, diagnosed with ischaemic cardiomyopathy in 1996 & history of cardiomyopathy in patient's

mother.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 144340 Seq: 1 Gender: F
Reported: 05/10/1999 Weight:
Hospitalisation: Age: 23Y

DOB:

Onset Date: 11/09/1999
Outcome: Not yet recovered

Reaction Details:

Causality: Causality possible

Preferred Term Severity Report Description Treatment

Tachycardia Persistent tachycardia of 130 to 160 bpm.

Medicine Details:
PAROXETINE HYDROCHLORIDE (Other drug) Reason:
400.0 Milligram Daily
Batch: Started: Stopped:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia

Tablet 50.0 Milligram Daily Oral
Batch: Started: 08/09/1999 Stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Patient experienced persistent tachycardia since starting clozaril two weeks ago.

Report Run : 05/06/2007 10:15AM Database: pusime02 ADRS004

Page 548 of 719



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 144341 Seq: 1 Gender: F
Reported: 05/10/1999 Weight:
Age: 30Y

Hospitalisation:
Onset Date: 20/09/1999
Outcome: Unknown

Reaction Details:

DOB:
Causality: Causality certain

Preferred Term Severity Report Description Treatment

Nausea lasts for 1-1.5 hours after taking

Nausea
clozaril

Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 250.0 Milligram Daily Oral
Batch: Started: 08/09/1999 Stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Patient experienced nausea two weeks after starting clozaril.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 144343 Seq: 1 Gender: M
Reported: 05/10/1999 Weight:
Hospitalisation: Admitted to hospital Age: 39
Onset Date: 28/09/1999 DOB: 14/10/1959
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Pneumonia Pt experienced right upper lobe Patient treated with antibiotics.
pneumonia.

Medicine Details:

ALPHA-TOCOPHEROL (Other drug) Reason:
0.0
Batch: Started: Stopped:
PAROXETINE HYDROCHLORIDE (Other drug) Reason:
40.0 Milligram Daily
Batch: Started: Stopped:
MYLANTA (Other drug) Reason:
10.0 Millilitre Daily
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:
Tablet 500.0 Milligram Daily Oral
Batch: Started: 04/06/1996 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient expereinced right upper lobe pneumonia 3 years after starting clozaril. patient was also taking multivitamins.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 144344 Seq: 1 Gender: M
Reported: 05/10/1999 Weight:
Age: 40

Hospitalisation:
Onset Date:
Outcome: Unknown

Reaction Details:

DOB: 21/10/1958
Causality: Causality possible

Preferred Term Severity Report Description Treatment

Urinary incontinence One week after dose increased.

Somnolence

Medicine Details:
SODIUM VALPROATE (Other drug) Reason:
0.0
Batch: Started: Stopped:
DIAZEPAM (Other drug) Reason:
5.0 Milligram Daily
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 700.0 Milligram Daily Oral
Batch: Started: L TERM Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

The patient was on 325mg/day or years up until two weeks ago, when the dose was increased to 150mg mane and 550mg nocte.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 144345 Seq: 1 Gender: M
Reported: 05/10/1999 Weight:
Hospitalisation: Age:
Onset Date: 21/09/1999 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Anaemia macrocytic Required Mild red cell normochromic macrocytosis
Specialist anaemia.
Consultation

Medicine Details:

ALCOHOL (Other drug) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: 01/06/1995 Stopped: CONTIN

Laboratory Investigations:
Date Type Range Date Tested Result Details

Haematocrit 21/09/1999 0.36

21.9.99 - mean cell volume: 106fl. 5.11.99 - still mild red cell

Haematology

macrocytosis.
Haemoglobin 21/09/1999 122G/L
Red blood cells 21/09/1999 3.5

Additional Information:
Patient experienced mild red cell normochromic macrocytosis anaemia on 21.9.99 approximately 4 years after starting clozaril.
the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 144347 Seq: 1 Gender: F
Reported: 05/10/1999 Weight:
Hospitalisation: Age:
Onset Date: 31/08/1999 DOB:

Outcome: Not yet recovered Causality: Causality certain

Reaction Details:
Preferred Term Severity Report Description Treatment
Drug level increased Level increase appox 1m after starting
clozaril.

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: 01/07/1999 Stopped: CONTIN

Laboratory Investigations:
Date Type Range Date Tested Result Details

Clozapine levels up to 1200 (units nit specified).

Serum drug level

Additional Information:

See original report for other drug details - ranitidine, diazepam & chlorpromazine. patient is on varying clozaril dosages - highest
daily dose reached was 400mg. - the date of onset is not necessarily accurate but indicates that onset occurred sometime during
the month. the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.

Report Run : 05/06/2007 10:15AM  Database: pusime02 ADRS004 Page 553 of 719



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 144349 Seq: 1 Gender: M
Reported: 05/10/1999 Weight:
Hospitalisation: Age: 28
Onset Date: 27/09/1999 DOB: 19/01/1971
Outcome: Death Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Cerebrovascular disorder Anoxic brain injury.
Cardiac failure Cardiac failure 4.5y after starting clozaril.
Sudden death

Medicine Details:

THEOPHYLLINE (Other drug) Reason:
0.0
Batch: Started: Stopped:
FRUSEMIDE (Other drug) Reason:
0.0
Batch: Started: Stopped:
METFORMIN HYDROCHLORIDE (Other drug) Reason:
0.0
Batch: Started: Stopped:
BECLOFORTE (Other drug) Reason:
0.0
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Other data No autopsy was performed.

Additional Information:
The patient had many medical problems that were potentially life threatening, including heart disease. patient history:
schizophrenia, coad/asthma, osa, niddm, dilated cardiomyopathy and obesity.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 144349 Seq: 1 Gender: M
Reported: 05/10/1999 Weight:
Hospitalisation: Age: 28
Onset Date: 27/09/1999 DOB: 19/01/1971
Outcome: Death Causality: Causality possible

Reaction Details:

Medicine Details:

DIGOXIN (Other drug) Reason:
0.0
Batch: Started: Stopped:
CAPTOPRIL (Other drug) Reason:
0.0
Batch: Started: Stopped:
GLICLAZIDE (Other drug) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:
Tablet 600.0 Milligram Daily Oral
Batch: Started: 06/04/1995 Stopped: 27/09/1999

Laboratory Investigations:

Additional Information:
The patient had many medical problems that were potentially life threatening, including heart disease. patient history:
schizophrenia, coad/asthma, osa, niddm, dilated cardiomyopathy and obesity.

Report Run : 05/06/2007 10:15AM  Database: pusime02 ADRS004 Page 555 of 719



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 144350 Seq: 1 Gender: M
Reported: 05/10/1999 Weight:
Age: 56

Hospitalisation:
Onset Date: 28/09/1999
Outcome: Death

Reaction Details:

DOB: 01/10/1942
Causality: Causality possible

Preferred Term Severity Report Description Treatment

Pneumonia
Sudden death

Medicine Details:
ATENOLOL (Other drug) Reason: Essential benign hypertension
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:
Tablet 500.0 Milligram Daily Oral
Batch: Started: 28/01/1997 Stopped: 28/09/1999
Laboratory Investigations:
Date Type Range Date Tested Result Details
Other data Coroner's report stated that the autopsy revealed the presence
of pneumonia involving the right lung. this condition directly
caused the patient's death.

Additional Information:
The patient died on 28 september 1999.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 144389 Seq: 1 Gender: M
Reported: 06/10/1999 Weight:
Hospitalisation: Age:
Onset Date: 20/09/1999 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Neutropenia Clozapine ceased

Medicine Details:

PARACETAMOL (Suspected) Reason:
2.0 Dose Unspecified As necessary
Batch: Started: 16/09/1999 Stopped: 21/09/1999
CLOZAPINE (Suspected) Reason:  Unspecified schizophrenia
200.0 Milligram Daily
Batch: Started: 01/01/1997 Stopped: 21/09/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 16/09/1999 6.0
Neutrophils 20/09/1999 0.88
Neutrophils 22/09/1999 21
Neutrophils 20/09/1999 1.4
White blood cells 16/09/1999 8.0
\White blood cells 20/09/1999 2.4
White blood cells 20/09/1999 3.3

Additional Information:
the dosage start date is not accurate but indicates that start occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 144389 Seq: 1 Gender: M
Reported: 06/10/1999 Weight:
Hospitalisation: Age:
DOB:

Onset Date: 20/09/1999
Outcome: Recovered

Reaction Details:

Causality: Causality possible

Medicine Details:

PARACETAMOL (Suspected) Reason:

2.0 Dose Unspecified As necessary
Batch: Started: 16/09/1999 Stopped: 21/09/1999

CLOZAPINE (Suspected) Reason:  Unspecified schizophrenia

200.0 Milligram Daily
Batch: Started: 01/01/1997 Stopped: 21/09/1999
Laboratory Investigations:
Date Type Range Date Tested Result Details
White blood cells 22/09/1999 3.6

Additional Information:
the dosage start date is not accurate but indicates that start occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 144419 Seq: 1 Gender: F
Reported: 05/10/1999 Weight:
Hospitalisation: Age: 31
Onset Date: DOB: 04/10/1968

Outcome: Not yet recovered Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Hepatic steatosis
Nausea
\Vomiting

Medicine Details:
CLOZARIL (Suspected)

Reason:  Unspecified schizophrenia

Tablet 300.0 Milligram Daily Oral
Batch: Started: 01/07/1998 Stopped: CONTIN
LOSEC (Suspected) Reason:
20.0 Milligram Daily
Batch: Started: 01/07/1998 Stopped: CONTIN

HALOPERIDOL (Suspected) Reason:  Unspecified schizophrenia

10.0 Milligram Daily
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

An abdominal ultrasound showed a 'fatty liver'.

Other data

Additional Information:
the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month. the dosage start

date is not necessarily accurate but indicates that start occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

CLOPINE,CLOZAPINE,CLOZARIL

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 144420 Seq: 1 Gender: M
Reported: 05/10/1999 Weight:
Hospitalisation: Age: 39

DOB: 18/1

Onset Date: 31/08/1999
Outcome: Unknown

Reaction Details:

1/1959

Causality: Causality possible

Preferred Term Severity Report Description

Treatment

Anaemia
Hypochromic anaemia

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia

Tablet 325.0 Milligram Daily Oral
Batch: Started: 11/05/1999 Stopped:

CONTIN

Laboratory Investigations:
Date Type Range Date Tested Result Details
Red blood cells 45-6.2 Red blood cell count of 4.3.

Additional Information:

onset is not necessarily accurate but indicates that onset occurred sometime during the month.

Patient also taking coloxyl, senna and lactulose. patient history of niddm, spastic bladder and refractory constipation. - the date of
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

CLOPINE,CLOZAPINE,CLOZARIL

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 144481 Seq: 1 Gender: M
Reported: 08/10/1999 Weight:
Hospitalisation: Age:
DOB:

Onset Date: 01/10/1999
Outcome: Recovered

Reaction Details:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Convulsion Seizure which terminated spontaneously
after 1 min
Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 450.0 Milligram Daily Oral
Batch: Started: 01/08/1999 Stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 144482 Seq: 1 Gender: M
Reported: 08/10/1999 Weight:
Hospitalisation: Admitted to hospital Age: 68
Onset Date: 29/09/1999 DOB: 14/03/1931
Outcome: Recovered Causality: Causality possible
Reaction Details:

Preferred Term Severity Report Description Treatment
Agranulocytosis Clozaril ceased
Leukopenia
Neutropenia
Medicine Details:

BENZTROPINE MESYLATE (Other drug) Reason:
0.0
Batch: Started: Stopped:
MISOPROSTOL (Other drug) Reason:  Constipation
200.0 Microgram Daily
Batch: Started: 01/01/1996 Stopped: CONTIN
DIAZEPAM (Other drug) Reason:
2.5 Milligram Daily
Batch: Started: 01/08/1999 Stopped: CONTIN
OLANZAPINE (Other drug) Reason:  Unspecified psychosis
15.0 Milligram Daily
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Neutrophils 04/02/1994 5.6* *pre-treatment results
Neutrophils 27/09/1999 0.5 *pre-treatment results
Neutrophils 29/09/1999 0.4 *pre-treatment results
Neutrophils 30/09/1999 0.4 *pre-treatment results
Neutrophils 01/10/1999 0.4 *pre-treatment results
Neutrophils 02/10/1999 0.2 *pre-treatment results
Neutrophils 03/10/1999 0.2 *pre-treatment results

Additional Information:

Follow-up 7/10: the patient is still not receiving treatment and is being monitored by a haematologist. the dosage start date is not
accurate but indicates that start occurred sometime during the year. the dosage start date is not necessarily accurate but indicates
that start occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 144482 Seq: 1 Gender: M
Reported: 08/10/1999 Weight:
Hospitalisation: Admitted to hospital Age: 68
Onset Date: 29/09/1999 DOB: 14/03/1931
Outcome: Recovered Causality: Causality possible

Reaction Details:

Medicine Details:

ALPHA-TOCOPHEROL (Other drug) Reason: Disturbance of coordination
500.0 International Unit  Daily
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 600.0 Milligram Daily Oral
Batch: Started: 28/04/1994 Stopped: 27/09/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 04/10/1999 0.3 *pre-treatment results
Neutrophils 06/10/1999 0.24 *pre-treatment results
Neutrophils 06/10/1999 0.24 *pre-treatment results
Neutrophils 07/10/1999 0.25 *pre-treatment results
Neutrophils 08/10/1999 0.23 *pre-treatment results
Neutrophils 10/10/1999 0.21 *pre-treatment results
Neutrophils 11/10/1999 0.36 *pre-treatment results

Additional Information:

Follow-up 7/10: the patient is still not receiving treatment and is being monitored by a haematologist. the dosage start date is not
accurate but indicates that start occurred sometime during the year. the dosage start date is not necessarily accurate but indicates
that start occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 144482 Seq: 1 Gender: M
Reported: 08/10/1999 Weight:
Hospitalisation: Admitted to hospital Age: 68
Onset Date: 29/09/1999 DOB: 14/03/1931
Outcome: Recovered Causality: Causality possible

Reaction Details:

Medicine Details:

BENZTROPINE MESYLATE (Other drug) Reason:
0.0
Batch: Started: Stopped:
MISOPROSTOL (Other drug) Reason:  Constipation
200.0 Microgram Daily
Batch: Started: 01/01/1996 Stopped: CONTIN
DIAZEPAM (Other drug) Reason:
2.5 Milligram Daily
Batch: Started: 01/08/1999 Stopped: CONTIN
OLANZAPINE (Other drug) Reason:  Unspecified psychosis
15.0 Milligram Daily
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 12/10/1999 0.4 *pre-treatment results
Neutrophils 13/10/1999 0.39 *pre-treatment results
Neutrophils 15/10/1999 0.88 *pre-treatment results
Neutrophils 16/10/1999 1.23 *pre-treatment results
Neutrophils 17/10/1999 2.7 *pre-treatment results
Neutrophils 18/10/1999 3.64 *pre-treatment results
Neutrophils 19/10/1999 4.68 *pre-treatment results

Additional Information:

Follow-up 7/10: the patient is still not receiving treatment and is being monitored by a haematologist. the dosage start date is not
accurate but indicates that start occurred sometime during the year. the dosage start date is not necessarily accurate but indicates
that start occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 144482 Seq: 1 Gender: M
Reported: 08/10/1999 Weight:
Hospitalisation: Admitted to hospital Age: 68
Onset Date: 29/09/1999 DOB: 14/03/1931
Outcome: Recovered Causality: Causality possible

Reaction Details:

Medicine Details:

ALPHA-TOCOPHEROL (Other drug) Reason: Disturbance of coordination
500.0 International Unit  Daily
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 600.0 Milligram Daily Oral
Batch: Started: 28/04/1994 Stopped: 27/09/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
White blood cells 04/02/1994 8.9* *pre-treatment results
White blood cells 27/09/1999 1.6 *pre-treatment results
White blood cells 29/09/1999 4.5 *pre-treatment results
White blood cells 30/09/1999 1.2 *pre-treatment results
\White blood cells 01/10/1999 1.4 *pre-treatment results
White blood cells 02/10/1999 1.5 *pre-treatment results
White blood cells 03/10/1999 1.6 *pre-treatment results

Additional Information:

Follow-up 7/10: the patient is still not receiving treatment and is being monitored by a haematologist. the dosage start date is not
accurate but indicates that start occurred sometime during the year. the dosage start date is not necessarily accurate but indicates
that start occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 144482 Seq: 1 Gender: M
Reported: 08/10/1999 Weight:
Hospitalisation: Admitted to hospital Age: 68
Onset Date: 29/09/1999 DOB: 14/03/1931
Outcome: Recovered Causality: Causality possible

Reaction Details:

Medicine Details:

BENZTROPINE MESYLATE (Other drug) Reason:
0.0
Batch: Started: Stopped:
MISOPROSTOL (Other drug) Reason:  Constipation
200.0 Microgram Daily
Batch: Started: 01/01/1996 Stopped: CONTIN
DIAZEPAM (Other drug) Reason:
2.5 Milligram Daily
Batch: Started: 01/08/1999 Stopped: CONTIN
OLANZAPINE (Other drug) Reason:  Unspecified psychosis
15.0 Milligram Daily
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details
White blood cells 04/10/1999 1.9 *pre-treatment results
White blood cells 06/10/1999 1.7 *pre-treatment results
White blood cells 07/10/1999 2.4 *pre-treatment results
White blood cells 08/10/1999 1.9 *pre-treatment results
\White blood cells 10/10/1999 2.4 *pre-treatment results
White blood cells 11/10/1999 2.0 *pre-treatment results
White blood cells 12/10/1999 2.8 *pre-treatment results

Additional Information:

Follow-up 7/10: the patient is still not receiving treatment and is being monitored by a haematologist. the dosage start date is not
accurate but indicates that start occurred sometime during the year. the dosage start date is not necessarily accurate but indicates
that start occurred sometime during the month.
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 144482 Seq: 1 Gender: M
Reported: 08/10/1999 Weight:
Hospitalisation: Admitted to hospital Age: 68
Onset Date: 29/09/1999 DOB: 14/03/1931
Outcome: Recovered Causality: Causality possible
Reaction Details:
Medicine Details:
ALPHA-TOCOPHEROL (Other drug) Reason: Disturbance of coordination
500.0 International Unit  Daily
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 600.0 Milligram Daily Oral
Batch: Started: 28/04/1994 Stopped: 27/09/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
White blood cells 13/10/1999 2.8 *pre-treatment results
White blood cells 15/10/1999 3.6 *pre-treatment results
White blood cells 16/10/1999 3.8 *pre-treatment results
White blood cells 17/10/1999 5.8 *pre-treatment results
\White blood cells 18/10/1999 6.5 *pre-treatment results
White blood cells 19/10/1999 8.9 *pre-treatment results

Additional Information:

Follow-up 7/10: the patient is still not receiving treatment and is being monitored by a haematologist. the dosage start date is not
accurate but indicates that start occurred sometime during the year. the dosage start date is not necessarily accurate but indicates
that start occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 144528 Seq: 1 Gender: M
Reported: 11/10/1999 Weight:
Hospitalisation: Age: 26Y
Onset Date: DOB:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Pulmonary embolism
\Weight increased

Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: 01/03/1999 Stopped: CONTIN

Laboratory Investigations:
Date Type Range Date Tested Result

Details

Additional Information:
Reporting pshychiatrist has asked that the possibility of myocarditis be considered. risk factors for dvt: smoking, recent minor
surgery with immobilisation. the dosage start date is not necessarily accurate but indicates that start occurred sometime during

the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 144530 Seq: 1 Gender: F
Reported: 11/10/1999 Weight:
Hospitalisation: Age: 40
Onset Date: 18/09/1999 DOB: 16/12/1958
Outcome: Death Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Gravitational oedema Fluid retention in legs
Pneumonia

Sudden death
Upper respiratory tract infection

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
Batch: Started: 01/09/1999 Stopped: 15/09/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 26/08/1999 4.4
Neutrophils 01/09/1999 6.9
Neutrophils 08/09/1999 71
Neutrophils 15/09/1999 7.3
White blood cells 26/08/1999 7.3
\White blood cells 01/09/1999 9.7
White blood cells 08/09/1999 9.9

Additional Information:
Pt died on 18/09/99
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 144530 Seq: 1 Gender: F
Reported: 11/10/1999 Weight:
Hospitalisation: Age: 40
Onset Date: 18/09/1999 DOB: 16/12/1958

Outcome: Death Causality: Causality possible

Reaction Details:

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
Batch: Started: 01/09/1999 Stopped: 15/09/1999

Laboratory Investigations:
Date Type Range Date Tested Result Details

White blood cells 15/09/1999 10.5

Additional Information:
Pt died on 18/09/99
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 144533 Seq: 1 Gender: M
Reported: 11/10/1999 Weight:
Hospitalisation: Age: 34
Onset Date: DOB: 12/06/1965
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Glaucoma

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 450.0 Milligram Daily Oral
Batch: Started: 01/03/1998 Stopped:
VENLAFAXINE HYDROCHLORIDE (Suspected) Reason:
75.0 Milligram Daily
Batch: Started: Stopped:
SERTRALINE HYDROCHLORIDE (Suspected) Reason:
150.0 Milligram Daily
Batch: Started: Stopped:
RANITIDINE (Suspected) Reason:
150.0 Milligram Daily
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 144659 Seq: 1 Gender: M
Reported: 13/10/1999 Weight:
Age: 22

Hospitalisation:
Onset Date: 15/09/1999
Outcome: Recovered

DOB: 20/11/1976
Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Diarrhoea
Malaise
\Vomiting
Medicine Details:
PAROXETINE HYDROCHLORIDE (Other drug) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 175.0 Milligram Daily Oral
Batch: Started: 10/09/1999 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 144840 Seq: 1 Gender: M
Reported: 19/10/1999 Weight:
Hospitalisation: Age: AD
Onset Date: DOB:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Oedema peripheral Patient experienced swelling of both hands

Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 0.0 Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested

Result Details

Additional Information:
The patient has otherwise responded significantly to treatment.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 144845 Seq: 1 Gender: M
Reported: 19/10/1999 Weight:
Age: 28

Hospitalisation:

Onset Date: 05/10/1999
Outcome: Recovered

Reaction Details:

Preferred Term Severity Report Description Treatment

Experienced intermittent catatonic-type Patient's dose was reduced to
500mg nocte.

DOB: 28/01/1971
Causality: Causality possible

Catatonia

reactions
Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 700.0 Milligram Daily Oral
Batch: Started: 01/04/1999 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Neurological and cardiac tests were negative and the patient is afebrile. the dosage start date is not necessarily accurate but

indicates that start occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 144846 Seq: 1 Gender: M
Reported: 19/10/1999 Weight:
Hospitalisation: Age: 20
Onset Date: 05/10/1999 DOB: 16/02/1979
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment

Neutropenia

Clozaril was ceased.

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 200.0 Milligram Daily Oral
Batch: Started: 31/08/1999 Stopped: 28/10/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 14/08/1999 2.6* *pre-treatment results
Neutrophils 01/10/1999 1.6 *pre-treatment results
Neutrophils 05/10/1999 1.4 *pre-treatment results
Neutrophils 07/10/1999 2.1 *pre-treatment results
Neutrophils 13/10/1999 2.9 *pre-treatment results
Neutrophils 20/10/1999 23 *pre-treatment results
Neutrophils 27/10/1999 24 *pre-treatment results

Additional Information:

the dosage stop date is not necessarily accurate but indicates that stoppage occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 144846 Seq: 1 Gender: M
Reported: 19/10/1999 Weight:
Hospitalisation: Age: 20
Onset Date: 05/10/1999 DOB: 16/02/1979
Outcome: Recovered Causality: Causality probable

Reaction Details:

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 200.0 Milligram Daily Oral
Batch: Started: 31/08/1999 Stopped: 28/10/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
White blood cells 14/08/1999 5.0* *pre-treatment results
White blood cells 01/10/1999 4.3 *pre-treatment results
White blood cells 05/10/1999 4.0 *pre-treatment results
White blood cells 07/10/1999 5.3 *pre-treatment results
\White blood cells 13/10/1999 5.2 *pre-treatment results
White blood cells 20/10/1999 4.6 *pre-treatment results
White blood cells 27/10/1999 4.4 *pre-treatment results

Additional Information:

the dosage stop date is not necessarily accurate but indicates that stoppage occurred sometime during the month.
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 144871 Seq: 1 Gender: F
Reported: 19/10/1999 Weight: 66.00
Hospitalisation: Age: 43Y
Onset Date: 13/04/1999 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment

Diabetes mellitus
Hyperglycaemia

Commenced glibenclamide.

Medicine Details:

CLOZAPINE (Suspected) Reason:  Unspecified schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: 07/04/1999 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details

Serum glucose 14/04/1999 16.6
Serum glucose 15/04/1999 14.5
Serum glucose 16/04/1999 15.5
Serum glucose 17/04/1999 16.9
Serum glucose 18/04/1999 14.3
Serum glucose 19/04/1999 10.9
Serum glucose 20/04/1999 6.2

Additional Information:
See original report for other drug details - vitamin comound, metformin, olanzapine and glibenclamide. nil previous allergies.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 144914 Seq: 1 Gender: M
Reported: 20/10/1999 Weight:
Age: 43

Hospitalisation:
Onset Date: 31/12/1998
Outcome: Not yet recovered

Reaction Details:
Preferred Term Severity Report Description Treatment

Patient passed out

DOB: 12/06/1955
Causality: Causality possible

Syncope
Dizziness
Hypotension

Medicine Details:
SODIUM VALPROATE (Other drug) Reason:
1.0 Gram Daily
Batch: Started: Stopped:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia

Tablet 350.0 Milligram Daily Oral
Batch: Started: 01/01/1997 Stopped: CONTIN

Laboratory Investigations:
Date Type Range Date Tested

Result Details

Additional Information:
- the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month. the dosage start date

is not accurate but indicates that start occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 144917 Seq: 1 Gender: F
Reported: 20/10/1999 Weight:
Hospitalisation: Age: 47
Onset Date: 11/10/1999 DOB: 17/08/1952
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Hepatitis Acute hepatitis Clozaril ceased.
Delirium

Medicine Details:

DOTHIEPIN HYDROCHLORIDE (Other drug) Reason:
75.0 Milligram Daily
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 75.0 Milligram Daily Oral
Batch: Started: 27/09/1999 Stopped: 11/10/1999

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient has history of being borderline hypothyroid.
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 144937
Reported: 20/10/1999
Hospitalisation:
Onset Date: 26/08/1999
Outcome: Not yet recovered

Reaction Details:

Seq: 1

Gender: M
Weight:
Age:
DOB:
Causality: Causality possible

41Y

Preferred Term

Severity

Report Description Treatment

Oedema

Oedema in hands.

Clozapine dose had been
reduced from 550mg/day to
525mg/day in 6/99 and then
further reduced to 500mg/day
in 7/99.

Medicine Details:

AMITRIPTYLINE HYDROCHLORIDE (Other drug) Reason:
25.0 Milligram Daily
Batch: Started: 01/01/1998 Stopped: 28/07/1999
LIPEX (Suspected) Reason:  Othr&unspec metabolic diseases
Tablet 10.0 Milligram Daily Oral
Batch: Started: 01/03/1999 Stopped: CONTIN
CLOZAPINE (Suspected) Reason:  Schizophrenia
550.0 Milligram Daily
Batch: Started: 01/02/1998 Stopped:
RISPERDAL (Suspected) Reason:  Schizophrenia
8.0 Milligram Daily
Batch: Started: 01/10/1998 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month. the dosage start
date is not necessarily accurate but indicates that start occurred sometime during the month. the dosage start date is not
necessarily accurate but indicates that start occurred sometime during the month. the dosage start date is not accurate but
indicates that start occurred sometime during the year. the dosage stop date is not necessarily accurate but indicates that
stoppage occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 145017 Seq: 1 Gender: M
Reported: 22/10/1999 Weight:
Hospitalisation: Age: 20
Onset Date: 18/10/1999 DOB: 30/11/1978

Outcome: Death Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Sudden death Patient died in his sleep-sudden death.

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 900.0 Milligram Daily Oral
Batch: Started: 27/04/1998 Stopped: 18/10/1999

Laboratory Investigations:
Date Type Range Date Tested Result Details

Other data Autopsy found no tissue abnormalities and no intracranial injury.

Additional Information:
There is currently a coroner's inquest into the patient's death. patient was also taking amitriptyline, sodium valproate.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 145017 Seq: 1 Gender: M
Reported: 22/10/1999 Weight:
Age: 20

Hospitalisation:
Onset Date: 18/10/1999
Outcome: Death

Reaction Details:

DOB: 30/11/1978
Causality: Causality possible

Medicine Details:
CLOZARIL (Suspected) Reason:
Tablet 900.0 Milligram Daily Oral
Batch: Started: 27/04/1998 Stopped: 18/10/1999

Laboratory Investigations:
Date Type Range Date Tested Result

Details

Patient had been on 600mg daily (at 11pm each night). during
this period, a serum level was taken approx. 11 hrs after the
clozaril dose (10am next morn), and measured at 828 ng/ml.
whilst patient was receiving 900mg daily, he had a blood
clozapine level of 4000ng/ml (blood taken 5 hrs after clozaril
ingestion which suggested that patient had taken a deliberate

overdose.

Pharmacokinetics

Additional Information:
There is currently a coroner's inquest into the patient's death. patient was also taking amitriptyline, sodium valproate.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 145018 Seq: 1 Gender: M
Reported: 22/10/1999 Weight:
Hospitalisation: Hospitalisation prolonged Age: 41

DOB: 29/03/1958
Causality: Causality possible

Onset Date: 17/10/1999
Outcome: Not yet recovered

Reaction Details:
Preferred Term Severity Report Description Treatment
Tachycardia (130-140 bpm). Prolonged hospitalisation.

patient was afebrile.

Somnolence Strong sense of sedation.

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 100.0 Milligram Daily Oral
Batch: Started: 13/10/1999 Stopped: CONTIN

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Symptoms occurred 4 days after commencing clozaril treatment. see original report for details of other drug. - haloperidol.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

CLOPINE,CLOZAPINE,CLOZARIL

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 145113 Seq: 1 Gender: M
Reported: 27/10/1999 Weight:
Hospitalisation: Age:
DOB:

Onset Date: 31/10/1999
Outcome: Recovered

Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Chest pain Chest discomfort in oct 1999.
Hepatic function abnormal Patient experienced elevated Ift's. Dose reduction. clozaril dose
has been 400mg from 15
october 1999.
Headache Patient experienced occipital headache 2w
later.
Medicine Details:
CLOZARIL (Suspected) Reason:
Tablet 425.0 Milligram Daily Oral
Batch: Started: 07/09/1999 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

necessarily accurate but indicates that onset occurred sometime during the month.

Symptoms occurred 17 months after starting clozaril therapy. patient was on 400mg from 5/98 to 9/99. - the date of onset is not
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 145115 Seq: 1 Gender: F
Reported: 27/10/1999 Weight:
Hospitalisation: Age: 46
Onset Date: 24/09/1999 DOB: 27/06/1953
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Cardiomyopathy All antipsychotic therapy
discontinued. treated with
perindopril, telemonitoring and
reassurance.
Orthostatic hypotension
Pyrexia
Tachycardia
Medicine Details:
OLANZAPINE (Other drug) Reason:  Unspecified schizophrenia
5.0 Milligram Daily
Batch: Started: Stopped: 22/09/1999
RANITIDINE (Other drug) Reason:
150.0 Milligram Daily
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 175.0 Milligram Daily Oral
Batch: Started: 16/09/1999 Stopped: 29/09/1999
Laboratory Investigations:
Date Type Range Date Tested Result Details
Other data 01/10/1999 42% Global decrease in Ivef
Other data 13/10/1999 55% Global decrease in Ivef
Other data 22/10/1999 65% Global decrease in Ivef

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 145116 Seq: 1 Gender: M
Reported: 27/10/1999 Weight:
Hospitalisation: Age: 39
Onset Date: DOB: 12/07/1960
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Neutropenia \Varying neutrophil levels. Patient receiving gcsf and
risperidone

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: 21/09/1999 Stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 07/09/1999 5.1
Neutrophils 21/09/1999 1.5
Neutrophils 23/09/1999 2.97
Neutrophils 12/10/1999 1.9
Neutrophils 30/11/1999 25
Neutrophils 07/12/1999 1.3
Neutrophils 21/12/1999 6.0

Additional Information:

even though clozaril has not been taken for 6 weeks, the patient has experienced neutropenia again. the patient them
commenced olanzapine which appeared to exacerbate the problem, and is now receiving risperidone and gscf.

Symptoms occurred approximately one week after starting clozaril therapy. date of onset set at 07/12/99 when nc went below 1.5.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 145116 Seq: 1 Gender: M
Reported: 27/10/1999 Weight:
Hospitalisation: Age: 39
Onset Date: DOB: 12/07/1960
Outcome: Not yet recovered Causality: Causality possible

Reaction Details:

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: 21/09/1999 Stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details

Neutrophils 22/12/1999 221
Neutrophils 30/12/1999 3.8
Neutrophils 19/01/2000 1.1
\White blood cells 07/09/1999 6.4
White blood cells 21/09/1999 4.4
\White blood cells 23/09/1999 3.1
White blood cells 12/10/1999 -

Additional Information:

Symptoms occurred approximately one week after starting clozaril therapy. date of onset set at 07/12/99 when nc went below 1.5.
even though clozaril has not been taken for 6 weeks, the patient has experienced neutropenia again. the patient them
commenced olanzapine which appeared to exacerbate the problem, and is now receiving risperidone and gscf.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 145116 Seq: 1 Gender: M
Reported: 27/10/1999 Weight:
Hospitalisation: Age: 39
Onset Date: DOB: 12/07/1960
Outcome: Not yet recovered Causality: Causality possible

Reaction Details:

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: 21/09/1999 Stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details
\White blood cells 30/11/1999 -
\White blood cells 07/12/1999 1.3
White blood cells 21/12/1999 8.7
\White blood cells 22/12/1999 25.6
White blood cells 30/12/1999 5.7
\White blood cells 19/01/2000 3.7

Additional Information:

Symptoms occurred approximately one week after starting clozaril therapy. date of onset set at 07/12/99 when nc went below 1.5.
even though clozaril has not been taken for 6 weeks, the patient has experienced neutropenia again. the patient them
commenced olanzapine which appeared to exacerbate the problem, and is now receiving risperidone and gscf.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 145117 Seq: 1 Gender: F
Reported: 27/10/1999 Weight:
Hospitalisation: Age: 25
Onset Date: 11/10/1999 DOB: 25/09/1974
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Neutropenia

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 250.0 Milligram Daily Oral
Batch: Started: 05/07/1999 Stopped: 28/10/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 05/07/1999 2.5
Neutrophils 08/10/1999 1.7
Neutrophils 12/10/1999 1.4
\White blood cells 05/07/1999 4.3
White blood cells 08/10/1999 3.9
\White blood cells 12/10/1999 3.6

Additional Information:

stoppage occurred sometime during the month.

Symptoms occurred 3 months after starting clozaril therapy. the dosage stop date is not necessarily accurate but indicates that
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 145118 Seq: 1 Gender: M
Reported: 27/10/1999 Weight:
Hospitalisation: Age: 35
Onset Date: 07/10/1999 DOB: 05/12/1963
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Leukopenia

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
Batch: Started: 03/02/1994 Stopped: 07/10/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 24/01/1994 3.6
Neutrophils 04/10/1999 2.2
Neutrophils 07/10/1999 1.9
Neutrophils 08/10/1999 1.9
Neutrophils 11/10/1999 24
Neutrophils 20/10/1999 2.7
Neutrophils 05/11/1999 3.5

Additional Information:
Symptoms occurred 4 2/3 years after starting clozaril therapy.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 145118 Seq: 1 Gender: M
Reported: 27/10/1999 Weight:
Hospitalisation: Age: 35
Onset Date: 07/10/1999 DOB: 05/12/1963
Outcome: Recovered Causality: Causality probable

Reaction Details:

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
Batch: Started: 03/02/1994 Stopped: 07/10/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
\White blood cells 24/01/1994 5.6
\White blood cells 04/10/1999 3.2
White blood cells 07/10/1999 29
\White blood cells 08/10/1999 29
White blood cells 11/10/1999 3.6
\White blood cells 20/10/1999 3.8
White blood cells 05/11/1999 4.7

Additional Information:
Symptoms occurred 4 2/3 years after starting clozaril therapy.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 145119 Seq: 1 Gender: M
Reported: 27/10/1999 Weight:
Age: 33

Hospitalisation:
Onset Date: 18/10/1999
Outcome: Death

DOB: 26/05/1966
Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Sudden death Patient died on the 18/10/99. Autopsy was performed.

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: 01/01/1996 Stopped: 28/10/1999

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
the dosage start date is not accurate but indicates that start occurred sometime during the year. the dosage stop date is not

necessarily accurate but indicates that stoppage occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 145124 Seq: 1 Gender: F
Reported: 27/10/1999 Weight:
Hospitalisation: Admitted to hospital Age: 64
Onset Date: 13/10/1999 DOB: 23/08/1935
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Pneumonia %%gt lower lob pneumonia from mid sep
Leukopenia
Neutropenia Patient was treated with 2 x
g-csf and thioridazine was
discontinued.

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 0.0 Oral
Batch: Started: 25/08/1999 Stopped: 28/09/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 25/08/1999 2.3
Neutrophils 16/09/1999 2.7
Neutrophils 20/09/1999 6.7
Neutrophils 01/10/1999 9.8
Neutrophils 05/10/1999 3.4
Neutrophils 12/10/1999 1.2
Neutrophils 13/10/1999 0.9

Additional Information:
Patient also taking sodium valproate and thioridazine. symptoms occurred 2 months after starting clozaril therapy.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 145124 Seq: 1 Gender: F
Reported: 27/10/1999 Weight:
Hospitalisation: Admitted to hospital Age: 64
Onset Date: 13/10/1999 DOB: 23/08/1935
Outcome: Not yet recovered Causality: Causality possible

Reaction Details:

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 0.0 Oral
Batch: Started: 25/08/1999 Stopped: 28/09/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
\White blood cells 25/08/1999 3.9
\White blood cells 16/09/1999 4.2
White blood cells 20/09/1999 9.1
\White blood cells 01/10/1999 12.1
White blood cells 05/10/1999 6.0
\White blood cells 12/10/1999 3.0
White blood cells 13/10/1999 2.8

Additional Information:
Patient also taking sodium valproate and thioridazine. symptoms occurred 2 months after starting clozaril therapy.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 145125 Seq: 1 Gender: F
Reported: 27/10/1999 Weight:
Hospitalisation: Hospitalisation prolonged Age: 75
Onset Date: DOB: 11/12/1923
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Pseudolymphoma Large cell lymphoma

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 350.0 Milligram Daily Oral
Batch: Started: 01/04/1999 Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient was also taking ascorbic acid, haloperidol, venlafaxine. the dosage start date is not necessarily accurate but indicates

that start occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 145136 Seq: 1 Gender: M
Reported: 11/10/1999 Weight:
Hospitalisation: Admitted to hospital Age: 63
Onset Date: 17/08/1999 DOB: 28/02/1936
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Clozaril was ceased and g-csg
and iv antibiotics commenced
and transferred to a
haematology ward. ceased
olanzapine and commenced
on haloperidol 20mg at night.

Agranulocytosis

Pyrexia

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 300.0 Milligram Daily Oral
Batch: Started: 20/05/1999 Stopped: 10/08/1999
OLANZAPINE (Suspected) Reason:
20.0 Milligram Daily
Batch: Started: 10/08/1999 Stopped: 17/08/1999

Laboratory Investigations:
Date Type Range Date Tested Result Details

Neutrophils 17/08/1999 0.1

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 145238 Seq: 1 Gender: F
Reported: 01/11/1999 Weight:
Hospitalisation: Treated in outpatient department only. Age: 22
Onset Date: 10/10/1999 DOB: 24/02/1977
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Dyspnoea Acute shortness of breath
Somnolence Sedation Discontinuation of clozaril,

treatment of adversde event
with promethazine 50-75mg
nocte and discontinuation of

sertraline.
Abdominal pain Stomach pains
Nausea
Pruritus
Rash maculo-papular
Vomiting
Medicine Details:
SERTRALINE HYDROCHLORIDE (Other drug) Reason:
Oral application 100.0 Milligram Daily Oral
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: 09/08/1999 Stopped: 16/10/1999
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 145239 Seq: 1 Gender: M
Reported: 01/11/1999 Weight:
Hospitalisation: Admitted to hospital Age: 20Y
Onset Date: 23/10/1999 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Dystonia Dystonic reaction
Torticollis Neck stiffened Treated with benztropine
Nausea
Paresis
\Vomiting

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 12.5 Milligram Daily Oral
Batch: Started: 23/10/1999 Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 145240 Seq: 1 Gender: F
Reported: 01/11/1999 Weight:
Hospitalisation: Admitted to hospital Age: 40
Onset Date: 22/10/1999 DOB: 16/05/1959
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Suicide attempt Took between 36-40 x 100mg of clozaril

Medicine Details:

SODIUM VALPROATE (Other drug) Reason:
100.0 Milligram Daily
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 700.0 Milligram Daily Oral
Batch: Started: 03/04/1997 Stopped: CONTIN

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 145253 Seq: 1 Gender: M
Reported: 01/11/1999 Weight:
Age: 25

Hospitalisation:
Onset Date: 31/10/1999
Outcome: Recovered

Reaction Details:

DOB: 29/03/1974
Causality: Causality probable

Preferred Term Severity Report Description Treatment
Aggression Patient experienced aggressiveness.
Anxiety Patient experienced hyperanxiety. Clozaril was discontinued.

Medicine Details:

Reason:  Unspecified schizophrenia

CLOZARIL (Suspected)
Tablet 325.0 Milligram Daily Oral
Batch: Started: 08/09/1999 Stopped:

Laboratory Investigations:
Date Type Range Date Tested

Result Details

Additional Information:
Patient experienced reactions 6 weeks after starting clozaril. patient had similar paradoxical reactions to other drugs such as
antihistamines. - the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 145403 Seq: 1 Gender: F
Reported: 05/11/1999 Weight:
Hospitalisation: Age: 23
Onset Date: 21/10/1999 DOB: 29/02/1976
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Leukopenia
Neutropenia Clozaril therapy ceased.

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 0.0 Oral
Batch: Started: 23/06/1995 Stopped: 28/10/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 23/06/1995 3.2
Neutrophils 19/10/1999 2.1
Neutrophils 21/10/1999 1.5
Neutrophils 22/10/1999 2.3
White blood cells 23/06/1995 4.7
\White blood cells 19/10/1999 3.1
White blood cells 21/10/1999 25

Additional Information:
the dosage stop date is not necessarily accurate but indicates that stoppage occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 145403 Seq: 1 Gender: F
Reported: 05/11/1999 Weight:
Age: 23

Hospitalisation:
Onset Date: 21/10/1999
Outcome: Unknown

Reaction Details:

DOB: 29/02/1976
Causality: Causality possible

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 0.0 Oral
Batch: Started: 23/06/1995 Stopped: 28/10/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details

White blood cells 22/10/1999 3.4

Additional Information:
the dosage stop date is not necessarily accurate but indicates that stoppage occurred sometime during the month.
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 145554 Seq: 1 Gender: M
Reported: 08/11/1999 Weight:
Hospitalisation: Age: 45
Onset Date: 31/10/1999 DOB: 04/08/1954
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Convulsion

Patient experienced a seizure

Sodium valproate 500mg po
bd on 22 oct 1999. clozaril
dose was decreased to 300mg

bd.

Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 800.0 Milligram Daily Oral
Batch: Started: 01/01/1993 Stopped:
COGENTIN (Suspected) Reason:
Tablet 2.0 Milligram Daily Oral
Batch: Started: 08/07/1999 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

Relevant history: possible peptic ulcer disease. - the date of onset is not necessarily accurate but indicates that onset occurred
sometime during the month. the dosage start date is not accurate but indicates that start occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 145555 Seq: 1 Gender: M
Reported: 08/11/1999 Weight:
Hospitalisation: Age: 24
Onset Date: 31/10/1999 DOB: 22/03/1975

Outcome: Recovered Causality: Causality possible

Reaction Details:

Preferred Term Severity Report Description Treatment
Supraventricular tachycardia Intermittent supraventricular tachycardia |Dose was reduced to 150mg
on 1 november 1999 and

ceased on 2 november 1999.

Hepatic function abnormal Patient had abnormal liver function tests

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 200.0 Milligram Daily Oral
Batch: Started: 19/10/1999 Stopped: 02/11/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
ALT = SGPT 5-35 U/L 02/11/1999 1.3
AST = SGOT 5-35 U/L 02/11/1999 68
Biochemistry These abnormalities resolved spontaneously by 16 november
1999.
Electrocardiograph An ecg showed possible conduction disturbances in lead v1 and
V2.

Additional Information:
Clozaril was recommenced on 14 december 1999. - the date of onset is not necessarily accurate but indicates that onset

occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 145555 Seq: 1 Gender: M
Reported: 08/11/1999 Weight:
Age: 24

Hospitalisation:
Onset Date: 31/10/1999
Outcome: Recovered

Reaction Details:

DOB: 22/03/1975
Causality: Causality possible

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 200.0 Milligram Daily Oral
Batch: Started: 19/10/1999 Stopped: 02/11/1999

Laboratory Investigations:
Date Type Range Date Tested Result Details
Electrographics 17 january 2000: echocardiography on 17 november 1999
showed normal Iv size and systolic function; no significant valve
disease.
GGT = SGGT = 0-50 U/L 02/11/1999 95
SAP = ALP 25-110 U/L 02/11/1999 136

Additional Information:
Clozaril was recommenced on 14 december 1999. - the date of onset is not necessarily accurate but indicates that onset

occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 145556 Seq: 1 Gender: M
Reported: 08/11/1999 Weight:
Hospitalisation: Age:
DOB:

Onset Date:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Supraventricular tachycardia
Medicine Details:
CLOZARIL (Suspected) Reason:
Tablet 0.0 Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Reaction occurred shortly after initiation with clozaril.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 145607 Seq: 1 Gender: M
Reported: 11/11/1999 Weight:
Hospitalisation: Admitted to hospital Age: 16Y
Onset Date: 31/10/1998 DOB:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Tachycardia

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 0.0 Oral
Batch: Started: 01/10/1998 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
- the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month. the dosage start date

is not necessarily accurate but indicates that start occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 145608 Seq: 1 Gender: M
Reported: 11/11/1999 Weight:
Hospitalisation: Age: 17Y
Onset Date: 31/12/1999 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Cardiac failure
Tachycardia

Medicine Details:

HALOPERIDOL (Other drug) Reason:
0.0
Batch: Started: Stopped:
BRICANYL (Other drug) Reason:
0.0
Batch: Started: Stopped:
BENZTROPINE MESYLATE (Other drug) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 200.0 Milligram Daily Oral
Batch: Started: 01/10/1998 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
- the date of onset is not accurate but indicates that onset occurred sometime during the year. the dosage start date is not
necessarily accurate but indicates that start occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 145646 Seq: 1 Gender: U
Reported: 08/11/1999 Weight:
Hospitalisation: Age:
DOB:

Onset Date:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Therapeutic response decreased
Medicine Details:
SODIUM VALPROATE (Suspected) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:
Tablet 600.0 Milligram Daily Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 145718 Seq: 1 Gender: M
Reported: 08/11/1999 Weight:
Hospitalisation: Treated in outpatient department only. Age: 21
Onset Date: 22/10/1999 DOB: 04/01/1978
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Pyrexia High temperature
Dyspnoea Problems breathing Treated with promethazine
and prednisone.
Hypertonia Stiffness in arms.
Rash

Medicine Details:

CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 25.0 Milligram Daily Oral
Batch: Started: 21/10/1999 Stopped: 22/10/1999
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 145785 Seq: 1 Gender: M
Reported: 11/11/1999 Weight: 70.00
Hospitalisation: Admitted to hospital Age: 25Y
Onset Date: 31/12/1999 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Dementia Mental status is deteriorating
Weight decreased Weight loss from 90kg to 70kg Clozaril discontinued

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 0.0 Oral
Batch: Started: 01/01/1999 Stopped: 28/10/1999

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
- the date of onset is not accurate but indicates that onset occurred sometime during the year. the dosage start date is not
accurate but indicates that start occurred sometime during the year. the dosage stop date is not necessarily accurate but indicates

that stoppage occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 145811 Seq: 1 Gender: M
Reported: 11/11/1999 Weight:
Hospitalisation: Admitted to hospital Age: 54
Onset Date: 31/10/1999 DOB: 30/08/1945
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Agitation

Constipation

Drug level decreased
Headache

Polydipsia

Polyuria

Salivary hypersecretion
Somnolence

readministered.

Therapeutic response decreased Clozaril was ceased and not

Medicine Details:

LOSEC (Interaction) Reason: Other diseases of esophagus
0.0
Batch: Started: 01/08/1999 Stopped: CONTIN
CLOZARIL (Interaction) Reason:  Unspecified schizophrenia
Tablet 700.0 Milligram Daily Oral
Batch: Started: 19/08/1999 Stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details
Serum drug level 15/10/1999 160MCG/L |Clozaril level at dose of 400mg
Sodium >135 MMOL/L Sodium slightly lower than normal 132mmol/I

Additional Information:

is not necessarily accurate but indicates that start occurred sometime during the month.

- the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month. the dosage start date
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 145812 Seq: 1 Gender: F
Reported: 29/10/1999 Weight: 56.00
Hospitalisation: Age: 75Y
Onset Date: 31/10/1999 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Lymphoma
Malaise

Medicine Details:

ASCORBIC ACID (Other drug) Reason:
0.0
Batch: Started: Stopped:
VENLAFAXINE HYDROCHLORIDE (Other drug) Reason:
0.0
Batch: Started: Stopped:
FERROUS SULPHATE (Other drug) Reason:
0.0
Batch: Started: Stopped:
ERGOCALCIFEROL (Suspected) Reason:
0.0
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details
!__ymph node Aggressive large cell lymphoma
Lymph node Scattered atypical lymphoid cells which show variable staining

negative. finding are consistent with a large cell malignant
lymphoma.

Lymphocytes (1.50-4.00) | 05/10/1999 7.38
Lymphocytes (1.50-4.00) | 12/10/1999 8.31

for b-cell markers (uchl-1 and cd3). cytokeratin stain (ae1/3) is

Additional Information:

is not necessarily accurate but indicates that start occurred sometime during the month.

- the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month. the dosage start date
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 145812 Seq: 1 Gender: F
Reported: 29/10/1999 Weight: 56.00
Hospitalisation: Age: 75Y
Onset Date: 31/10/1999 DOB:
Outcome: Not yet recovered Causality: Causality possible

Reaction Details:

Medicine Details:

CLOZARIL (Suspected) Reason:  Anxiety neurosis
Tablet 300.0 Milligram Daily Oral
Batch: Started: 01/05/1999 Stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details
Lymphocytes (1.50-4.00) 02/11/1999 14.73
Lymphocytes (1.50-4.00) 09/11/1999 13.68
Lymphocytes (1.50-4.00) 26/10/1999 11.39
Lymphocytes (1.50-4.00) 19/10/1999 9.23
White blood cells (4.0-11.0) 05/10/1999 12.3
\White blood cells (4.0-11.0) 12/10/1999 124
White blood cells (4.0-11.0) 19/10/1999 13.0

Additional Information:

is not necessarily accurate but indicates that start occurred sometime during the month.

- the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month. the dosage start date
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 145812 Seq: 1 Gender: F
Reported: 29/10/1999 Weight: 56.00
Hospitalisation: Age: 75Y
Onset Date: 31/10/1999 DOB:

Outcome: Causality: Causality possible

Reaction Details:

Not yet recovered

Medicine Details:

ASCORBIC ACID (Other drug) Reason:
0.0
Batch: Started: Stopped:
VENLAFAXINE HYDROCHLORIDE (Other drug) Reason:
0.0
Batch: Started: Stopped:
FERROUS SULPHATE (Other drug) Reason:
0.0
Batch: Started: Stopped:
ERGOCALCIFEROL (Suspected) Reason:
0.0
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
White blood cells (4.0-11.0) 26/10/1999 15.6
White blood cells (4.0-11.0) 02/11/1999 19.9
White blood cells (4.0-11.0) 09/11/1999 171

Additional Information:

- the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month. the dosage start date
is not necessarily accurate but indicates that start occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 145812 Seq: 1 Gender: F
Reported: 29/10/1999 Weight: 56.00
Hospitalisation: Age: 75Y
DOB:

Onset Date: 31/10/1999
Outcome: Not yet recovered

Reaction Details:

Causality: Causality possible

Medicine Details:
CLOZARIL (Suspected) Reason:  Anxiety neurosis
Tablet 300.0 Milligram Daily Oral
Batch: Started: 01/05/1999 Stopped: CONTIN

Laboratory Investigations:

Additional Information:

is not necessarily accurate but indicates that start occurred sometime during the month.

- the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month. the dosage start date
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 145844 Seq: 1 Gender: M
Reported: 15/11/1999 Weight:
Hospitalisation: Age: 21
Onset Date: 28/10/1999 DOB: 22/04/1978
Outcome: Not yet recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Neutropenia Clozaril was gradually being

tapered downward, since has
been requested to be ceased

immediately.
Medicine Details:
CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 600.0 Milligram Daily Oral
Batch: Started: 09/02/1999 Stopped: 01/11/1999
Laboratory Investigations:
Date Type Range Date Tested Result Details
Neutrophils 11/02/1998 4.7
Neutrophils 27/07/1999 2.4
Neutrophils 28/10/1999 1.3
Neutrophils 01/11/1999 1.8
Neutrophils 03/11/1999 1.6
Neutrophils 10/11/1999 1.8
Pharmacokinetics | CLOZARIL 28/10/1999 187

Additional Information:
See original report for details of other drugs: orphenadrine, propranolol, sodium valproate.

Report Run : 05/06/2007 10:16AM  Database: pusime02 ADRS004 Page 617 of 719




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 145844 Seq: 1 Gender: M
Reported: 15/11/1999 Weight:
Hospitalisation: Age: 21
Onset Date: 28/10/1999 DOB: 22/04/1978
Outcome: Not yet recovered Causality: Causality probable

Reaction Details:

Medicine Details:

CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 600.0 Milligram Daily Oral
Batch: Started: 09/02/1999 Stopped: 01/11/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
\White blood cells 11/02/1998 6.8
\White blood cells 27/07/1999 4.5
White blood cells 28/10/1999 5.1
\White blood cells 01/11/1999 4.8
White blood cells 03/11/1999 4.2
\White blood cells 10/11/1999 41

Additional Information:
See original report for details of other drugs: orphenadrine, propranolol, sodium valproate.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 145845 Seq: 1 Gender: M
Reported: 15/11/1999 Weight:
Hospitalisation: Age: 29
Onset Date: 05/11/1999 DOB: 24/11/1969
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Agranulocytosis Ceased clozaril

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 500.0 Milligram Daily Oral
Batch: Started: 27/08/1999 Stopped: 08/11/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 27/08/1999 25
Neutrophils 05/11/1999 0.3
Neutrophils 08/11/1999 0.3
Neutrophils 09/11/1999 0.5
Neutrophils 10/11/1999 0.8
Neutrophils 11/11/1999 1.3
Neutrophils 12/11/1999 2.2

Additional Information:
Patient was also taking thioridazine, olanzapine, androcur.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 145845 Seq: 1 Gender: M
Reported: 15/11/1999 Weight:
Hospitalisation: Age: 29
Onset Date: 05/11/1999 DOB: 24/11/1969
Outcome: Recovered Causality: Causality probable

Reaction Details:

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 500.0 Milligram Daily Oral
Batch: Started: 27/08/1999 Stopped: 08/11/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
\White blood cells 27/08/1999 5.7
\White blood cells 05/11/1999 3.6
White blood cells 08/11/1999 3.1
\White blood cells 09/11/1999 4.0
White blood cells 10/11/1999 45
\White blood cells 11/11/1999 5.1
White blood cells 12/11/1999 6.3

Additional Information:
Patient was also taking thioridazine, olanzapine, androcur.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 145847 Seq: 1 Gender: F
Reported: 15/11/1999 Weight:
Hospitalisation: Age: 70
Onset Date: 22/10/1999 DOB: 04/12/1928
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Neutropenia Ceased clozaril

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 200.0 Milligram Daily Oral
Batch: Started: 19/07/1999 Stopped: 22/10/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 12/07/1999 2.7
Neutrophils 11/10/1999 3.6
Neutrophils 19/10/1999 21
Neutrophils 22/10/1999 1.4
Neutrophils 25/10/1999 1.9
Neutrophils 29/10/1999 1.9
Neutrophils 02/11/1999 3.4

Additional Information:
Patient was also taking salbutamol, atrovent, aspirin.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 145847 Seq: 1 Gender: F
Reported: 15/11/1999 Weight:
Hospitalisation: Age: 70
Onset Date: 22/10/1999 DOB: 04/12/1928
Outcome: Recovered Causality: Causality probable

Reaction Details:

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 200.0 Milligram Daily Oral
Batch: Started: 19/07/1999 Stopped: 22/10/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
\White blood cells 12/07/1999 4.8
\White blood cells 11/10/1999 5.5
White blood cells 19/10/1999 3.1
\White blood cells 22/10/1999 35
White blood cells 25/10/1999 3.5
\White blood cells 29/10/1999 3.8
White blood cells 02/11/1999 5.1

Additional Information:
Patient was also taking salbutamol, atrovent, aspirin.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 145848 Seq: 1 Gender: M
Reported: 15/11/1999 Weight:
Hospitalisation: Age: 32
Onset Date: 22/10/1999 DOB: 09/06/1967
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Leukopenia Ceased clozaril

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 350.0 Milligram Daily Oral
Batch: Started: 08/06/1999 Stopped: 22/10/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 01/01/1999 3.0
Neutrophils 19/10/1999 2.1
Neutrophils 26/10/1999 3.3
Neutrophils 22/01/1999 1.8
White blood cells 01/01/1999 4.9
\White blood cells 19/10/1999 3.5
White blood cells 22/01/1999 29

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 145848 Seq: 1 Gender: M
Reported: 15/11/1999 Weight:
Hospitalisation: Age: 32
Onset Date: 22/10/1999 DOB: 09/06/1967
Outcome: Recovered Causality: Causality probable

Reaction Details:

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 350.0 Milligram Daily Oral
Batch: Started: 08/06/1999 Stopped: 22/10/1999

Laboratory Investigations:
Date Type Range Date Tested Result Details

White blood cells 26/10/1999 5.2

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 145849 Seq: 1 Gender: M
Reported: 15/11/1999 Weight:
Hospitalisation: Age: 18
Onset Date: 19/10/1999 DOB: 17/02/1981
Outcome: Recovered Causality: Causality certain
Reaction Details:
Preferred Term Severity Report Description Treatment
Neutropenia Ceased clozaril

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
Batch: Started: 23/07/1999 Stopped: 21/10/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 23/07/1999 3.9
Neutrophils 10/08/1999 1.4
Neutrophils 11/08/1999 7
Neutrophils 17/08/1999 1.4
Neutrophils 18/08/1999 2.1
Neutrophils 05/10/1999 1.4
Neutrophils 06/10/1999 4.6

Additional Information:
Patient was rechallenged several times after a 24 hour repeat blood test proved normal each time.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 145849 Seq: 1 Gender: M
Reported: 15/11/1999 Weight:
Hospitalisation: Age: 18
Onset Date: 19/10/1999 DOB: 17/02/1981
Outcome: Recovered Causality: Causality certain

Reaction Details:

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
Batch: Started: 23/07/1999 Stopped: 21/10/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 19/10/1999 1.3
\White blood cells 23/07/1999 7.7
White blood cells 10/08/1999 4.6
\White blood cells 11/08/1999 8.6
White blood cells 17/08/1999 5.2
\White blood cells 18/08/1999 6.5
White blood cells 05/10/1999 4.9

Additional Information:
Patient was rechallenged several times after a 24 hour repeat blood test proved normal each time.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 145849 Seq: 1 Gender: M
Reported: 15/11/1999 Weight:
Hospitalisation: Age: 18
Onset Date: 19/10/1999 DOB: 17/02/1981
Outcome: Recovered Causality: Causality certain

Reaction Details:

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
Batch: Started: 23/07/1999 Stopped: 21/10/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
White blood cells 06/10/1999 7.0
White blood cells 19/10/1999 4.8

Additional Information:
Patient was rechallenged several times after a 24 hour repeat blood test proved normal each time.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 145850 Seq: 1 Gender: F
Reported: 15/11/1999 Weight:
Age: 35

Hospitalisation:
Onset Date: 31/12/1996
Outcome: Not yet recovered

Reaction Details:
Preferred Term Severity Report Description Treatment

DOB: 08/02/1961
Causality: Causality possible

Thrombocytopenia

Medicine Details:

CLOZARIL (Suspected) Reason:  Othr&unspec metabolic diseases
Tablet 700.0 Milligram Daily Oral
Batch: Started: 01/01/1995 Stopped: CONTIN

Laboratory Investigations:
Date Type Range Date Tested Result Details
Haematology Thrombocytes: 03/96-12/96=140-145, 12/96-12/97=130-140,
12/97-11/98=125-135, 11/98-1999=120-135. film normal other
than mild thrombocytopenia.

Additional Information:
- the date of onset is not accurate but indicates that onset occurred sometime during the year. the dosage start date is not

accurate but indicates that start occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 145851 Seq: 1 Gender: M
Reported: 15/11/1999 Weight:
Hospitalisation: Age: 25
Onset Date: 30/10/1999 DOB: 13/05/1974
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Syncope Unconscious drop attacks.
Neutropenia Ceased clozaril. given
clonazepam 0.5mg mane and
1mg nocte.

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 275.0 Milligram Daily Oral
Batch: Started: 22/08/1999 Stopped: 29/10/1999
SODIUM VALPROATE (Suspected) Reason:
600.0 Milligram Daily
Batch: Started: 30/10/1997 Stopped: 30/10/1997

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 22/08/1996 6.0
Neutrophils 02/10/1999 4.3
Neutrophils 29/10/1999 1.5
Neutrophils 30/10/1999 1.4
Neutrophils 31/10/1999 2.1
\White blood cells 22/08/1996 9.6
White blood cells 02/10/1999 7.6

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 145851 Seq: 1 Gender: M
Reported: 15/11/1999 Weight:
Hospitalisation: Age: 25
Onset Date: 30/10/1999 DOB: 13/05/1974
Outcome: Not yet recovered Causality: Causality possible

Reaction Details:

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 275.0 Milligram Daily Oral
Batch: Started: 22/08/1999 Stopped: 29/10/1999
SODIUM VALPROATE (Suspected) Reason:
600.0 Milligram Daily
Batch: Started: 30/10/1997 Stopped: 30/10/1997

Laboratory Investigations:

Date Type Range Date Tested Result Details
\White blood cells 29/10/1999 3.9
\White blood cells 30/10/1999 4.6
White blood cells 31/10/1999 5.4

Additional Information:
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

145852
15/11/1999

Case Number: Seq: 1
Reported:
Hospitalisation:
Onset Date: 29/10/1999

Outcome: Death, maybe drug
Reaction Details:

Gender: F
Weight: 0.00
Age: 21
DOB: 16/05/1978
Causality: Causality possible

Preferred Term Severity Report Description Treatment
Deep vein thrombosis
Pulmonary embolism
Sudden death
Medicine Details:
ORAL CONTRACEPTIVE NOS (Suspected) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
650.0 Milligram Daily Oral
Batch: Started: 28/07/1998 Stopped: 29/10/1999
EFEXOR (Suspected) Reason:
150.0 Milligram Daily
Batch: Started: Stopped:
DOXYCYCLINE HYDROCHLORIDE (Suspected) Reason:
50.0 Milligram Daily
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
15/11/1999 [Coroners findings Cause of death: PE/DVT with contributions from smoking,
trauma, oral contraceptive and clozapine
17/12/2002 |Other data Autopsy report stated that the patient died on 29 october 1999.
death was due to extensive pulmonary thromboembolism due to
thrombosis of the right deep calf veins.

Additional Information:

Patient died nov 99. patient was overweight and smoked 20 cigarettes a day.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 145853 Seq: 1 Gender: M
Reported: 15/11/1999 Weight:
Hospitalisation: Admitted to hospital Age: 26
Onset Date: 10/11/1999 DOB: 25/12/1972

Outcome: Recovered Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Suicide attempt

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 3.8 Gram Total Oral
Batch: Started: 29/06/1995 Stopped: 10/11/1999

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient's normal daily dose was 475mg.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 145905 Seq: 1 Gender: M
Reported: 15/11/1999 Weight:
Age: 27

Hospitalisation:
Onset Date:
Outcome: Unknown

Reaction Details:
Preferred Term Severity Report Description Treatment

Hot inside as thought he has trapped heat.

DOB: 20/07/1972
Causality: Causality possible

Sensory disturbance

Medicine Details:

Reason:  Unspecified schizophrenia

CLOZARIL (Suspected)
Tablet 225.0 Milligram Daily Oral
Batch: Started: 01/05/1999 Stopped: CONTIN

Laboratory Investigations:
Date Type Range Date Tested

Result Details

Additional Information:
Syptoms occurred about 5 months after starting clozaril. reaction date 1999 the dosage start date is not necessarily accurate but

indicates that start occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 145906 Seq: 1 Gender: F
Reported: 15/11/1999 Weight:
Hospitalisation: Admitted to hospital Age: 43
Onset Date: 31/10/1999 DOB: 29/09/1956

Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Malaise Physicaly and mentaly unwell Discontinuation of clozaril, iv
fluids and k+ given. clozaril

was readministered.

Diarrhoea
\Vomiting

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 600.0 Milligram Daily Oral
Batch: Started: 13/05/1994 Stopped: 02/11/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Electrocardiograph Ecg done.
Radiololgy Head ct.

Additional Information:
- the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 145907 Seq: 1 Gender: M
Reported: 15/11/1999 Weight:
Hospitalisation: Age: 25
Onset Date: 25/10/1999 DOB: 30/07/1974
Outcome: Recovered Causality: Causality possible
Reaction Details:

Preferred Term Severity Report Description Treatment
Leukocytosis Patient developed a high white cell count |No treatment was necessary.
Medicine Details:

OLANZAPINE (Other drug) Reason:
5.0 Milligram Daily
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 75.0 Milligram Daily Oral
Batch: Started: 22/10/1999 Stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details

Eosinophils 19/10/1999 -

Eosinophils 25/10/1999 -

Eosinophils 01/11/1999 0.12
Eosinophils 02/11/1999 0.10
Eosinophils 28/10/1999 0.18
Eosinophils 08/11/1999 0.12
Neutrophils 19/10/1999 9.2

Additional Information:

1999.

The patient commenced clozaril on a dose of 12.5mg on 22 oct 1999 and titrated upwards - only reached 75mg/day on 26 oct
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 145907 Seq: 1 Gender: M
Reported: 15/11/1999 Weight:
Hospitalisation: Age: 25
Onset Date: 25/10/1999 DOB: 30/07/1974
Outcome: Recovered Causality: Causality possible

Reaction Details:

Medicine Details:

OLANZAPINE (Other drug) Reason:
5.0 Milligram Daily
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 75.0 Milligram Daily Oral
Batch: Started: 22/10/1999 Stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 25/10/1999 18.3
Neutrophils 28/10/1999 9.58
Neutrophils 08/11/1999 5.87
Neutrophils 02/11/1999 5.09
Neutrophils 01/11/1999 16.17
\White blood cells 19/10/1999 12.8
White blood cells 25/10/1999 21.7

Additional Information:

1999.

The patient commenced clozaril on a dose of 12.5mg on 22 oct 1999 and titrated upwards - only reached 75mg/day on 26 oct
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 145907 Seq: 1 Gender: M
Reported: 15/11/1999 Weight:
Hospitalisation: Age: 25
Onset Date: 25/10/1999 DOB: 30/07/1974
Outcome: Recovered Causality: Causality possible

Reaction Details:

Medicine Details:

OLANZAPINE (Other drug) Reason:
5.0 Milligram Daily
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 75.0 Milligram Daily Oral
Batch: Started: 22/10/1999 Stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details
\White blood cells 28/10/1999 13.8
\White blood cells 01/11/1999 19.3
White blood cells 02/11/1999 8.1
\White blood cells 08/11/1999 8.6

Additional Information:

1999.

The patient commenced clozaril on a dose of 12.5mg on 22 oct 1999 and titrated upwards - only reached 75mg/day on 26 oct
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 145908 Seq: 1 Gender: F
Reported: 15/11/1999 Weight:
Hospitalisation: Age: 18Y
Onset Date: 31/01/1998 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Urinary incontinence Clozaril ceased

Weight increased

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 0.0 Oral
Batch: Started: 01/01/1998 Stopped: 28/01/1998

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
- the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month. the dosage start date
is not necessarily accurate but indicates that start occurred sometime during the month. the dosage stop date is not necessarily

accurate but indicates that stoppage occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 145914 Seq: 1 Gender: M
Reported: 15/11/1999 Weight:
Hospitalisation: Age: 25
Onset Date: 15/10/1999 DOB: 29/12/1973
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Eosinophilia

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 200.0 Milligram Daily Oral
Batch: Started: 01/09/1997 Stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details
Eosinophils 15/09/1999 0.4
Eosinophils 15/10/1999 0.7
Eosinophils 03/11/1999 0.8

Additional Information:
Patient also taking aropax.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 145915 Seq: 1 Gender: F
Reported: 15/11/1999 Weight:
Hospitalisation: Age: 37
Onset Date: DOB: 04/09/1962
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Influenza

Medicine Details:

CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 125.0 Milligram Daily Oral
Batch: Started: Stopped: CONTIN

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 145916 Seq: 1 Gender: M
Reported: 15/11/1999 Weight:
Hospitalisation: Age: 18
Onset Date: 31/10/1999 DOB: 06/05/1981
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Salivary hypersecretion Treatment with benztropine bd.

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 300.0 Milligram Daily Oral
Batch: Started: 28/08/1999 Stopped: CONTIN

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
- the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 145918 Seq: 1 Gender: U
Reported: 15/11/1999 Weight:
Hospitalisation: Age:
DOB:

Onset Date: 31/12/1997

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Tachycardia
Medicine Details:
CLOZARIL (Suspected) Reason:
Tablet 0.0 Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
- the date of onset is not accurate but indicates that onset occurred sometime during the year.
Report Run : 05/06/2007 10:16AM  Database: pusime02 ADRS004 Page 642 of 719



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 145927 Seq: 1 Gender: M
Reported: 16/11/1999 Weight:
Age: 32

Hospitalisation:
Onset Date:
Outcome: Not yet recovered

Reaction Details:
Preferred Term Severity Report Description Treatment

DOB: 24/05/1967
Causality: Causality possible

Neutropenia
Therapeutic response decreased
Urinary incontinence

Medicine Details:

CLOZAPINE (Suspected) Reason:  Schizophrenia
25.0 Milligram Daily
Batch: Started: 21/05/1998 Stopped: 16/10/1999
Laboratory Investigations:
Date Type Range Date Tested Result Details
Neutrophils 26/10/1999 1.9

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 146019 Seq: 1 Gender: M
Reported: 19/11/1999 Weight:
Hospitalisation: Admitted to hospital Age: 60
Onset Date: 13/11/1999 DOB: 07/05/1939
Outcome: Recovered Causality: Causality probable
Reaction Details:

Preferred Term Severity Report Description Treatment
Hypotension Sever hyspotension
Agitation
Delirium
Drug withdrawal syndrome
Hypoxia Admitted to icu. clozaril was

withdrawn.
Myocarditis
Tachycardia
Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 250.0 Milligram Daily Oral
Batch: Started: 01/11/1999 Stopped: 12/11/1999
SODIUM VALPROATE (Suspected) Reason:
300.0 Milligram Daily

Batch: Started: Stopped: 12/11/1999

Laboratory Investigations:
Date Type Range Date Tested Result Details

Albumin (33-47) 13/11/1999 23

Additional Information:
Patient experienced symptoms 48 hours after ceasing clozaril and sodium valproate. patient had previously taken risperidone
which was ceased 31/10/99
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

CLOPINE,CLOZAPINE,CLOZARIL

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Outcome: Not yet recovered

Case Number: 146047 Seq: 1 Gender: M
Reported: 22/11/1999 Weight:
Hospitalisation: Age: 20
Onset Date: 31/12/1998 DOB: 16/03/1978

Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Thrombocytopenia Required Persistent mild thrombocytopenia. Clozaril ceased.
Specialist
Consultation

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 0.0 Daily Oral
Batch: Started: 27/08/1997 Stopped: 01/11/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details

Platelets 150-400 Platelets 102.

Additional Information:

not accurate but indicates that onset occurred sometime during the year.

The patient had a bone marrow biopsy in jan 1998 due to persistent mild thrombocytopenia, 4 months after commencing clozaril.
mild features of dyshaemopoiesis were noted with an occasional dohle body but no diagnosis was made. - the date of onset is
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

CLOPINE,CLOZAPINE,CLOZARIL

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 146078 Seq: 1 Gender: M
Reported: 22/11/1999 Weight:
Age: 27

Hospitalisation:
Onset Date: 31/12/1999
Outcome: Recovered

Reaction Details:

DOB: 01/04/1972
Causality: Causality possible

Preferred Term Severity Report Description

Treatment

\Varicella Chicken pox

No treatment was necessary.

Medicine Details:

HALOPERIDOL (Other drug) Reason:

1.0 Dose Unspecified As necessary

Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:
Tablet 600.0 Milligram Daily Oral
Batch: Started: 18/04/1995 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

year.

Relevant history: decreased platelets. - the date of onset is not accurate but indicates that onset occurred sometime during the
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 146096 Seq: 1 Gender: M
Reported: 23/11/1999 Weight:
Hospitalisation: Admitted to hospital Age: 41
Onset Date: 20/09/1999 DOB: 08/05/1958
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Drug level increased

Diazepam was decreased
from 30mg to 10mg bd, then
5mg bd and then ceased.

Medicine Details:

CLOZARIL (Interaction) Reason:  Schizophrenia
Tablet 500.0 Milligram Daily Oral
Batch: Started: 16/06/1998 Stopped:
DIAZEPAM (Interaction) Reason:
Oral application 30.0 Milligram Daily Oral
Batch: Started: 08/09/1999 Stopped: 26/10/1999
LIPITOR (Other drug) Reason:
50.0 Milligram Daily
Batch: Started: Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details

Pharmacokinetics

ng/ml on a daily dose of 650mg.

Patient experienced elevated serum clozaril (clozapine) levels
on 20/9/99= 882 ng/ml. 25/10/99 clozaril serum level was 299

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 146097 Seq: 1 Gender: F
Reported: 23/11/1999 Weight:
Hospitalisation: Age: 33Y
Onset Date: 31/12/1994 DOB:

Outcome: Not yet recovered

Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Tardive dyskinesia Mouth movement some lip smacking Patient is now receiving
movements. concomitant valium and
cogentin.
Medicine Details:
STELAZINE (Suspected) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:
Tablet 350.0 Milligram Daily Oral
Batch: Started: 01/01/1997 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

but indicates that start occurred sometime during the year.

Patient was previously taking stelazine before commencing clozaril and there was a period of overlap of use of the two drugs. -
the date of onset is not accurate but indicates that onset occurred sometime during the year. the dosage start date is not accurate
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 146098 Seq: 1 Gender: M
Reported: 23/11/1999 Weight:
Hospitalisation: Age: 37
Onset Date: 08/11/1999 DOB: 02/01/1962
Outcome: Not yet recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Leukopenia
Neutropenia Ceased clozaril

Medicine Details:

CLONAZEPAM (Other drug) Reason:
0.0

Batch: Started: Stopped:

AMITRIPTYLINE HYDROCHLORIDE (Other drug) Reason:
10.0 Milligram Daily

Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:

Tablet 450.0 Milligram Daily Oral

Batch: Started: 14/06/1999 Stopped: 10/11/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 14/06/1996 2.6
Neutrophils 08/11/1999 1.3
Neutrophils 10/11/1999 1.4
Neutrophils 12/11/1999 2.6
White blood cells 14/06/1996 5.3
\White blood cells 08/11/1999 29
White blood cells 10/11/1999 3.0

Additional Information:
Patient was rechallenged on clozaril and experienced same symptoms.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 146098 Seq: 1 Gender: M
Reported: 23/11/1999 Weight:
Age: 37

Hospitalisation:
Onset Date: 08/11/1999
Outcome: Not yet recovered

Reaction Details:

DOB: 02/01/1962
Causality: Causality probable

Medicine Details:
CLONAZEPAM (Other drug) Reason:
0.0
Batch: Started: Stopped:
AMITRIPTYLINE HYDROCHLORIDE (Other drug) Reason:
10.0 Milligram Daily
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:
Tablet 450.0 Milligram Daily Oral
Batch: Started: 14/06/1999 Stopped: 10/11/1999

Laboratory Investigations:
Date Type Range Date Tested Result Details
White blood cells 12/11/1999 4.6

Additional Information:
Patient was rechallenged on clozaril and experienced same symptoms.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 146099 Seq: 1 Gender: F
Reported: 23/11/1999 Weight:
Hospitalisation: Admitted to hospital Age: 36
Onset Date: 16/11/1999 DOB: 15/11/1963
Outcome: Not yet recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Agranulocytosis Ceased clozaril. given g-csf.

has been commenced on
haloperidol 5 mg bd.

Medicine Details:

DIAZEPAM (Other drug) Reason:
0.0
Batch: Started: Stopped:
ZOLOFT (Other drug) Reason:
50.0 Milligram Daily
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 700.0 Milligram Daily Oral
Batch: Started: 10/08/1999 Stopped: 15/11/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
!3_one marrow Bone marrow biopsy showed maturation arrest.
Neutrophils 10/08/1999 4.5
Neutrophils 08/11/1999 5.4
Neutrophils 15/11/1999 0.6
Neutrophils 16/11/1999 0.26
Neutrophils 16/11/1999 0.16
Neutrophils 16/11/1999 0.5

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 146099 Seq: 1 Gender: F
Reported: 23/11/1999 Weight:
Hospitalisation: Admitted to hospital Age: 36
Onset Date: 16/11/1999 DOB: 15/11/1963
Outcome: Not yet recovered Causality: Causality probable

Reaction Details:

Medicine Details:

DIAZEPAM (Other drug) Reason:
0.0
Batch: Started: Stopped:
ZOLOFT (Other drug) Reason:
50.0 Milligram Daily
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 700.0 Milligram Daily Oral
Batch: Started: 10/08/1999 Stopped: 15/11/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 17/11/1999 0.3
Neutrophils 18/11/1999 0.1
Neutrophils 19/11/1999 0.1
Neutrophils 20/11/1999 0.4
Neutrophils 22/11/1999 1.6
\White blood cells 10/08/1999 9.3
White blood cells 08/11/1999 7.0

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 146099 Seq: 1 Gender: F
Reported: 23/11/1999 Weight:
Hospitalisation: Admitted to hospital Age: 36
Onset Date: 16/11/1999 DOB: 15/11/1963
Outcome: Not yet recovered Causality: Causality probable

Reaction Details:

Medicine Details:

DIAZEPAM (Other drug) Reason:
0.0
Batch: Started: Stopped:
ZOLOFT (Other drug) Reason:
50.0 Milligram Daily
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 700.0 Milligram Daily Oral
Batch: Started: 10/08/1999 Stopped: 15/11/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
\White blood cells 15/11/1999 2.0
\White blood cells 16/11/1999 1.9
White blood cells 17/11/1999 1.8
\White blood cells 18/11/1999 1.6
White blood cells 19/11/1999 1.1
\White blood cells 20/11/1999 1.7
White blood cells 22/11/1999 4.2

Additional Information:
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

146135
24/11/1999

Case Number:
Reported:
Hospitalisation:
Onset Date:
Outcome:

Reaction Details:

17/11/1999
Recovered

Seq: 1

Admitted to hospital

Gender: M
Weight:
Age: 53
DOB: 22/09/1946
Causality: Causality probable

Preferred Term Severity Report Description Treatment
Hypotension Bp 95/65
Tachycardia Hr increased to 112 bpm.
Leukopenia Steady decrease in wbc.
Pyrexia Temp 40c
Asthenia
Dizziness
Dyspnoea
Medicine Details:
PERINDOPRIL (Other drug) Reason:
8.0 Milligram Daily
Batch: Started: 01/05/1999 Stopped:
ALLOPURINOL (Other drug) Reason:
300.0 Milligram Daily
Batch: Started: 01/05/1999 Stopped:
FRUSEMIDE (Other drug) Reason:
40.0 Milligram Daily
Batch: Started: 01/05/1999 Stopped:
CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 300.0 Milligram Daily Oral
Batch: Started: 01/11/1999 Stopped: 26/11/1999
Laboratory Investigations:
Date Type Range Date Tested Result Details
Neutrophils 28/10/1999 7.2
Neutrophils 18/11/1999 5.48
Neutrophils 29/11/1999 7.95
White blood cells 28/10/1999 9.5
White blood cells 18/11/1999 6.7
White blood cells 29/11/1999 9.5

Additional Information:

date is not necessarily accurate but indicates that start occurred sometime during the month. the dosage start date is not
necessarily accurate but indicates that start occurred sometime during the month.

the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month. the dosage start
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 146136 Seq: 1 Gender: M
Reported: 24/11/1999 Weight:
Hospitalisation: Admitted to hospital Age: 30Y
Onset Date: 31/10/1999 DOB:

Outcome: Not yet recovered Causality: Causality possible

Reaction Details:

Preferred Term Severity Report Description Treatment

120 bpm Clozaril was ceased for two
days, during this time

symptoms normalised and was

recommenced on clozaril

Tachycardia

400mg/day.
Electrocardiogram abnormal
Medicine Details:
CLOZARIL (Suspected) Reason:  Schizophrenia

Tablet 400.0 Milligram Daily Oral

Batch: Started: 01/07/1999 Stopped: CONTIN
Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
- the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month. the dosage start date

is not necessarily accurate but indicates that start occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 146137 Seq: 1 Gender: M
Reported: 24/11/1999 Weight:
Hospitalisation: Admitted to hospital Age: 17Y
Onset Date: 31/12/1999 DOB:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Pericarditis

Medicine Details:

HALOPERIDOL (Other drug) Reason:
20.0 Milligram Daily
Batch: Started: Stopped:
BENZTROPINE MESYLATE (Other drug) Reason:
2.0 Milligram Daily
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 175.0 Milligram Daily Oral
Batch: Started: 01/01/1998 Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
- the date of onset is not accurate but indicates that onset occurred sometime during the year. the dosage start date is not

accurate but indicates that start occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 146149 Seq: 1 Gender: M
Reported: 23/11/1999 Weight:
Age: 20

Hospitalisation:
Onset Date: 31/12/1999
Outcome: Unknown

DOB: 31/07/1979
Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Infection Chronic infection
Medicine Details:
CLOZARIL (Suspected) Reason:
Tablet 0.0 Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
- the date of onset is not accurate but indicates that onset occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 146151 Seq: 1 Gender: M
Reported: 23/11/1999 Weight:
Hospitalisation: Age: A3

DOB:

Onset Date:
Outcome: Not yet recovered

Reaction Details:

Causality: Causality possible

Preferred Term Severity Report Description Treatment

Anaemia Haemoglobin decreased

Medicine Details:

SODIUM VALPROATE (Other drug) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 650.0 Milligram Daily Oral
Batch: Started: 01/01/1994 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
Haemoglobin 20/10/1999 127 2 months ago:hb=145, 2 weeks ago:hb:=116.
Haemoglobin 15/11/1999 122 2 months ago:hb=145, 2 weeks ago:hb:=116.
Haemoglobin 18/11/1999 116 2 months ago:hb=145, 2 weeks ago:hb:=116.

Additional Information:
the dosage start date is not accurate but indicates that start occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 146155 Seq: 1 Gender: F
Reported: 23/11/1999 Weight:
Hospitalisation: Age: 33Y

DOB:

Onset Date: 09/11/1999
Outcome: Unknown

Reaction Details:
Preferred Term Severity Report Description Treatment

Causality: Causality possible

Nausea
\Vomiting

Medicine Details:
SERTRALINE HYDROCHLORIDE (Other drug) Reason:
0.0
Batch: Started: Stopped:
PYRIDOXINE HYDROCHLORIDE (Other drug) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:
Tablet 250.0 Milligram Daily Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Vomting is thought to be due to gastroenteritis. patient was also receiving iron supplements and asthma medication. patient was

diagnosed with crohn's disease.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 146231 Seq: 1 Gender: M
Reported: 29/11/1999 Weight:
Hospitalisation: Age:
DOB:

Onset Date:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Convulsion Patient experienced myoclonic jerks
Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 550.0 Milligram Daily Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run : 05/06/2007 10:16AM  Database: pusime02 ADRS004 Page 660 of 719



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 146314 Seq: 1 Gender: F
Reported: 29/11/1999 Weight:
Hospitalisation: Age: 59
Onset Date: DOB: 04/08/1940
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Myositis Pain in arms andlegs when excercising

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 200.0 Milligram Daily Oral
Batch: Started: 24/02/1998 Stopped: CONTIN

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 146395 Seq: 1 Gender: F
Reported: 01/12/1999 Weight:
Hospitalisation: Age: 84Y

DOB:

Onset Date: 18/09/1999
Outcome: Recovered

Reaction Details:
Preferred Term Severity Report Description Treatment

Increase in temperature. Clozaril dose reduced.

Causality: Causality possible

Pyrexia
Leukocytosis
Tachycardia

Medicine Details:
OXAZEPAM (Other drug) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 125.0 Milligram Daily Oral
Batch: Started: 01/08/1999 Stopped: 21/09/1999
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Neutrophil count is increasing. the dosage start date is not necessarily accurate but indicates that start occurred sometime during

the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 146406 Seq: 1 Gender: M
Reported: 01/12/1999 Weight:
Age: 27

Hospitalisation:
Onset Date:
Outcome: Recovered

DOB: 29/07/1972
Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Pharyngitis
Medicine Details:
CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 450.0 Milligram Daily Oral
Batch: Started: 16/04/1999 Stopped: 27/10/1999
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Experiencing viral infection symptoms at the same time.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 146407 Seq: 1 Gender: U
Reported: 01/12/1999 Weight:
Hospitalisation: Age:
DOB:

Onset Date:
Outcome: Unknown

Reaction Details:
Preferred Term Severity Report Description

Gastrooesophageal reflux disease Experienced epigastric symptoms and
reflux.

Causality: Causality possible

Treatment

Dyspepsia

Medicine Details:
CLOZARIL (Suspected)

Tablet
Batch:

Reason:  Schizophrenia

0.0 Oral

Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result

Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 146409 Seq: 1 Gender: M
Reported: 01/12/1999 Weight:
Hospitalisation: Age: 29
Onset Date: DOB: 31/05/1970

Outcome: Not yet recovered Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Dyspepsia
Gastrooesophageal reflux disease Losec and cisapride.
Oesophagitis

Medicine Details:
SODIUM VALPROATE (Other drug) Reason:
0.0
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 575.0 Milligram Daily Oral
Batch: Started: 16/03/1999 Stopped: CONTIN

Laboratory Investigations:
Date Type Range Date Tested Result Details
Other data Endoscopy On 30/9/99 showed moderate reflux oeshagitis.

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 146410 Seq: 1 Gender: M
Reported: 01/12/1999 Weight:
Hospitalisation: Age: 36
Onset Date: 31/07/1999
Outcome: Recovered

DOB: 27/04/1963
Causality: Causality possible

Reaction Details:

Preferred Term Severity Report Description Treatment
Gastrooesophageal reflux disease Nizatidine
Medicine Details:

THIAMINE (Other drug) Reason:
100.0 Milligram Daily
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 450.0 Milligram Daily Oral
Batch: Started: 01/05/1999 Stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

indicates that start occurred sometime during the month.

Patient has a history of chronic poly drug use-mainly marijuana, heroin, speed cocaine. - the date of onset is not necessarily
accurate but indicates that onset occurred sometime during the month. the dosage start date is not necessarily accurate but
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 146411 Seq: 1 Gender: M
Reported: 01/12/1999 Weight:
Hospitalisation: Age: 29
Onset Date: 31/12/1999 DOB: 19/06/1970
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Hepatic function abnormal Daily dose of clozaril was

800mg and was reduced to
600mg dalily, clozaril ceased.

Hepatic steatosis
Hepatomegaly

Medicine Details:

LITHIUM CARBONATE (Other drug) Reason:
1.5 Gram Daily
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 800.0 Milligram Daily Oral
Batch: Started: 13/11/1997 Stopped: 30/11/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
ALT = SGPT (0-50) 06/10/1998 70
ALT = SGPT (0-50) 23/03/1999 121
ALT = SGPT (0-50) 11/10/1999 136
AST = SGOT (0-50) 06/10/1998 NORMAL
AST = SGOT (0-50) 23/03/1999 53
AST = SGOT (0-50) 11/10/1999 49
Albumin 06/10/1998 NORMAL

Additional Information:
- the date of onset is not accurate but indicates that onset occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 146411 Seq: 1 Gender: M
Reported: 01/12/1999 Weight:
Hospitalisation: Age: 29
Onset Date: 31/12/1999 DOB: 19/06/1970
Outcome: Not yet recovered Causality: Causality possible

Reaction Details:

Medicine Details:

LITHIUM CARBONATE (Other drug) Reason:
1.5 Gram Daily
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 800.0 Milligram Daily Oral
Batch: Started: 13/11/1997 Stopped: 30/11/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Bilirubin 23/03/1999 | NORMAL
Cholesterol (2.3-5.5) 11/10/1999 5.8
GGT = SGGT = (0-60) 06/10/1998 62
GGT = SGGT = (0-60) 23/03/1999 88
GGT = SGGT = (0-60) 11/10/1999 103
Glycosylated 06/10/1998 NORMAL
High density (1.0-2.5) 11/10/1999 08

Additional Information:
- the date of onset is not accurate but indicates that onset occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 146411 Seq: 1 Gender: M
Reported: 01/12/1999 Weight:
Hospitalisation: Age: 29
Onset Date: 31/12/1999 DOB: 19/06/1970
Outcome: Not yet recovered Causality: Causality possible

Reaction Details:

Medicine Details:

LITHIUM CARBONATE (Other drug) Reason:
1.5 Gram Daily
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 800.0 Milligram Daily Oral
Batch: Started: 13/11/1997 Stopped: 30/11/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Other data 15/10/99 an upper abdominal ultrasound demonstrated an
enlarged liver with fatty infiltration.
Protein 06/10/1998 NORMAL
SAP = ALP 06/10/1998 NORMAL
SAP = ALP 23/03/1999 NORMAL
Triglyceride (0.1-2.0) 11/10/1999 3.8

Additional Information:
- the date of onset is not accurate but indicates that onset occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 146416 Seq: 1 Gender: M
Reported: 01/12/1999 Weight:
Hospitalisation: Admitted to hospital Age: 61Y

DOB:

Onset Date:

Outcome: Recovered Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Grand mal convulsion Sodium valproate and
phenytoin

Medicine Details:
SODIUM VALPROATE (Other drug) Reason:
0.0

Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Schizophrenia

Tablet 450.0 Milligram Daily Oral

Batch: Started: 21/03/1996 Stopped: CONTIN
Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Patient had two seizures prior to clozaril.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 146417 Seq: 1 Gender: F
Reported: 01/12/1999 Weight:
Hospitalisation: Age: 46
Onset Date: 16/11/1999 DOB: 16/12/1952
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Neutropenia Clozaril was ceased and the

patient received colony
stimulating factor.

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 150.0 Milligram Daily Oral
Batch: Started: 01/01/1997 Stopped: 16/11/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 01/01/1997 4.2
Neutrophils 16/11/1999 1.1
Neutrophils 17/11/1999 0.9
Neutrophils 19/11/1999 2.9
Neutrophils 22/11/1999 0.9
Neutrophils 26/11/1999 1.0
Neutrophils 08/12/1999 6.0

Additional Information:
Patient was also taking caltrate, fgf, thyroxine.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 146417 Seq: 1 Gender: F
Reported: 01/12/1999 Weight:
Hospitalisation: Age: 46
Onset Date: 16/11/1999 DOB: 16/12/1952
Outcome: Not yet recovered Causality: Causality possible

Reaction Details:

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 150.0 Milligram Daily Oral
Batch: Started: 01/01/1997 Stopped: 16/11/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
\White blood cells 01/01/1997 5.9
\White blood cells 16/11/1999 35
White blood cells 17/11/1999 3.0
\White blood cells 19/11/1999 4.6
White blood cells 22/11/1999 3.2
\White blood cells 26/11/1999 3.4
White blood cells 26/11/1999 3.0

Additional Information:
Patient was also taking caltrate, fgf, thyroxine.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 146417 Seq: 1 Gender: F
Reported: 01/12/1999 Weight:
Hospitalisation: Age: 46
Onset Date: 16/11/1999 DOB: 16/12/1952
Outcome: Not yet recovered Causality: Causality possible

Reaction Details:

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 150.0 Milligram Daily Oral
Batch: Started: 01/01/1997 Stopped: 16/11/1999

Laboratory Investigations:
Date Type Range Date Tested Result Details

White blood cells 08/12/1999 8.6

Additional Information:
Patient was also taking caltrate, fgf, thyroxine.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 146494 Seq: 1 Gender: F
Reported: 06/12/1999 Weight:
Hospitalisation: Age: 20

Onset Date:
Outcome: Recovered

DOB: 20/11/1979
Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Varicella
Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: 26/06/1996 Stopped: CONTIN
LITHIUM CARBONATE (Suspected) Reason:
500.0 Milligram Daily
Batch: Started: 01/01/1995 Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

and iron - 6umol/l (normal 10-33).

Biochemistry On 1 dec 1999: potassium - 3.2mmol/l (normal 3.5-5.0),
bicarbonate - 24mmol/l (normal 25-33), urea - 1.3mmol/l

(normal 2.0-7.0), uric acid - 0.64mmol/l (normal 0.14-0.35), alk

phos - 128 u/i (normal 30-115), gamma gt - 49u/i (normal 0-45)

Additional Information:
the dosage start date is not accurate but indicates that start occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 146524 Seq: 1 Gender: M
Reported: 01/12/1999 Weight:
Hospitalisation: Age: 23
Onset Date: 31/12/1999 DOB: 20/11/1976
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Chest pain
Eosinophilia
Pericarditis Ceased clozaril. treated with
ibuprofen.
Medicine Details:
CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 175.0 Milligram Daily Oral
Batch: Started: 10/09/1999 Stopped: 08/11/1999
Laboratory Investigations:
Date Type Range Date Tested Result Details
Electrocardiograph Ecg-widespread st elevation suggestive but not diagnostic of
pericarditis
Eosinophils 05/10/1999 0.83
Eosinophils 12/10/1999 3.27
Eosinophils 20/10/1999 0.35

Additional Information:

sometime during the year.

Patient was also taking paroxetine, sodium valproate. - the date of onset is not accurate but indicates that onset occurred
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 146572 Seq: 1 Gender: M
Reported: 06/12/1999 Weight:
Hospitalisation: Age: 28
Onset Date: DOB: 01/04/1971

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Patient experienced persisting tachycardia [Atenolol 50mg daily has been
added to the patient's

Tachycardia

medication.
Medicine Details:
CLOZARIL (Suspected) Reason:
Tablet 375.0 Milligram Daily Oral
Batch: Started: 15/06/1999 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
The patient's blood results are normal.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 146573 Seq: 1 Gender: F
Reported: 06/12/1999 Weight:
Hospitalisation: Age: 20
Onset Date: 19/11/1999 DOB: 17/02/1979
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Neutropenia
Pharyngitis

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 500.0 Milligram Daily Oral
Batch: Started: 20/11/1998 Stopped: CONTIN
PAROXETINE HYDROCHLORIDE (Suspected) Reason:
40.0 Milligram Daily
Batch: Started: Stopped:
THYROXINE SODIUM (Suspected) Reason:
50.0 Microgram Daily
Batch: Started: Stopped:
SODIUM VALPROATE (Suspected) Reason:
800.0 Milligram Daily
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 15/11/1998 7.4* * pre-treatment results____** recent (amber range)
Neutrophils 19/10/1999 6.4 * pre-treatment results___** recent (amber range)
Neutrophils 19/11/1999 1.5-2.0**  |* pre-treatment results___** recent (amber range)
White blood cells 15/11/1998 11.0* * pre-treatment results___** recent (amber range)
\White blood cells 19/10/1999 8.6 * pre-treatment results___** recent (amber range)
White blood cells 19/11/1999 3.0-3.5** |* pre-treatment results___** recent (amber range)

Additional Information:
Sore throat occurred 1 year after starting clozaril.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 146576 Seq: 1 Gender: M
Reported: 06/12/1999 Weight:
Hospitalisation: Age: 64
Onset Date: 02/12/1999 DOB: 31/08/1935
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Pyrexia High temperature.
Atrial fibrillation Patient experienced atrial fibrillation Patient was transferred to
hospital and clozaril ceased

Medicine Details:

SODIUM VALPROATE (Other drug) Reason:
1.0 Gram Daily
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 100.0 Milligram Daily Oral
Batch: Started: 23/11/1999 Stopped: 02/12/1999

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 146580 Seq: 1 Gender: M
Reported: 06/12/1999 Weight:
Hospitalisation: Age: 23
Onset Date: 17/11/1999 DOB: 14/04/1976
Outcome: Recovered Causality: Causality probable
Reaction Details:

Preferred Term Severity Report Description Treatment
Neutropenia Clozaril was ceased.
Medicine Details:

ZOLOFT (Other drug) Reason:
100.0 Milligram Daily
Batch: Started: Stopped:
EPILIM (Other drug) Reason:
1.0 Gram Daily
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:
Tablet 200.0 Milligram Daily Oral
Batch: Started: 20/08/1999 Stopped: 28/11/1999
Laboratory Investigations:
Date Type Range Date Tested Result Details
Neutrophils 12/08/1999 6.0* * pre-treatment results
Neutrophils 17/11/1999 1.0 * pre-treatment results
Neutrophils 18/11/1999 1.2 * pre-treatment results
Neutrophils 19/11/1999 1.7 * pre-treatment results
Neutrophils 20/11/1999 3.6 * pre-treatment results
Neutrophils 21/11/1999 3.6 * pre-treatment results
Neutrophils 22/11/1999 2.5 * pre-treatment results

Additional Information:

the dosage stop date is not necessarily accurate but indicates that stoppage occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 146580 Seq: 1 Gender: M
Reported: 06/12/1999 Weight:
Hospitalisation: Age: 23
Onset Date: 17/11/1999 DOB: 14/04/1976
Outcome: Recovered Causality: Causality probable

Reaction Details:

Medicine Details:

ZOLOFT (Other drug) Reason:
100.0 Milligram Daily
Batch: Started: Stopped:
EPILIM (Other drug) Reason:
1.0 Gram Daily
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:
Tablet 200.0 Milligram Daily Oral
Batch: Started: 20/08/1999 Stopped: 28/11/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
White blood cells 12/08/1999 8.6* * pre-treatment results
White blood cells 17/11/1999 3.2 * pre-treatment results
White blood cells 18/11/1999 3.7 * pre-treatment results
White blood cells 19/11/1999 4.6 * pre-treatment results
\White blood cells 20/11/1999 7.5 * pre-treatment results
White blood cells 21/11/1999 7.4 * pre-treatment results
White blood cells 22/11/1999 5.1 * pre-treatment results

Additional Information:
the dosage stop date is not necessarily accurate but indicates that stoppage occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 146590 Seq: 1 Gender: M
Reported: 27/10/1999 Weight:
Age: 39

Hospitalisation:
Onset Date: 31/08/1999
Outcome: Unknown

DOB: 14/04/1960
Causality: Causality certain

Reaction Details:
Preferred Term Severity Report Description Treatment
Somnolence Patient was less sedated Dose was increased to
350mg/day and the plasma
level remained at 270ng/ml.

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 300.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details
Haematology Plasma levels were 270 ng/ml.

Additional Information:
- the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 146591 Seq: 1 Gender: M
Reported: 27/10/1999 Weight:
Hospitalisation: Age: 39
Onset Date: DOB: 14/04/1960

Outcome: Recovered Causality: Causality certain

Reaction Details:
Preferred Term Severity Report Description Treatment
Somnolence Patient became sedated again
Dysarthria Patient experienced slurred speech again
Depression Patient has been depressed over the last
few days

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 375.0 Milligram Daily Oral
Batch: Started: Stopped: CONTIN

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
From time to time, the mother of the patient alters the prescribed dose in accordance with her observations of the patient's

behaviour and her anxiety that levels of 840 or 950, for example, may lead to seizures.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 146783 Seq: 1 Gender: U
Reported: 09/12/1999 Weight:
Hospitalisation: Admitted to hospital Age:
DOB:

Onset Date:

Outcome: Recovered Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Nephrolithiasis
Medicine Details:
CLOZARIL (Suspected) Reason:
Tablet 225.0 Milligram Daily Oral
Batch: Started: 27/06/1999 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 146856 Seq: 1 Gender: F
Reported: 13/12/1999 Weight:
Hospitalisation: Age: 31
Onset Date: DOB: 09/03/1968
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Drug ineffective Patient became psychotic.
Dizziness Patient experienced dizziness. Clozaril was reduced.
Rhinitis Patient experienced nasal congestion.

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 700.0 Milligram Daily Oral
Batch: Started: 20/05/1994 Stopped: 13/12/1999

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 146857 Seq: 1 Gender: M
Reported: 13/12/1999 Weight:
Hospitalisation: Age: 20
Onset Date: 30/11/1999 DOB: 26/06/1979
Outcome: Not yet recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Neutropenia Neutropenia 1 year after commencing Ceased clozaril, changed to
clozaril. risperidone 1mg bd.

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 300.0 Milligram Daily Oral
Batch: Started: 30/10/1998 Stopped: 30/11/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 30/10/1998 29
Neutrophils 30/11/1999 1.3
Neutrophils 01/12/1999 1.9
\White blood cells 30/10/1998 4.6
White blood cells 30/11/1999 3.9
\White blood cells 01/12/1999 4.6

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 146900 Seq: 1 Gender: F
Reported: 13/12/1999 Weight:
Hospitalisation: Age: 29

DOB: 09/03/1970
Causality: Causality possible

Onset Date:
Outcome: Unknown

Reaction Details:
Preferred Term Severity Report Description Treatment

Anaemia

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 0.0 Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 146937 Seq: 1 Gender: M
Reported: 15/12/1999 Weight: 81.00
Hospitalisation: Age: 64Y
Onset Date: 02/12/1999 DOB:
Outcome: Recovered Causality: Causality certain
Reaction Details:
Preferred Term Severity Report Description Treatment
Hypotension Bp 80/40
Atrial fibrillation Flecainide

Medicine Details:
CLOZARIL (Suspected) Reason:  Schizophrenia

12.5 Milligram Daily
Batch: Started: 24/11/1999 Stopped: 02/12/1999

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient was weaned off olanzapine and commenced on clozaril, starting at 12.5 mg and increasing slowly to 100mg daily by one
week, patient developed acute symptoms. patient was tried on clozaril in june 99 and developed same symptoms.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 146948 Seq: 1 Gender: F
Reported: 15/12/1999 Weight:
Hospitalisation: Age: 44
Onset Date: 01/12/1999 DOB: 28/05/1955
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Malaise
Pyrexia

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
Batch: Started: 12/11/1999 Stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 12/11/1999 2.4
Neutrophils 29/11/1999 49
Neutrophils 01/12/1999 2.4
\White blood cells 12/11/1999 55
White blood cells 29/11/1999 8.2
\White blood cells 01/12/1999 3.4

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 146949 Seq: 1 Gender: M
Reported: 15/12/1999 Weight:
Hospitalisation: Age: 36
Onset Date: 06/12/1999 DOB: 07/07/1963
Outcome: Recovered Causality: Causality probable
Reaction Details:

Preferred Term Severity Report Description Treatment
Electrocardiogram T wave inversio Clozaril was discontinued.
Electrocardiogram abnormal
Eosinophilia
Leukocytosis
Myocardial ischaemia
Myocarditis
Neutropenia
Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 100.0 Milligram Daily Oral
Batch: Started: 12/11/1999 Stopped: 10/12/1999
Laboratory Investigations:
Date Type Range Date Tested Result Details

Electrocardiograph T-wave inversion on ecg, suggestive of ischaemia.
Eosinophils 06/12/1999 3.4
Eosinophils 10/12/1999 5.1
Neutrophils 06/12/1999 8.3
Neutrophils 10/12/1999 8.1

Additional Information:
The patient recommenced clozaril in october 2000 and has experienced neutropenia and eosinophilia.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 147030 Seq: 1 Gender: F
Reported: 16/12/1999 Weight: 57.00
Hospitalisation: Age: 28Y
DOB:

Onset Date:
Outcome: Not yet recovered

Reaction Details:
Preferred Term Severity Report Description Treatment

Fever range from 37.5 to 38 c.

Causality: Causality possible

Pyrexia

Medicine Details:

RISPERIDONE (Other drug) Reason:
0.0
Batch: Started: Stopped:
IMOVANE (Other drug) Reason:
0.0 As necessary
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:
0.0
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 147096 Seq: 1 Gender: F
Reported: 20/12/1999 Weight:
Hospitalisation: Age: 63
Onset Date: 07/12/1999 DOB: 24/10/1936
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Leukopenia Clozaril ceased

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: 19/09/1995 Stopped: 20/12/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 14/09/1999 3.7
Neutrophils 07/12/1999 1.9
Neutrophils 08/12/1999 1.7
\White blood cells 14/09/1999 5.7
White blood cells 07/12/1999 2.8
\White blood cells 08/12/1999 3.3

Additional Information:
Patient also taking digoxin.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 147182 Seq: 1 Gender: F
Reported: 20/12/1999 Weight:
Hospitalisation: Age:
DOB:

Onset Date:
Outcome: Unknown

Reaction Details:
Preferred Term Severity Report Description

Drug ineffective
Headache

Causality: Causality possible

Treatment

Medicine Details:

CLOZARIL (Suspected)
Tablet 750.0 Milligram Daily Oral

Started: Stopped: CONTIN

Reason:  Unspecified schizophrenia

Batch:

Laboratory Investigations:
Date Type Range Date Tested Result

Details

Serum drug level The clozaril serum level has been > 1000mg.

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 147204 Seq: 1 Gender: F
Reported: 20/12/1999 Weight:
Hospitalisation: Age: 39
Onset Date: 09/12/1999 DOB: 14/06/1960
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Hepatic function abnormal
Malaise
Palpitations

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 500.0 Milligram Daily Oral
Batch: Started: 13/10/1999 Stopped: CONTIN

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Pt also taking vanlafaxine, sodium valproate, thyroxine.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 147206 Seq: 1 Gender: M
Reported: 20/12/1999 Weight:
Age: 55

Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Details:

DOB: 25/03/1944
Causality: Causality possible

Preferred Term Severity Report Description Treatment
Dystonia Pt developed a lean to one side Fluvoxamine reduced to
100mg/day
Drug level increased

Medicine Details:
CLOZARIL (Suspected) Reason:
Tablet 300.0 Milligram Daily Oral
Batch: Started: L TERM Stopped: CONTIN
FLUVOXAMINE MALEATE (Suspected) Reason:
200.0 Milligram Daily
Batch: Started: Stopped: CONTIN
SODIUM VALPROATE (Suspected) Reason:
500.0 Milligram Daily
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Serum drug level 30/12/1999 1.92 Clozaril level was 3.8.
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Hypernatraemia
Renal failure acute

Case Number: 147231 Seq: 1 Gender: M
Reported: 20/12/1999 Weight:
Hospitalisation: Age: 66
Onset Date: 01/12/1999 DOB: 18/07/1933
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Bacterial infection Patient became septic with e coli.
Dehydration
Hyperglycaemia Treated with diamicron, insulin

and intravenous antibiotics.

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 350.0 Milligram Daily Oral
Batch: Started: 01/12/1998 Stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

occurred sometime during the month.

Patient also taking risperidone, sertraline and aspiring. history: combination of risperidone 2mg daily and sertraline 50mg daily -
muscle rigidity, fever and obtunded mental state. the dosage start date is not necessarily accurate but indicates that start
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 147232 Seq: 1 Gender: F
Reported: 20/12/1999 Weight:
Hospitalisation: Age: 55Y
Onset Date: 31/12/1999 DOB:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Diabetes mellitus

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 350.0 Milligram Daily Oral
Batch: Started: 01/01/1995 Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
- the date of onset is not accurate but indicates that onset occurred sometime during the year. the dosage start date is not

accurate but indicates that start occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 147235 Seq: 1 Gender: F
Reported: 22/12/1999 Weight:
Hospitalisation: Admitted to hospital Age: A3

DOB:

Onset Date: 08/12/1999
Outcome: Not yet recovered

Reaction Details:
Preferred Term Severity Report Description Treatment

Exacerbation of schizophrenia

Causality: Causality possible

Therapeutic response decreased

Medicine Details:

Reason:  Unspecified schizophrenia

CLOZARIL (Suspected)
Tablet 600.0 Milligram Daily Oral
Batch: Started: 04/07/1995 Stopped: 28/03/2000

Laboratory Investigations:
Date Type Range Date Tested Result Details
Serum drug level 15/09/1999 150 Clozaril plasma level
Serum drug level 15/11/1999 80 Clozaril plasma level
Serum drug level 08/12/1999 60 Clozaril plasma level

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 147287 Seq: 1 Gender: M
Reported: 20/12/1999 Weight:
Age: 50

Hospitalisation:

Onset Date: 14/12/1999 DOB: 25/03/1949

Outcome: Death, maybe drug Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Constipation Chronic constipation.
Asphyxia
Intestinal obstruction

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 700.0 Milligram Daily Oral
Batch: Started: 07/06/1995 Stopped: 14/12/1999

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient died on the 12/12/99 from asphyxiataion due to aspiration of vomitus due to bowel obstruction secondary to chronic

constipation. patient also had emphysema, epilepsy and schiozophrenia
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 147293 Seq: 1 Gender: M
Reported: 22/12/1999 Weight:
Hospitalisation: Age: 23
Onset Date: 09/12/1999 DOB: 20/06/1976
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Neutropenia Ceased clozaril

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 150.0 Milligram Daily Oral
Batch: Started: 12/11/1999 Stopped: 09/12/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 12/11/1999 2.2
Neutrophils 06/12/1999 1.5
Neutrophils 09/12/1999 1.3
Neutrophils 10/12/1999 1.4
White blood cells 12/11/1999 4.2
\White blood cells 06/12/1999 4.6
White blood cells 09/12/1999 4.4

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 147293 Seq: 1 Gender: M
Reported: 22/12/1999 Weight:
Hospitalisation: Age: 23
Onset Date: 09/12/1999 DOB: 20/06/1976

Outcome: Not yet recovered Causality: Causality possible

Reaction Details:

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 150.0 Milligram Daily Oral
Batch: Started: 12/11/1999 Stopped: 09/12/1999

Laboratory Investigations:
Date Type Range Date Tested Result Details

White blood cells 10/12/1999 4.9

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 147298 Seq: 1 Gender: M
Reported: 20/12/1999 Weight: 0.00
Hospitalisation: Age: 41
Onset Date: 31/12/1999 DOB: 07/11/1958
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Drug level decreased

Medicine Details:

LITHIUM CARBONATE (Interaction) Reason:
Batch: Started: Stopped:
CLOZARIL (Interaction) Reason:  Unspecified schizophrenia
800.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

17/12/2002 |Serum drug level

Additional Information:
- the date of onset is not accurate but indicates that onset occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 147301 Seq: 1 Gender: M
Reported: 22/12/1999 Weight:
Hospitalisation: Age: 48
Onset Date: 31/12/1999 DOB: 01/08/1951
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Granulocytosis Steadily increasing white blood cell count
Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 900.0 Milligram Daily Oral
Batch: Started: 01/12/1995 Stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details
Eosinophils 06/12/1999 0.8
Haematology 06/12/1999 0.5 Basophils
Monocytes 06/12/1999 0.9
Neutrophils 06/12/1999 10.0
\White blood cells 06/12/1999 15.8

Additional Information:

Patient also taking lithium, provera and ranitidine. - the date of onset is not accurate but indicates that onset occurred sometime
during the year. the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 147318 Seq: 1 Gender: M
Reported: 23/12/1999 Weight: 75.00
Hospitalisation: Admitted to hospital Age:
DOB:

Onset Date: 31/08/1999

Outcome: Not yet recovered Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Ketosis Acute ketotic episode.
Weight decreased Weight loss from 110kg to 75kg. Dose reduction and insulin.
Diabetes mellitus

Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 475.0 Milligram Daily Oral
Batch: Started: 13/02/1997 Stopped: CONTIN

Laboratory Investigations:
Date Type Range Date Tested

Result Details

Additional Information:
- the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 147319 Seq: 1 Gender: M
Reported: 23/12/1999 Weight: 80.00
Hospitalisation: Age:
DOB:

Onset Date:

Outcome: Not yet recovered Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Weight decreased Weight loss from 100kg to 80kg. Gliclazide, meformin and diet
Diabetes mellitus
Hyperglycaemia
Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: 01/12/1994 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
Serum glucose Sugar level of 30 units.
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 147320 Seq: 1 Gender: M
Reported: 23/12/1999 Weight:
Hospitalisation: Age: 18Y
Onset Date: 31/12/1999 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Dizziness Patient also gets giddy.
Fatigue Patient also gets tired.
Tachycardia Patient experienced a rapid pulse No treatment was necessary.
(133bpm).
Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 250.0 Milligram Daily Oral
Batch: Started: 18/08/1999 Stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Patient also taking sertraline. - the date of onset is not accurate but indicates that onset occurred sometime during the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 147322 Seq: 1 Gender: M
Reported: 23/12/1999 Weight:
Hospitalisation: Age: 20
Onset Date: 10/12/1999 DOB: 08/08/1979
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Tachycardia Patient experienced a pulse rate of
120bpm.
Hypertension Patient's blood pressure was 150/100.
Pyrexia
Tremor
Medicine Details:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 450.0 Milligram Daily Oral
Batch: Started: 01/12/1999 Stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details

Biochemistry

Serum creatine kinase - 25, serum creatine k mb fraction - 8,
cardiac tropinin 1 - below 0.3, fbc normal except for eosinophils
- 1 (high). units and dates of test results not specified.

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 147345 Seq: 1 Gender: M
Reported: 22/12/1999 Weight:
Hospitalisation: Admitted to hospital Age: 37
Onset Date: 02/12/1999 DOB: 18/04/1962
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Renal impairment Creatinine increased

Polydipsia Drinking excessive amounts.

Hyperglycaemia Rehydration &
supplementation and clozaril
ceased.

Hypokalaemia

Hyponatraemia

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 300.0 Milligram Daily Oral
Batch: Started: 01/06/1999 Stopped: 28/01/2000

Laboratory Investigations:

Date Type Range Date Tested Result Details
Biochemistry 22-32 02/12/1999 19
Biochemistry 22-32 07/12/1999 NORMAL
Chloride 100-109 02/12/1999 92
Chloride 100-109 07/12/1999 NORMAL
Creatinine 0.05-0.12 02/12/1999 0.13
Creatinine 0.05-0.12 07/12/1999 0.13
Electrolytes 7-17 02/12/1999 21 Anion gap

Additional Information:

Patient also taking: propranolol & amizide. the dosage start date is not necessarily accurate but indicates that start occurred
sometime during the month. the dosage stop date is not necessarily accurate but indicates that stoppage occurred sometime
during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Reaction Details:

Medicine Details:

Case Number: 147345 Seq: 1 Gender: M
Reported: 22/12/1999 Weight:
Hospitalisation: Admitted to hospital Age: 37
Onset Date: 02/12/1999 DOB: 18/04/1962
Outcome: Recovered Causality: Causality possible

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 300.0 Milligram Daily Oral
Batch: Started: 01/06/1999 Stopped: 28/01/2000

Laboratory Investigations:

Date Type Range Date Tested Result Details

Electrolytes 7-17 07/12/1999 NORMAL |Anion gap

Potassium 3.1-4.2 02/12/1999 2.6

Potassium 3.1-4.2 07/12/1999 NORMAL

Serum glucose 3.8-5.5 FAST | 02/12/1999 7.1

Serum glucose 3.8-5.5 FAST | 07/12/1999 5.8

Serum osmolality 285-295 02/12/1999 295

Sodium 137-145 02/12/1999 129

Additional Information:

during the month.

Patient also taking: propranolol & amizide. the dosage start date is not necessarily accurate but indicates that start occurred
sometime during the month. the dosage stop date is not necessarily accurate but indicates that stoppage occurred sometime
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 147345 Seq: 1 Gender: M
Reported: 22/12/1999 Weight:
Hospitalisation: Admitted to hospital Age: 37
Onset Date: 02/12/1999 DOB: 18/04/1962
Outcome: Recovered Causality: Causality possible

Reaction Details:

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 300.0 Milligram Daily Oral
Batch: Started: 01/06/1999 Stopped: 28/01/2000

Laboratory Investigations:

Date Type Range Date Tested Result Details
Sodium 137-145 07/12/1999 NORMAL
Urea 2.7-72 02/12/1999 4.1
Urea 2.7-7.2 07/12/1999 NORMAL

Additional Information:
Patient also taking: propranolol & amizide. the dosage start date is not necessarily accurate but indicates that start occurred
sometime during the month. the dosage stop date is not necessarily accurate but indicates that stoppage occurred sometime

during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 147357 Seq: 1 Gender: M
Reported: 23/12/1999 Weight: 70.00
Hospitalisation: Age: 25Y
Onset Date: 09/12/1999 DOB:
Outcome: Not yet recovered Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Clozapine ceased.

Neutropenia

Medicine Details:
CLOZAPINE (Suspected) Reason:  Unspecified schizophrenia

150.0 Milligram Daily
Batch: Started: 18/11/1999 Stopped: 09/12/1999

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 147372 Seq: 1 Gender: F
Reported: 23/12/1999 Weight:
Age: 69

Hospitalisation:
Onset Date: 15/12/1999
Outcome: Recovered

DOB: 03/01/1930
Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Chest pain
Extrasystoles Clozaril discontinued
Malaise

Medicine Details:

CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 200.0 Milligram Daily Oral
Batch: Started: 22/11/1999 Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details
Electrocardiograph Transitional extrasystoles on an ecg approximately on 8/12/99,
approximately two weeks after commencing clozaril.

Additional Information:
Patient was also taking benztropine, beclomethasone, salbutamol, coloxyl and senna, temazeapm, paracetamol.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 147426 Seq: 1 Gender: F
Reported: 24/12/1999 Weight:
Hospitalisation: Age: 25
Onset Date: 14/12/1999 DOB: 09/03/1974
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Neutropenia Clozaril ceased.

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 225.0 Milligram Daily Oral
Batch: Started: 31/08/1999 Stopped: 14/12/1999

Laboratory Investigations:

Date Type Range Date Tested Result Details
Neutrophils 20/08/1999 3.5
Neutrophils 14/12/1999 0.8
Neutrophils 18/12/1999 1.5
\White blood cells 20/08/1999 5.4
White blood cells 14/12/1999 3.4
\White blood cells 18/12/1999 3.7

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Reaction Details:

Case Number: 147481 Seq: 1 Gender: M
Reported: 30/12/1999 Weight:
Hospitalisation: Age: 43
Onset Date: 22/11/1999 DOB: 23/03/1956
Outcome: Death, maybe drug Causality: Causality possible

Preferred Term Severity Report Description

Treatment

Constipation
Flatulence

Hepatic failure
Hypotension
Intestinal obstruction

Nausea
Pneumonia

Sepsis
Thrombocytopenia
\Vomiting

Emergency laparotomy and
total colectomy 27 nov 1999.

Medicine Details:

DEPO-PROVERA (Other drug) Reason:
Injection 250.0 Milligram 1 time Intramuscular
Batch: Started: Stopped:
SODIUM VALPROATE (Other drug) Reason:  Other&unspecified epilepsy
Tablet 2.4 Gram Daily Oral
Batch: Started: Stopped: 27/11/1999
LOSEC (Other drug) Reason:
Capsule 20.0 Milligram Daily Oral
Batch: Started: Stopped: 27/11/1999
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 750.0 Milligram Daily Oral
Batch: Started: 31/05/1993 Stopped: 16/12/1999
Laboratory Investigations:
Date Type Range Date Tested Result Details
Histology Histology of total colectomy specimen shows severe ischaemic
changes and toxic dilation
Other data Theatre - hard faeces in colon ++ esp rectum. signoid junction?
volvulus - total colectomy and ileostomy.

Additional Information:

was clearly due to liver failure and complications of bowel surgery.

Pt died on 16/12/1999. p/h od copious intake of coke and milk. no autopsy performed, as the coroner stated the cause of death

ADRS004
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ADMINISTRATION

TGA

THERAPEUTIC 60ODS

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 147491 Seq: 1 Gender: F
Reported: 30/12/1999 Weight:
Hospitalisation: Age: 26
Onset Date: 20/12/1999 DOB: 03/08/1973
Outcome: Death Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Sudden death

Pharmacokinetics

cause of death was identified.

only.

Medicine Details:
CLOZARIL (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
Batch: Started: 15/09/1997 Stopped: 20/12/1999
Laboratory Investigations:
Date Type Range Date Tested Result Details
Other data Medical report received from the coroner's office. no definite

Toxicology showed therapeutic levels of prescribed medication

Additional Information:
On weekend before patient's death, the patient received an im injection of an anlgesia (not specified). patient was also taking

diazepam and prozac. patient died 20/12/99. patient relevent history: obesity, smoker until 3-4 months ago.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 147492 Seq: 1 Gender: F
Reported: 30/12/1999 Weight:
Hospitalisation: Age: 63
Onset Date: 06/12/1999 DOB: 24/10/1936
Outcome: Unknown Causality: Causality possible
Reaction Details:

Preferred Term Severity Report Description Treatment
Leukopenia Clozaril was ceased.
Medicine Details:

DIGOXIN (Other drug) Reason:
125.0 Microgram Daily
Batch: Started:
CLOZARIL (Suspected) Reason:
Tablet 250.0 Milligram Daily Oral
Batch: Started: 19/09/1995 Stopped: 16/12/1995
Laboratory Investigations:
Date Type Range Date Tested Result Details
Neutrophils 14/09/1995 3.7
Neutrophils 06/12/1999 1.9
Neutrophils 08/12/1999 1.7
Neutrophils 13/12/1999 1.7
Neutrophils 16/12/1999 1.6
Neutrophils 20/12/1999 1.4
White blood cells 14/09/1995 5.7
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 147492 Seq: 1 Gender: F
Reported: 30/12/1999 Weight:
Hospitalisation: Age: 63
Onset Date: 06/12/1999 DOB: 24/10/1936
Outcome: Unknown Causality: Causality possible

Reaction Details:

Medicine Details:

DIGOXIN (Other drug) Reason:
125.0 Microgram Daily
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:
Tablet 250.0 Milligram Daily Oral
Batch: Started: 19/09/1995 Stopped: 16/12/1995

Laboratory Investigations:

Date Type Range Date Tested Result Details
\White blood cells 06/12/1999 2.8
\White blood cells 08/12/1999 3.3
White blood cells 13/12/1999 3.1
\White blood cells 16/12/1999 3.0
White blood cells 20/12/1999 2.7

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 147536 Seq: 1 Gender: M
Reported: 24/12/1999 Weight:
Hospitalisation: Age: 21

Reaction Details:

Onset Date: 31/12/1999 DOB: 08/06/1978
Outcome: Not yet recovered Causality: Causality possible

Preferred Term Severity Report Description

Treatment

Erectile dysfunction

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 450.0 Milligram Daily Oral

Batch: Started: 01/04/1998 Stopped: CONTIN

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

the month.

Patient was also taking ddavp nasal spray. - the date of onset is not necessarily accurate but indicates that onset occurred
sometime during the month. the dosage start date is not necessarily accurate but indicates that start occurred sometime during
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 147575 Seq: 1 Gender: F
Reported: 30/12/1999 Weight:
Hospitalisation: Age: 34
Onset Date: 31/12/1999 DOB: 15/07/1965
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Syncope Fainting episode in which may have bitten
tongue.
Urinary incontinence

Medicine Details:

PROZAC (Other drug) Reason:
40.0 Milligram Daily
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:
50.0 Milligram Daily
Batch: Started: Stopped: CONTIN

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
- the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1998 To 31 Dec 1999 Unclear causality excluded GM medicines Only Tradenames:
CLOPINE,CLOZAPINE,CLOZARIL

Report Details:

Case Number: 147604 Seq: 1 Gender: F
Reported: 24/12/1999 Weight:
Hospitalisation: Admitted to hospital Age: 50Y
Onset Date: 31/12/1999 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Pneumonia Massive chest infection.
Orthostatic hypotension

Medicine Details:

ERYTHROMYCIN (Other drug) Reason:
0.0
Batch: Started: Stopped:
VALIUM (Other drug) Reason:
0.0
Batch: Started: 01/12/1999 Stopped:
CLOZARIL (Suspected) Reason:
Tablet 575.0 Milligram Daily Oral
Batch: Started: 01/01/1976 Stopped: CONTIN

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
- the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month. the dosage start date
is not accurate but indicates that start occurred sometime during the year. the dosage start date is not necessarily accurate but

indicates that start occurred sometime during the month.
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