
  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:51AM Database: pusime02 ADRS004 Page 1 of 774

Case Number: Gender:
110.00Weight:

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

05/01/2000

22/12/1999
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Chest X-ray Cxr - heart size upper limit of normal.
Electrocardiograph
y

T wave inversion scan on ecg - 22/12/1999.
Eosinophils 21/12/1999 2.32
Other data Normal cardiac enzymes

Laboratory Investigations:

30YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily300.0

CLOZAPINE (Suspected)

01/12/1999 23/12/1999     3W

Reason:

Hospitalisation:

Report Details:
Seq: 1147657

Preferred Term Severity Report Description Treatment
Chest pain
Electrocardiogram T wave inversion
Electrocardiogram abnormal
Eosinophilia
Myocarditis



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:51AM Database: pusime02 ADRS004 Page 2 of 774

Case Number: Gender:
Weight:05/01/2000

21/12/1999
Causality possibleUnknown
01/10/1971DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 27/05/1997 2.3
Neutrophils 21/12/1999 1.4
White blood cells 27/05/1997 5.3
White blood cells 21/12/1999 3.7

Laboratory Investigations:

28Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 450.0

CLOZARIL (Suspected)

23/05/1997 21/12/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1147659

Preferred Term Severity Report Description Treatment
Neutropenia Clozaril ceased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:51AM Database: pusime02 ADRS004 Page 3 of 774

Case Number: Gender:
Weight:05/01/2000

21/12/1999
Causality possibleUnknown
11/08/1980DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 03/09/1999 4.3
Neutrophils 21/12/1999 0.8
White blood cells 03/09/1999 6.6
White blood cells 21/12/1999 2.2

Laboratory Investigations:

19Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 175.0

CLOZARIL (Suspected)

17/09/1999 21/12/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1147660

Preferred Term Severity Report Description Treatment
Leukopenia
Neutropenia Clozaril ceased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:51AM Database: pusime02 ADRS004 Page 4 of 774

Case Number: Gender:
Weight:05/01/2000

20/12/1999
Causality probableRecovered

DOB:
Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Platelets 07/12/1999 217
Platelets 20/12/1999 68

Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

07/12/1999 21/12/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1147661

Preferred Term Severity Report Description Treatment
Thrombocytopenia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:51AM Database: pusime02 ADRS004 Page 5 of 774

Case Number: Gender:
Weight:05/01/2000

21/12/1999
Causality possibleNot yet recovered
11/06/1975DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 22/10/1998 3.6
Neutrophils 21/12/1999 1.0
White blood cells 22/10/1998 5.1

Laboratory Investigations:

24Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

26/10/1998 21/12/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1147662

Preferred Term Severity Report Description Treatment
Neutropenia Clozaril ceased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:51AM Database: pusime02 ADRS004 Page 6 of 774

Case Number: Gender:
Weight:05/01/2000

08/07/1996
Causality possibleRecovered
31/07/1964DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 06/03/1995 5.4
Neutrophils 08/07/1996 1.1
Neutrophils 09/07/1996 1.5
Neutrophils 10/07/1996 2.1
Neutrophils 12/07/1996 12.6
White blood cells 06/03/1995 9.4
White blood cells 08/07/1996 4.5

Laboratory Investigations:

31Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 225.0

CLOZARIL (Suspected)

10/03/1995 08/07/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1147663

Preferred Term Severity Report Description Treatment
Neutropenia Clozaril ceased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:51AM Database: pusime02 ADRS004 Page 7 of 774

Case Number: Gender:
Weight:05/01/2000

08/07/1996
Causality possibleRecovered
31/07/1964DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

White blood cells 09/07/1996 4.6
White blood cells 10/07/1996 5.8
White blood cells 12/07/1996 16.2

Laboratory Investigations:

31Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 225.0

CLOZARIL (Suspected)

10/03/1995 08/07/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1147663



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:51AM Database: pusime02 ADRS004 Page 8 of 774

Case Number: Gender:
Weight:

Patient had a past history of neuroleptic malignant syndrome. result of the autopsy unknown at time of this report.

05/01/2000

23/12/1999
Causality possibleDeath
25/11/1962DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

37Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 450.0

CLOZARIL (Suspected)

16/08/1995 23/12/1999

Reason:

Stopped:Started:Batch:

Milligram Daily400.0

SODIUM VALPROATE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1147664

Preferred Term Severity Report Description Treatment
Sudden death



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:51AM Database: pusime02 ADRS004 Page 9 of 774

Case Number: Gender:
Weight:

 - the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.

04/01/2000

31/03/1999
Causality possibleRecovered
06/11/1974DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

24Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

CAFFEINE (Interaction) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 800.0

CLOZARIL (Interaction)

04/03/1997 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1147696

Preferred Term Severity Report Description Treatment
Drug level decreased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:51AM Database: pusime02 ADRS004 Page 10 of 774

Case Number: Gender:
Weight:

Patient is heavy smoker and drinks alcohol.

05/01/2000

Causality possibleUnknown
17/06/1951DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

48Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

HALOPERIDOL (Other drug) Reason:

Stopped:Started:Batch:

0.0

ARTANE (Other drug) Reason:

Stopped:Started:Batch:

0.0

TRIFLUOPERAZINE HYDROCHLORIDE (Other drug) Reason:

Schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

CLOZARIL (Suspected)

14/12/1999 21/12/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1147720

Preferred Term Severity Report Description Treatment
Blood pressure fluctuation Problems with blood pressure Ceased clozaril.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:51AM Database: pusime02 ADRS004 Page 11 of 774

Case Number: Gender:
Weight:05/01/2000

15/12/1999
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Serum drug level CLOZARIL 15/12/1999 3.66

Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

FLUVOXAMINE MALEATE (Other drug) Reason:

Schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 375.0

CLOZARIL (Suspected)

25/06/1999 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1147725

Preferred Term Severity Report Description Treatment
Drug level increased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:51AM Database: pusime02 ADRS004 Page 12 of 774

Case Number: Gender:
Weight:05/01/2000

10/12/1999
Causality possibleUnknown
12/12/1969DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Eosinophils 10/12/1999 1.6
Eosinophils 13/12/1999 2.3

Laboratory Investigations:

29Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1147726

Preferred Term Severity Report Description Treatment
Eosinophilia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:51AM Database: pusime02 ADRS004 Page 13 of 774

Case Number: Gender:
Weight:

 - the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.

05/01/2000

31/12/1999
Causality possibleUnknown
25/03/1944DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Pharmacokinetics CLOZARIL Clozaril plasma level from 3.6 micromoles/l to 2.5 micromoles/l

Laboratory Investigations:

55Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

FLUVOXAMINE MALEATE (Other drug) Reason:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1147727

Preferred Term Severity Report Description Treatment
Drug level decreased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:51AM Database: pusime02 ADRS004 Page 14 of 774

Case Number: Gender:
Weight:05/01/2000

23/12/1999
Causality possibleRecovered
15/11/1957DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Lymphocytes Lymphocytes risen from 2.1 to 4.9.
White blood cells 22/12/1999 4.9
White blood cells 17/02/2000 2.2

Laboratory Investigations:

42Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

IMIPRAMINE HYDROCHLORIDE (Other drug)

05/08/1999

Reason:

Schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZARIL (Suspected)

04/02/1999 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1147729

Preferred Term Severity Report Description Treatment
Lymphocytosis



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:51AM Database: pusime02 ADRS004 Page 15 of 774

Case Number: Gender:
Weight:

Patient expereinced symptoms two weeks after commencing clozaril.

05/01/2000

22/12/1999
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A2Age:

Additional Information:

Medicine Details:
Schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected)

09/12/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1147730

Preferred Term Severity Report Description Treatment
Somnolence
Tachycardia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:51AM Database: pusime02 ADRS004 Page 16 of 774

Case Number: Gender:
Weight:

Patient began responding once the tablets were crushed.  - the date of onset is not necessarily accurate but indicates that onset 
occurred sometime during the month.

05/01/2000

31/12/1999
Causality possibleUnknown

DOB:
Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Pharmacokinetics CLOZARIL Blood level is 207 (units not specified)

Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

SODIUM VALPROATE (Other drug) Reason:

Stopped:Started:Batch:

0.0

LITHIUM CARBONATE (Other drug) Reason:

Stopped:Started:Batch:

0.0

PAROXETINE HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 900.0

CLOZARIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1147731

Preferred Term Severity Report Description Treatment
Drug ineffective



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:51AM Database: pusime02 ADRS004 Page 17 of 774

Case Number: Gender:
Weight:

Questionable compliance.  - 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 accurate but indicates that start occurred sometime during the year.

05/01/2000

31/12/1999
Causality possibleRecovered
19/07/1955DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Pharmacokinetics CLOZARIL 2208 ng/ml norclozapine 1606

Laboratory Investigations:

44Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Daily2.0

SODIUM VALPROATE (Other drug)

01/01/1998 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily300.0

RANITIDINE (Other drug) Reason:

Schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZARIL (Suspected)

01/01/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1147732

Preferred Term Severity Report Description Treatment
Dizziness Feeling dizzy, unable to tolerate heat.
Hypotension Low blood pressure
Agitation
Drug level increased
Hallucination
Tachycardia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:51AM Database: pusime02 ADRS004 Page 18 of 774

Case Number: Gender:
Weight:

 - the date of onset is not accurate but indicates that onset occurred sometime during the year.

10/01/2000

31/12/1999
Causality possibleUnknown

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1147815

Preferred Term Severity Report Description Treatment
Pharyngitis



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:51AM Database: pusime02 ADRS004 Page 19 of 774

Case Number: Gender:
Weight:

- 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.

10/01/2000

31/12/1999
Causality possibleUnknown

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Haematology 12/1999 wbc - 12, one week later - 13.9, 12/1999 neu - 9, one 
week later - 11.

Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

01/11/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1147844

Preferred Term Severity Report Description Treatment
Leukocytosis



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:51AM Database: pusime02 ADRS004 Page 20 of 774

Case Number: Gender:
Weight:

Pt also taking cipramil, diazepam.  - the date of onset is not accurate but indicates that onset occurred sometime during the year.

10/01/2000

31/12/1999
Causality possibleUnknown

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

33YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZARIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1147845

Preferred Term Severity Report Description Treatment
Urinary incontinence Nocturnal enuresis Small dose of amitryptilline 

(25mg daily.)



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:51AM Database: pusime02 ADRS004 Page 21 of 774

Case Number: Gender:
Weight:

Approximately 10 days before her death, the patient expereinced lethargy, unsteadiness and lightheadness and more recently 
had expereinced flu like symptoms. date of death comfirmed as 23.12.99. patient was a heavy smoker and obese.  patient had 
undetected severe cardiac disease.  coroner states signs of myocardial inflammation consistent with a drug reaction, contributing 
to death by ischaemic heart disease.

10/01/2000

23/12/1999
Causality possibleDeath
12/08/1938DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

61Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

CLOZARIL (Suspected)

03/12/1999 23/12/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1147861

Preferred Term Severity Report Description Treatment
Dizziness Patient experienced unsteadiness and 

lightheadness
Fatigue
Hypertension
Influenza like illness
Myocarditis
Sudden death



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:51AM Database: pusime02 ADRS004 Page 22 of 774

Case Number: Gender:
Weight:10/01/2000

05/01/2000
Causality possibleUnknown
16/03/1964DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Daily OralTablet 0.0

CLOZARIL (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1147862

Preferred Term Severity Report Description Treatment
Myocardial infarction



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:51AM Database: pusime02 ADRS004 Page 23 of 774

Case Number: Gender:
Weight:

Patient also taking: epilim & venlafaxine sr.

10/01/2000

24/12/1999
Causality possibleNot yet recovered
31/12/1938DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 14/07/1999 2.5
Neutrophils 24/12/1999 1.6
White blood cells 14/07/1999 4.3
White blood cells 24/12/1999 2.8

Laboratory Investigations:

60Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

19/07/1999 24/12/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1147863

Preferred Term Severity Report Description Treatment
Leukopenia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:51AM Database: pusime02 ADRS004 Page 24 of 774

Case Number: Gender:
Weight:10/01/2000

24/12/1999
Causality possibleUnknown
12/09/1975DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 28/10/1999 7.3
Neutrophils 24/12/1999 1.5
White blood cells 28/10/1999 8.6
White blood cells 24/12/1999 2.7

Laboratory Investigations:

24Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 650.0

CLOZARIL (Suspected)

28/10/1999 24/12/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1147864

Preferred Term Severity Report Description Treatment
Leukopenia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:51AM Database: pusime02 ADRS004 Page 25 of 774

Case Number: Gender:
Weight:

The patient's previous two clozaril serum levels were 2 (units not specified). after receiving luvox briefly, the patient's level 
increased to 7 (units not specified).

10/01/2000

15/12/1999
Causality possibleUnknown

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Serum drug level 15/12/1999 7 Clozaril level (units not specified).

Laboratory Investigations:

27YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

LUVOX (Interaction) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

CLOZARIL (Interaction)

L TERM CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1147866

Preferred Term Severity Report Description Treatment
Drug level increased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:51AM Database: pusime02 ADRS004 Page 26 of 774

Case Number: Gender:
Weight:

Pt was taking clozaril dose between 125 and 375mg a day.

12/01/2000

29/12/1999
Causality possibleUnknown
21/05/1961DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 13/04/1999 3.9
Neutrophils 29/12/1999 2.0
White blood cells 13/04/1999 5.2
White blood cells 29/12/1999 2.9

Laboratory Investigations:

38Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

CLOZARIL (Suspected)

21/04/1999 29/12/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1147931

Preferred Term Severity Report Description Treatment
Leukopenia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:51AM Database: pusime02 ADRS004 Page 27 of 774

Case Number: Gender:
Weight:

Patient also taking frusemide, digoxin, thiamine, enalapril, benztropine and sodium valproate.

12/01/2000

29/12/1999
Causality certainNot yet recovered
15/01/1956DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 12/10/1995 8.0
Neutrophils 29/12/1999 0.9
Neutrophils 30/12/1999 1.5
White blood cells 12/10/1995 11.1
White blood cells 29/12/1999 2.5
White blood cells 30/12/1999 3.4

Laboratory Investigations:

43Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily650.0

CLOZARIL (Suspected)

25/10/1995 29/12/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1147932

Preferred Term Severity Report Description Treatment
Leukopenia
Neutropenia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:51AM Database: pusime02 ADRS004 Page 28 of 774

Case Number: Gender:
Weight:05/01/2000

08/09/1999
Causality possibleNot yet recovered
07/06/1961DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 08/09/1999 1.1
Neutrophils 09/09/1999 3.8
White blood cells 08/09/1999 3.8
White blood cells 09/09/1999 6.5

Laboratory Investigations:

38Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZARIL (Suspected)

03/08/1999 08/09/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1148026

Preferred Term Severity Report Description Treatment
Neutropenia Clozaril was ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:51AM Database: pusime02 ADRS004 Page 29 of 774

Case Number: Gender:
Weight:

Patient also taking diazepam. patient was receiving clozaril 2 years ago, stopped for non-specific reasons. patient is a deaf mute.  
- the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.

17/01/2000

31/01/2000
Causality possibleRecovered
09/04/1961DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

38Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

CLOZARIL (Suspected)

12/12/1999 CONTIN

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1148101

Preferred Term Severity Report Description Treatment
Tachycardia Patient developed sinus tachycardia.
Chest pain
Palpitations
Purpura
Rash



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:51AM Database: pusime02 ADRS004 Page 30 of 774

Case Number: Gender:
Weight:

Patient also taking fefol. the patient had previously expereinced seizures in 1996, one year after commencing clozaril.  at this time 
the patient was treated with epilium, which has since been ceased and the patient has been seizure free for the last four years.  
the dosage start date is not accurate but indicates that start occurred sometime during the year.

17/01/2000

12/01/2000
Causality possibleUnknown
09/05/1963DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

36Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

CLOZARIL (Suspected)

01/01/1995 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1148102

Preferred Term Severity Report Description Treatment
Convulsion



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:51AM Database: pusime02 ADRS004 Page 31 of 774

Case Number: Gender:
Weight:17/01/2000

05/01/2000
Causality probableRecovered

DOB:
Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 16/11/1999 2.4
Neutrophils 03/01/2000 1.4
White blood cells 16/11/1999 2.5
White blood cells 03/01/2000 3.9

Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily200.0

CLOZARIL (Suspected)

16/11/1999 05/01/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1148104

Preferred Term Severity Report Description Treatment
Neutropenia Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:51AM Database: pusime02 ADRS004 Page 32 of 774

Case Number: Gender:
Weight:

Patient also taking temazepam & clonazepam.

17/01/2000

05/01/2000
Causality possibleUnknown

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

20YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

01/12/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1148105

Preferred Term Severity Report Description Treatment
Orthostatic hypotension
Tachycardia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:51AM Database: pusime02 ADRS004 Page 33 of 774

Case Number: Gender:
Weight:

Patient recently experienced a mild stroke.

17/01/2000

23/07/1999
Causality possibleUnknown
31/07/1935DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Platelets 23/07/1999 40 Platelet units not specified.
Platelets 15/01/2000 86 Platelet units not specified.

Laboratory Investigations:

63Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily1.0

BENZTROPINE MESYLATE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

CLOZARIL (Suspected)

01/08/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1148106

Preferred Term Severity Report Description Treatment
Thrombocytopenia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:51AM Database: pusime02 ADRS004 Page 34 of 774

Case Number: Gender:
Weight:17/01/2000

04/01/2000
Causality possibleUnknown
11/01/1972DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 13/04/1999 4.7
Neutrophils 04/01/2000 1.5
White blood cells 13/04/1999 7.1
White blood cells 04/01/2000 2.9

Laboratory Investigations:

27Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZARIL (Suspected)

20/04/1999 04/01/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1148107

Preferred Term Severity Report Description Treatment
Leukopenia Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:51AM Database: pusime02 ADRS004 Page 35 of 774

Case Number: Gender:
Weight:17/01/2000

24/03/1999
Causality probableRecovered
27/07/1967DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 24/03/1999 1.3 Pre-treatment neu - 2.7.
Neutrophils 26/03/1999 1.2 Pre-treatment neu - 2.7.
Neutrophils 29/03/1999 6.0 Pre-treatment neu - 2.7.
White blood cells 24/03/1999 3.4 Pre-treatment wbc - 4.9.
White blood cells 26/03/1999 3.1 Pre-treatment wbc - 4.9.
White blood cells 29/03/1999 7.8 Pre-treatment wbc - 4.9.

Laboratory Investigations:

31Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

SODIUM VALPROATE (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

CLOZARIL (Suspected)

09/08/1993 22/03/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1148116

Preferred Term Severity Report Description Treatment
Neutropenia Neutropenia 6 years after commencing 

clozaril.
Clozaril discontinued.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:51AM Database: pusime02 ADRS004 Page 36 of 774

Case Number: Gender:
Weight:

Patient was involved in a minor car accident 5 days ago.

17/01/2000

05/01/2000
Causality possibleRecovered
04/06/1974DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

25Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

21/12/1999 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1148161

Preferred Term Severity Report Description Treatment
Anaemia
Blood creatine phosphokinase increased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:51AM Database: pusime02 ADRS004 Page 37 of 774

Case Number: Gender:
Weight:

Clozaril recommenced on 6/1/00 and patient is currently still on therapy.

17/01/2000

23/12/1999
Causality possibleNot yet recovered
29/02/1968DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Eosinophils 23/12/1999 3.43
Eosinophils 06/01/2000 0.4

Laboratory Investigations:

31Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily40.0

FLUOXETINE HYDROCHLORIDE (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

CLOZARIL (Suspected)

25/11/1999 23/12/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1148163

Preferred Term Severity Report Description Treatment
Eosinophilia Clozaril ceased temporarily.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:51AM Database: pusime02 ADRS004 Page 38 of 774

Case Number: Gender:
Weight:17/01/2000

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1148164

Preferred Term Severity Report Description Treatment
Erythema nodosum Lumps on arms and legs



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:51AM Database: pusime02 ADRS004 Page 39 of 774

Case Number: Gender:
Weight:

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

20/01/2000

04/01/2000
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Haematology Persistently low neutrophil count during treatment.
Other data Abnormalities on transthoracic echo - lower left ventricular 

contractility abnormal diastolic function.

Laboratory Investigations:

26YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

CLOZAPINE (Suspected)

01/09/1999 20/01/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1148179

Preferred Term Severity Report Description Treatment
Cardiomyopathy
Leukopenia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:51AM Database: pusime02 ADRS004 Page 40 of 774

Case Number: Gender:
Weight:

- 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.

20/01/2000

31/12/1999
Causality probableRecovered
24/10/1982DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Immunology 14/05/1999 NEGATIVE Change in ana titre.
Immunology 07/01/2000 POSITIVE Change in ana titre.

Laboratory Investigations:

17Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 450.0

CLOZARIL (Suspected)

01/10/1999 14/01/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1148195

Preferred Term Severity Report Description Treatment
Malaise "generally not feeling good".
Weight decreased Decrease of at least 10kg.
Anorexia Reduction from the 07/01/2000 

and ceased on the 
14/01/2000.

Antinuclear antibody positive
Hypertension
Nausea



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:51AM Database: pusime02 ADRS004 Page 41 of 774

Case Number: Gender:
Weight:21/01/2000

07/01/2000
Causality possibleUnknown
17/05/1946DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 24/09/1999 2.8* * pre-treatment results.
Neutrophils 07/01/2000 1.3 * pre-treatment results.
Neutrophils 10/01/2000 1.5 * pre-treatment results.
White blood cells 24/09/1999 4.2* * pre-treatment results
White blood cells 07/01/2000 2.1 * pre-treatment results
White blood cells 10/01/2000 2.7 * pre-treatment results

Laboratory Investigations:

53Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZARIL (Suspected)

06/10/1999 10/01/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1148213

Preferred Term Severity Report Description Treatment
Leukopenia
Neutropenia Clozaril was ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:51AM Database: pusime02 ADRS004 Page 42 of 774

Case Number: Gender:
Weight:

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

21/01/2000

Causality possibleUnknown
29/05/1975DOB:

Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

24Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 350.0

CLOZARIL (Suspected)

01/10/1999 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1148215

Preferred Term Severity Report Description Treatment
Chest pain Left sided chest pain and pericardial rub.
Pericarditis Patient experienced suspected pericarditis.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:51AM Database: pusime02 ADRS004 Page 43 of 774

Case Number: Gender:
Weight:

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

21/01/2000

17/01/2000
Causality possibleRecovered
14/12/1973DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

26Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 350.0

CLOZARIL (Suspected)

01/03/1999 CONTIN

Reason:

Hospitalisation: Treated in outpatient department only.

Report Details:
Seq: 1148216

Preferred Term Severity Report Description Treatment
Chest pain Severe Patient experienced severe intermittent 

chest pain
Many tests were performed 
including ck, ecg and liver 
function test.

Tachycardia Patient is tachycardic (114 bpm) and pale.

Hepatic function abnormal Raised alt
Leukocytosis Raised leukocytes (8.9 up to 12.1 normal 

to amber)
Dizziness



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:51AM Database: pusime02 ADRS004 Page 44 of 774

Case Number: Gender:
Weight:

Patient experienced fiting on 2 occasions. the first on 13 or 14 november, patient reported falling from a ladder and had a fit whilst 
taking clozaril. the dose at that time was 600mg a day. this report details the second fit. follow-up 6/3/2000: clozaril has been 
re-administered - and the patient had a further fit some time later.

21/01/2000

20/12/1999
Causality certainRecovered
07/08/1951DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

48Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 650.0

CLOZARIL (Suspected)

01/09/1999 CONTIN

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1148217

Preferred Term Severity Report Description Treatment
Convulsion



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:51AM Database: pusime02 ADRS004 Page 45 of 774

Case Number: Gender:
Weight:

Patient also taking - sodium valproate and fluoxetine.  - 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.

24/01/2000

31/12/1999
Causality possibleRecovered
27/05/1971DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Serum drug level S clozapine 883.

Laboratory Investigations:

28Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 650.0

CLOZARIL (Suspected)

01/01/1996 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1148268

Preferred Term Severity Report Description Treatment
Malaise
Tachycardia Treated by a reduction of 

clozaril.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:51AM Database: pusime02 ADRS004 Page 46 of 774

Case Number: Gender:
Weight:24/01/2000

Causality possibleUnknown
01/10/1932DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

67Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

13/09/1996 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1148269

Preferred Term Severity Report Description Treatment
Nausea



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:51AM Database: pusime02 ADRS004 Page 47 of 774

Case Number: Gender:
Weight:

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

24/01/2000

27/12/1999
Causality possibleUnknown

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

22/12/1999 28/01/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1148296

Preferred Term Severity Report Description Treatment
Leukocytosis Increased wbc.
Chest pain Ceased clozaril
Orthostatic hypotension
Pyrexia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:51AM Database: pusime02 ADRS004 Page 48 of 774

Case Number: Gender:
Weight:

Patient also taking valproate.  - the date of onset is not necessarily accurate but indicates that onset occurred sometime during 
the month.

31/01/2000

31/05/1999
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Endoscopy 30/9/99 showed moderate reflux oesophagitis

Laboratory Investigations:

29YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 575.0

CLOZAPINE (Suspected)

16/03/1999 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1148423

Preferred Term Severity Report Description Treatment
Gastrooesophageal reflux disease Treated with losec and 

cisapride.
Oesophagitis



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:51AM Database: pusime02 ADRS004 Page 49 of 774

Case Number: Gender:
Weight:

Patient also taking thiamine.  - 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.

31/01/2000

31/07/1999
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

36YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 450.0

CLOZAPINE (Suspected)

01/05/1999 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1148424

Preferred Term Severity Report Description Treatment
Dyspepsia Given nizatidine.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:51AM Database: pusime02 ADRS004 Page 50 of 774

Case Number: Gender:
Weight:01/02/2000

Causality possibleUnknown
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZARIL (Suspected)

01/01/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1148490

Preferred Term Severity Report Description Treatment
Salivary hypersecretion



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:51AM Database: pusime02 ADRS004 Page 51 of 774

Case Number: Gender:
Weight:01/02/2000

12/12/1999
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

36YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected)

12/11/1999 12/12/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1148493

Preferred Term Severity Report Description Treatment
Electrocardiogram abnormal
Eosinophilia Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:51AM Database: pusime02 ADRS004 Page 52 of 774

Case Number: Gender:
Weight:01/02/2000

Causality possibleUnknown
19/10/1970DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

29Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily750.0

CLOZARIL (Suspected)

18/02/1997 29/10/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1148494

Preferred Term Severity Report Description Treatment
Hyperhidrosis Patient experienced excessive sweating. Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:51AM Database: pusime02 ADRS004 Page 53 of 774

Case Number: Gender:
Weight:

Pain is worse when lying down and prevents sleep, since commencing clozaril.  the dosage start date is not necessarily accurate 
but indicates that start occurred sometime during the month.

01/02/2000

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

42YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

01/09/1999 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1148496

Preferred Term Severity Report Description Treatment
Pain Bilateral, anterior thigh pain, of shooting 

nature



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:51AM Database: pusime02 ADRS004 Page 54 of 774

Case Number: Gender:
Weight:01/02/2000

Causality possibleUnknown
18/12/1954DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

45Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1148514

Preferred Term Severity Report Description Treatment
Myocarditis
Oedema peripheral



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:51AM Database: pusime02 ADRS004 Page 55 of 774

Case Number: Gender:
Weight:

- 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.

01/02/2000

31/01/1997
Causality possibleUnknown

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

28/10/1998L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1148515

Preferred Term Severity Report Description Treatment
Convulsion Epilim



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:51AM Database: pusime02 ADRS004 Page 56 of 774

Case Number: Gender:
Weight:

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

01/02/2000

Causality possibleUnknown
DOB:

Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

28/10/1998L TERM

Reason:

Stopped:Started:Batch:

0.0

EPILIM (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1148516

Preferred Term Severity Report Description Treatment
Salivary hypersecretion Drooling
Dyspepsia
Neurosis Pepcidine, tazac, zantac, 

prozac, anafranil. clozaril 
ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:51AM Database: pusime02 ADRS004 Page 57 of 774

Case Number: Gender:
Weight:02/02/2000

25/01/2000
Causality possibleUnknown

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

27/01/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1148518

Preferred Term Severity Report Description Treatment
Hypoxia Decreasing respiratory function Clozaril ceased. antibiotics 

given.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 58 of 774

Case Number: Gender:
Weight:01/02/2000

15/02/1999
Causality possibleRecovered
07/03/1980DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 15/02/1999 7.7

Laboratory Investigations:

18Age:

Additional Information:

Medicine Details:
Schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 350.0

CLOZARIL (Suspected)

09/02/1999 16/08/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1148577

Preferred Term Severity Report Description Treatment
Leukocytosis
Nausea Drug treatment with tazac 

150mg bd, split dose of 
clozaril, discontinuation of 
clozaril.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 59 of 774

Case Number: Gender:
Weight:07/02/2000

Causality possibleUnknown
01/10/1932DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

67Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Daily OralTablet 0.0

CLOZARIL (Suspected)

13/09/1996 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1148641

Preferred Term Severity Report Description Treatment
Nausea Nausea exacerbation



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 60 of 774

Case Number: Gender:
Weight:09/02/2000

21/10/1999
Causality probableRecovered
29/02/1976DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

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
Neutrophils 23/10/1999 3.0
Neutrophils 24/10/1999 3.4
White blood cells 23/06/1995 4.7

Laboratory Investigations:

23Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

CLOZARIL (Suspected)

23/06/1995 21/06/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1148663

Preferred Term Severity Report Description Treatment
Leukopenia
Neutropenia Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 61 of 774

Case Number: Gender:
Weight:09/02/2000

21/10/1999
Causality probableRecovered
29/02/1976DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

White blood cells 19/10/1999 3.1
White blood cells 21/10/1999 2.5
White blood cells 22/10/1999 3.4
White blood cells 23/10/1999 4.8
White blood cells 24/10/1999 5.1

Laboratory Investigations:

23Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

CLOZARIL (Suspected)

23/06/1995 21/06/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1148663



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 62 of 774

Case Number: Gender:
Weight:

This patient turned a gray colour and 'looked like imminent death' on 25.1.00, one week after commencing clozaril. the daily dose 
was ciommenced on 12.5mg, increased by 25mg bd a day and is now 225mg daily. the patient had previously been on 
olanzapine 20mg but did not respone. the patient also had bilateral pitting oedema of both legs, however, this was present before 
the patient started clozaril.

07/02/2000

25/01/2000
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 225.0

CLOZARIL (Suspected)

18/01/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1148775

Preferred Term Severity Report Description Treatment
Malaise Patient experienced generalised malaise.
Asthenia
Pallor



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 63 of 774

Case Number: Gender:
Weight:

Reaction resolving.  - 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.

07/02/2000

31/08/1999
Causality possibleNot yet recovered
30/12/1941DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

57Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Daily OralTablet 0.0

CLOZARIL (Suspected)

16/07/1999 28/08/1999

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1148776

Preferred Term Severity Report Description Treatment
Thrombocytopenia Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 64 of 774

Case Number: Gender:
Weight:07/02/2000

Causality possibleUnknown
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

CLOZARIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1148781

Preferred Term Severity Report Description Treatment
Myocarditis Clozaril ceased and the patient 

was initiated on risperidone.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 65 of 774

Case Number: Gender:
Weight:

- 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.

07/02/2000

31/01/2000
Causality possibleUnknown
18/03/1955DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

44Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

01/01/1997 08/01/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1148874

Preferred Term Severity Report Description Treatment
Influenza like illness Keflex, bricanyl elixir.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 66 of 774

Case Number: Gender:
Weight:

- 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.

09/02/2000

31/12/1999
Causality possibleNot yet recovered
09/12/1966DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data At mri at the time found 2 lesions diagnosed by neurologists as 
arteritis - located in different lobes of the brain. an mri 6 weeks 
later has found 4 new lesions and one of the first one 
disappeared.

Laboratory Investigations:

33Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 775.0

CLOZARIL (Suspected)

01/01/1998 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily500.0

SODIUM VALPROATE (Suspected) Reason:

Stopped:Started:Batch:

Microgram Daily InhalationInhalation 400.0

PULMICORT (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily30.0

CITALOPRAM HYDROBROMIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1148876

Preferred Term Severity Report Description Treatment
Dysarthria Slurred speech
Arteritis
Coordination abnormal



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 67 of 774

Case Number: Gender:
Weight:

Patient also taking - warfarin, keflex and bricanyl elixir.

07/02/2000

04/01/2000
Causality possibleNot yet recovered
18/03/1955DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 06/01/2000 8.16
Neutrophils 13/01/2000 7.6
Serum drug level MCG/L 15/08/1998 925 Serum clozaril levels:
Serum drug level MCG/L 15/12/1998 800 Serum clozaril levels:
Serum drug level MCG/L 15/08/1999 400 Serum clozaril levels:
White blood cells 06/01/2000 10.2
White blood cells 13/01/2000 9.4

Laboratory Investigations:

44Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily3.0

WARFARIN SODIUM (Other drug) Reason:

Stopped:Started:Batch:

0.0

KEFLEX (Suspected) Reason:

Stopped:Started:Batch:

OralOral Liquid 0.0

BRICANYL (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

01/01/1997 08/01/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1148879

Preferred Term Severity Report Description Treatment
Dyspnoea Rapid breathing.
Cardiac failure Suspected myocarditis.
Hypertension
Malaise
Renal failure acute Clozaril and warfarin 

discontinued and 
administration of 
digoxin,fruesmide, 
atenolol,adalat,ceftriaxone,iv 
fluids and metoclopramide.

Right ventricular failure
Tachycardia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 68 of 774

Case Number: Gender:
Weight:

Patient also taking - warfarin, keflex and bricanyl elixir.

07/02/2000

04/01/2000
Causality possibleNot yet recovered
18/03/1955DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

44Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily3.0

WARFARIN SODIUM (Other drug) Reason:

Stopped:Started:Batch:

0.0

KEFLEX (Suspected) Reason:

Stopped:Started:Batch:

OralOral Liquid 0.0

BRICANYL (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

01/01/1997 08/01/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1148879

Preferred Term Severity Report Description Treatment
Vomiting



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 69 of 774

Case Number: Gender:
Weight:15/02/2000

28/01/2000
Causality possibleRecovered
19/11/1964DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

FERROUS SULPHATE (Other drug) Reason:

Stopped:Started:Batch:

0.0

NITRAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

0.0

CLONAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily20.0

OMEPRAZOLE (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1149003

Preferred Term Severity Report Description Treatment
Pharyngitis Pt experienced a sore throat after 3.5 

months.
Given penicillin

Headache
Myalgia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 70 of 774

Case Number: Gender:
Weight:15/02/2000

28/01/2000
Causality possibleRecovered
19/11/1964DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

35Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily250.0

LAMISIL (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily650.0

CLOZARIL (Suspected)

11/11/1999 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1149003



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 71 of 774

Case Number: Gender:
Weight:

Patinet also taking brevinor and zantac. patient developed shortness of breath so severe that she can hardly walk. patient also 
taking brevinor 21 and tegretol. allergies:  noroxin, iodine, imovane and cats.  the dosage start date is not necessarily accurate but 
indicates that start occurred sometime during the month.

15/02/2000

03/02/2000
Causality probableRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Radiololgy Mild tricuspid regurgitation (on echo).

Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 375.0

CLOZARIL (Suspected)

01/12/1999 24/02/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1149004

Preferred Term Severity Report Description Treatment
Dyspnoea Severe Patient developed severe shortness of 

breath.
Clozaril stopped while patient 
hospitalised.

Fatigue
Nausea
Palpitations



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 72 of 774

Case Number: Gender:
Weight:

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

15/02/2000

Causality possibleNot yet recovered
27/09/1971DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

28Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

RISPERIDONE (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

01/01/2000 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1149007

Preferred Term Severity Report Description Treatment
Granulocytosis
Leukocytosis



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 73 of 774

Case Number: Gender:
Weight:

- 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.

07/02/2000

31/01/1997
Causality possibleUnknown

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

28/10/1998L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1149027

Preferred Term Severity Report Description Treatment
Convulsion Epilim



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 74 of 774

Case Number: Gender:
Weight:

- 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.

07/02/2000

31/01/1997
Causality possibleUnknown

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

28/10/1998L TERM

Reason:

Stopped:Started:Batch:

0.0

ANAFRANIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1149029

Preferred Term Severity Report Description Treatment
Convulsion



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 75 of 774

Case Number: Gender:
Weight:

 - the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.

11/02/2000

31/12/1997
Causality probableRecovered
09/12/1935DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Electroencephalog
raphy

Eeg abnormal record with episodic generalised slow wave 
activity consistent with metabolic or drug induced 
encephalopathy.

Laboratory Investigations:

62Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 550.0

CLOZARIL (Suspected)

23/04/1997 CONTIN

Reason:

Stopped:Started:Batch:

Gram Daily1.1

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1149030

Preferred Term Severity Report Description Treatment
Hypertension Blood pressure problems
Convulsion Seizures



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 76 of 774

Case Number: Gender:
Weight:14/02/2000

17/10/1999
Causality possibleUnknown
14/01/1978DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

21Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily12.0

CLOZARIL (Suspected)

15/10/1999 17/10/1999

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1149065

Preferred Term Severity Report Description Treatment
Flushing Described as rash around mouth
Hypertonia Stiffness of all limbs
Anxiety Antihistamine imi, steroids.
Dyspnoea



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 77 of 774

Case Number: Gender:
Weight:

 - the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.

15/02/2000

31/01/2000
Causality possibleUnknown
25/10/1953DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

46Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1149082

Preferred Term Severity Report Description Treatment
Leukocytosis Increased wbc.
Tachycardia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 78 of 774

Case Number: Gender:
Weight:

Patient died 29 january 2000.  autopsy has been performed.

15/02/2000

29/01/2000
Causality possibleDeath
27/10/1969DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 10/09/1999 3.3
Neutrophils 27/01/2000 4.4
Other data As per the post mortem report submitted to the coroner, the 

patient's death was due to corpulmonale, secondary to sleep 
apnoea. the heart was of normal size and had no evidence of 
infarction or scarring.

White blood cells 10/09/1999 5.7

Laboratory Investigations:

30Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

CLOZARIL (Suspected)

17/09/1999 29/01/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1149083

Preferred Term Severity Report Description Treatment
Myocardial infarction
Sudden death



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 79 of 774

Case Number: Gender:
Weight:

Patient died 29 january 2000.  autopsy has been performed.

15/02/2000

29/01/2000
Causality possibleDeath
27/10/1969DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

White blood cells 27/01/2000 6.3

Laboratory Investigations:

30Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

CLOZARIL (Suspected)

17/09/1999 29/01/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1149083



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 80 of 774

Case Number: Gender:
Weight:

There is a past history of drug abuse. patient also taking sodium valproate, sertraline and losec. use of marijuana, amphetamines 
and alcohol, family history of cardiomyopathy.

16/02/2000

21/01/2000
Causality possibleUnknown
04/02/1973DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatine 
phosphokinase

Ck was elevated at more than 2000.
Immunology A monospot test was positive (for viral illness, glandular fever?).

Other data An echocardiogram showed mildly enlarged left ventricle and a 
mildly decreased ejection fraction.

Laboratory Investigations:

26Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 575.0

CLOZARIL (Suspected)

07/06/1997 L TERM CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1149178

Preferred Term Severity Report Description Treatment
Palpitations Patient developed occasional palpitations.

Dyspnoea Patient developed shortness of breath.
Tachycardia Pulse 140.
Blood creatine phosphokinase increased
Cardiomyopathy Required 

Specialist 
Consultation

Chest pain
Fatigue



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 81 of 774

Case Number: Gender:
Weight:

- 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.

16/02/2000

31/01/2000
Causality probableRecovered
24/05/1975DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Haematology Value on the pathology report is 23.4% (normal is stated to 
be<6%) neutrophils were 45.2%.

Laboratory Investigations:

24Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

HALOPERIDOL (Other drug) Reason:

Stopped:Started:Batch:

0.0

PANADEINE (Other drug) Reason:

Schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

CLOZARIL (Suspected)

01/12/1999 28/02/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1149184

Preferred Term Severity Report Description Treatment
Tachycardia >100 bpm
Hypertension Systolic 170 mm hg
Electrocardiogram abnormal Vague st changes
Chest pain
Eosinophilia
Palpitations
Pyrexia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 82 of 774

Case Number: Gender:
Weight:

 - the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.

16/02/2000

31/01/2000
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

48YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected)

20/01/2000 03/02/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1149227

Preferred Term Severity Report Description Treatment
Pneumonia ? atypical pneumonia.
Abdominal pain Experienced an illness possibly abdominal 

problems
Clozaril ceased temporarily as 
a precautionary measure. 
pneumonia treated with 
ceftriaxone and augmentin.

Hepatic function abnormal Mild elevation of lft's.
Confusional state
Consciousness fluctuating
Cough
Diarrhoea
Nausea
Pyrexia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 83 of 774

Case Number: Gender:
Weight:18/02/2000

03/01/2000
Causality possibleNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily450.0

CLOZARIL (Suspected)

L TERM CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1149262

Preferred Term Severity Report Description Treatment
Dystonia Lock jaw Benztropine
Oculogyration



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 84 of 774

Case Number: Gender:
Weight:

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

18/02/2000

17/02/2000
Causality possibleUnknown

DOB:
Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

SODIUM VALPROATE (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

14/01/2000 28/02/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1149421

Preferred Term Severity Report Description Treatment
Anaemia Hb 147 dropped to 100 Clozaril and valproate ceased.

Hypoproteinaemia Hypoalbuminemic with abnormal enzymes
Hepatic function abnormal
Prothrombin level decreased
Thrombocytopenia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 85 of 774

Case Number: Gender:
Weight:18/02/2000

07/02/2000
Causality possibleUnknown

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1149480

Preferred Term Severity Report Description Treatment
Embolism



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 86 of 774

Case Number: Gender:
Weight:

Patient also taking efexor xr and zantac.  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.

21/02/2000

Causality possibleRecovered
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

28YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

CLOZARIL (Suspected)

01/02/1999 28/09/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1149518

Preferred Term Severity Report Description Treatment
Therapeutic response decreased Patient experienced lack of efficacy. Clozaril ceased.
Weight increased Substantive weight gain.
Salivary hypersecretion
Tachycardia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 87 of 774

Case Number: Gender:
Weight:

Symptoms occurred 3 years after commencing clozaril.  - the date of onset is not necessarily accurate but indicates that onset 
occurred sometime during the month.

21/02/2000

31/10/1999
Causality possibleUnknown

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Histology Lamellar variant hepatoma.

Laboratory Investigations:

24YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

17/10/1996 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1149520

Preferred Term Severity Report Description Treatment
Hepatic neoplasm malignant Partial hepatectomy and 

radiotherapy/chemotherapy.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 88 of 774

Case Number: Gender:
Weight:

Symptoms occurred approximately 2 weeks after commencing clozaril. the daily dose of clozaril had been 300mg up until 6/7 of 
november 1999 approximately had been reduced to 250mg on the 10/11/1999 due to sedation.

21/02/2000

Causality possibleUnknown
07/05/1939DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

60Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

CLOZARIL (Suspected)

28/10/1999 12/11/1999

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1149521

Preferred Term Severity Report Description Treatment
Shock Pateint experienced cardiovascular 

collapse.
Patient was admitted to 
hospital and required 
epinephrine (adrenaline) and 
dialysis. clozaril discontinued.

Pyrexia Patient experienced a temperature.
Malaise Patient felt unwell.
Hypotension Patient's b/pressure decresed to a low 

level.
Blood creatine phosphokinase increased
Diarrhoea
Oliguria
Renal failure acute



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 89 of 774

Case Number: Gender:
Weight:

Symptoms occurred 1 month after taking clozaril therapy.

21/02/2000

31/01/2000
Causality probableRecovered
26/12/1977DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 14/11/1999 3.4
Neutrophils 31/01/2000 1.8
Neutrophils 02/02/2000 1.5
Neutrophils 03/02/2000 1.4
Neutrophils 04/02/2000 2.3
Neutrophils 05/02/2000 1.8
Neutrophils 06/02/2000 1.8

Laboratory Investigations:

22Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily550.0

CLOZARIL (Suspected)

29/11/1999 03/02/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1149522

Preferred Term Severity Report Description Treatment
Neutropenia Clozaril discontinued.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 90 of 774

Case Number: Gender:
Weight:

Symptoms occurred 1 month after taking clozaril therapy.

21/02/2000

31/01/2000
Causality probableRecovered
26/12/1977DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

White blood cells 14/11/1999 5.9
White blood cells 31/01/2000 4.3
White blood cells 02/02/2000 8.2
White blood cells 03/02/2000 4.0
White blood cells 04/02/2000 4.6
White blood cells 05/02/2000 4.1
White blood cells 06/02/2000 4.5

Laboratory Investigations:

22Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily550.0

CLOZARIL (Suspected)

29/11/1999 03/02/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1149522



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 91 of 774

Case Number: Gender:
Weight:

Symptoms occurred 41 months after starting clozaril.

21/02/2000

08/02/2000
Causality possibleUnknown
27/08/1971DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 04/07/1996 4.5
Neutrophils 08/02/2000 1.4
White blood cells 04/07/1996 8.6
White blood cells 08/02/2000 3.1

Laboratory Investigations:

28Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily400.0

CLOZARIL (Suspected)

02/10/1996 08/02/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1149523

Preferred Term Severity Report Description Treatment
Neutropenia Clozaril discontinued.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 92 of 774

Case Number: Gender:
Weight:

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

21/02/2000

Causality possibleUnknown
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Routine echocardiography, and also gated heart pool scan,the 
test results indicated that the resting left ventricle blood pool is 
moderately enlarged, ejection fraction reduced by 38%. there is 
moderate global hyperkinesis. test results also indicated that the 
aortic valve may be bicuspid but the results were not clear 
enough to confirm that.

Laboratory Investigations:

28YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

01/01/1997 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1149524

Preferred Term Severity Report Description Treatment
Left ventricular failure Patient has been taking 

clozaril for 2-3 years. clozaril is 
onging.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 93 of 774

Case Number: Gender:
Weight:

In 1996 pt reported significant shortness of breath on exertion and was diagno sed with left ventricular failure and treated with 
duretics. patient also taking zoloft and thyroxine.  - 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.

23/02/2000

31/12/2000
Causality possibleNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Echo revealed dilated cardiomyopathy

Laboratory Investigations:

45YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

01/01/1998 29/02/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1149542

Preferred Term Severity Report Description Treatment
Cardiomyopathy Treated with digoxin and 

coversyl.
Dyspnoea
Left ventricular failure



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 94 of 774

Case Number: Gender:
Weight:

Patient also taking lithium, clonazepam, diazepam.

23/02/2000

17/02/2000
Causality probableRecovered
25/11/1961DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 10/12/1999 3.1
Neutrophils 09/02/2000 1.7
Neutrophils 17/02/2000 0.3
Neutrophils 18/02/2000 0.2
Neutrophils 19/02/2000 1.6
Neutrophils 20/02/2000 2.5
Neutrophils 22/02/2000 11.5

Laboratory Investigations:

38Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

LITHIUM CARBONATE (Other drug) Reason:

Stopped:Started:Batch:

0.0

CLONAZEPAM (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

10/12/1999 09/02/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1149543

Preferred Term Severity Report Description Treatment
Agranulocytosis
Neutropenia Clozaril ceased. given 

haematological support 
including gcsf 300mcg daily.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 95 of 774

Case Number: Gender:
Weight:

Patient also taking lithium, clonazepam, diazepam.

23/02/2000

17/02/2000
Causality probableRecovered
25/11/1961DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

White blood cells 10/12/1999 4.3
White blood cells 09/02/2000 2.9
White blood cells 17/02/2000 1.4
White blood cells 18/02/2000 2.5
White blood cells 19/02/2000 4.2
White blood cells 20/02/2000 4.6
White blood cells 22/02/2000 14.4

Laboratory Investigations:

38Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

LITHIUM CARBONATE (Other drug) Reason:

Stopped:Started:Batch:

0.0

CLONAZEPAM (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

10/12/1999 09/02/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1149543



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 96 of 774

Case Number: Gender:
54.00Weight:

Pt also taking oroxine, premia, quinine bisulphate.  the dosage start date is not necessarily accurate but indicates that start 
occurred sometime during the month.

24/02/2000

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Abnormal echocardiogram suggestive of cardiomyopathy. 
decreased e:a suggesting early h. ventricular diastolic 
dysfunction, trivial mitral and tricuspid incopetence.

Laboratory Investigations:

56YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 375.0

CLOZARIL (Suspected)

01/04/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1149569

Preferred Term Severity Report Description Treatment
Cardiomyopathy



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 97 of 774

Case Number: Gender:
Weight:

Patient also taking paraxetine and periactin. this report if the first of two sequences:  178452 seq 2.

23/02/2000

Causality possibleNot yet recovered
16/10/1968DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Electrocardiograph
y

Ecg showed a small amount of t wave inversion.

Laboratory Investigations:

31Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily20.0

TEMAZEPAM (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1149574

Preferred Term Severity Report Description Treatment
Electrocardiogram T wave inversion
Hypotension
Orthostatic hypotension
Tachycardia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 98 of 774

Case Number: Gender:
Weight:

Patient also taking lithium, clonazepam and diazepam.

24/02/2000

17/02/2000
Causality possibleUnknown
25/11/1961DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 09/02/2000 1.7
Neutrophils 17/02/2000 0.3
Neutrophils 18/02/2000 0.2
Neutrophils 22/02/2000 11.5
Neutrophils 20/02/2000 2.5
Neutrophils 19/02/2000 1.6
White blood cells 09/02/2000 2.9

Laboratory Investigations:

38Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

10/12/1999 09/02/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1149576

Preferred Term Severity Report Description Treatment
Agranulocytosis Given gcsf 300mcg daily



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 99 of 774

Case Number: Gender:
Weight:

Patient also taking lithium, clonazepam and diazepam.

24/02/2000

17/02/2000
Causality possibleUnknown
25/11/1961DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

White blood cells 17/02/2000 1.4
White blood cells 18/02/2000 2.5
White blood cells 19/02/2000 4.2
White blood cells 20/02/2000 4.6
White blood cells 22/02/2000 14.4

Laboratory Investigations:

38Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

10/12/1999 09/02/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1149576



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 100 of 774

Case Number: Gender:
Weight:23/02/2000

Causality possibleUnknown
31/05/1967DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 14/05/1993 2.2
Neutrophils 18/10/1999 6.3
White blood cells 14/05/1993 5.0
White blood cells 18/10/1999 9.4

Laboratory Investigations:

32Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Daily OralTablet 0.0

CLOZARIL (Suspected)

14/05/1993

Reason:

Hospitalisation:

Report Details:
Seq: 1149584

Preferred Term Severity Report Description Treatment
Thrombocytopenia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 101 of 774

Case Number: Gender:
Weight:23/02/2000

Causality possibleUnknown
26/04/1972DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

27Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

CLOZARIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1149596

Preferred Term Severity Report Description Treatment
Weight increased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 102 of 774

Case Number: Gender:
Weight:23/02/2000

Causality possibleNot yet recovered
DOB:

Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

36YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Daily OralTablet 0.0

CLOZARIL (Suspected)

L TERM CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1149598

Preferred Term Severity Report Description Treatment
Salivary gland enlargement Swollen salivary glands.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 103 of 774

Case Number: Gender:
87.00Weight:

- 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.

28/02/2000

31/08/1999
Causality possibleUnknown

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

44YAge:

Additional Information:

Medicine Details:
Schizophrenia

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

01/01/1997 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1149683

Preferred Term Severity Report Description Treatment
Weight increased Weight gain from 56kg to 87.5kg
Gait disturbance



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 104 of 774

Case Number: Gender:
Weight:

Patient does not have symptoms.  the dosage start date is not necessarily accurate but indicates that start occurred sometime 
during the month.

28/02/2000

Causality possibleUnknown
20/06/1968DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Biochemistry Elevated crp (80, units not specified).

Laboratory Investigations:

31Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily5.0

VALIUM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

01/09/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1149686

Preferred Term Severity Report Description Treatment
C-reactive protein increased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 105 of 774

Case Number: Gender:
Weight:

Sequelae: patient is loosing weight.  the dosage start date is not necessarily accurate but indicates that start occurred sometime 
during the month.

28/02/2000

Causality probableRecovered
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

01/10/1999 CONTIN

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1149687

Preferred Term Severity Report Description Treatment
Chest pain
Nausea
Tachycardia Prochlorperazine given.  

clozaril ceased.
Vomiting



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 106 of 774

Case Number: Gender:
Weight:28/02/2000

14/02/2000
Causality probableRecovered
22/10/1928DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

71Age:

Additional Information:

Medicine Details:
Paralysis agitans

Stopped:Started:Batch:

Milligram Daily12.5

CLOZARIL (Suspected)

08/02/2000 17/02/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1149688

Preferred Term Severity Report Description Treatment
Rash maculo-papular Ceased clozaril



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 107 of 774

Case Number: Gender:
Weight:

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

23/02/2000

Causality possibleNot yet recovered
24/04/1959DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily300.0

CLOZARIL (Suspected)

26/07/1994 28/11/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1149697

Preferred Term Severity Report Description Treatment
Pollakiuria Therapy changed to 

olanzapine



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 108 of 774

Case Number: Gender:
Weight:28/02/2000

13/02/2000
Causality possibleRecovered
09/08/1961DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Fever up to 39.7

Laboratory Investigations:

38Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily500.0

SODIUM VALPROATE (Other drug) Reason:

Schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected)

09/02/2000 13/02/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1149710

Preferred Term Severity Report Description Treatment
Pyrexia Temp up to 39.7
Cough
Fatigue
Headache
Influenza like illness
Malaise



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 109 of 774

Case Number: Gender:
Weight:28/02/2000

08/12/1999
Causality possibleNot yet recovered
21/01/1970DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Serum drug level 15/09/1999 150 Clozaril level
Serum drug level 15/11/1999 80 Clozaril level
Serum drug level 08/12/1999 60 Clozaril level

Laboratory Investigations:

29Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

CLOZARIL (Suspected)

L TERM

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1149711

Preferred Term Severity Report Description Treatment
Schizophreniform disorder Exacerbation of schizophrenia
Drug level decreased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 110 of 774

Case Number: Gender:
Weight:

Details at follow-up.

28/02/2000

Causality possibleUnknown
DOB:

Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Abnormal echocardiography and reduced left ventriclar ejection 
fraction (down to 40%).

Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

CLOZARIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1149729

Preferred Term Severity Report Description Treatment
Left ventricular failure Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 111 of 774

Case Number: Gender:
Weight:

Details to follow-up.

28/02/2000

Causality possibleUnknown
DOB:

Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Abnormal echocardiography and reduced left ventriclar ejection 
fraction (down 40%).

Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

CLOZARIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1149730

Preferred Term Severity Report Description Treatment
Left ventricular failure Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 112 of 774

Case Number: Gender:
Weight:18/02/2000

Causality possibleUnknown
DOB:

Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Abnormal echocardiography and reduced left ventriclar ejection 
fraction (down to 40%).

Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

CLOZARIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1149731

Preferred Term Severity Report Description Treatment
Left ventricular failure Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 113 of 774

Case Number: Gender:
Weight:

Patient also taking haloperidol.

28/02/2000

11/02/2000
Causality possibleRecovered
21/04/1963DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Biochemistry Troponin t level = 0.1

Laboratory Investigations:

36Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

CLOZARIL (Suspected)

04/02/2000 16/02/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1149732

Preferred Term Severity Report Description Treatment
Chest pain
Pyrexia
Tachycardia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 114 of 774

Case Number: Gender:
Weight:

Patient also taking haloperidol, diazepam, panadol.  the dosage start date is not necessarily accurate but indicates that start 
occurred sometime during the month.

28/02/2000

Causality probableRecovered
24/05/1975DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

24Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

CLOZARIL (Suspected)

01/12/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1149733

Preferred Term Severity Report Description Treatment
Arrhythmia
Electrocardiogram abnormal
Eosinophilia
Palpitations
Pyrexia
Tachycardia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 115 of 774

Case Number: Gender:
Weight:

Patient also taking chlorpromazine.  the dosage start date is not necessarily accurate but indicates that start occurred sometime 
during the month.

28/02/2000

18/02/2000
Causality possibleUnknown

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

01/02/2000 18/02/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1149735

Preferred Term Severity Report Description Treatment
Neuroleptic malignant syndrome Suspected serotonin syndrome or neurol. 

malig. syn
Malaise
Nausea
Pyrexia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 116 of 774

Case Number: Gender:
Weight:

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

28/02/2000

Causality possibleUnknown
19/08/1966DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

33Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily100.0

CLOZARIL (Suspected)

01/01/2000 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1149736

Preferred Term Severity Report Description Treatment
Pyrexia Temp between 38 and 39.3 degrees
Bradycardia
Constipation
Diarrhoea
Hypotension
Jaundice
Nausea
Pallor
Tremor
Vomiting



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 117 of 774

Case Number: Gender:
Weight:

Patient is hepatitis c positive.

28/02/2000

16/02/2000
Causality possibleNot yet recovered
24/02/1951DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Mild to moderate diffuse hypokinesis on routine 
echocardiography. hep c positive.  investigations for occult 
malignancy - negative.

Laboratory Investigations:

48Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily5.0

HALOPERIDOL (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily100.0

SERTRALINE HYDROCHLORIDE (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

CLOZARIL (Suspected)

16/04/1999 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1149737

Preferred Term Severity Report Description Treatment
Cardiac disorder
Fatigue
Malaise
Weight decreased Treated with tritace.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 118 of 774

Case Number: Gender:
Weight:

Patient also taking antibiotics and depot provera. the patient has pre-existin g hepatitis c.

28/02/2000

16/02/2000
Causality possibleUnknown
13/11/1975DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

ALT = SGPT 16/02/2000 140

Laboratory Investigations:

24Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 125.0

CLOZARIL (Suspected)

09/02/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1149738

Preferred Term Severity Report Description Treatment
Hepatic function abnormal



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 119 of 774

Case Number: Gender:
Weight:

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

28/02/2000

Causality probableRecovered
12/05/1960DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

39Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

01/11/1999 05/01/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1149749

Preferred Term Severity Report Description Treatment
Eosinophilia Clozaril was ceased then 

reintroduced slowly on 
15/1/2000.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 120 of 774

Case Number: Gender:
Weight:

Patient also taking famotidine, folic acid, prednisolone, allopurinal, ferrogradumet 1 mane and sodibic 2 q4h.

03/03/2000

Causality possibleUnknown
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Urine creatinine Creatinine 0.37
Urine urea Urea 22.5

Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1150020

Preferred Term Severity Report Description Treatment
Hypercalcaemia Increased calcium.
Renal impairment Increased uric acid.
Pseudolymphoma The patient developed possible lymphoma. The increased calcium was 

successfully treated with 
aredia.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 121 of 774

Case Number: Gender:
Weight:03/03/2000

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1150021

Preferred Term Severity Report Description Treatment
Thrombophlebitis Patient developed a clot in a vein in her 

neck.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 122 of 774

Case Number: Gender:
Weight:

The patient was previously on 1000mg per day but the dose has been reduced to 850mg per day.  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.

03/03/2000

Causality possibleUnknown
20/12/1965DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

34Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

SODIUM VALPROATE (Other drug) Reason:

Othr&unspec metabolic diseases

Stopped:Started:Batch:

0.0

PRAVASTATIN SODIUM (Other drug)

01/01/2000

Reason:

Stopped:Started:Batch:

Milligram Daily500.0

CEPHALEXIN (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 850.0

CLOZARIL (Suspected)

01/01/1997 CONTIN

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1150022

Preferred Term Severity Report Description Treatment
Delusion Patient experienced an exacerbation of 

delusions.
Paranoia Patient experienced an exacerbation of 

paranoia.
Patient was admitted on 
21/2/2000 for treatment of his 
psychosis.

Psychotic disorder
Therapeutic response decreased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 123 of 774

Case Number: Gender:
Weight:03/03/2000

01/02/2000
Causality possibleUnknown

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

19YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

01/02/2000 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1150023

Preferred Term Severity Report Description Treatment
Mania Patient experienced mania.
Neurosis Patient experienced sexual disinhibition.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 124 of 774

Case Number: Gender:
Weight:

The patient was taking a number of illicit drugs at the time of the adverse reaction.

06/03/2000

24/02/2000
Causality possibleNot yet recovered

DOB:
Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

CAMPRAL (Other drug) Reason:

Schizophrenia

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1150038

Preferred Term Severity Report Description Treatment
Schizophreniform disorder Exacertion of schizophrenia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 125 of 774

Case Number: Gender:
Weight:

- 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.

06/03/2000

31/12/2000
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

74YAge:

Additional Information:

Medicine Details:
Diabetes mellitus

Stopped:Started:Batch:

0.0

GLIBENCLAMIDE (Other drug) Reason:

Schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected)

01/01/1996 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1150039

Preferred Term Severity Report Description Treatment
Urinary incontinence



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 126 of 774

Case Number: Gender:
Weight:

Patient has had recent gall bladder surgery.  the dosage start date is not necessarily accurate but indicates that start occurred 
sometime during the month.

03/03/2000

Causality possibleRecovered
06/04/1961DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

38Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

NOTEN (Other drug) Reason:

Stopped:Started:Batch:

0.0

LIPITOR (Other drug) Reason:

Schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

01/10/1999 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1150043

Preferred Term Severity Report Description Treatment
Hyperhidrosis Excessive sweating
Tachycardia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 127 of 774

Case Number: Gender:
Weight:03/03/2000

10/02/2000
Causality possibleRecovered
07/07/1975DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Patient temperature 38.8.

Laboratory Investigations:

24Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 175.0

CLOZARIL (Suspected)

01/02/2000 17/02/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1150044

Preferred Term Severity Report Description Treatment
Hyperhidrosis Feeling hot, sweaty.
Nausea Felt very sick Given stemetil and lomitil.
Diarrhoea Severe diarrhoea
Gastroenteritis
Vomiting



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 128 of 774

Case Number: Gender:
Weight:

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

03/03/2000

Causality possibleRecovered
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

28YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 350.0

CLOZARIL (Suspected)

01/01/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1150046

Preferred Term Severity Report Description Treatment
Dizziness
Hyperhidrosis
Mouth ulceration Antibiotics



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 129 of 774

Case Number: Gender:
Weight:

Patient is also taking gavison. patient developed mild but persistent eosinophilis over the last 6+ months. patient history of reflux.  
the dosage start date is not accurate but indicates that start occurred sometime during the year.

08/03/2000

15/07/1999
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Eosinophils 15/07/1999 0.48
Eosinophils 15/08/1999 0.28
Eosinophils 15/09/1999 0.49
Eosinophils 15/12/1999 0.38
Eosinophils 15/01/2000 0.45
Eosinophils 15/02/2000 0.56

Laboratory Investigations:

30YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 850.0

CLOZARIL (Suspected)

01/01/1997 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1150090

Preferred Term Severity Report Description Treatment
Eosinophilia Required 

Specialist 
Consultation

Mild but persistent eosinophilia.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 130 of 774

Case Number: Gender:
Weight:

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

08/03/2000

22/02/2000
Causality probableNot yet recovered
10/05/1929DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 26/08/1996 3.6
Neutrophils 22/02/2000 1.1
Neutrophils 22/02/2000 0.9
Neutrophils 23/02/2000 1.5
Neutrophils 24/02/2000 1.6
White blood cells 26/08/1996 6.2
White blood cells 22/02/2000 4.0

Laboratory Investigations:

70Age:

Additional Information:

Medicine Details:
Schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 350.0

CLOZARIL (Suspected)

03/09/1996 28/02/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1150105

Preferred Term Severity Report Description Treatment
Neutropenia Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 131 of 774

Case Number: Gender:
Weight:

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

08/03/2000

22/02/2000
Causality probableNot yet recovered
10/05/1929DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

White blood cells 22/02/2000 3.9
White blood cells 23/02/2000 3.9
White blood cells 24/02/2000 4.5

Laboratory Investigations:

70Age:

Additional Information:

Medicine Details:
Schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 350.0

CLOZARIL (Suspected)

03/09/1996 28/02/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1150105



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 132 of 774

Case Number: Gender:
Weight:08/03/2000

14/02/2000
Causality possibleRecovered
13/11/1975DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Biochemistry On 14.2.00 troponin i = 0.6 (units not specified). on 21.2.00 
troponin i = 0.9. creatine kinase = 50 (units not specified).

Laboratory Investigations:

24Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

DEPO-PROVERA (Other drug) Reason:

Stopped:Started:Batch:

0.0

DIAZEPAM (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

CLOZARIL (Suspected)

07/02/2000 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1150111

Preferred Term Severity Report Description Treatment
Myocardial ischaemia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 133 of 774

Case Number: Gender:
Weight:08/03/2000

Causality possibleUnknown
DOB:

Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Abnormal echocardiogram - abnormal diastolic function.

Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Daily OralTablet 0.0

CLOZARIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1150112

Preferred Term Severity Report Description Treatment
Cardiomyopathy



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 134 of 774

Case Number: Gender:
Weight:08/03/2000

Causality possibleNot yet recovered
DOB:

Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Abnormal routine echocardograms.  these show mild, early 
stage cardiomyopathy in long term lex patients.

Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 950.0

CLOZARIL (Suspected)

20/09/1995 24/02/2000

Reason:

Stopped:Started:Batch:

Milligram Daily400.0

SODIUM VALPROATE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily2.0

CLONAZEPAM (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily2.0

BENZTROPINE MESYLATE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1150113

Preferred Term Severity Report Description Treatment
Cardiomyopathy



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 135 of 774

Case Number: Gender:
Weight:08/03/2000

Causality possibleNot yet recovered
DOB:

Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily750.0

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1150113



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 136 of 774

Case Number: Gender:
Weight:

Patient also taking chlorpromazine and temazepam. patient had a family history of ischaemic heart disease and prior to starting 
clozaril had slightly abnormal cardiac enzyme tests (not specified).

08/03/2000

24/02/2000
Causality possibleUnknown
14/03/1978DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Electrocardiograph
y

Slight ecg changes.

Laboratory Investigations:

21Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

CLOZARIL (Suspected)

23/02/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1150114

Preferred Term Severity Report Description Treatment
Nausea Patient experinced slight nausea.
Chest pain
Tachycardia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 137 of 774

Case Number: Gender:
Weight:

Therapy duration until onset of the adverse event was 2 years.

08/03/2000

03/02/2000
Causality possibleUnknown
10/10/1950DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Echochardiogrm showed left ventricular failure, an ejection 
fraction of 30%, and cardiomegaly.

Laboratory Investigations:

49Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily500.0

EPILIM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily60.0

FLUOXETINE HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily30.0

EPHEDRINE (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZARIL (Suspected)

19/02/1998 24/02/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1150115

Preferred Term Severity Report Description Treatment
Left ventricular failure Increased jugular venous pressure/bilat 

leg oedema
Electrocardiogram abnormal Patient has ecg changes. Patient was started on lasix 

and captopril.
Cardiomegaly
Cardiomyopathy



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 138 of 774

Case Number: Gender:
Weight:

Patient had received chemotherapy for unrelated liver cancer in the later part of 1999, as far as reporter is aware, the patient did 
not discontinued clozaril whilst receiving chemotherapy.

08/03/2000

15/02/2000
Causality possibleRecovered
10/04/1974DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

White blood cells White blood cell count of between 3.2 - 3.5 from 15.2.00.

Laboratory Investigations:

25Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

17/10/1996 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1150116

Preferred Term Severity Report Description Treatment
Neutropenia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 139 of 774

Case Number: Gender:
125.00Weight:

Patient is obese, is a smoker, and has recently developed non-insulin dependent diabetes.  - the date of onset is not necessarily 
accurate but indicates that onset occurred sometime during the month.

09/03/2000

31/07/1999
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Routine echocardiography on 29/02/2000 noted to have mild 
cardiomyopathy.

Laboratory Investigations:

44YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZAPINE (Suspected)

15/07/1999 09/03/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1150125

Preferred Term Severity Report Description Treatment
Cardiomyopathy
Dyspnoea
Weight increased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:52AM Database: pusime02 ADRS004 Page 140 of 774

Case Number: Gender:
Weight:

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

08/03/2000

Causality possibleRecovered
25/09/1974DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

25Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

01/12/1999 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1150184

Preferred Term Severity Report Description Treatment
Dysgeusia Craves salt and beer.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 141 of 774

Case Number: Gender:
Weight:

Symptoms occurred after patient had received 15 days of clozaril therapy. patient also taking - perindopril, sodium valproate and 
moclobemide.

13/03/2000

01/03/2000
Causality possibleUnknown
06/07/1951DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Biochemistry Increased troponin levels.

Laboratory Investigations:

48Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

15/02/2000 02/03/2000

Reason:

Hospitalisation: Hospitalisation prolonged

Report Details:
Seq: 1150323

Preferred Term Severity Report Description Treatment
Cardiomegaly
Electrocardiogram abnormal
Hyperhidrosis
Myocarditis
Tachycardia
Vomiting



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 142 of 774

Case Number: Gender:
Weight:

Symptoms occurred 7 months after commencing clozaril therapy. patient is "receiving heart medication." not specified.  the 
dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.

13/03/2000

Causality possibleUnknown
04/03/1973DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Cardiomyopthy was diagnosed on echo.

Laboratory Investigations:

27Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

01/07/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1150327

Preferred Term Severity Report Description Treatment
Cardiomyopathy Patient was asymptomatic.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 143 of 774

Case Number: Gender:
Weight:

Patient had an ecg two weeks after commencing therapy with clozaril.  the dosage start date is not necessarily accurate but 
indicates that start occurred sometime during the month.

13/03/2000

21/02/2000
Causality possibleUnknown

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

31YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

CLOZARIL (Suspected)

07/02/2000 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily2.5

DIAZEPAM (Suspected)

01/02/2000 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1150329

Preferred Term Severity Report Description Treatment
Tachycardia Tachycardia of 115 beats per minute.
Anxiety
Chest pain
Eosinophilia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 144 of 774

Case Number: Gender:
Weight:

In late february 2000 the patient was found psychotic, and was re-started on clozaril.  patient also taking fluvoxamine.  - 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.

13/03/2000

31/07/1999
Causality certainUnknown
07/03/1959DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Daily OralTablet 0.0

CLOZARIL (Suspected)

01/07/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1150378

Preferred Term Severity Report Description Treatment
Urinary incontinence Bedwetting. Given intranasal 

desmopression 10mcg nightly.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 145 of 774

Case Number: Gender:
Weight:

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

15/03/2000

Causality possibleUnknown
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZARIL (Suspected)

01/10/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1150411

Preferred Term Severity Report Description Treatment
Eczema Severe Eczema on whole hand and part of foot.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 146 of 774

Case Number: Gender:
Weight:

Patient also taking risperidone, zoloft. pt now admitted to psychiatric unit and psychiatric symptoms now unable to be controlled 
with risperidone 2mg/d and clozaril 250mg/d.  - 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.

13/03/2000

31/12/1997
Causality possibleUnknown
25/03/1976DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

21Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

CLOZARIL (Suspected)

01/01/1997

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1150492

Preferred Term Severity Report Description Treatment
Weight increased Pt put on 30kg Pt stopped taking or reduced 

her dose of clozaril.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 147 of 774

Case Number: Gender:
Weight:21/03/2000

02/03/2000
Causality possibleUnknown
16/04/1952DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Haematology 31/03/1995 6.5
Haematology 02/03/2000 1.6
Haematology 06/03/2000 1.8
White blood cells 31/03/1995 9.4
White blood cells 02/03/2000 3.0
White blood cells 06/03/2000 2.9

Laboratory Investigations:

47Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

07/04/1995 02/03/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1150555

Preferred Term Severity Report Description Treatment
Leukopenia Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 148 of 774

Case Number: Gender:
Weight:

Symptoms occurred two weeks after commencing therapy with clozaril.

21/03/2000

10/03/2000
Causality possibleUnknown
19/07/1972DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Biochemistry Elevated troponin.

Laboratory Investigations:

27Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

01/03/2000 10/03/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1150556

Preferred Term Severity Report Description Treatment
Eosinophilia
Myocarditis Clozaril ceased.
Pyrexia
Tachycardia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 149 of 774

Case Number: Gender:
Weight:

Other reactions are - vomiting, bloating and severe constipation, coordination impaired, dysarthria, abdominal pain and slurred 
speech. symptoms occurred 4 to 5 weeks ago since commencing clozaril therapy. dr states that phone call to novartis from the 
patient was a result of the patient's delusional somatic ideation.  the dosage start date is not necessarily accurate but indicates 
that start occurred sometime during the month.

21/03/2000

Causality possibleUnknown
04/06/1963DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

36Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

01/02/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1150557

Preferred Term Severity Report Description Treatment
Dysphagia Difficulty in swallowing.
Arrhythmia Fast or irregular heartbeat.
Dizziness Light headedness.
Anorexia Loss of appetite.
Hypertonia Muscle stiffness.
Pruritus Prickly heat on body.
Salivary hypersecretion Too much saliva - drooling.
Psychotic disorder Worsening psychosis
Bronchospasm
Drug ineffective
Pharyngitis



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 150 of 774

Case Number: Gender:
Weight:

Other reactions are - vomiting, bloating and severe constipation, coordination impaired, dysarthria, abdominal pain and slurred 
speech. symptoms occurred 4 to 5 weeks ago since commencing clozaril therapy. dr states that phone call to novartis from the 
patient was a result of the patient's delusional somatic ideation.  the dosage start date is not necessarily accurate but indicates 
that start occurred sometime during the month.

21/03/2000

Causality possibleUnknown
04/06/1963DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

36Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

01/02/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1150557

Preferred Term Severity Report Description Treatment
Rash



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 151 of 774

Case Number: Gender:
Weight:21/03/2000

Causality possibleUnknown
DOB:

Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1150559

Preferred Term Severity Report Description Treatment
Electrocardiogram abnormal



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 152 of 774

Case Number: Gender:
Weight:21/03/2000

Causality possibleUnknown
DOB:

Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1150560

Preferred Term Severity Report Description Treatment
Electrocardiogram abnormal



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 153 of 774

Case Number: Gender:
Weight:

Symptoms occurred 4 months after commencing therapy with clozaril.

21/03/2000

02/03/2000
Causality possibleUnknown
21/10/1970DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 02/03/2000 1.2
White blood cells 02/03/2000 4.3

Laboratory Investigations:

29Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected)

02/12/1999 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1150561

Preferred Term Severity Report Description Treatment
Neutropenia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 154 of 774

Case Number: Gender:
Weight:

Dose titrated upwards as per protocol.

21/03/2000

Causality possibleUnknown
14/01/1978DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

22Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Daily OralTablet 0.0

CLOZARIL (Suspected)

01/03/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1150562

Preferred Term Severity Report Description Treatment
Electrocardiogram abnormal "high take off" of st. No treatment was necessary.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 155 of 774

Case Number: Gender:
Weight:

Symptoms occurred 17 months after commencing therapy with clozaril.

21/03/2000

05/03/2000
Causality possibleUnknown
06/08/1975DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 24/02/2000 3.2
Neutrophils 05/03/2000 1.1
White blood cells 24/02/2000 5.1
White blood cells 05/03/2000 2.1

Laboratory Investigations:

24Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

CLOZARIL (Suspected)

31/08/1998 24/02/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1150563

Preferred Term Severity Report Description Treatment
Leukopenia
Neutropenia Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 156 of 774

Case Number: Gender:
Weight:

Patient also taking - paroxetine 40mg.

21/03/2000

Causality probableRecovered
06/04/1973DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Electrocardiograph
y

Echo in feb 2000 showed marked cardiomyopathy. three 
months after the patient was diagnosed with cardiomyopathy, 
left ventricular ejection fraction had returned to 52%. currently 
the patients left ventricular ejection fraction is 64%.

Laboratory Investigations:

26Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZARIL (Suspected)

22/12/1994 10/03/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1150566

Preferred Term Severity Report Description Treatment
Cardiomyopathy "heart problems". Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 157 of 774

Case Number: Gender:
Weight:

Patient also taking - paroxetine 40mg.

21/03/2000

Causality probableRecovered
06/04/1973DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data 14/3/00: first pass cardioangiogram, right ventricular ejection 
fraction (rvef) was 55%. pulmonary transit time was 6.5 seconds 
(norm up to 7 secs). cardiac gated study, left ventricular ejection 
fraction was only 26%. left ventricle appeared enlarged and 
presented significant hypokinesis especially marked in the 
antero-septal and inferior wall. only lateral wall presented

Laboratory Investigations:

26Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZARIL (Suspected)

22/12/1994 10/03/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1150566



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 158 of 774

Case Number: Gender:
Weight:

Patient also taking - paroxetine 40mg.

21/03/2000

Causality probableRecovered
06/04/1973DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Better wall motion. right ventricle was of normal size with good 
wall motion. conclusion, significant impairment of left ventricular 
function at rest with focal hypokinesis suggestive for ischaemic 
cardiomyopathy. 22/3/01: sestambi study at rest, there is 
evidence of grossly enlarged left ventricle with thin myocardium 
but without any significant perfusion defect.

Laboratory Investigations:

26Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZARIL (Suspected)

22/12/1994 10/03/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1150566



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 159 of 774

Case Number: Gender:
Weight:

Patient also taking - paroxetine 40mg.

21/03/2000

Causality probableRecovered
06/04/1973DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data On gated spect (single photon emission computed tomography) 
analysis left ventricular ejection fraction was 45% with end 
diastole volume 223ml and end systole volume 123ml. there 
was evidence of moderate generalised hypokinesis. conclusion, 
low probability of ischaemic cardiomyopathy.

Laboratory Investigations:

26Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZARIL (Suspected)

22/12/1994 10/03/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1150566



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 160 of 774

Case Number: Gender:
Weight:

Patient also taking - paroxetine 40mg.

21/03/2000

Causality probableRecovered
06/04/1973DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data 11/7/01: echocardiogram report dated 22/2/01 indicated 
resolution of the cardiomyopathy. it showed all values to be 
structurally and functionally normal. all cardiac chambers were 
of normal size and left ventricular systolic function was normal. 
left atrial size = 3.9 cm (ref 1.9 - 4.0), aortic root dimension = 2.9 
cm (ref 2.0 - 3.7), lv diastolic dimension = 5.2 cm (ref 3.2 -

Laboratory Investigations:

26Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZARIL (Suspected)

22/12/1994 10/03/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1150566



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 161 of 774

Case Number: Gender:
Weight:

Patient also taking - paroxetine 40mg.

21/03/2000

Causality probableRecovered
06/04/1973DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data 5.5), lv systolic dimension = 3.4 cm (ref 2.5 - 4.0), right 
ventricular size_= 1.8 cm (ref 1.6 - 2.6), posterior left ventricular 
wall thickness = 0.8 cm (ref 0.7 - 1.2 ), interventricular septum = 
1.1 cm, lvef = 64%.

Laboratory Investigations:

26Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZARIL (Suspected)

22/12/1994 10/03/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1150566



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 162 of 774

Case Number: Gender:
Weight:

- 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 accurate but indicates that 
stoppage occurred sometime during the year.

21/03/2000

31/12/1999
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Schizophrenia

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

01/01/1999 31/01/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1150608

Preferred Term Severity Report Description Treatment
Aggression
Agitation
Hyperkinesia Ceased clozaril



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 163 of 774

Case Number: Gender:
Weight:21/03/2000

21/01/2000
Causality possibleRecovered
10/12/1974DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Pharmacokinetics 800ng/ml and 745/ml respectively, test results 25/1/2000.  
november plasma levels were clozapine 905ng/ml and 
norclozapine 305ng/ml.

Laboratory Investigations:

25Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

CLOZARIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1150611

Preferred Term Severity Report Description Treatment
Drug level increased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 164 of 774

Case Number: Gender:
Weight:

Patient experienced symptoms approximately 20 months after beginning clozaril.  - 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.

21/03/2000

31/12/1999
Causality possibleNot yet recovered
25/05/1970DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Radiololgy Modified barium swallow: moderate to severe 
medication-induced dysphagia on thin fluids worsened by the 
patient's inability to safely protect airway due to absent cough 
reflex and ineffective voluntary cough. moderate pharyngeal 
dysphagia due to significantly reduced pharyngeal contraction 
with moderate cricopharyngeal dysfunction (?spasm) difficulties 
appear due to medication.

Laboratory Investigations:

29Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

SERENACE (Other drug) Reason:

Stopped:Started:Batch:

0.0

THYROXINE SODIUM (Other drug) Reason:

Stopped:Started:Batch:

0.0

DIAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

01/01/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1150613

Preferred Term Severity Report Description Treatment
Pneumonia Inhalation pneumonitis
Speech disorder Marked pressure of speech with rambling 

speech
Dysphagia Haloperidol, modified barium 

swallow and referred to 
gastroenterologist.

Mania



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 165 of 774

Case Number: Gender:
Weight:21/03/2000

Causality possibleRecovered
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A3Age:

Additional Information:

Medicine Details:
Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily OralOral application 2.0

DIAZEPAM (Other drug) Reason:

Schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 275.0

CLOZARIL (Suspected)

23/02/2000 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1150616

Preferred Term Severity Report Description Treatment
Rash maculo-papular Rash on the upper trunk (chest/back).
Conjunctivitis Red eyes
Periorbital oedema Swollen eyes
Nausea



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 166 of 774

Case Number: Gender:
Weight:

Patient also taking lithium, vitamin b & c, zinc, aropax and zoton. patient suffers adiposatas (obesity). patient history: previous 
heavy alcohol use a few years ago and viral infection.  the dosage start date is not accurate but indicates that start occurred 
sometime during the year.

22/03/2000

09/03/2000
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Diagnosed with cardiomyopathy by echo 9.3.00.

Laboratory Investigations:

33YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 750.0

CLOZARIL (Suspected)

01/01/1996 13/03/2000L TERM

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1150705

Preferred Term Severity Report Description Treatment
Dyspnoea Patient has been short of breath.
Cardiomyopathy



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 167 of 774

Case Number: Gender:
Weight:

Patient also taking diazepam.

24/03/2000

10/03/2000
Causality possibleRecovered
09/03/1970DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 10/03/2000 1.4
White blood cells 10/03/2000 2.7

Laboratory Investigations:

30Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected)

21/07/1999 10/03/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1150752

Preferred Term Severity Report Description Treatment
Leukopenia
Neutropenia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 168 of 774

Case Number: Gender:
Weight:24/03/2000

Causality possibleRecovered
DOB:

Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1150753

Preferred Term Severity Report Description Treatment
Thrombocytopenia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 169 of 774

Case Number: Gender:
Weight:31/01/2000

20/12/1999
Causality possibleUnknown
27/01/1972DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Electrocardiograph
y

Intraventricular conduction delays.
Eosinophils 14/12/1999 0.9
Eosinophils 29/12/1999 0.8

Laboratory Investigations:

27Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

RANITIDINE (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 225.0

CLOZARIL (Suspected)

22/11/1999 CONTIN

Reason:

Salivary secretion disturbance

Stopped:Started:Batch:

Milligram Daily OralTablet 1.0

BENZTROPINE MESYLATE (Suspected)

02/12/1999 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1150901

Preferred Term Severity Report Description Treatment
Electrocardiogram abnormal
Eosinophilia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 170 of 774

Case Number: Gender:
Weight:

The myoclonic seizures occurred on 12.5mg of clozaril. patient also taking sodium valproate.  - the date of onset is not necessarily 
accurate but indicates that onset occurred sometime during the month.

28/02/2000

31/01/2000
Causality probableRecovered
22/05/1970DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

29Age:

Additional Information:

Medicine Details:
Unspecified neurosis

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

CLOZARIL (Suspected)

11/01/2000 21/01/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1150902

Preferred Term Severity Report Description Treatment
Convulsion Myoclonic seizures.
Pyrexia Temperature fluctuations. Clozaril was ceased.
Abdominal pain
Dizziness
Neuroleptic malignant syndrome
Thrombocytopenia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 171 of 774

Case Number: Gender:
Weight:

Patient also taking epilim and aropax.  - the date of onset is not accurate but indicates that onset occurred sometime during the 
year.

28/03/2000

31/12/1999
Causality possibleNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

44YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 550.0

CLOZARIL (Suspected)

10/12/1996 CONTIN

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1150916

Preferred Term Severity Report Description Treatment
Cellulitis Abscesses progressed to cellulitis.
Bacterial infection Chronic mrsa infection. Treated with iv vancomycin.
Abscess Many abscesses on the skin.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 172 of 774

Case Number: Gender:
Weight:27/03/2000

17/03/2000
Causality possibleDeath
05/11/1952DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

47Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZARIL (Suspected)

25/09/1998 17/03/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1150964

Preferred Term Severity Report Description Treatment
Sudden death Death due to cardiac arrest



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 173 of 774

Case Number: Gender:
Weight:

Symptoms occurred several months after commencing clozaril therapy. patient also taking - cefaclor.  - 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.

30/03/2000

31/03/2000
Causality possibleRecovered
01/02/1964DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

36Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

01/08/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1150986

Preferred Term Severity Report Description Treatment
Hypoaesthesia Numb/light feeling in legs and arms.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 174 of 774

Case Number: Gender:
Weight:

Patient also taking - panadeine forte and diazepam. clozapine was increased from 325 mg/d to 350 mg/d.

28/03/2000

30/01/2000
Causality possibleRecovered
08/04/1967DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

32Age:

Additional Information:

Medicine Details:
Otr spec symp psychopathol nec

Stopped:Started:Batch:

Milligram As necessary5.0

HALOPERIDOL (Suspected)

28/01/2000

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily350.0

CLOZAPINE (Suspected)

28/01/2000 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1150996

Preferred Term Severity Report Description Treatment
Dyspnoea Hard to breath.
Salivary hypersecretion Hypersalivation.
Speech disorder Slurred speech. Patient given conentin 2 mg. 

haloperidol ceased.
Tongue oedema Swollen tongue.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 175 of 774

Case Number: Gender:
Weight:30/03/2000

17/03/2000
Causality possibleUnknown
13/08/1974DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils Neutrophil count of 1.9.

Laboratory Investigations:

25Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Daily OralTablet 0.0

CLOZARIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1151038

Preferred Term Severity Report Description Treatment
Neutropenia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 176 of 774

Case Number: Gender:
Weight:30/03/2000

17/03/2000
Causality probableRecovered
03/10/1970DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 23/06/1999 2.4
Neutrophils 16/03/2000 0.9
White blood cells 23/06/1999 5.0
White blood cells 16/03/2000 4.6

Laboratory Investigations:

29Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 450.0

CLOZARIL (Suspected)

14/10/1999 16/03/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1151040

Preferred Term Severity Report Description Treatment
Neutropenia Neutropenia approx 5 mths after starting 

clozaril.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 177 of 774

Case Number: Gender:
Weight:

 - the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.

30/03/2000

31/03/2000
Causality probableRecovered
26/05/1979DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

ALT = SGPT <40 18/10/1999 32
ALT = SGPT <40 24/02/2000 91
ALT = SGPT <40 20/03/2000 44
ALT = SGPT <40 13/03/2000 76
AST = SGOT <35 18/10/1999 20
AST = SGOT <35 24/02/2000 82
AST = SGOT <35 20/03/2000 37

Laboratory Investigations:

20Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

14/01/2000 13/03/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1151067

Preferred Term Severity Report Description Treatment
Hepatic function abnormal Raised liver enzymes.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 178 of 774

Case Number: Gender:
Weight:

 - the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.

30/03/2000

31/03/2000
Causality probableRecovered
26/05/1979DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

AST = SGOT <35 13/03/2000 41
Bilirubin <20 18/10/1999 8
Bilirubin <20 24/02/2000 5
Bilirubin <20 13/03/2000 5
Bilirubin <20 20/03/2000 <4
GGT = SGGT = 
GGTP

<50 18/10/1999 24
GGT = SGGT = 
GGTP

<50 24/02/2000 69

Laboratory Investigations:

20Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

14/01/2000 13/03/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1151067



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 179 of 774

Case Number: Gender:
Weight:

 - the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.

30/03/2000

31/03/2000
Causality probableRecovered
26/05/1979DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

GGT = SGGT = 
GGTP

<50 20/03/2000 48
GGT = SGGT = 
GGTP

<50 13/03/2000 66
Immunology 13/3/00 - hepatitis a (hep a igm) = non reactive;           hepatitis 

b (hep bsag) = non reactive, (hep bsab) = <10           hepatitis c 
(hep c ab igg screen) = non reactive.

SAP = ALP 30 - 100 18/10/1999 123
SAP = ALP 30 - 100 24/02/2000 187

Laboratory Investigations:

20Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

14/01/2000 13/03/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1151067



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 180 of 774

Case Number: Gender:
Weight:

 - the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.

30/03/2000

31/03/2000
Causality probableRecovered
26/05/1979DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

SAP = ALP 30 - 100 13/03/2000 208
SAP = ALP 30 - 100 20/03/2000 179

Laboratory Investigations:

20Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

14/01/2000 13/03/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1151067



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 181 of 774

Case Number: Gender:
Weight:

 - the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.

31/03/2000

31/03/2000
Causality possibleUnknown
31/10/1950DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

49Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 350.0

CLOZARIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1151078

Preferred Term Severity Report Description Treatment
Drug level decreased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 182 of 774

Case Number: Gender:
Weight:03/04/2000

22/03/2000
Causality possibleUnknown
24/12/1962DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

37Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ZOLOFT (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected)

19/01/2000 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1151176

Preferred Term Severity Report Description Treatment
Electrocardiogram abnormal Ecg has shown minor intraventricular 

disturbances.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 183 of 774

Case Number: Gender:
Weight:03/04/2000

23/03/2000
Causality possibleUnknown
18/04/1976DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Haematology Wcc = 4.6, nc = 1.2.

Laboratory Investigations:

23Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

CLOZARIL (Suspected)

06/09/1996 23/03/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1151177

Preferred Term Severity Report Description Treatment
Neutropenia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 184 of 774

Case Number: Gender:
Weight:03/04/2000

28/02/2000
Causality possibleRecovered
03/08/1981DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

18Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 175.0

CLOZARIL (Suspected)

28/02/2000 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1151224

Preferred Term Severity Report Description Treatment
Pruritus Generalised itch which is constant. 'tonic' water was applied to 

skin and was also treated with 
sorbolene and calamine



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 185 of 774

Case Number: Gender:
Weight:

- 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.

03/04/2000

31/12/1999
Causality possibleNot yet recovered
07/12/1961DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

38Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 475.0

CLOZARIL (Suspected)

01/01/1999 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1151229

Preferred Term Severity Report Description Treatment
Ejaculation failure



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 186 of 774

Case Number: Gender:
Weight:

A urine blood screen was positive for cannabis, benzodiazepines and opiates.  - the date of onset is not necessarily accurate but 
indicates that onset occurred sometime during the month.

05/04/2000

31/03/2000
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 2-7.5 X 10 TO 
9/L

Neu: 8.0 x 10 to 9/l.
White blood cells 4-11.0 X 10 TO 

9/L
Wbc: 11.9 x 10 to 9/l. a mild toxic granulation of the white blood 
cells.

Laboratory Investigations:

32YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily10.0

DIAZEPAM (Other drug)

CONTIN

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 275.0

CLOZARIL (Suspected)

23/02/2000 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1151274

Preferred Term Severity Report Description Treatment
Leukocytosis Required 

Specialist 
Consultation

A mild toxic granulation of the white blood 
cells.

Leukocytosis
Rash



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 187 of 774

Case Number: Gender:
Weight:

Clozaril was re-administered after 3/2/2000 and patient developed ecg changes. clozaril then stopped completely.

08/03/2000

Causality possibleRecovered
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1151295

Preferred Term Severity Report Description Treatment
Electrocardiogram abnormal S1q3t3 right axis deviation. Clozaril stopped completely.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 188 of 774

Case Number: Gender:
Weight:

Patient died approximately 18 months after commencing clozaril.  the dosage stop date is not necessarily accurate but indicates 
that stoppage occurred sometime during the month.

10/04/2000

Causality possibleDeath
09/07/1934DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

65Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

09/09/1998 28/04/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1151411

Preferred Term Severity Report Description Treatment
Sudden death



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 189 of 774

Case Number: Gender:
Weight:

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

10/04/2000

Causality possibleUnknown
04/07/1987DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

12Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

01/11/1999 CONTIN

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1151412

Preferred Term Severity Report Description Treatment
Drug ineffective Continuing +ve & -ve symptoms of 

schizophrenia.
Tachycardia Persistent tachycardia of 110 bpm.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 190 of 774

Case Number: Gender:
Weight:

Patient also has hypertension and there is a strong family history of cardiac disease.  the dosage start date is not accurate but 
indicates that start occurred sometime during the year.

10/04/2000

Causality possibleUnknown
15/08/1954DOB:

Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Radiololgy Mild dilated lv and mild decrease in systolic function, apex 
hypokinesia. ie. lv dysfunction.

Laboratory Investigations:

45Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 700.0

CLOZARIL (Suspected)

01/01/1995 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily150.0

SERTRALINE HYDROCHLORIDE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily50.0

ATENOLOL (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily20.0

ATORVASTATIN (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1151413

Preferred Term Severity Report Description Treatment
Cardiac disorder Abnormal routine echocardiogram.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 191 of 774

Case Number: Gender:
Weight:

The patient had developed electrocardiogram changes in the past and clozaril was ceased. patient's psychiatric symptoms 
deteriorated and it was decided to restart clozaril. doctor was not going to increase dose to previous level that caused previous 
cardiac complications.  - 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.

10/04/2000

31/07/1999
Causality probableRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

33YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

01/12/1998 01/07/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1151419

Preferred Term Severity Report Description Treatment
Electrocardiogram abnormal
Palpitations Dose was decreased from 

500mg to 400mg.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 192 of 774

Case Number: Gender:
Weight:

Symptoms occurred ten days after commencing clozaril therapy. clozaril was ceased for 3 nights on the 28, 29 and 30 of march 
2000 due to tachycardia.  clozaril was recommenced at 12.5 mg on the 31 march 2000.

10/04/2000

28/03/2000
Causality probableRecovered
20/01/1971DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Lymphocytes Lymphocytes 0.4.

Laboratory Investigations:

29Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

CLOZARIL (Suspected)

22/03/2000 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1151420

Preferred Term Severity Report Description Treatment
Fatigue Lethargic.
Tachycardia Sinus tachycardia, flu like symptoms.
Lymphopenia
Malaise



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 193 of 774

Case Number: Gender:
Weight:

The patient is obese, is a smoker, and has recently developed non-insulin dependent diabetes. 151481 is a duplicate of 150125.

15/03/2000

Causality possibleUnknown
01/05/1955DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

44Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

CLOZARIL (Suspected)

15/07/1999 09/03/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1151481

Preferred Term Severity Report Description Treatment
Cardiomyopathy Possible cardiomyopathy was diagnosed 

on echo.
Clozaril was ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 194 of 774

Case Number: Gender:
Weight:

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

10/04/2000

28/03/2000
Causality probableRecovered
28/02/1956DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

44Age:

Additional Information:

Medicine Details:
Schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

01/08/1999 CONTIN

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1151482

Preferred Term Severity Report Description Treatment
Convulsion Experienced a seizure Sodium valproate
Syncope



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 195 of 774

Case Number: Gender:
Weight:

Patient died peacefully in his sleep on 27/3/00.

12/04/2000

27/03/2000
Causality possibleDeath
29/09/1954DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

45Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 800.0

CLOZARIL (Suspected)

25/11/1999 27/03/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1151553

Preferred Term Severity Report Description Treatment
Sudden death



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 196 of 774

Case Number: Gender:
Weight:12/04/2000

05/05/1999
Causality possibleUnknown

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

37YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

SODIUM VALPROATE (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 350.0

CLOZARIL (Suspected)

05/05/1999 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1151571

Preferred Term Severity Report Description Treatment
Ejaculation failure
Sexual dysfunction



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 197 of 774

Case Number: Gender:
Weight:12/04/2000

Causality possibleUnknown
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

SODIUM VALPROATE (Other drug) Reason:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1151572

Preferred Term Severity Report Description Treatment
Sexual dysfunction



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 198 of 774

Case Number: Gender:
Weight:

Patient also taking - aspirin, coloxyl with senna, sinemet, canesten and phenytoin.

12/04/2000

15/02/2000
Causality possibleNot yet recovered
22/10/1928DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

71Age:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily12.5

CLOZARIL (Suspected)

08/02/2000 16/02/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1151586

Preferred Term Severity Report Description Treatment
Rash maculo-papular Rash is widespread on limbs,trunk neck 

and face.
Clozapine ceased. patient 
given phenergan 10mg/bd on 
the 18/02/2000, and calamine 
lotion.

Pruritus



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 199 of 774

Case Number: Gender:
Weight:

Patient initially started on clozapine on 24/12/99. increasing dose to 375mg now on 450mg 31/1/00. patient was also taking 
diazeapm, temazapam, thioridazine.

14/04/2000

25/01/2000
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

46YAge:

Additional Information:

Medicine Details:
Schizophrenia

Stopped:Started:Batch:

Milligram Daily375.0

CLOZAPINE (Suspected)

24/01/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1151686

Preferred Term Severity Report Description Treatment
Constipation Coloxyl and senna, lactulose 

10ml bd, 2 x microlax, 1x 
travad.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 200 of 774

Case Number: Gender:
Weight:

Patient died in february 1998.

13/03/2000

Causality possibleDeath
24/03/1963DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

36Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 350.0

CLOZARIL (Suspected)

22/12/1993 26/01/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1151716

Preferred Term Severity Report Description Treatment
Sudden death



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 201 of 774

Case Number: Gender:
Weight:

Patient died on 11/11/1997, approximately one year after commencing clozaril.

13/03/2000

11/11/1997
Causality possibleDeath
29/09/1961DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

36Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

11/11/1997     1Y

Reason:

Hospitalisation:

Report Details:
Seq: 1151719

Preferred Term Severity Report Description Treatment
Sudden death



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 202 of 774

Case Number: Gender:
Weight:

Patient died on 18/3/1998, approximately 3 months after commencing clozaril.

13/03/2000

18/03/1998
Causality possibleDeath
11/04/1973DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

24Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

18/03/1998     3M

Reason:

Hospitalisation:

Report Details:
Seq: 1151720

Preferred Term Severity Report Description Treatment
Sudden death



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 203 of 774

Case Number: Gender:
Weight:

Patient died on 1/5/1997, approximately 11 months after commencing clozaril.

13/03/2000

01/05/1997
Causality possibleDeath
25/02/1946DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

51Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

01/05/1997    11M

Reason:

Hospitalisation:

Report Details:
Seq: 1151721

Preferred Term Severity Report Description Treatment
Sudden death



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 204 of 774

Case Number: Gender:
Weight:

Patient died on 13/8/1996, approximately 3 months after commencing clozaril.

13/03/2000

13/08/1996
Causality possibleDeath, maybe drug
17/04/1942DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

54Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

13/08/1996     3M

Reason:

Hospitalisation:

Report Details:
Seq: 1151722

Preferred Term Severity Report Description Treatment
Suicide attempt



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 205 of 774

Case Number: Gender:
Weight:

Patient died on 26 august 1997.

13/03/2000

26/08/1997
Causality possibleDeath
17/12/1948DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

48Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily20.0

PAROXETINE HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily2.0

DIAZEPAM (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

CLOZARIL (Suspected)

28/07/1997 26/08/1997

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1151723

Preferred Term Severity Report Description Treatment
Asphyxia
Sudden death



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 206 of 774

Case Number: Gender:
Weight:

Patient had a history of substance and alcohol abuse. patient died on 19/10/1997.  the dosage start date is not necessarily 
accurate but indicates that start occurred sometime during the month.

13/03/2000

19/10/1997
Causality possibleDeath
17/05/1974DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

23Age:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected)

01/04/1997 14/10/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1151724

Preferred Term Severity Report Description Treatment
Sudden death



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 207 of 774

Case Number: Gender:
Weight:

Patient died during september 1995, approximately 8 months after commencing clozaril.

13/03/2000

Causality possibleDeath
30/06/1972DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

27Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

    8M

Reason:

Hospitalisation:

Report Details:
Seq: 1151725

Preferred Term Severity Report Description Treatment
Sudden death



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 208 of 774

Case Number: Gender:
Weight:

Patient died on 8/6/1998, approximately 3 weeks after commencing clozaril.

13/03/2000

08/06/1998
Causality possibleDeath, maybe drug
13/04/1981DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

17Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

18/05/1998 08/06/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1151726

Preferred Term Severity Report Description Treatment
Suicide attempt Patient died due to suicide by hanging.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 209 of 774

Case Number: Gender:
Weight:

Date of death: 16/2/1999.  the dosage start date is not necessarily accurate but indicates that start occurred sometime during the 
month.

13/03/2000

16/02/1999
Causality possibleDeath
05/03/1976DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Markedly dilated large bowel with thinned walls and a large 
amount of faeces filling the entire colon. bowel was distended 
but there was no evidence of perforation or peritonitis. histology 
report confirmed ibd (ischaemic bowel disease).

Laboratory Investigations:

22Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily20.0

OMEPRAZOLE (Other drug)

15/02/1999 16/02/1999

Reason:

Stopped:Started:Batch:

Gram Daily1.0

SODIUM VALPROATE (Other drug)

15/02/1999 16/02/1999

Reason:

Stopped:Started:Batch:

Milligram Daily50.0

DOTHIEPIN HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 650.0

CLOZARIL (Suspected)

01/02/1998 16/02/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1151727

Preferred Term Severity Report Description Treatment
Gastrointestinal disorder Ischaemic bowel disease.
Sudden death



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 210 of 774

Case Number: Gender:
Weight:

Clozaril given for bipolar disorder. medical certificate reports "chronic airways limitation" and other significant condition as being 
bipolar affective disorder. patient was also taking lithicarb, haloperidol, ventolin, atrovent, biaxsig, warfarin, epilium and 
prednisone. date of death: 28/7/1997.  - the date of onset is not accurate but indicates that onset occurred sometime during the 
year.

13/03/2000

31/12/1997
Causality possibleDeath
22/08/1936DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Lymphocytes 1.00 - 4.80 27/07/1997 1.06
Neutrophils 1.80 - 7.50 27/07/1997 11.06

Laboratory Investigations:

61Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 125.0

CLOZARIL (Suspected)

11/11/1996 26/07/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1151728

Preferred Term Severity Report Description Treatment
Leukocytosis Required 

Specialist 
Consultation

Mild neutrophilia.

Lymphopenia Required Visit 
to Doctor

Moderate lymphopenia.

Sudden death



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 211 of 774

Case Number: Gender:
Weight:

Patient died on 5 august 1997 after only 4 days of clozaril treatment.  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.

13/03/2000

05/08/1997
Causality possibleUnrelated death
08/06/1939DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Post mortem conducted 6/8/1997. findings: ami (acute 
myocardial infarction).

Laboratory Investigations:

58Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

01/01/1997 28/08/1997     4D

Reason:

Hospitalisation:

Report Details:
Seq: 1151729

Preferred Term Severity Report Description Treatment
Myocardial infarction Patient died due to acute myocardial 

infarction.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 212 of 774

Case Number: Gender:
Weight:

Patient died in february 1998, approximately 4 months after commencing clozaril.  the dosage stop date is not necessarily 
accurate but indicates that stoppage occurred sometime during the month.

13/03/2000

Causality possibleDeath, maybe drug
11/02/1968DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

32Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

28/02/1998     4M

Reason:

Hospitalisation:

Report Details:
Seq: 1151730

Preferred Term Severity Report Description Treatment
Suicide attempt Patient died due to suicide.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 213 of 774

Case Number: Gender:
Weight:

Patient died on 6/1/1998, approximately 7 months after commencing clozaril.

13/03/2000

06/01/1998
Causality possibleDeath, maybe drug
31/03/1969DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

28Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

06/01/1998     7M

Reason:

Hospitalisation:

Report Details:
Seq: 1151731

Preferred Term Severity Report Description Treatment
Suicide attempt Patient died due to suicide.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 214 of 774

Case Number: Gender:
Weight:

Patient died in january 1998, approximately 10 months after commencing clozaril.  - 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.

13/03/2000

31/01/1998
Causality possibleDeath
18/11/1953DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

44Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

28/01/1998    10M

Reason:

Hospitalisation:

Report Details:
Seq: 1151732

Preferred Term Severity Report Description Treatment
Sudden death



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 215 of 774

Case Number: Gender:
Weight:

Date of death 4/9/1997. cause of death: "undetermined. unexpected death associated with high levels of antipsychotic medication 
and analgesia".

13/03/2000

04/09/1997
Causality possibleDeath
11/11/1966DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Serum drug level Blood taken at the post mortem examination revealed the 
following:-  - clozapine (1.3mg/l)  - codeine___(0.27mg/l)  - 
morphine - metabolite of codeine (0.03mg/l)  - amitriptyline 
(0.18mg/l)

Serum drug level Continued:-  - nortriptyline - metabolite of amitriptyline 
(0.19mg/l)  - trichloroethanol - metabolite of chloral hydrate 
(11mg/l)  - benztropine (nil)  - clonazepam  (nil)

Laboratory Investigations:

30Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

NasalSpray 0.0

BECONASE (Other drug)

03/09/1997

Reason:

Stopped:Started:Batch:

Milligram Daily2.0

BENZTROPINE MESYLATE (Other drug)

03/09/1997

Reason:

Stopped:Started:Batch:

Milligram Daily20.0

OMEPRAZOLE (Other drug) Reason:

Stopped:Started:Batch:

Milligram 1 time350.0

CLOZAPINE (Suspected)

03/09/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1151733

Preferred Term Severity Report Description Treatment
Arrhythmia
Sudden death



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 216 of 774

Case Number: Gender:
Weight:

Date of death 4/9/1997. cause of death: "undetermined. unexpected death associated with high levels of antipsychotic medication 
and analgesia".

13/03/2000

04/09/1997
Causality possibleDeath
11/11/1966DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Serum drug level Continued:-  - 7-amino clonazepam - metabolite of clonazepam 
(nil)  - valproic acid (44mg/l)  - alcohol (nil)

Laboratory Investigations:

30Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZARIL (Suspected)

04/09/1997

Reason:

Stopped:Started:Batch:

Gram Daily1.8

SODIUM VALPROATE (Suspected)

03/09/1997

Reason:

Stopped:Started:Batch:

Gram Daily1.0

CHLORAL HYDRATE (Suspected)

03/09/1997

Reason:

Stopped:Started:Batch:

Milligram Daily500.0

CEPHALEXIN (Suspected)

03/09/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1151733



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 217 of 774

Case Number: Gender:
Weight:

Date of death 4/9/1997. cause of death: "undetermined. unexpected death associated with high levels of antipsychotic medication 
and analgesia".

13/03/2000

04/09/1997
Causality possibleDeath
11/11/1966DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

30Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily60.0

PANADEINE FORTE (Suspected)

03/09/1997

Reason:

Stopped:Started:Batch:

Milligram Daily2.0

CLONAZEPAM (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily50.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

03/09/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1151733



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 218 of 774

Case Number: Gender:
Weight:

Patient was obese, hypertensive, a cigarette smoker and had asthma. date of death: 5/9/1997.  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 stop date is not necessarily accurate but 
indicates that stoppage occurred sometime during the month.

13/03/2000

Causality possibleDeath, maybe drug
18/09/1957DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Autopsy result: possible myocarditis.

Laboratory Investigations:

42Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

CLOZARIL (Suspected)

01/05/1997 05/09/1997

Reason:

Stopped:Started:Batch:

Milligram Daily300.0

EFEXOR (Suspected)

01/05/1997 28/09/1997

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1151734

Preferred Term Severity Report Description Treatment
Myocarditis



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 219 of 774

Case Number: Gender:
Weight:

Patient died in october 1997, approximately 2 months after commencing clozaril.  - the date of onset is not necessarily accurate 
but indicates that onset occurred sometime during the month.

13/03/2000

31/10/1997
Causality possibleDeath
12/10/1947DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

    2M

Reason:

Hospitalisation:

Report Details:
Seq: 1151735

Preferred Term Severity Report Description Treatment
Renal impairment
Sudden death



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 220 of 774

Case Number: Gender:
Weight:

Patient died on 12/3/1998, approximately 10 months after commencing clozaril. patient had a history of hypertension and 
congestive cardiac failure. patient was a heavy smoker, overweight and hypertensive.  - the date of onset is not necessarily 
accurate but indicates that onset occurred sometime during the month.

13/03/2000

31/03/1998
Causality possibleDeath, maybe drug
13/12/1942DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

55Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily5.0

WARFARIN SODIUM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily250.0

DIGOXIN (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily25.0

CAPTOPRIL (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 225.0

CLOZARIL (Suspected)

26/05/1997 18/02/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1151736

Preferred Term Severity Report Description Treatment
Cerebrovascular disorder



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 221 of 774

Case Number: Gender:
Weight:

Patient died on 23/5/1995, approximately 4 months after commencing clozaril.

13/03/2000

23/05/1995
Causality possibleDeath, maybe drug
25/08/1971DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

23Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

23/05/1995     4M

Reason:

Hospitalisation:

Report Details:
Seq: 1151737

Preferred Term Severity Report Description Treatment
Asphyxia Patient died due to asphyxia.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 222 of 774

Case Number: Gender:
Weight:

Patient died on 1/9/1995, approximately 15 months after commencing clozaril.

13/03/2000

01/09/1995
Causality possibleDeath, maybe drug
04/04/1964DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

31Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

01/09/1995    15M

Reason:

Hospitalisation:

Report Details:
Seq: 1151738

Preferred Term Severity Report Description Treatment
Cardiac arrest Cause of death: cardiac arrest.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 223 of 774

Case Number: Gender:
Weight:

Patient died on 9/10/1994, approximately 5-6 weeks after commencing clozaril.

13/03/2000

09/10/1994
Causality possibleDeath, maybe drug
08/03/1942DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

52Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

09/10/1994     5W

Reason:

Hospitalisation:

Report Details:
Seq: 1151739

Preferred Term Severity Report Description Treatment
Convulsion Patient died due to convulsion, coronary 

then coma
Coma
Myocardial infarction



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 224 of 774

Case Number: Gender:
Weight:

Patient also taking benztropine, haloperidol, lithium and chlorpromazine.  the dosage start date is not accurate but indicates that 
start occurred sometime during the year.

17/04/2000

27/03/2000
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

25YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 450.0

CLOZARIL (Suspected)

01/01/1999 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1151758

Preferred Term Severity Report Description Treatment
Chest pain Lower epigastric chest pain.
Pyrexia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:53AM Database: pusime02 ADRS004 Page 225 of 774

Case Number: Gender:
Weight:

Patient also taking epilim and zoloft.

17/04/2000

28/03/2000
Causality probableRecovered
11/02/1960DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 28/03/2000 1.2
White blood cells 28/03/2000 3.2

Laboratory Investigations:

40Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZARIL (Suspected)

06/07/1999 04/04/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1151775

Preferred Term Severity Report Description Treatment
Leukopenia
Neutropenia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 226 of 774

Case Number: Gender:
Weight:

Suspected episode of myocarditis approximately 16 months after commencing clozaril.

17/04/2000

13/04/2000
Causality possibleRecovered
26/08/1958DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Electrographics Exercise stress test 6/10/1999 negative for exercise induced 
myocardial ischaemia.

Other data Echocardiogram 1/2/00 and 23/3/00 revealed mild segmental 
impairment of left ventricular systolic function.

Laboratory Investigations:

41Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

METAMUCIL (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily20.0

OMEPRAZOLE (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

CLOZARIL (Suspected)

21/12/1998 13/04/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1151777

Preferred Term Severity Report Description Treatment
Myocarditis



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 227 of 774

Case Number: Gender:
Weight:17/04/2000

21/03/2000
Causality possibleUnknown
14/10/1960DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

39Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZARIL (Suspected)

CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily150.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily2.0

DIAZEPAM (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1151778

Preferred Term Severity Report Description Treatment
Cardiomyopathy Hypertrophic obstructive cardiomyopathy



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 228 of 774

Case Number: Gender:
Weight:

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

17/04/2000

Causality possibleNot yet recovered
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

23YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZARIL (Suspected)

01/01/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1151783

Preferred Term Severity Report Description Treatment
Cardiac disorder Mild lv dysfunction on echo



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 229 of 774

Case Number: Gender:
Weight:17/04/2000

Causality possibleUnknown
17/09/1970DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

29Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1151806

Preferred Term Severity Report Description Treatment
Pneumonia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 230 of 774

Case Number: Gender:
Weight:17/04/2000

Causality possibleUnknown
27/05/1957DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

42Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

02/12/1993 21/04/1994

Reason:

Hospitalisation:

Report Details:
Seq: 1151826

Preferred Term Severity Report Description Treatment
Somnolence Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 231 of 774

Case Number: Gender:
Weight:17/04/2000

05/04/2000
Causality possibleUnknown
20/01/1971DOB:

Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

29Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1151830

Preferred Term Severity Report Description Treatment
Eosinophilia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 232 of 774

Case Number: Gender:
Weight:

No previous anti-psychotic treatment. patient also taking benztropine, propranolol and flupenthixol depot.  the dosage start date is 
not necessarily accurate but indicates that start occurred sometime during the month.

19/04/2000

12/04/2000
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

30YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

CLOZARIL (Suspected)

01/03/2000 12/04/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1151856

Preferred Term Severity Report Description Treatment
Myocarditis Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 233 of 774

Case Number: Gender:
Weight:

Clozaril dose increased to 350mg per day on 13/4/2000.

19/04/2000

Causality possibleRecovered
28/05/1965DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

34Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Daily1.4

SODIUM VALPROATE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily27.5

DIAZEPAM (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily300.0

DOTHIEPIN HYDROCHLORIDE (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 350.0

CLOZARIL (Suspected)

10/11/1999 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1151878

Preferred Term Severity Report Description Treatment
Upper respiratory tract infection Patient has experienced a bad cold.
Leukocytosis



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 234 of 774

Case Number: Gender:
Weight:19/04/2000

07/04/2000
Causality possibleRecovered
07/04/1951DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

49Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily20.0

CITALOPRAM HYDROBROMIDE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily1.5

BENZTROPINE MESYLATE (Other drug) Reason:

Stopped:Started:Batch:

Microgram Daily100.0

THYROXINE SODIUM (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

12/05/1994 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1151879

Preferred Term Severity Report Description Treatment
Upper respiratory tract infection Viral upper respiratory tract infection. Treated with rest and 

antibiotics.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 235 of 774

Case Number: Gender:
120.00Weight:

The patient had not had a history of heart problems.  the dosage start date is not necessarily accurate but indicates that start 
occurred sometime during the month.

19/04/2000

06/04/2000
Causality possibleUnknown
13/01/1970DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Electrocardiograph
y

Ecg - the report indicated "tenderness over the fourth and fifth 
intercostal space" but no other findings.

Laboratory Investigations:

30Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 475.0

CLOZARIL (Suspected)

01/05/1995 CONTIN

Reason:

Hospitalisation: Treated in outpatient department only.

Report Details:
Seq: 1151881

Preferred Term Severity Report Description Treatment
Chest pain Ecg.
Salivary hypersecretion
Somnolence



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 236 of 774

Case Number: Gender:
Weight:

Patient has been on clozaril 200mg morning, 200mg midday and 400mg at 7pm with evening meal. schedule was changed, 
however the patient still gets sick.  the dosage start date is not necessarily accurate but indicates that start occurred sometime 
during the month.

27/04/2000

Causality certainNot yet recovered
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

44YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

01/05/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1152085

Preferred Term Severity Report Description Treatment
Vomiting Vomiting at roughly 9pm each evening. The dosing schedule was 

changed to 300mg in the 
morning, 300mg at midday 
and 200mg at 7pm.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 237 of 774

Case Number: Gender:
Weight:

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

27/04/2000

Causality possibleUnknown
14/01/1979DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

21Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

01/02/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1152086

Preferred Term Severity Report Description Treatment
Amenorrhoea Not had a period for 62 days since 

commencing.
Decreased dose to 250mg.

Somnolence



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 238 of 774

Case Number: Gender:
Weight:

Patient also taking sodium valproate.

27/04/2000

05/04/2000
Causality possibleNot yet recovered
18/12/1968DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

31Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 325.0

CLOZARIL (Suspected)

14/01/2000 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1152091

Preferred Term Severity Report Description Treatment
Pharyngitis Throat infection. Given antibiotics and clozaril 

dose reduced.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 239 of 774

Case Number: Gender:
Weight:

Patient was also taking sertraline, glibenclamide and metformin.  the dosage start date is not accurate but indicates that start 
occurred sometime during the year.

05/04/2000

Causality possibleUnknown
18/05/1973DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Haematology Recent wbc was=11.4, and nc was =7.3.

Laboratory Investigations:

26Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

01/01/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1152098

Preferred Term Severity Report Description Treatment
Diabetes mellitus
Leukocytosis



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 240 of 774

Case Number: Gender:
Weight:

Patient was also taking vitamin b, temazepam.  - the date of onset is not necessarily accurate but indicates that onset occurred 
sometime during the month.

28/03/2000

31/01/2000
Causality possibleRecovered
18/09/1962DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

37Age:

Additional Information:

Medicine Details:
Schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 350.0

CLOZARIL (Suspected)

21/09/1999 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1152129

Preferred Term Severity Report Description Treatment
Blood creatine phosphokinase increased
Eosinophilia
Fatigue



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 241 of 774

Case Number: Gender:
Weight:

Patient also taking efexor.  - the date of onset is not necessarily accurate but indicates that onset occurred sometime during the 
month.

26/04/2000

31/03/2000
Causality possibleNot yet recovered
03/08/1981DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

18Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 425.0

CLOZARIL (Suspected)

29/02/2000 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1152141

Preferred Term Severity Report Description Treatment
Convulsion Clozaril reduced to 300mg per 

day



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 242 of 774

Case Number: Gender:
Weight:

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

26/04/2000

19/04/2000
Causality possibleRecovered
31/10/1962DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

37Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

OLANZAPINE (Other drug) Reason:

Stopped:Started:Batch:

0.0

RISPERIDONE (Suspected) Reason:

Stopped:Started:Batch:

0.0

CHLORPROMAZINE HYDROCHLORIDE (Suspected) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZARIL (Suspected)

01/01/1997 CONTIN

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1152154

Preferred Term Severity Report Description Treatment
Grand mal convulsion



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 243 of 774

Case Number: Gender:
Weight:26/04/2000

Causality possibleUnknown
18/02/1960DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Radiololgy Moderately reduced global left ventricular systolic function with 
mild reduction in right ventricular systolic function.  no dilatation 
but features in keeping with cardiomyopathy.  no regional wall 
motion abnormalities but ischaemia not excluded.

Laboratory Investigations:

40Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1152162

Preferred Term Severity Report Description Treatment
Cardiomyopathy



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 244 of 774

Case Number: Gender:
Weight:

Patient also taking zuclopenthixol.

27/04/2000

Causality possibleRecovered
13/05/1967DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

32Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

30/11/1993 03/04/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1152164

Preferred Term Severity Report Description Treatment
Cardiac disorder Possible cardiac problem. Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 245 of 774

Case Number: Gender:
Weight:

Patient also taking diazepam and temazepam.

27/04/2000

12/04/2000
Causality probableRecovered
07/07/1970DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils Nc 0.9.
White blood cells Wbc 2.2.

Laboratory Investigations:

29Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

21/10/1999 12/04/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1152165

Preferred Term Severity Report Description Treatment
Leukopenia
Neutropenia Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 246 of 774

Case Number: Gender:
Weight:27/04/2000

10/04/2000
Causality possibleUnknown
18/04/1981DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 31/03/2000 4.2
Neutrophils 10/04/2000 0.7
White blood cells 31/03/2000 6.5
White blood cells 10/04/2000 3.6

Laboratory Investigations:

18Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

31/03/2000 10/04/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1152167

Preferred Term Severity Report Description Treatment
Neutropenia Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 247 of 774

Case Number: Gender:
Weight:27/04/2000

13/04/2000
Causality possibleRecovered
25/11/1962DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Baseline between 130/80 - 140/100, has risen to 160/110.

Laboratory Investigations:

37Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

CLOZARIL (Suspected)

08/04/2000 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1152168

Preferred Term Severity Report Description Treatment
Hypertension



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 248 of 774

Case Number: Gender:
Weight:27/04/2000

Causality possibleNot yet recovered
09/08/1961DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

38Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1152169

Preferred Term Severity Report Description Treatment
Bronchospasm Severe Severe respiratory problems/asthma. Clozaril reduced



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 249 of 774

Case Number: Gender:
87.00Weight:

Patient also taking metamucil, omeprazole.  the dosage start date is not necessarily accurate but indicates that start occurred 
sometime during the month.

28/04/2000

12/04/2000
Causality possibleNot yet recovered
26/08/1958DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Mild segmental impairment of lv systolic function on 
echocardiogram.

Laboratory Investigations:

41Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZAPINE (Suspected)

01/12/1998 12/04/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1152185

Preferred Term Severity Report Description Treatment
Cardiac disorder Myocardial toxicity Clozapine ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 250 of 774

Case Number: Gender:
Weight:

Heart disorder: moderate global left ventricle dysfunction, mildly dilated right ventricle with impaired right ventricle dysfunction.  the 
dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.

02/05/2000

Causality possibleUnknown
18/06/1954DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

45Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Microgram Daily500.0

CLONAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

Gram Daily1.5

SODIUM VALPROATE (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected)

01/12/1998 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1152268

Preferred Term Severity Report Description Treatment
Cardiac disorder



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 251 of 774

Case Number: Gender:
Weight:02/05/2000

17/04/2000
Causality probableRecovered
05/01/1957DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 17/04/2000 1.5
White blood cells 17/04/2000 3.8

Laboratory Investigations:

43Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 550.0

CLOZARIL (Suspected)

07/07/1998 17/04/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1152270

Preferred Term Severity Report Description Treatment
Neutropenia Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 252 of 774

Case Number: Gender:
Weight:

Patient also taking sodium valproate.  the dosage start date is not necessarily accurate but indicates that start occurred sometime 
during the month.

02/05/2000

15/04/2000
Causality possibleUnknown
28/05/1972DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatine 
phosphokinase

Ck 249

Laboratory Investigations:

27Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

CLOZARIL (Suspected)

01/04/2000 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1152271

Preferred Term Severity Report Description Treatment
Oedema peripheral Swelling of hands and feet.
Blood creatine phosphokinase increased
Tachycardia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 253 of 774

Case Number: Gender:
Weight:02/05/2000

14/04/2000
Causality possibleUnknown
13/06/1979DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Blood pressure was 110/70 and now is 140/110.

Laboratory Investigations:

20Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

04/04/2000 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1152272

Preferred Term Severity Report Description Treatment
Hypertension



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 254 of 774

Case Number: Gender:
Weight:

Symptoms occurred when dose of clozaril was being titrated and the dose reached 200mg.  the symptoms were absent when the 
dose of clozaril was reduced

02/05/2000

18/04/2000
Causality possibleRecovered

DOB:
Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1152275

Preferred Term Severity Report Description Treatment
Extrapyramidal disorder



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 255 of 774

Case Number: Gender:
Weight:02/05/2000

Causality possibleRecovered
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 700.0

CLOZARIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1152276

Preferred Term Severity Report Description Treatment
Amnesia Impaired memory
Myopathy Muscle problems.
Chest pain
Constipation
Dyspepsia
Rectal haemorrhage



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 256 of 774

Case Number: Gender:
Weight:

Patient also taking sertraline as an aid to smoking cessation.  the dosage start date is not accurate but indicates that start 
occurred sometime during the year.

02/05/2000

Causality possibleNot yet recovered
15/08/1979DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

20Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

01/01/1999 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1152303

Preferred Term Severity Report Description Treatment
Hepatic function abnormal
Malaise
Vomiting Patient ceased clozaril for four 

days and will recommence.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 257 of 774

Case Number: Gender:
Weight:

All other antipsychotic medication ceased prior to commencement of clozaril.  the dosage stop date is not necessarily accurate but 
indicates that stoppage occurred sometime during the month.

02/05/2000

Causality possibleUnknown
06/03/1960DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected)

20/03/2000 28/04/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1152305

Preferred Term Severity Report Description Treatment
Eosinophilia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 258 of 774

Case Number: Gender:
Weight:

The pneumonia symptoms developed in the last three weeks. patient also taking isoptin sr, vit c, ferro-gradumet

03/05/2000

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Radiololgy 12/1/00: chest x-ray revealed a severe chest infection left, mid 
and lower lobe.  commenced augmentin 1g twice daily for one 
week.  31/1/00 follow-up with her gp, chest x-ray revealed some 
improvement in the left lung, but infiltrate infection in the right 
lung.

Laboratory Investigations:

42YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Daily OralTablet 0.0

CLOZARIL (Suspected)

L TERM CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1152328

Preferred Term Severity Report Description Treatment
Cough
Dyspnoea
Lung infiltration
Pneumonia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 259 of 774

Case Number: Gender:
Weight:

Clozaril dose recently increased to 500mg (18/04/00).

05/05/2000

20/04/2000
Causality possibleRecovered
05/03/1975DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

25Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZARIL (Suspected)

21/03/2000 CONTIN

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1152430

Preferred Term Severity Report Description Treatment
Convulsion A 4 day history of myoclonic jerking. Clozapine dose reduced to 

300mg.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 260 of 774

Case Number: Gender:
Weight:

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

08/05/2000

26/04/2000
Causality possibleRecovered
06/11/1950DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 26/04/2000 1.3
White blood cells 26/04/2000 3.9

Laboratory Investigations:

49Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

03/09/1993 28/04/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1152449

Preferred Term Severity Report Description Treatment
Neutropenia Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 261 of 774

Case Number: Gender:
Weight:08/05/2000

26/04/2000
Causality possibleRecovered
12/06/1976DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

23Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

03/03/2000 CONTIN

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1152450

Preferred Term Severity Report Description Treatment
Pulmonary embolism Treated with warfarin. patient 

hospitalised.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 262 of 774

Case Number: Gender:
Weight:

11 year old chold brought upper respiratory tract infection home from school. husband also has upper resp. tract infection.

08/05/2000

Causality possibleRecovered
08/06/1956DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

43Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

CLOZARIL (Suspected)

21/03/2000 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1152470

Preferred Term Severity Report Description Treatment
Upper respiratory tract infection Treatment was via the form of 

general support for the upper 
respiratory tract infection.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 263 of 774

Case Number: Gender:
Weight:

Patient also taking citalopram, urea cream.  the dosage start date is not necessarily accurate but indicates that start occurred 
sometime during the month.

21/03/2000

14/01/2000
Causality probableRecovered
18/03/1950DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

49Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

CLOZARIL (Suspected)

01/01/2000 15/02/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1152555

Preferred Term Severity Report Description Treatment
Alveolitis allergic Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 264 of 774

Case Number: Gender:
Weight:21/03/2000

Causality probableRecovered
10/01/1952DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

48Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

CLOZARIL (Suspected)

20/01/2000 22/02/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1152556

Preferred Term Severity Report Description Treatment
Electrocardiogram abnormal
Pneumonia Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 265 of 774

Case Number: Gender:
Weight:

The treating oncologist feel that the drop in neutrophil count could be consis tent with the chemotherapy and radiotherapy given.

21/03/2000

03/03/2000
Causality possibleNot yet recovered
04/01/1940DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 06/01/1999 3.3
Neutrophils 03/03/2000 1.1
Neutrophils 07/03/2000 2.3
White blood cells 06/01/1999 6.1
White blood cells 03/03/2000 1.7

Laboratory Investigations:

60Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

13/01/1999 03/03/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1152557

Preferred Term Severity Report Description Treatment
Leukopenia
Neutropenia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 266 of 774

Case Number: Gender:
Weight:11/05/2000

02/01/2000
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

L TERM CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1152559

Preferred Term Severity Report Description Treatment
Cranial nerve disorder Bell's palsy



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 267 of 774

Case Number: Gender:
75.00Weight:

Patient also taking epilim. clozapine strated at 12.5mg daily and was increased with incruments of 25mg in 2 days upto 
175mg/day.

12/05/2000

08/04/2000
Causality probableRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Electrocardiograph
y

Ecg - sinus tachycardia with non-specific t-wave abnormality.

Laboratory Investigations:

19YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily12.5

CLOZAPINE (Suspected)

07/04/2000 02/05/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1152611

Preferred Term Severity Report Description Treatment
Tachycardia Bp 130/80.
Electrocardiogram abnormal



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 268 of 774

Case Number: Gender:
Weight:

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

02/05/2000

26/04/2000
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

23YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

CLOZARIL (Suspected)

01/01/1997

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1152623

Preferred Term Severity Report Description Treatment
Psychotic disorder Withdrawal psychosis Ect and resumption of clozaril
Drug withdrawal syndrome



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 269 of 774

Case Number: Gender:
Weight:16/05/2000

Causality possibleRecovered
25/11/1975DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

24Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

07/09/1998 02/05/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1152662

Preferred Term Severity Report Description Treatment
Drug ineffective Clozaril ceased
Drug ineffective



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 270 of 774

Case Number: Gender:
Weight:

Symptoms occurred two weeks after commencing therapy with clozaril.

16/05/2000

19/04/2000
Causality possibleRecovered
25/11/1962DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

37Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

CLOZARIL (Suspected)

05/04/2000 19/04/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1152683

Preferred Term Severity Report Description Treatment
Myocardial ischaemia Increased in troponin level. Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 271 of 774

Case Number: Gender:
Weight:16/05/2000

Causality possibleUnknown
06/04/1963DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

37Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

16/03/2000 02/05/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1152684

Preferred Term Severity Report Description Treatment
Dysarthria
Nystagmus Clozaril is to be withheld for 

3-4 days until review.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 272 of 774

Case Number: Gender:
Weight:

Symptoms occurred one week after patient took the last dose of clozaril therapy.  the dosage start date is not necessarily accurate 
but indicates that start occurred sometime during the month.

16/05/2000

Causality possibleUnknown
03/08/1961DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

38Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

01/10/1995 23/02/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1152687

Preferred Term Severity Report Description Treatment
Drug withdrawal syndrome
Neuroleptic malignant syndrome Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 273 of 774

Case Number: Gender:
Weight:16/05/2000

Causality possibleUnknown
DOB:

Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

CLOZARIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1152688

Preferred Term Severity Report Description Treatment
Hypoaesthesia Numbness in the fingers and toes.
Paraesthesia Tingling sensation.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 274 of 774

Case Number: Gender:
Weight:

Symptoms occurred 3 months after commencing clozaril therapy.

16/05/2000

02/05/2000
Causality probableRecovered
24/05/1967DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 02/05/2000 1.4
White blood cells 02/05/2000 3.1

Laboratory Investigations:

32Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

CLOZARIL (Suspected)

01/02/2000 02/05/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1152689

Preferred Term Severity Report Description Treatment
Neutropenia Clozaril discontinued.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 275 of 774

Case Number: Gender:
Weight:

Symptoms occurred 3 and 1/2 years after commencing clozaril therapy.

16/05/2000

01/05/2000
Causality certainRecovered
03/01/1961DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 01/05/2000 1.4
White blood cells 01/05/2000 3.5

Laboratory Investigations:

39Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily40.0

CIPRAMIL (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 550.0

CLOZARIL (Suspected)

12/11/1996 02/05/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1152690

Preferred Term Severity Report Description Treatment
Neutropenia Clozaril discontinued.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 276 of 774

Case Number: Gender:
Weight:

Symptoms occurred 6 weeks after commencing clozaril therapy.

16/05/2000

04/05/2000
Causality probableRecovered
18/07/1979DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 04/05/2000 1.5
White blood cells 04/05/2000 2.8

Laboratory Investigations:

20Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

29/03/2000 03/05/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1152694

Preferred Term Severity Report Description Treatment
Leukopenia Clozaril discontinued.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 277 of 774

Case Number: Gender:
113.00Weight:

History of alcohol abuse.  the dosage start date is not necessarily accurate but indicates that start occurred sometime during the 
month.

18/05/2000

Causality possibleUnknown
04/07/1974DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Mild cardiomyopathy detected in routine echocardiography.

Laboratory Investigations:

25Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 40.0

CLOZAPINE (Suspected)

01/03/1997 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1152700

Preferred Term Severity Report Description Treatment
Cardiomyopathy



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 278 of 774

Case Number: Gender:
Weight:

Symptoms occurred approximately 3 weeks after commencing clozaril therapy. the pleuritic pain was worse with respiriation, 
which was retrosternal and made worse by posture. the cardiologist's report also states that he can not distinguish between a viral 
induced syndrome, idiopathic myopericarditis or myopericarditis induced as a known consequence of clozapine. baseline 
electrocardiogram was taken prior to clozaril therapy, no abnormality taken except moderate tachycardia.

19/05/2000

06/05/2000
Causality possibleRecovered
09/05/1981DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Biochemistry Troponin level was slightly elevated at 6.
Electrocardiograph
y

The first electrocardiogram did not show the classical changes 
of pericarditis but did show abnormal st segment elevation, this 
was widespread particularly in the inferolateral leads. the 
patient's second electrocardiogram was almost identical

Laboratory Investigations:

18Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Reducing0.0

MELLERIL (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily10.0

TEMAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily5.0

VALIUM (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 275.0

CLOZARIL (Suspected)

12/04/2000 06/05/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1152756

Preferred Term Severity Report Description Treatment
Pleuritic pain Pleuritic pain worse on respiration
Electrocardiogram abnormal St segment elevation
Myocarditis
Pericarditis Clozaril discontinued.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 279 of 774

Case Number: Gender:
Weight:

Patient died on 11/05/2000, 3 weeks after commencing clozaril therapy. patient had a medical history of diabetes and obesity.

16/05/2000

11/05/2000
Causality possibleDeath
05/05/1972DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Biochemistry 11/05/00 - ck = 94 u/l (30-190). ckmb = 5.2ug/l (0.1-7.0). ckmb 
index = 5.6 high (<40). arterior blood gases ph = 7.00 
(7.36-7.43). pc02 = 13mmhg (36-44), po2 = 169 mmhg 
(80-100), bicarbonate 4 mmol/l (23-33), base excess = -26 (-2 - 
2), saturation = 99% (49-98).

Creatine kinase 
MB

11 may 2000: ckmb index and ast high.

Laboratory Investigations:

28Age:

Additional Information:

Medicine Details:
Diabetes mellitus

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

METFORMIN HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily1.0

MIDAZOLAM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily IntravenousInjection 10.0

ACTRAPID (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily IntravenousInjection 240.0

GENTAMICIN SULPHATE (Other drug) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1152761

Preferred Term Severity Report Description Treatment
Myocarditis Life 

threatening
Eosinophilic myocarditis.

Ketosis Ketonuria
Acidosis
Cardiac arrest Life 

threatening
Involved hospitalisation / 
intensive care.

Coma
Confusional state
Diabetes mellitus
Hypoglycaemia Life 

threatening



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 280 of 774

Case Number: Gender:
Weight:

Patient died on 11/05/2000, 3 weeks after commencing clozaril therapy. patient had a medical history of diabetes and obesity.

16/05/2000

11/05/2000
Causality possibleDeath
05/05/1972DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Histology Microscopic examination of the heart showed intense mixed 
inflammatory cell in filtrate within myocardium, including 
numbers of lymphocytes and eosinophils, without much 
individual myocardiocyte necrosis. there is some involvement of 
overlying epicardial fat and the pericardial surfaces.

Laboratory Investigations:

28Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralOral application 10.0

SERENACE (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

18/04/2000 11/05/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1152761

Preferred Term Severity Report Description Treatment
Influenza like illness
Pyrexia
Sudden death
Tachycardia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 281 of 774

Case Number: Gender:
Weight:

Patient died on 11/05/2000, 3 weeks after commencing clozaril therapy. patient had a medical history of diabetes and obesity.

16/05/2000

11/05/2000
Causality possibleDeath
05/05/1972DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Autopsy 12/05/00: the disease or condition directly leading to 
death was myocarditis. other significant conditions contributing 
to death but not relati ng to the disease or condition causing it: 
schizophrenia, diabetes mellitus.

Laboratory Investigations:

28Age:

Additional Information:

Medicine Details:
Diabetes mellitus

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

METFORMIN HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily1.0

MIDAZOLAM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily IntravenousInjection 10.0

ACTRAPID (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily IntravenousInjection 240.0

GENTAMICIN SULPHATE (Other drug) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1152761



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 282 of 774

Case Number: Gender:
Weight:

Patient died on 11/05/2000, 3 weeks after commencing clozaril therapy. patient had a medical history of diabetes and obesity.

16/05/2000

11/05/2000
Causality possibleDeath
05/05/1972DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Autopsy findings included pale discolouration of the heart 
muscle, some expans ion of the heart muscle, some expansion 
of the heart chambers, a slight excess of fluid in the lungs, and 
obesity. at the time of the autopsy, the cause of d eath was 
probably myocarditis but the possibility of contribution from 
electro lytic abnormalities and her diabetes are difficult to 
exclude.....

Laboratory Investigations:

28Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralOral application 10.0

SERENACE (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

18/04/2000 11/05/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1152761



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 283 of 774

Case Number: Gender:
Weight:

Patient died on 11/05/2000, 3 weeks after commencing clozaril therapy. patient had a medical history of diabetes and obesity.

16/05/2000

11/05/2000
Causality possibleDeath
05/05/1972DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data ....examination of the brain showed no remarkable abnormality. 
microscopic exa mination showed eosinophylic myocarditis, 
pulmonary congestion, and hepatic st eatosis. the presence of 
atypical lymphoid cells means that a viral infection can not be 
completely excluded. neverthless, the appearances are 
consistent wi th those described in drug associated myocarditis

Laboratory Investigations:

28Age:

Additional Information:

Medicine Details:
Diabetes mellitus

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

METFORMIN HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily1.0

MIDAZOLAM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily IntravenousInjection 10.0

ACTRAPID (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily IntravenousInjection 240.0

GENTAMICIN SULPHATE (Other drug) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1152761



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 284 of 774

Case Number: Gender:
Weight:

Patient died on 11/05/2000, 3 weeks after commencing clozaril therapy. patient had a medical history of diabetes and obesity.

16/05/2000

11/05/2000
Causality possibleDeath
05/05/1972DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Pathology summary 1. myocarditis, 2. cardiac dilation, 3. 
obesity, 4. hepatic steatosis, 5. some atypical lymphoid in nodal 
and splenic sinusoids, 6. recent history of upper respiratory tract 
infection, 7. toxicology clozapine(2.5mg/l) and lignocaine 
(0.4mg/l) in blood.

Laboratory Investigations:

28Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralOral application 10.0

SERENACE (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

18/04/2000 11/05/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1152761



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 285 of 774

Case Number: Gender:
Weight:

Patient is non-compliant and had just taken up smoking.  - the date of onset is not necessarily accurate but indicates that onset 
occurred sometime during the month.

11/05/2000

31/01/2000
Causality possibleUnknown

DOB:
Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Pharmacokinetics Low clozaril (clozapine) plasma concentrations.

Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1152764

Preferred Term Severity Report Description Treatment
Drug level decreased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 286 of 774

Case Number: Gender:
Weight:

White cells, neutrophils and eosinophils have all been normal. pre-treatment results - 5/2/1996 wbc=6.3 nc=3.8 patient has had a 
just below normal platelet count (130-140) for the past 5 months and on the 7/5/2000 patient's lymphocytes dropped to below the 
end of nornal (1.0) whilst on clozaril treatment.  - the date of onset is not necessarily accurate but indicates that onset occurred 
sometime during the month.

22/05/2000

31/01/2000
Causality possibleRecovered
11/11/1970DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

29Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 900.0

CLOZARIL (Suspected)

06/02/1996 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1152826

Preferred Term Severity Report Description Treatment
Thrombocytopenia Required 

Specialist 
Consultation

Mild thrombocytopenia.

Lymphopenia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 287 of 774

Case Number: Gender:
Weight:

No previous history of cardiac problems.

22/05/2000

Causality possibleNot yet recovered
30/08/1962DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Echocardiogram (results from 25 march 2000) show no 
evidence of left ventricular dysfunction but moderate concentric 
left ventricular hypertrophy is present.

Laboratory Investigations:

37Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

SODIUM VALPROATE (Suspected) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 450.0

CLOZARIL (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1152829

Preferred Term Severity Report Description Treatment
Cardiomyopathy Hypertrophic cardiomyopathy.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 288 of 774

Case Number: Gender:
Weight:

Patient was also taking zuclopenthixol. patient experienced problems approximately 3 months after commencing clozaril.  the 
dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.

22/05/2000

Causality possibleUnknown
27/03/1973DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

27Age:

Additional Information:

Medicine Details:
Schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

CLOZARIL (Suspected)

01/11/1999 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1152847

Preferred Term Severity Report Description Treatment
Ejaculation failure Experienced ejaculatory problems.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 289 of 774

Case Number: Gender:
Weight:

Patient was also receiving cogentin, chlopromazine, diazepam, olanzapine. patient experienced symptoms 8 days after 
commencing clozaril 25mg mane and 75mg nocte, which was increased by 25mg every two days.

22/05/2000

16/05/2000
Causality possibleRecovered
16/04/1959DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Haematology A blood test on 16/5/00 revealed an increased wbc count of 
19.5 (base 13.1) and an increased neutrophil count of 14.2 
(base 6.5)

Laboratory Investigations:

41Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

TRIFLUOPERAZINE HYDROCHLORIDE (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

CLOZARIL (Suspected)

09/05/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1152849

Preferred Term Severity Report Description Treatment
Leukocytosis Patient was referred to a 

consultant haematologist.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 290 of 774

Case Number: Gender:
Weight:24/05/2000

15/03/2000
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

White blood cells 08/03/2000 9.1/6.0
White blood cells 15/03/2000 5.0/2.3
White blood cells 23/03/2000 5.9/2.7
White blood cells 31/03/2000 4.5/2.3
White blood cells 11/04/2000 3.3/1.7
White blood cells 19/04/2000 4.2/2.5
White blood cells 26/04/2000 3.5/1.6

Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily300.0

CLOZAPINE (Suspected)

07/03/2000 01/05/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1152983

Preferred Term Severity Report Description Treatment
Leukopenia Clozapine ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 291 of 774

Case Number: Gender:
Weight:24/05/2000

07/02/1997
Causality possibleDeath
29/04/1966DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

30Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

27/11/1996 17/01/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1152995

Preferred Term Severity Report Description Treatment
Sudden death



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 292 of 774

Case Number: Gender:
Weight:

Patient also taking sodium valproate.  the dosage start date is not accurate but indicates that start occurred sometime during the 
year.

25/05/2000

17/05/2000
Causality possibleNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils Neu 0.04.
White blood cells Wcc 0.9.

Laboratory Investigations:

31YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily325.0

CLOZAPINE (Suspected)

01/01/1999 17/05/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1153046

Preferred Term Severity Report Description Treatment
Neutropenia Clozapine ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 293 of 774

Case Number: Gender:
Weight:

This patient was abruptly discontinued from clozaril treatment due to lack of effect.

29/05/2000

29/04/2000
Causality possibleRecovered
06/09/1924DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

75Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

SENNA FRUIT (Other drug) Reason:

Stopped:Started:Batch:

Litre Total20.0

SORBITOL (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily150.0

ASPIRIN (Other drug) Reason:

Constipation

Stopped:Started:Batch:

Dose Unspecified Total RectalEnema 2.0

FLEET READY-TO-USE ENEMA (Suspected)

29/04/2000 29/04/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1153158

Preferred Term Severity Report Description Treatment
Anorexia
Catatonia
Drug withdrawal syndrome Treated with haloperidol, 

diazepam and chlorpromazine.

Faecal incontinence
Stupor
Vomiting



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 294 of 774

Case Number: Gender:
Weight:

This patient was abruptly discontinued from clozaril treatment due to lack of effect.

29/05/2000

29/04/2000
Causality possibleRecovered
06/09/1924DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

75Age:

Additional Information:

Medicine Details:
Schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 350.0

CLOZARIL (Suspected)

23/07/1999 28/04/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1153158



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 295 of 774

Case Number: Gender:
Weight:

- 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.

29/05/2000

31/05/2000
Causality possibleUnknown
25/05/1971DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Temperature 37.7 degrees c.

Laboratory Investigations:

29Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

OMEPRAZOLE (Other drug) Reason:

Schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 325.0

CLOZARIL (Suspected)

01/03/2000 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1153161

Preferred Term Severity Report Description Treatment
Salivary hypersecretion Night time sialorrhoea
Salivary gland enlargement Tender swollen salivary glands. Given benztropine 1.5mg
Pyrexia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 296 of 774

Case Number: Gender:
Weight:

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

29/05/2000

Causality possibleUnknown
DOB:

Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

01/04/2000 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1153166

Preferred Term Severity Report Description Treatment
Dysphagia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 297 of 774

Case Number: Gender:
Weight:29/05/2000

17/05/2000
Causality probableRecovered
20/07/1968DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

31Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily500.0

SODIUM VALPROATE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily50.0

MINOCYCLINE HYDROCHLORIDE (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 325.0

CLOZARIL (Suspected)

25/12/1998 17/05/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1153206

Preferred Term Severity Report Description Treatment
Agranulocytosis
Neutropenia Clozaril ceased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 298 of 774

Case Number: Gender:
Weight:29/05/2000

15/05/2000
Causality probableRecovered
19/01/1970DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

30Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily75.0

DOXEPIN HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily10.0

DIAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

06/03/2000 16/05/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1153210

Preferred Term Severity Report Description Treatment
Leukopenia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 299 of 774

Case Number: Gender:
Weight:29/05/2000

Causality probableRecovered
26/12/1978DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

21Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected)

29/03/2000 19/04/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1153212

Preferred Term Severity Report Description Treatment
Electrocardiogram abnormal Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 300 of 774

Case Number: Gender:
Weight:

- 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.

29/05/2000

31/03/2000
Causality possibleUnknown

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Myelogram Electromyelogram consistent with demyelinating neuropathy.
Other data Mri scan - a demylinating neuropathy has been diagnosed.

Laboratory Investigations:

25YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

01/04/1999 28/05/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1153214

Preferred Term Severity Report Description Treatment
Asthenia Weakness of the legs
Diabetes mellitus
Fatigue Clozaril ceased and treated 

with insulin.
Neuropathy
Visual disturbance



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 301 of 774

Case Number: Gender:
Weight:

- 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.

29/05/2000

31/05/2000
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A2Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Millilitre Daily30.0

MYLANTA (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 125.0

CLOZARIL (Suspected)

01/05/2000 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1153216

Preferred Term Severity Report Description Treatment
Tachycardia Tachycardia during the first week of 

clozaril



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 302 of 774

Case Number: Gender:
Weight:31/05/2000

13/05/2000
Causality possibleNot yet recovered
31/01/1962DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Electrocardiograph
y

Echocardiogram - the left atrium is enlarged and the ejection 
fraction is only 40 - 49%. echocardiography 17/6/00 indicates 
early cardiomyopathy.

Laboratory Investigations:

38Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 550.0

CLOZARIL (Suspected)

06/07/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1153270

Preferred Term Severity Report Description Treatment
Cardiomyopathy Clozaril reduced and then 

ceased
Dyspnoea



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 303 of 774

Case Number: Gender:
Weight:

 - the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.

31/05/2000

31/05/2000
Causality possibleUnknown
22/01/1979DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

ALT = SGPT 38 - 126 30/05/2000 173
AST = SGOT 0 - 50 30/05/2000 74
SAP = ALP 38 - 126 30/05/2000 173

Laboratory Investigations:

21Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

PARACETAMOL (Other drug) Reason:

Stopped:Started:Batch:

0.0

DIAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

0.0

HALOPERIDOL (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

CLOZARIL (Suspected)

17/04/1999 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1153272

Preferred Term Severity Report Description Treatment
Anaemia Experienced anaemia in march 2000.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 304 of 774

Case Number: Gender:
Weight:

 - the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.

31/05/2000

31/05/2000
Causality possibleUnknown
22/01/1979DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

21Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

CLOZARIL (Suspected)

09/07/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1153273

Preferred Term Severity Report Description Treatment
Hepatic function abnormal



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 305 of 774

Case Number: Gender:
Weight:

 - the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.

05/06/2000

31/07/1998
Causality possibleRecovered
20/06/1978DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 25/06/1998 3.6
Neutrophils 02/02/2000 5.3
Neutrophils 01/03/2000 5.6
Neutrophils 26/04/2000 3.7
Neutrophils 23/05/2000 4.10
Neutrophils 20/05/2000 25.10
Neutrophils 29/03/2000 4.2

Laboratory Investigations:

20Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected)

25/06/1998 19/05/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1153400

Preferred Term Severity Report Description Treatment
Leukocytosis Leukocytosis on and off since july 1998.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 306 of 774

Case Number: Gender:
Weight:

 - the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.

05/06/2000

31/07/1998
Causality possibleRecovered
20/06/1978DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

White blood cells 25/06/1998 6.8
White blood cells 02/02/2000 7.2
White blood cells 01/03/2000 7.9
White blood cells 29/03/2000 6.2
White blood cells 26/04/2000 5.6
White blood cells 20/05/2000 33.00
White blood cells 23/05/2000 6.6

Laboratory Investigations:

20Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected)

25/06/1998 19/05/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1153400



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:54AM Database: pusime02 ADRS004 Page 307 of 774

Case Number: Gender:
Weight:

The reporting nurse stated that the removal of an unspecified object that had been stuck in the patien's throat may have caused 
throat irritation. reactions involved persistence of significant disability or incapacity. previously unsuccessfully treated with 
benztropine for hypersalivation.  the dosage stop date is not necessarily accurate but indicates that stoppage occurred sometime 
during the month.

01/06/2000

03/01/2000
Causality possibleRecovered
15/02/1963DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

36Age:

Additional Information:

Medicine Details:
Salivary secretion disturbance

Stopped:Started:Batch:

0.0

AMITRIPTYLINE HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily1.0

CLONAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily20.0

TEMAZEPAM (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

CLOZARIL (Suspected)

06/10/1999 28/02/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1153405

Preferred Term Severity Report Description Treatment
Dysphagia Patient experienced trouble swallowing.
Nausea



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 308 of 774

Case Number: Gender:
Weight:05/06/2000

22/05/2000
Causality possibleUnknown
15/04/1967DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

33Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

CLOZARIL (Suspected)

30/03/1999 23/05/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1153412

Preferred Term Severity Report Description Treatment
Leukopenia
Neutropenia Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 309 of 774

Case Number: Gender:
Weight:

Patient also taking cogentin. patient smokes 20-30 cigarettes a day.  - the date of onset is not necessarily accurate but indicates 
that onset occurred sometime during the month.

05/06/2000

31/05/2000
Causality possibleUnknown

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Tachycardic (130-140bpm).

Laboratory Investigations:

16YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 72.0

CLOZARIL (Suspected)

05/05/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1153413

Preferred Term Severity Report Description Treatment
Dizziness 1-2 weeks after commencing clozaril.
Tachycardia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 310 of 774

Case Number: Gender:
Weight:

Increased clozaril plasma levels, after the addition of erythromycin.

05/06/2000

Causality possibleUnknown
02/08/1963DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

36Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Interaction) Reason:

Stopped:Started:Batch:

0.0

ERYTHROMYCIN (Interaction) Reason:

Hospitalisation:

Report Details:
Seq: 1153414

Preferred Term Severity Report Description Treatment
Drug level increased Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 311 of 774

Case Number: Gender:
Weight:

Patient also taking largactil and epilim (now ceased).  the dosage start date is not necessarily accurate but indicates that start 
occurred sometime during the month.

05/06/2000

Causality possibleUnknown
19/09/1971DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Patient gained 10kg.

Laboratory Investigations:

28Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 750.0

CLOZARIL (Suspected)

01/02/2000 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1153430

Preferred Term Severity Report Description Treatment
Weight increased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 312 of 774

Case Number: Gender:
Weight:

When the patients clozaril dose is over 300mg she experiences nausea.  the first time the patient experienced the nausea the 
clozaril dose was at 350mg. the dose was then reduced to 300mg for a period of time.  - 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.

05/06/2000

31/05/2000
Causality possibleRecovered
01/12/1980DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

19Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 325.0

CLOZARIL (Suspected)

01/04/2000 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1153431

Preferred Term Severity Report Description Treatment
Dizziness
Nausea Clozaril reduced.
Orthostatic hypotension
Tachycardia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 313 of 774

Case Number: Gender:
Weight:05/06/2000

24/04/2000
Causality probableRecovered
02/08/1967DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

32Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

DICLOXACILLIN SODIUM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily150.0

ZANTAC (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily400.0

CIMETIDINE (Other drug) Reason:

Stopped:Started:Batch:

Gram Daily1.0

AMOXYCILLIN TRIHYDRATE (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1153433

Preferred Term Severity Report Description Treatment
Salivary hypersecretion
Somnolence Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 314 of 774

Case Number: Gender:
Weight:05/06/2000

24/04/2000
Causality probableRecovered
02/08/1967DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

32Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected)

10/02/2000 19/05/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1153433



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 315 of 774

Case Number: Gender:
Weight:

Patient also taking amitriptyline.  - 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.

05/06/2000

31/12/1999
Causality possibleRecovered
13/10/1956DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

43Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

01/01/1999 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1153435

Preferred Term Severity Report Description Treatment
Dysphagia 11 months after commencing clozaril.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 316 of 774

Case Number: Gender:
Weight:

Patient also taking zuclophenthixol.  the dosage start date is not necessarily accurate but indicates that start occurred sometime 
during the month.

05/06/2000

24/05/2000
Causality possibleUnknown
15/04/1962DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

38Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

01/03/1999 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1153436

Preferred Term Severity Report Description Treatment
Dysphagia 14 months after commencing clozaril. Clozaril dose reduced.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 317 of 774

Case Number: Gender:
Weight:

Patient also taking carbamazepine, haloperidol, olanzapine and clonazepam.

05/06/2000

21/05/2000
Causality probableRecovered
21/01/1953DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Temperature of 37.8 degrees c.

Laboratory Investigations:

47Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

CLOZARIL (Suspected)

17/05/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1153441

Preferred Term Severity Report Description Treatment
Asthenia
Nausea
Pyrexia Clozaril discontinued.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 318 of 774

Case Number: Gender:
Weight:

This patient experienced a cardiac arrest and died on the 15/05/2000, two and a half years after commencing clozaril therapy.  the 
dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.

05/06/2000

15/05/2000
Causality possibleDeath
11/03/1937DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

63Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 450.0

CLOZARIL (Suspected)

01/08/1997 06/04/2000

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

LUVOX (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1153471

Preferred Term Severity Report Description Treatment
Cardiac arrest The patient was successfully 

resuscitated but due to the 
patient's mental status he was 
not resuscitated a second 
time.

Sudden death



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 319 of 774

Case Number: Gender:
Weight:14/06/2000

30/05/2000
Causality probableRecovered
16/03/1967DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 30/05/2000 1.4

Laboratory Investigations:

33Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

28/02/2000 30/05/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1153659

Preferred Term Severity Report Description Treatment
Neutropenia Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 320 of 774

Case Number: Gender:
Weight:14/06/2000

22/05/2000
Causality possibleRecovered
21/09/1982DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

17Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

09/05/2000 22/05/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1153661

Preferred Term Severity Report Description Treatment
Tachycardia Clozaril ceased, then 

recommenced on 12mg.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 321 of 774

Case Number: Gender:
Weight:14/06/2000

31/05/2000
Causality possibleUnknown

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A5Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

BENZTROPINE MESYLATE (Other drug) Reason:

Stopped:Started:Batch:

0.0

PAROXETINE HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

CLOZARIL (Suspected)

L TERM CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1153662

Preferred Term Severity Report Description Treatment
Blood creatine phosphokinase increased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 322 of 774

Case Number: Gender:
Weight:

Patient also taking citalopram, benztropine.  the dosage start date is not necessarily accurate but indicates that start occurred 
sometime during the month.

14/06/2000

29/05/2000
Causality possibleNot yet recovered
14/06/1978DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

21Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZARIL (Suspected)

01/06/1999 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1153665

Preferred Term Severity Report Description Treatment
Salivary hypersecretion Sialorrhoea
Hepatic function abnormal



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 323 of 774

Case Number: Gender:
Weight:

The patient has been receiving clozaril treatment for approximately the last 2-3 years. patient may also be receiving and 
antidepressive.

14/06/2000

Causality possibleUnknown
01/03/1953DOB:

Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Triglyceride Triglycerides were 2-3 times the normal value.

Laboratory Investigations:

47Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily4.5

HALOPERIDOL (Other drug) Reason:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

L TERM CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1153711

Preferred Term Severity Report Description Treatment
Hyperlipidaemia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 324 of 774

Case Number: Gender:
55.00Weight:

Reaction occurred after 5 years of using clozapine.  - the date of onset is not accurate but indicates that onset occurred sometime 
during the year.

16/06/2000

31/12/1998
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

0.0

CLOZAPINE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1153743

Preferred Term Severity Report Description Treatment
Agranulocytosis



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 325 of 774

Case Number: Gender:
Weight:19/06/2000

Causality possibleUnknown
20/08/1963DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

36Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1153772

Preferred Term Severity Report Description Treatment
Coma Cardiac event followed by brain damage.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 326 of 774

Case Number: Gender:
Weight:19/06/2000

Causality possibleUnknown
DOB:

Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1153777

Preferred Term Severity Report Description Treatment
Intestinal obstruction



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 327 of 774

Case Number: Gender:
Weight:

The patient was admitted to hospital with seizures on 4 may 2000. date of death: 5/6/2000.

14/06/2000

06/06/2000
Causality possibleDeath
25/05/1964DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Histology Eosinophilic myocarditis.
Other data Cause of death, hypersensitivity to clozaril, myocarditis. autopsy 

findings: normal brain; left haemothorax of 300ml (an odd 
finding but not a lethal level of haemorrhage); splenomegaly; 
essential normal heart macroscopically; some mild coronary 
artery narrowing; hypersensitivity (eosinophilic) myocarditis.

Laboratory Investigations:

36Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

18/05/2000 05/06/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1153782

Preferred Term Severity Report Description Treatment
Cardiac arrest
Myocarditis
Splenomegaly
Sudden death
Ventricular fibrillation



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 328 of 774

Case Number: Gender:
Weight:

 - the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.

31/05/2000

31/03/2000
Causality possibleUnknown
10/11/1965DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Electrocardiograph
y

Echocardiogram results from 22/3/2000 stated that there is a 
moderate sized global pericardial effusion which is 
haemodynamically significant and associated with cardiac 
tamponade producing partial collapse of the right atrium. 
(continued in additional information).

Laboratory Investigations:

34Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily5.0

BENZTROPINE MESYLATE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily9.0

RISPERIDONE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily5.0

GLIBENCLAMIDE (Other drug) Reason:

Stopped:Started:Batch:

Gram Daily1.0

SODIUM VALPROATE (Other drug) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1153785

Preferred Term Severity Report Description Treatment
Cardiac tamponade
Pericardial effusion



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 329 of 774

Case Number: Gender:
Weight:

 - the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.

31/05/2000

31/03/2000
Causality possibleUnknown
10/11/1965DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Electrocardiograph
y

There is a mild dilation of the left atrium and left ventricular 
cavity and the right ventricular cavity is at the upper limit of 
normal borderline dilated. there is a mild concentric left 
ventricular hypertrophy. left ventricular systolic & diastolic 
function appear normal. no valvular abnormality is identified. 
follow-up echocardiogram on 13/4/00 indicated that

Laboratory Investigations:

34Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 650.0

CLOZARIL (Suspected)

05/11/1997 20/03/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1153785



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 330 of 774

Case Number: Gender:
Weight:

 - the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.

31/05/2000

31/03/2000
Causality possibleUnknown
10/11/1965DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Electrocardiograph
y

The patient had normal left ventricle size, normal systolic 
function with moderate concentric left ventricular hypertrophy. 
mildly enlarged left atria, normal size right atria. normal size 
right ventricle and function. small circumferential pericardial 
effusion. the effusion is smaller than on the previous 
echocardiogram. no evidence of cardiac tamponade.

Laboratory Investigations:

34Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily5.0

BENZTROPINE MESYLATE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily9.0

RISPERIDONE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily5.0

GLIBENCLAMIDE (Other drug) Reason:

Stopped:Started:Batch:

Gram Daily1.0

SODIUM VALPROATE (Other drug) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1153785



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 331 of 774

Case Number: Gender:
Weight:

 - the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.

31/05/2000

31/03/2000
Causality possibleUnknown
10/11/1965DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

34Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 650.0

CLOZARIL (Suspected)

05/11/1997 20/03/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1153785



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 332 of 774

Case Number: Gender:
Weight:

Patient also taking promethazine.

19/06/2000

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

ADAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Daily OralTablet 0.0

CLOZARIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1153934

Preferred Term Severity Report Description Treatment
Somnolence



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 333 of 774

Case Number: Gender:
Weight:

Patient also taking promethazine.

19/06/2000

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

ADAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Daily OralTablet 0.0

CLOZARIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1153935

Preferred Term Severity Report Description Treatment
Foetal distress syndrome Increased foetal sedation.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 334 of 774

Case Number: Gender:
Weight:19/06/2000

Causality possibleRecovered
11/08/1962DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

37Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily10.0

DIAZEPAM (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

CLOZARIL (Suspected)

S TERM CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1153940

Preferred Term Severity Report Description Treatment
Salivary gland enlargement Treated with augmentin duo 

for 5 days and benztropine 
1mg twice daily.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 335 of 774

Case Number: Gender:
Weight:

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

26/06/2000

17/04/2000
Causality possibleNot yet recovered
13/10/1978DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Electrocardiograph
y

Mild left ventricular enlargement with mild dysfunction on 
echocardiogram  -> asymptomatic.

Laboratory Investigations:

21Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily550.0

CLOZAPINE (Suspected)

01/09/1999 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1154044

Preferred Term Severity Report Description Treatment
Cardiomyopathy Required a visit to doctor. 

repeat echocardiogram, cxr, 
referred to cardiologist.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 336 of 774

Case Number: Gender:
Weight:

Retrial of clozapine 16/6 12.5mg x 2 doses -> tachycardic, hypotensive, patient asymptomatic, ? myoclonic jerks. past history of 
polysubstance abuse.

26/06/2000

29/05/2000
Causality certainRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Electrocardiograph
y

Echo 31/5 ey 57%, repeat echo 7/6 ey 65%.
Neutrophils Neutrophils fell to 1.83 then increased.
Serum drug level 31/05/2000 310 Clozapine serum level
White blood cells Wcc = 4.0.

Laboratory Investigations:

21YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

0.0

CLOZAPINE (Suspected)

15/05/2000 31/05/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1154045

Preferred Term Severity Report Description Treatment
Orthostatic hypotension Bp 130/90 (lying), 95/65 (sitting).
Tachycardia Pulse 120/min.
Dizziness Clozapine ceased.
Nausea
Pallor
Salivary hypersecretion
Vomiting



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 337 of 774

Case Number: Gender:
Weight:26/06/2000

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A2Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

SODIUM VALPROATE (Other drug) Reason:

Stopped:Started:Batch:

0.0

AMITRIPTYLINE HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

CLOZARIL (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1154077

Preferred Term Severity Report Description Treatment
Tachycardia Pulse iregular between 90 - 130bpm.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 338 of 774

Case Number: Gender:
Weight:26/06/2000

05/06/2000
Causality possibleRecovered
28/08/1974DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

25Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

08/03/2000 10/06/2000

Reason:

Stopped:Started:Batch:

Milligram Daily1.0

RISPERIDONE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1154078

Preferred Term Severity Report Description Treatment
Leukopenia Clozaril and risperidone 

treatment ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 339 of 774

Case Number: Gender:
Weight:

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

26/06/2000

14/06/2000
Causality possibleUnknown

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatine 
phosphokinase

14/06/2000 40000U/L

Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

01/05/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1154079

Preferred Term Severity Report Description Treatment
Blood creatine phosphokinase increased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 340 of 774

Case Number: Gender:
Weight:

Patient also taking haloperidol, clonazepam.

26/06/2000

13/06/2000
Causality possibleNot yet recovered
06/07/1962DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Biochemistry Elevated troponin level, ckmb fraction (24mcg/l) on 13 june 
2000, 6 days after commencing clozaril.

Laboratory Investigations:

37Age:

Additional Information:

Medicine Details:
Other&unspecified epilepsy

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected)

07/06/2000 13/06/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1154080

Preferred Term Severity Report Description Treatment
Blood creatine phosphokinase increased Treated with aspirin, captopril 

and metoprolol.
Dyspnoea



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 341 of 774

Case Number: Gender:
Weight:

- 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.

26/06/2000

31/05/2000
Causality probableRecovered
05/03/1975DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

25Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily700.0

SODIUM VALPROATE (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZARIL (Suspected)

01/03/2000 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1154081

Preferred Term Severity Report Description Treatment
Convulsion Myoclonic jerks 6 weeks after starting 

clozaril.
Sodium valproate. clozaril 
reduced to 250mg/day. 
currently on 450mg.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 342 of 774

Case Number: Gender:
Weight:

Reaction occurred 18 months after starting clozaril.  the dosage start date is not necessarily accurate but indicates that start 
occurred sometime during the month.

26/06/2000

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

15YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

01/01/1999

Reason:

Stopped:Started:Batch:

Milligram Daily50.0

SERTRALINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1154082

Preferred Term Severity Report Description Treatment
Dyskinesia Facial twisting, grimacing and frowning



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 343 of 774

Case Number: Gender:
Weight:

Patient also taking paroxetine, chlorpromazine, clonazepam.  the dosage start date is not necessarily accurate but indicates that 
start occurred sometime during the month.

26/06/2000

Causality possibleUnknown
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Echocardiogram: indicated normal left ventricular function and 
moderate left ventricular hypertrophy.

Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

01/05/2000 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1154083

Preferred Term Severity Report Description Treatment
Cardiac disorder Ventricular hypertrophy
Leukocytosis



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 344 of 774

Case Number: Gender:
Weight:

The patient has a very bad body odour, the smell is very strong and everywhere in their hospital room.

21/06/2000

02/06/2000
Causality possibleRecovered
21/01/1973DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

27Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZARIL (Suspected)

21/08/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1154102

Preferred Term Severity Report Description Treatment
Skin odour abnormal



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 345 of 774

Case Number: Gender:
Weight:

Patient also taking complan

26/06/2000

15/06/2000
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Chest X-ray Chest x-ray 19/6/00: the heart is enlarged. there are bilateral 
lower zone changes which are consistent with both air space 
and interstitial abnormality. there is some collapse at the left 
base with small bilateral pleural effusions the findings are most 
likely consistent with cardiac failure however infection can never 
be excluded and clinical correlation is suggested.

Laboratory Investigations:

38YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected)

02/06/2000 14/06/2000

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily4.0

HALOPERIDOL (Suspected)

23/05/2000 14/06/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1154215

Preferred Term Severity Report Description Treatment
Cardiac failure Heart failure
Pyrexia Temperature of 41 degrees c.
Blood creatine phosphokinase increased
Cardiomyopathy
Hypotension
Leukocytosis Lanoxin, frusemide and 

trandolapril, oxygen therapy, 
multiple antibiotics and 
dexamethasone.

Myocarditis
Pneumonia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 346 of 774

Case Number: Gender:
Weight:

Patient also taking complan

26/06/2000

15/06/2000
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Chest X-ray Chest x-ray 20/6/00: the cardiac shadow is prominent.  there is 
consolidation seen over the left lung base. compared with the 
previous study on the 19/6/00, there is almost complete 
resolution of the left basal pneumonia.

Creatine 
phosphokinase

13/06/2000 964

Laboratory Investigations:

38YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected)

02/06/2000 14/06/2000

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily4.0

HALOPERIDOL (Suspected)

23/05/2000 14/06/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1154215



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 347 of 774

Case Number: Gender:
Weight:

Patient also taking complan

26/06/2000

15/06/2000
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Electrocardiograph
y

Electrocardiogram 15/6/00: sinus rhythm. right axis 
deviation.incomplete right bundle branch block. widespread non 
specific st t-wave changes. ecg 16/6/00: sinus tachycardia. 
widespread non specific st t-wave changes. incomplete right 
bundle branch block.

Laboratory Investigations:

38YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected)

02/06/2000 14/06/2000

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily4.0

HALOPERIDOL (Suspected)

23/05/2000 14/06/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1154215



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 348 of 774

Case Number: Gender:
Weight:

Patient also taking complan

26/06/2000

15/06/2000
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Electrocardiograph
y

Ecg 17/6/00: sinus tachycardia with frequent atrial ectopics. 
incomplete right bundle branch block. widespread non specific 
st t-wave changes. ecg 18/6/00: sinus tachycardia. incomplete 
right bundle branch block. wides- spread non specific st t-wave 
changes slightly more marked than on the previous tracing on 
the 17/6/00.

Immunology All viral titres negative.

Laboratory Investigations:

38YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected)

02/06/2000 14/06/2000

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily4.0

HALOPERIDOL (Suspected)

23/05/2000 14/06/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1154215



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 349 of 774

Case Number: Gender:
Weight:

Patient also taking complan

26/06/2000

15/06/2000
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 13/06/2000 8.3
Other data Electrocardiogram and echocardiogram showed myocarditis 

first echocardiogram 16/6/00: mildly enlarged left ventricle with 
moderate to moderately severe global systolic dysfunction.  
second echocardiogram: normal systolic function with small 
residual effusion.

Laboratory Investigations:

38YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected)

02/06/2000 14/06/2000

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily4.0

HALOPERIDOL (Suspected)

23/05/2000 14/06/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1154215



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 350 of 774

Case Number: Gender:
Weight:

Patient also taking propranolol. when the patients dose of clozaril is reduced, symptoms disappear but became mentally unstable.  
when dose increased, symptoms came back but was mentally stable again.  - the date of onset is not necessarily accurate but 
indicates that onset occurred sometime during the month.

26/06/2000

31/05/2000
Causality possibleNot yet recovered
13/06/1979DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

20Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

21/03/2000 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1154220

Preferred Term Severity Report Description Treatment
Dyspepsia
Dyspnoea Treated with zantac
Hypertension
Vomiting



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 351 of 774

Case Number: Gender:
Weight:

Patient also taking stelazine, cogentin, melleril.

28/06/2000

28/03/1998
Causality possibleDeath
08/02/1951DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

47Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

10/03/1997 09/03/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1154236

Preferred Term Severity Report Description Treatment
Sudden death



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 352 of 774

Case Number: Gender:
Weight:

The patient died on 2 december 1998.

28/06/2000

02/12/1998
Causality possibleDeath
07/04/1976DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

22Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

CLOZARIL (Suspected)

16/10/1998 02/12/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1154237

Preferred Term Severity Report Description Treatment
Suicide attempt The patient committed suicide on 23 

november 1998.
No measures were taken to 
treat reaction.

Sudden death The patient died due to carbon monoxide 
poisoning.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 353 of 774

Case Number: Gender:
Weight:28/06/2000

13/01/1997
Causality possibleDeath
07/05/1963DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

33Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

07/03/1996 07/01/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1154238

Preferred Term Severity Report Description Treatment
Sudden death
Suicide attempt



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 354 of 774

Case Number: Gender:
Weight:

Pneumonia post influenza virus, approximately 2 weeks after commencing clozaril.

03/07/2000

Causality possibleRecovered
20/12/1959DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected)

10/05/2000 26/05/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1154347

Preferred Term Severity Report Description Treatment
Pneumonia 2 weeks after commencing clozaril. Clozaril ceased and patient 

hospitalised.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 355 of 774

Case Number: Gender:
Weight:03/07/2000

16/06/2000
Causality possibleUnknown
30/04/1952DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

48Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 350.0

CLOZARIL (Suspected)

02/08/1995 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1154350

Preferred Term Severity Report Description Treatment
Thrombocytopenia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 356 of 774

Case Number: Gender:
Weight:03/07/2000

19/06/2000
Causality probableRecovered
30/11/1949DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

EPILIM (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

CLOZARIL (Suspected)

27/04/2000 19/06/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1154351

Preferred Term Severity Report Description Treatment
Neutropenia 7 weeks after commencingt clozaril. Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 357 of 774

Case Number: Gender:
Weight:

Patient also having chemotherapy.

03/07/2000

07/06/2000
Causality possibleRecovered
15/04/1944DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

56Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 425.0

CLOZARIL (Suspected)

29/01/1999 07/06/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1154352

Preferred Term Severity Report Description Treatment
Leukopenia
Neutropenia Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 358 of 774

Case Number: Gender:
Weight:03/07/2000

17/06/2000
Causality possibleRecovered
21/09/1976DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

23Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 125.0

CLOZARIL (Suspected)

31/05/2000 CONTIN

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1154354

Preferred Term Severity Report Description Treatment
Chills
Malaise
Pyrexia Treated with intravenous 

flucloxacillin and cefotaxime.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 359 of 774

Case Number: Gender:
Weight:30/06/2000

08/05/2000
Causality possibleRecovered
16/02/1975DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Eosinophils Blood tests performed on 15/05/00 indicated that the patient has 
a high count of oesinophils.

Laboratory Investigations:

25Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

11/04/2000 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1154398

Preferred Term Severity Report Description Treatment
Eosinophilia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 360 of 774

Case Number: Gender:
Weight:03/07/2000

02/06/2000
Causality possibleNot yet recovered
20/03/1947DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

53Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

TransdermalCream 0.0

NICORETTE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

CLOZARIL (Suspected)

02/06/2000 16/06/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1154406

Preferred Term Severity Report Description Treatment
Diarrhoea Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 361 of 774

Case Number: Gender:
Weight:

Reaction occurred 10 days after commencing clozaril treatment.

03/07/2000

07/06/2000
Causality probableRecovered
19/06/1976DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatine 
phosphokinase

Patient experienced raised creatine kinase levels.

Laboratory Investigations:

23Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

OLANZAPINE (Other drug)

08/06/2000

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected)

05/06/2000 10/06/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1154410

Preferred Term Severity Report Description Treatment
Blood creatine phosphokinase increased Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 362 of 774

Case Number: Gender:
Weight:03/07/2000

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

24YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily400.0

CLOZARIL (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1154424

Preferred Term Severity Report Description Treatment
Hepatitis cholestatic Ursofalk 500mg tds, 

phenergan 20mg 3 doses only.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 363 of 774

Case Number: Gender:
Weight:03/07/2000

03/06/2000
Causality possibleUnknown

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Serum drug level 17/02/2000 177NG/ML Clozaril level
Serum drug level 24/02/2000 330NG/ML Clozaril level
Serum drug level 08/03/2000 228NG/ML Clozaril level
Serum drug level 08/06/2000 407NG/ML Clozaril level

Laboratory Investigations:

24YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily400.0

CLOZARIL (Interaction)

L TERM

Reason:

Stopped:Started:Batch:

Gram Daily1.5

URSOFALK (Interaction)

02/06/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1154425

Preferred Term Severity Report Description Treatment
Drug level increased
Somnolence Dose of clozaril was reduced 

on 19/06/00 to 200mg per day.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 364 of 774

Case Number: Gender:
Weight:03/07/2000

03/06/2000
Causality possibleUnknown

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

24YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily400.0

CLOZARIL (Interaction)

L TERM

Reason:

Stopped:Started:Batch:

Gram Daily1.5

URSOFALK (Interaction) Reason:

Hospitalisation:

Report Details:
Seq: 1154426

Preferred Term Severity Report Description Treatment
Foetal distress syndrome Clozaril reduced to 200mg/d
Hypokinesia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 365 of 774

Case Number: Gender:
Weight:

Patient also taking benztropine mesylate and diazepam.

30/06/2000

21/05/2000
Causality possibleRecovered
22/11/1983DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Biochemistry Evlevations in troponin i max 1.89rg/l (nr 0-0.4), consistent with 
myocardial infarction or pericarditis.

Electrocardiograph
y

An ecg showed p-mitrale in lead i, t-wave flattering in lead iii, 
st-segment elevation concave upward across all leads, and a 
biphasic p-wave in v1.

Laboratory Investigations:

16Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

CLOZAPINE (Suspected)

11/05/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1154427

Preferred Term Severity Report Description Treatment
Dyspnoea Breathlessness.
Chest pain Chest pain pleunitic, left sided chest pain.

Electrocardiogram abnormal
Palpitations
Pericarditis Patient was hospitalised.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 366 of 774

Case Number: Gender:
Weight:

Patient also taking diabetic medication.

05/07/2000

23/06/2000
Causality probableRecovered
25/04/1960DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

White blood cells 24/07/2000 NORMAL

Laboratory Investigations:

40Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

EPILIM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

19/07/1994 23/06/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1154449

Preferred Term Severity Report Description Treatment
Neutropenia Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 367 of 774

Case Number: Gender:
94.00Weight:

The patient experienced cardiac changes on 11/05/2000, four and a half years after commencing clozaril therapy.

26/06/2000

11/05/2000
Causality possibleUnknown
31/10/1941DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Electrocardiograph
y

Echocardiogram results state that the left venticle is dilated with 
impaired systolic function.

Laboratory Investigations:

58Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily1.0

FERRO-GRADUMET (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

21/09/1995 11/05/2000

Reason:

Stopped:Started:Batch:

Milligram Daily10.0

PREPULSID (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily20.0

LASIX (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1154457

Preferred Term Severity Report Description Treatment
Cardiac disorder Cardiac changes. abnormal 

echocardiogram
Clozaril discontinued.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 368 of 774

Case Number: Gender:
94.00Weight:

The patient experienced cardiac changes on 11/05/2000, four and a half years after commencing clozaril therapy.

26/06/2000

11/05/2000
Causality possibleUnknown
31/10/1941DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

58Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily150.0

ZANTAC (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily4.0

PERINDOPRIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1154457



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 369 of 774

Case Number: Gender:
Weight:

This patient experienced symptoms for 1 day, approx 5 weeks after commencing clozaril therapy. patient also taking - thioridazine.

03/07/2000

23/09/1999
Causality probableRecovered
20/08/1950DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

49Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

12/08/1999 23/09/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1154458

Preferred Term Severity Report Description Treatment
Leukopenia
Neutropenia Clozaril discontinued.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 370 of 774

Case Number: Gender:
Weight:

Symptoms occurred approximately 8 months after commencing clozaril theapy. patient also has pituitary tumour.

03/07/2000

12/07/1996
Causality possibleRecovered
08/04/1961DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

CLOZARIL (Suspected)

04/10/1995

Reason:

Stopped:Started:Batch:

Milligram Daily400.0

SODIUM VALPROATE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1154459

Preferred Term Severity Report Description Treatment
Convulsion Myoclonic jerks.
Pituitary tumour Clozaril discontinued.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 371 of 774

Case Number: Gender:
Weight:

Symptoms occurred 2 weeks after commencing clozaril therapy. on the 30/03/1996 the patient was on 25mg/day clozaril (twice a 
day) and ladulose 20ml (twice a day). patient was commenced on antibiotics (gentamicin and amoxil) and was hospitalised.  
patient also taking - sodium valproate, haloperidol and thyroxine.

03/07/2000

16/02/1996
Causality probableRecovered
17/02/1933DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

62Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

CLOZARIL (Suspected)

02/02/1996 30/04/1996

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1154460

Preferred Term Severity Report Description Treatment
Confusional state Severe Confusional state.
Dehydration
Pyrexia Severe
Somnolence Clozaril discontinued. given 

gentamicin and amoxil.
Tachycardia Severe
Vomiting Severe



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 372 of 774

Case Number: Gender:
Weight:

Patient experienced suspected vein thrombosis 3 months after commencing clozaril therapy. patient also taking - carbamazepine 
and benzotropine.

04/07/2000

26/05/1995
Causality possibleUnknown
16/12/1953DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

41Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

02/03/1995 28/04/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1154461

Preferred Term Severity Report Description Treatment
Thrombophlebitis Dose reduction and clozaril 

discontinued.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 373 of 774

Case Number: Gender:
Weight:

Patient also taking - carbamazepine and benzotropine.

04/07/2000

28/04/1995
Causality possibleRecovered
16/12/1953DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

41Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

02/03/1995 28/04/1995

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1154462

Preferred Term Severity Report Description Treatment
Neutropenia Severe Neutropenia with infection.(severe) Clozaril and concomitant 

therapy dicontinued.  patient 
hospitalised.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 374 of 774

Case Number: Gender:
Weight:

The patient was hospitalised due to unspecified illness.

04/07/2000

22/06/1995
Causality possibleUnknown
14/05/1941DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

54Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

15/11/1994 22/06/1995

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1154524

Preferred Term Severity Report Description Treatment
Anaemia Clozaril ceased temporarily.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 375 of 774

Case Number: Gender:
Weight:

Patient also taking meformin, atorvastatin, thyroxine and sertraline.

10/07/2000

Causality possibleUnknown
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Pharmacokinetics Plasma level on 700mg daily 1300ng/ml. plasma level on 
550mg daily 1500ng/ml.

Laboratory Investigations:

A3Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 550.0

CLOZARIL (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1154614

Preferred Term Severity Report Description Treatment
Drug level increased
Malaise



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 376 of 774

Case Number: Gender:
Weight:

Clozaril dose has been decreased recently from 150mg to 100mg.  the patient is still sedated.  the dosage start date is not 
necessarily accurate but indicates that start occurred sometime during the month.

10/07/2000

Causality possibleNot yet recovered
11/02/1976DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

24Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily100.0

FLUVOXAMINE MALEATE (Other drug)

01/06/1999

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

CLOZARIL (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1154616

Preferred Term Severity Report Description Treatment
Somnolence >20 hours a day.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 377 of 774

Case Number: Gender:
Weight:

Patient also taking moclobemide. the excess salivation is now offensive.

10/07/2000

11/05/2000
Causality possibleUnknown
26/12/1953DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

46Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 700.0

CLOZARIL (Suspected)

L TERM CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1154618

Preferred Term Severity Report Description Treatment
Salivary hypersecretion Benztropine treatment not fully 

effective.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 378 of 774

Case Number: Gender:
74.00Weight:12/07/2000

27/07/1999
Causality possibleNot yet recovered
13/08/1948DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50Age:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

0.0

CLOZAPINE (Suspected)

23/06/1999 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily25.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

09/07/1999 31/08/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1154639

Preferred Term Severity Report Description Treatment
Salivary hypersecretion Required a visit to doctor.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 379 of 774

Case Number: Gender:
85.00Weight:12/07/2000

15/06/1999
Causality possibleNot yet recovered
26/05/1941DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

58Age:

Additional Information:

Medicine Details:
Schizophrenia

Stopped:Started:Batch:

Milligram Daily10.0

CLOZAPINE (Suspected)

15/06/1999 23/06/1999

Reason:

Schizophrenia

Stopped:Started:Batch:

Milligram Daily25.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

15/06/1999 18/06/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1154645

Preferred Term Severity Report Description Treatment
Salivary hypersecretion Benztropine and terazosin.  

required  a visit to doctor.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 380 of 774

Case Number: Gender:
Weight:10/07/2000

Causality possibleUnknown
23/01/1968DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Haematology Pretreatment wbc 8.7, nc 5.4; 7/7/00 wbc 13.6, nc 11.3

Laboratory Investigations:

32Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 350.0

CLOZARIL (Suspected)

13/03/2000 21/07/2000

Reason:

Stopped:Started:Batch:

Milligram Daily100.0

SODIUM VALPROATE (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1154687

Preferred Term Severity Report Description Treatment
Leukocytosis Increased white blood cell count, 

increased neut.
Electrocardiogram abnormal Patient hospitalised



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 381 of 774

Case Number: Gender:
Weight:10/07/2000

27/06/2000
Causality possibleNot yet recovered
21/09/1976DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

23Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

01/06/2000 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1154688

Preferred Term Severity Report Description Treatment
Tachycardia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 382 of 774

Case Number: Gender:
Weight:10/07/2000

Causality possibleUnknown
04/12/1943DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

56Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

CALCIUM NOS (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 125.0

CLOZARIL (Suspected)

CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 2.5

FELODIPINE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 0.5

BENZTROPINE MESYLATE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1154691

Preferred Term Severity Report Description Treatment
Dyspnoea Dyspnoea on exertion.
Gravitational oedema



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 383 of 774

Case Number: Gender:
Weight:

Patient was at all times asymptomatic and cardiac enzymes are now normal.

12/07/2000

18/05/2000
Causality possibleRecovered
13/01/1978DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatine 
phosphokinase

18/05/00 - troponin was 0.2 (elevated) and ck was also 
increased (no ck-mb was done).

Other data 29/05/00 - echocardiogram - ejection fraction was 60%, on 
06/06/00 echocardiog ram showed ejection fraction was 47%, 
therefore a significant decrease. on 26/06/00, echocardiogram 
shows 51% ejection fraction.

Laboratory Investigations:

22Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily200.0

MELLERIL (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily20.0

DIAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily2.0

BENZTROPINE MESYLATE (Other drug) Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

16/05/2000 22/06/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1154736

Preferred Term Severity Report Description Treatment
Blood creatine phosphokinase increased
Myocarditis



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 384 of 774

Case Number: Gender:
Weight:

History of neutropenia and leucopenia with clozaril.

13/07/2000

28/02/2000
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily500.0

CLOZARIL (Suspected)

26/07/1994 27/06/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1154745

Preferred Term Severity Report Description Treatment
Leukopenia
Neutropenia Clozaril ceased. required a 

visit to doctor.
Thrombocytopenia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 385 of 774

Case Number: Gender:
Weight:12/07/2000

28/06/2000
Causality possibleUnknown
06/03/1946DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

54Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

09/10/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1154803

Preferred Term Severity Report Description Treatment
Leukocytosis



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 386 of 774

Case Number: Gender:
74.00Weight:

Sequelae: probable impotence, social difficulties.  the dosage start date is not necessarily accurate but indicates that start 
occurred sometime during the month.

17/07/2000

18/06/2000
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

67YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 175.0

CLOZAPINE (Suspected)

01/12/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1154866

Preferred Term Severity Report Description Treatment
Penis disorder Clotting and fibrosis.
Priapism Attempted aspiration (failed).



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 387 of 774

Case Number: Gender:
Weight:

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

17/07/2000

05/11/1997
Causality possibleUnknown
21/07/1976DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

21Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZARIL (Suspected)

07/08/1997 28/11/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1154879

Preferred Term Severity Report Description Treatment
Neutropenia Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 388 of 774

Case Number: Gender:
Weight:17/07/2000

01/07/2000
Causality probableRecovered
23/04/1961DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 01/07/2000 1.6 Pre-treatment nc = 4.5
Neutrophils 02/07/2000 1.9 Pre-treatment nc = 4.5
White blood cells 01/07/2000 2.8 Pre-treatment wbc = 5.6
White blood cells 02/07/2000 3.3 Pre-treatment wbc = 5.6

Laboratory Investigations:

39Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 650.0

CLOZARIL (Suspected)

30/09/1993 01/07/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1154880

Preferred Term Severity Report Description Treatment
Leukopenia Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 389 of 774

Case Number: Gender:
Weight:17/07/2000

29/06/2000
Causality probableRecovered
15/11/1974DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 28/06/2000 1.5 Pretreatment nc = 2.7
Neutrophils 29/06/2000 1.4 Pretreatment nc = 2.7
Neutrophils 03/07/2000 1.9 Pretreatment nc = 2.7
White blood cells 28/06/2000 4.9 Pretreatment: wbc = 5.4
White blood cells 29/06/2000 5.2 Pretreatment: wbc = 5.4
White blood cells 03/07/2000 5.6 Pretreatment: wbc = 5.4

Laboratory Investigations:

25Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 450.0

CLOZARIL (Suspected)

09/05/2000 29/06/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1154881

Preferred Term Severity Report Description Treatment
Neutropenia Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:55AM Database: pusime02 ADRS004 Page 390 of 774

Case Number: Gender:
Weight:17/07/2000

18/03/1997
Causality possibleRecovered
16/03/1950DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

47Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

30/05/1994 23/12/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1154886

Preferred Term Severity Report Description Treatment
Leukopenia Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 391 of 774

Case Number: Gender:
Weight:17/07/2000

15/05/1998
Causality probableRecovered
19/02/1933DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

65Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

TEMAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily200.0

SODIUM VALPROATE (Other drug)

29/04/1998

Reason:

Stopped:Started:Batch:

Milligram Daily150.0

ZANTAC (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

CLOZARIL (Suspected)

29/04/1994 21/05/1998

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1154887

Preferred Term Severity Report Description Treatment
Confusional state
Diarrhoea
Hyperparathyroidism
Neutropenia Clozaril ceased.
Vomiting



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 392 of 774

Case Number: Gender:
Weight:17/07/2000

12/03/1998
Causality probableRecovered
20/01/1957DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 12/03/1998 1.8
Neutrophils 17/03/1998 3.4
White blood cells 12/03/1998 2.7
White blood cells 17/03/1998 1.6

Laboratory Investigations:

41Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

30/01/1998 17/03/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1154888

Preferred Term Severity Report Description Treatment
Leukopenia Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 393 of 774

Case Number: Gender:
Weight:17/07/2000

06/09/1999
Causality possibleUnknown
12/06/1980DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

19Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

27/07/1999 06/09/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1154890

Preferred Term Severity Report Description Treatment
Neutropenia Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 394 of 774

Case Number: Gender:
Weight:17/07/2000

28/06/1996
Causality possibleUnknown
02/07/1966DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

29Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

24/03/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1154891

Preferred Term Severity Report Description Treatment
Neutropenia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 395 of 774

Case Number: Gender:
Weight:17/07/2000

28/02/1999
Causality probableRecovered
22/11/1932DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 01/03/1999 1.3
Neutrophils 28/02/1999 1.5
Neutrophils 02/03/2000 1.0
Neutrophils 01/03/2000 1.3
White blood cells 01/03/1999 1.9
White blood cells 28/02/1999 2.3
White blood cells 01/03/2000 1.9

Laboratory Investigations:

66Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

06/11/1997 28/02/1999

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1154892

Preferred Term Severity Report Description Treatment
Leukopenia Clozaril ceased. patient 

admitted into intensive care.
Neutropenia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 396 of 774

Case Number: Gender:
Weight:17/07/2000

28/02/1999
Causality probableRecovered
22/11/1932DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

White blood cells 02/03/2000 1.8

Laboratory Investigations:

66Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

06/11/1997 28/02/1999

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1154892



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 397 of 774

Case Number: Gender:
Weight:

Approx. 2 years after starting clozaril patient experienced symptoms.

17/07/2000

17/09/1997
Causality possibleUnknown
03/01/1970DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

27Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

04/08/1995 19/09/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1154893

Preferred Term Severity Report Description Treatment
Neutropenia Ceased clozaril



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 398 of 774

Case Number: Gender:
Weight:17/07/2000

05/05/1997
Causality probableRecovered
29/05/1953DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 05/05/1997 0.9
White blood cells 05/05/1997 2.3

Laboratory Investigations:

43Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

07/03/1997 05/05/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1154894

Preferred Term Severity Report Description Treatment
Leukopenia
Neutropenia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 399 of 774

Case Number: Gender:
Weight:17/07/2000

30/12/1994
Causality possibleUnknown
31/07/1963DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

31Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

28/09/1994 30/12/1994

Reason:

Hospitalisation:

Report Details:
Seq: 1154895

Preferred Term Severity Report Description Treatment
Neutropenia The treatment temporarily 

discontinued and restarted.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 400 of 774

Case Number: Gender:
Weight:17/07/2000

29/11/1997
Causality possibleUnknown

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

24/03/1997 29/11/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1154896

Preferred Term Severity Report Description Treatment
Neutropenia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 401 of 774

Case Number: Gender:
Weight:17/07/2000

25/03/1999
Causality probableRecovered
07/01/1941DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 25/03/1999 1.7
White blood cells 25/03/1999 2.5

Laboratory Investigations:

58Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

12/11/1996 25/03/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1154897

Preferred Term Severity Report Description Treatment
Leukopenia Clozaril ceased. tests were 

done on 26/03/1999 and 
results were normal. the 
patient recommenced 
treatment on 29/03/1999.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 402 of 774

Case Number: Gender:
Weight:17/07/2000

05/02/1997
Causality possibleUnknown
17/04/1976DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

20Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

14/03/1996 05/02/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1154898

Preferred Term Severity Report Description Treatment
Neutropenia Ceased clozaril



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 403 of 774

Case Number: Gender:
Weight:

Past medical history: apparently this patient has had neutropenia in the past.

17/07/2000

10/07/1998
Causality possibleUnknown
04/08/1951DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

46Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

27/03/1998 10/07/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1154899

Preferred Term Severity Report Description Treatment
Leukopenia Ceased clozaril.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 404 of 774

Case Number: Gender:
Weight:

Pateint experienced symptoms approx. 9 months after commencing clozaril.

17/07/2000

18/11/1996
Causality possibleUnknown
09/10/1954DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

42Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

29/02/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1154900

Preferred Term Severity Report Description Treatment
Leukopenia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 405 of 774

Case Number: Gender:
Weight:17/07/2000

16/12/1996
Causality possibleRecovered
22/11/1933DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

63Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

03/04/1995 16/12/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1154901

Preferred Term Severity Report Description Treatment
Neutropenia Ceased clozaril



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 406 of 774

Case Number: Gender:
Weight:

Patient experienced symptoms 14 weeks after commencing clozaril.

17/07/2000

22/04/1997
Causality probableRecovered
02/04/1965DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

32Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected)

09/01/1997 22/04/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1154902

Preferred Term Severity Report Description Treatment
Neutropenia Ceased clozaril



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 407 of 774

Case Number: Gender:
Weight:

 - the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.

17/07/2000

31/07/1997
Causality possibleUnknown
22/04/1950DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 07/07/1994 1.06

Laboratory Investigations:

47Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

23/08/1993 07/07/1994

Reason:

Hospitalisation:

Report Details:
Seq: 1154903

Preferred Term Severity Report Description Treatment
Neutropenia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 408 of 774

Case Number: Gender:
Weight:

Pateint experienced symptoms approx. 3 years after commencing clozaril.

17/07/2000

02/06/1997
Causality possibleRecovered
20/05/1959DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

38Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily600.0

GEMFIBROZIL (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

CLOZARIL (Suspected)

23/07/1994 02/06/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1154904

Preferred Term Severity Report Description Treatment
Neutropenia Ceased clozaril.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 409 of 774

Case Number: Gender:
Weight:17/07/2000

Causality possibleRecovered
19/12/1950DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

49Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 125.0

CLOZARIL (Suspected)

27/02/1996 16/04/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1154905

Preferred Term Severity Report Description Treatment
Neutropenia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 410 of 774

Case Number: Gender:
Weight:

Patient experienced symptoms approx. 11 months after commencing clozaril.

17/07/2000

20/02/1997
Causality possibleUnknown
19/06/1970DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

26Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

26/03/1996 20/02/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1154906

Preferred Term Severity Report Description Treatment
Neutropenia Ceased clozaril



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 411 of 774

Case Number: Gender:
Weight:

Patient experienced symptoms approx. 10 months after commencing clozaril.

17/07/2000

27/07/1999
Causality probableUnknown
19/03/1974DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

25Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

23/09/1998 27/07/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1154907

Preferred Term Severity Report Description Treatment
Neutropenia Ceased clozaril



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 412 of 774

Case Number: Gender:
Weight:

Patient experienced symptoms approx. 8 months after commencing clozaril. clozaril was discontinued and recommenced on 
13/10/94, the outcome is unknown.

17/07/2000

29/08/1994
Causality possibleUnknown
26/08/1955DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

39Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

07/01/1994

Reason:

Hospitalisation:

Report Details:
Seq: 1154908

Preferred Term Severity Report Description Treatment
Neutropenia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 413 of 774

Case Number: Gender:
Weight:17/07/2000

03/08/1994
Causality probableRecovered
22/09/1977DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

16Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

27/07/1994 08/10/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1154909

Preferred Term Severity Report Description Treatment
Neutropenia Ceased clozaril



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 414 of 774

Case Number: Gender:
Weight:

Patient experienced symptoms approx. 8 months after commencing clozaril.

17/07/2000

08/05/1996
Causality possibleUnknown
06/06/1965DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

30Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

30/08/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1154910

Preferred Term Severity Report Description Treatment
Neutropenia Dose reduction of clozaril and 

discontinuation.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 415 of 774

Case Number: Gender:
Weight:

Approx. 2 weeks after commencing clozaril patient experienced symptoms.

17/07/2000

01/10/1996
Causality probableRecovered
12/03/1938DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

58Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

CLOZARIL (Suspected)

30/07/1996 01/10/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1154911

Preferred Term Severity Report Description Treatment
Neutropenia Clozaril reduced and ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 416 of 774

Case Number: Gender:
Weight:

Approx. 17 months after commencing clozaril patient experienced symptoms.

17/07/2000

22/03/1996
Causality possibleUnknown
05/01/1962DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

34Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

18/10/1994

Reason:

Hospitalisation:

Report Details:
Seq: 1154912

Preferred Term Severity Report Description Treatment
Neutropenia Dose reduction and 

discontinued of clozaril.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 417 of 774

Case Number: Gender:
Weight:

Approx. 14 weeks after commencing clozaril patient experienced symptoms.

17/07/2000

21/11/1996
Causality possibleUnknown
12/12/1972DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 21/11/1996 0.94
White blood cells 21/11/1996 2.52

Laboratory Investigations:

23Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

26/07/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1154913

Preferred Term Severity Report Description Treatment
Neutropenia Ceased clozaril.  given g-csf.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 418 of 774

Case Number: Gender:
Weight:

Approx. 5 weeks after commencing clozaril patient experienced symptoms.

17/07/2000

06/05/1997
Causality possibleUnknown
30/12/1957DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 06/05/1997 1.4

Laboratory Investigations:

39Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

26/03/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1154914

Preferred Term Severity Report Description Treatment
Neutropenia Dose reduction and 

discontinuation of clozaril.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 419 of 774

Case Number: Gender:
Weight:

Approx. 19 months after commencing clozaril patient experienced symptoms.

17/07/2000

04/06/1997
Causality possibleUnknown
02/06/1964DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

33Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected)

06/05/1997 31/05/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1154915

Preferred Term Severity Report Description Treatment
Neutropenia Dose reduction and 

discontinued of clozaril.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 420 of 774

Case Number: Gender:
Weight:

Approx. 2 years after commencing clozaril patient experienced symptoms.

17/07/2000

16/09/1997
Causality probableRecovered
25/07/1969DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 16/09/1997 1.0
White blood cells 16/09/1997 3.0

Laboratory Investigations:

28Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected)

23/03/1995 16/09/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1154916

Preferred Term Severity Report Description Treatment
Neutropenia Ceased clozaril.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 421 of 774

Case Number: Gender:
Weight:

Approx. 9 weeks after commencing clozaril patient experienced symptoms.

17/07/2000

19/05/1997
Causality possibleUnknown
28/03/1976DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 19/05/1997 1.4
White blood cells 19/05/1997 3.3

Laboratory Investigations:

21Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

12/03/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1154917

Preferred Term Severity Report Description Treatment
Neutropenia Discontinuation of clozaril.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 422 of 774

Case Number: Gender:
Weight:

Patient experienced symptoms approx. 6 years after commencing clozaril. clozaril was discontinued and is to be recommenced.

17/07/2000

03/06/1999
Causality possibleRecovered
18/01/1948DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 03/06/1999 1.4
Neutrophils 04/06/1999 2.8
White blood cells 03/06/1999 2.7
White blood cells 04/06/1999 4.3

Laboratory Investigations:

51Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

27/07/1993 03/06/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1154918

Preferred Term Severity Report Description Treatment
Leukopenia
Neutropenia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 423 of 774

Case Number: Gender:
Weight:

Approx. six months after starting clozaril patient experienced symptoms.

17/07/2000

21/07/1999
Causality probableRecovered
08/11/1973DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 21/07/1999 1.4
Neutrophils 26/07/1999 1.4
White blood cells 21/07/1999 3.9
White blood cells 26/07/1999 3.9

Laboratory Investigations:

25Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 225.0

CLOZARIL (Suspected)

29/09/1998 24/06/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1154919

Preferred Term Severity Report Description Treatment
Neutropenia Ceased clozaril.
Weight increased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 424 of 774

Case Number: Gender:
Weight:

Aprox. 5-6 months after commencing clozaril, patient experienced symptoms.  - the date of onset is not necessarily accurate but 
indicates that onset occurred sometime during the month.

17/07/2000

31/05/1999
Causality probableRecovered
31/07/1974DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

24Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected)

11/12/1998 02/06/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1154920

Preferred Term Severity Report Description Treatment
Neutropenia Ceased clozaril.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 425 of 774

Case Number: Gender:
Weight:

Patient experienced symptoms approx. 7 weeks after commencing clozaril.

17/07/2000

15/06/1998
Causality possibleUnknown
10/04/1972DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

26Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

24/04/1998 15/06/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1154921

Preferred Term Severity Report Description Treatment
Neutropenia Ceased clozaril



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 426 of 774

Case Number: Gender:
Weight:

Patient experienced symptoms approx. 5 years after commencing clozaril.

17/07/2000

12/05/1998
Causality probableRecovered
15/10/1964DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 12/05/1998 1.7
Neutrophils 13/05/1998 4.2
White blood cells 12/05/1998 2.6
White blood cells 13/05/1998 5.2

Laboratory Investigations:

33Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

10/06/1993 12/05/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1154922

Preferred Term Severity Report Description Treatment
Leukopenia Ceased clozaril



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 427 of 774

Case Number: Gender:
Weight:

Patient experienced symptoms approx. 2 weeks after commencing clozaril.

17/07/2000

18/03/1999
Causality probableRecovered
25/06/1965DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

33Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 175.0

CLOZARIL (Suspected)

02/03/1999 18/03/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1154923

Preferred Term Severity Report Description Treatment
Neutropenia Ceased clozaril



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 428 of 774

Case Number: Gender:
Weight:

Patient experienced symptoms approx. 7 months after commencing clozaril.  - the date of onset is not necessarily accurate but 
indicates that onset occurred sometime during the month.

17/07/2000

31/05/1998
Causality possibleUnknown
31/05/1965DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

32Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

07/10/1996 10/07/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1154924

Preferred Term Severity Report Description Treatment
Leukopenia
Neutropenia Ceased clozaril



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 429 of 774

Case Number: Gender:
Weight:

Patient experienced symptoms approx. 14 months after commencing clozaril.

17/07/2000

31/07/1998
Causality possibleUnknown
01/09/1961DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

36Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

15/05/1997 03/08/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1154925

Preferred Term Severity Report Description Treatment
Neutropenia Ceased clozaril



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 430 of 774

Case Number: Gender:
Weight:

Patient experienced symptoms approx. 2 weeks after commencing clozaril.

17/07/2000

07/07/1998
Causality possibleUnknown
20/01/1977DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

21Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

23/06/1998 13/07/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1154926

Preferred Term Severity Report Description Treatment
Neutropenia Ceased clozaril



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 431 of 774

Case Number: Gender:
Weight:

Sequelae: septic shock. patient continues to receive dialysis for renal failure.

18/07/2000

02/07/2000
Causality probableRecovered
04/06/1959DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

41Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 700.0

CLOZARIL (Suspected)

17/04/1997 01/07/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1154947

Preferred Term Severity Report Description Treatment
Bone marrow failure
Leukopenia
Neutropenia
Pancytopenia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 432 of 774

Case Number: Gender:
Weight:

Clozapine readministered on 7/7/00 but was stopped again due to red result.

18/07/2000

03/07/2000
Causality certainRecovered
29/08/1942DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 04/07/2000 1.2
White blood cells 04/07/2000 2.4

Laboratory Investigations:

57Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 225.0

CLOZARIL (Suspected)

12/05/2000 04/07/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1154948

Preferred Term Severity Report Description Treatment
Leukopenia
Neutropenia Clozaril discontinued.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 433 of 774

Case Number: Gender:
Weight:18/07/2000

05/06/2000
Causality possibleNot yet recovered
25/08/1968DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Radiololgy An echocardiogram performed on 31 may 2000 revealed 
moderate to severe global left ventricular systolic dysfunction 
consistent with dilated cardiomyopathy. a recent 
echocardiogram showed mildly dilated left ventricle with mild 
global systolic dysfunction. on 6/9/00 echocardiogram showed 
improvement since may 2000, left ventricular size in 5.8 with 
systolic size of 4.5 and fractional

Radiololgy Shortening of 22%.

Laboratory Investigations:

31Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Daily1.0

LITHIUM CARBONATE (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 750.0

CLOZARIL (Suspected)

29/01/1995 05/06/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1154951

Preferred Term Severity Report Description Treatment
Cardiomyopathy Clozaril ceased. treated with 

ace inhibitors.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 434 of 774

Case Number: Gender:
Weight:19/07/2000

05/07/2000
Causality possibleRecovered
28/06/1952DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

48Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

CLOZARIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1155093

Preferred Term Severity Report Description Treatment
Purpura



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 435 of 774

Case Number: Gender:
85.00Weight:

Patient also taking citalopram, thioridazine and diazepam. patient had been on therapy for 4 years but was suffering increased 
hallucinations. dose gradually reduced from 9.2.00 to 17.2.00 and finally ceased 23.2.00.  the dosage start date is not accurate 
but indicates that start occurred sometime during the year.

20/07/2000

Causality possibleNot yet recovered
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

39YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily350.0

CLOZAPINE (Suspected)

01/01/1996 23/02/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1155117

Preferred Term Severity Report Description Treatment
Hallucination Suffering increased hallucinations.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 436 of 774

Case Number: Gender:
85.00Weight:

Patient also taking citalopram, thioridazine and diazepam. at 10.5.00 patient still in catatonic state.  the dosage start date is not 
accurate but indicates that start occurred sometime during the year.

20/07/2000

24/02/2000
Causality possibleNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

39YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily350.0

CLOZAPINE (Suspected)

01/01/1996 23/02/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1155118

Preferred Term Severity Report Description Treatment
Catatonia Completely unresponsive.
Hypertonia Rigid.
Drug withdrawal syndrome
Hyperhidrosis
Hypokinesia
Neuroleptic malignant syndrome
Pyrexia
Tremor



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 437 of 774

Case Number: Gender:
Weight:

- 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.

24/07/2000

31/07/1997
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Platelets 150 - 400 16/06/1998 130
Platelets 150 - 400 14/07/1998 165
Platelets 150 - 400 11/08/1998 221
Platelets 150 - 400 29/12/1998 141
Platelets 150 - 400 25/01/1999 183
Platelets 150 - 400 16/06/1999 135
Platelets 150 - 400 13/07/1999 135

Laboratory Investigations:

34YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZARIL (Suspected)

01/07/1994 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1155310

Preferred Term Severity Report Description Treatment
Thrombocytopenia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 438 of 774

Case Number: Gender:
Weight:

- 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.

24/07/2000

31/07/1997
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Platelets 150 - 400 14/07/1999 134
Platelets 150 - 400 11/08/1999 151
Platelets 150 - 400 18/04/2000 113
Platelets 150 - 400 16/05/2000 121
Platelets 150 - 400 13/06/2000 114
Platelets 150 - 400 11/07/2000 150

Laboratory Investigations:

34YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZARIL (Suspected)

01/07/1994 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1155310



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 439 of 774

Case Number: Gender:
Weight:24/07/2000

08/07/2000
Causality possibleRecovered
07/05/1969DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Echocardiogram results state normal ventricular size and 
function.  mild biatrial enlargement.  normal valvular function.

Laboratory Investigations:

31Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

DIAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

0.0

HALOPERIDOL (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 12.5

CLOZARIL (Suspected)

08/07/2000 08/07/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1155311

Preferred Term Severity Report Description Treatment
Bradycardia Heart rate of 43 bpm Atropine. clozaril ceased.
Dizziness



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 440 of 774

Case Number: Gender:
Weight:24/07/2000

15/07/2000
Causality possibleRecovered
02/08/1979DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 15/07/2000 1.5 - 2.0
White blood cells 15/07/2000 3.0 - 3.5

Laboratory Investigations:

20Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

As necessary0.0

DIAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 450.0

CLOZARIL (Suspected)

01/05/2000 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1155313

Preferred Term Severity Report Description Treatment
Leukopenia
Neutropenia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 441 of 774

Case Number: Gender:
Weight:24/07/2000

11/07/2000
Causality possibleUnknown
28/08/1959DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

10/04/2000 11/07/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1155317

Preferred Term Severity Report Description Treatment
Neutropenia Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 442 of 774

Case Number: Gender:
Weight:24/07/2000

09/07/2000
Causality possibleRecovered
01/04/1960DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Biochemistry Abnormal cardiac enzymes.
Electrographics Abnormal electrocardiogram (showed flat t wave).
Neutrophils 19/01/2000 6.8
Neutrophils 12/07/2000 7.8
Other data 25/08/00 - normal coronary angiogram.
Troponin 11/07/2000 17.2
Troponin 12/07/2000 4.2

Laboratory Investigations:

40Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 350.0

CLOZARIL (Suspected)

22/06/2000 09/07/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1155318

Preferred Term Severity Report Description Treatment
Candidiasis Oral thrush.
Chest pain
Cough
Electrocardiogram abnormal
Leukocytosis
Myocarditis Clozaril ceased
Pharyngitis



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 443 of 774

Case Number: Gender:
Weight:24/07/2000

09/07/2000
Causality possibleRecovered
01/04/1960DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

White blood cells 19/01/2000 9.2
White blood cells 12/07/2000 10.3

Laboratory Investigations:

40Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 350.0

CLOZARIL (Suspected)

22/06/2000 09/07/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1155318



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 444 of 774

Case Number: Gender:
Weight:24/07/2000

03/07/2000
Causality possibleUnknown
19/02/1984DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

16Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 375.0

CLOZARIL (Suspected)

16/08/1999 11/07/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1155319

Preferred Term Severity Report Description Treatment
Neutropenia Colony stimulatin factor. 

clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 445 of 774

Case Number: Gender:
Weight:

Patient died 21/12/1998  - the date of onset is not necessarily accurate but indicates that onset occurred sometime during the 
month.

18/07/2000

31/12/1998
Causality possibleDeath, maybe drug
09/01/1944DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

54Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

01/10/1998 20/11/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1155401

Preferred Term Severity Report Description Treatment
Drug withdrawal syndrome
Insomnia
Suicide attempt



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 446 of 774

Case Number: Gender:
Weight:26/07/2000

21/01/1997
Causality possibleRecovered
28/11/1957DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

39Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

LITHIUM CARBONATE (Interaction) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Interaction)

30/12/1996 16/01/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1155436

Preferred Term Severity Report Description Treatment
Neuroleptic malignant syndrome Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 447 of 774

Case Number: Gender:
Weight:26/07/2000

26/03/1998
Causality possibleUnknown
30/04/1942DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

55Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Daily OralTablet 0.0

CLOZARIL (Suspected)

23/03/1998 26/03/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1155437

Preferred Term Severity Report Description Treatment
Convulsion Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 448 of 774

Case Number: Gender:
Weight:26/07/2000

11/01/1996
Causality probableRecovered
07/04/1937DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

58Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

13/12/1995 11/01/1996

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1155438

Preferred Term Severity Report Description Treatment
Hepatitis Approx 1 months after commencing 

clozaril.
Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 449 of 774

Case Number: Gender:
Weight:26/07/2000

24/07/1995
Causality possibleUnknown
02/04/1955DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

04/07/1995 24/07/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1155439

Preferred Term Severity Report Description Treatment
Lymphopenia Lymphocytopenia. Clozaril ceased.
Pyrexia
Tachycardia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 450 of 774

Case Number: Gender:
Weight:26/07/2000

30/12/1996
Causality possibleUnknown
23/02/1956DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

09/12/1996 30/12/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1155443

Preferred Term Severity Report Description Treatment
Convulsion Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 451 of 774

Case Number: Gender:
Weight:26/07/2000

11/11/1996
Causality possibleRecovered
18/01/1951DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

45Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

LITHIUM CARBONATE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 350.0

CLOZARIL (Suspected)

07/06/1993 26/11/1996

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1155444

Preferred Term Severity Report Description Treatment
Neuroleptic malignant syndrome
Pyelonephritis Dose reduction & 

discontinuation of clozaril & 
lithium. patient hospitalised.

Sepsis



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 452 of 774

Case Number: Gender:
Weight:26/07/2000

10/07/1997
Causality probableRecovered
31/07/1931DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

65Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

CLOZARIL (Suspected)

13/02/1995 08/07/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1155445

Preferred Term Severity Report Description Treatment
Convulsion Dose reduction and 

discontinuation of clozaril.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 453 of 774

Case Number: Gender:
Weight:26/07/2000

25/05/1998
Causality possibleUnknown
09/02/1954DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

44Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

21/04/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1155446

Preferred Term Severity Report Description Treatment
Cardiac arrest One month after commencing clozaril. Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 454 of 774

Case Number: Gender:
Weight:26/07/2000

13/08/1998
Causality possibleUnknown
09/02/1954DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

44Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

03/06/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1155447

Preferred Term Severity Report Description Treatment
Hypotension Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 455 of 774

Case Number: Gender:
Weight:26/07/2000

21/10/1997
Causality possibleUnknown
15/06/1960DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

37Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

09/12/1996 21/10/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1155448

Preferred Term Severity Report Description Treatment
Neuroleptic malignant syndrome Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 456 of 774

Case Number: Gender:
Weight:26/07/2000

26/06/1998
Causality possibleUnknown
06/06/1961DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

37Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

19/08/1996 26/02/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1155449

Preferred Term Severity Report Description Treatment
Cardiac disorder Cardiac complications. Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 457 of 774

Case Number: Gender:
Weight:26/07/2000

03/02/1999
Causality probableRecovered
21/01/1959DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

19/01/1999 03/02/1999

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1155450

Preferred Term Severity Report Description Treatment
Syncope Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 458 of 774

Case Number: Gender:
Weight:

Patient was terminally ill with cancer, died late 1998 due to lung cancer.

26/07/2000

24/09/1997
Causality possibleUnrelated death
29/01/1952DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

45Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

26/04/1996 13/03/1998

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1155451

Preferred Term Severity Report Description Treatment
Pneumonia Clozaril ceased, clozaril was 

readministered (date is 
unknown). patient was 
hospitalised.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 459 of 774

Case Number: Gender:
Weight:

 - the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.

26/07/2000

31/10/1998
Causality possibleRecovered
11/12/1959DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

38Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

07/05/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1155452

Preferred Term Severity Report Description Treatment
Neuroleptic malignant syndrome



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 460 of 774

Case Number: Gender:
Weight:

The arching is so severe that only the patients head and feet are touching the ground.  it is not a siezure.  the patient is conscious 
but unresponsive to verbal commands, althought to be aware of them.  these episodes last for 5-15 minutes. this was occurring 
daily, however since valproate was stopped, frequency has decreased to 1 every 2 weeks. the event finishes after administration 
of clozaril but it is thought that the event may be near completion before he can actually swollow the tablet so that is not what is 
alleviating the event.  the dosage start date is not accurate but indicates that start occurred sometime during the year.

26/07/2000

Causality possibleUnknown
29/10/1975DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

24Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Daily2.0

SODIUM VALPROATE (Suspected) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 550.0

CLOZARIL (Suspected)

01/01/1998

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1155454

Preferred Term Severity Report Description Treatment
Hypertonia Severe Severe body & jaw stiffening & body 

arching.
Sodium valproate ceased.

Catatonia
Orthostatic hypotension



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 461 of 774

Case Number: Gender:
Weight:

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

26/07/2000

28/01/2000
Causality possibleUnknown

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

28YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily500.0

CHLORPROMAZINE HYDROCHLORIDE (Interaction) Reason:

Stopped:Started:Batch:

Milligram Daily3.0

CLONAZEPAM (Interaction) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 425.0

CLOZARIL (Interaction)

01/01/1997 02/03/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1155455

Preferred Term Severity Report Description Treatment
Tachycardia 110 bpm.
Hypotension 90/75 mmhg. Clozaril ceased.
Nausea
Pallor



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 462 of 774

Case Number: Gender:
Weight:

History of postural hypotension.  - 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.

24/07/2000

31/05/2000
Causality possibleNot yet recovered
09/02/1943DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Blood pressure drops from 130/80 to 70/50.

Laboratory Investigations:

57Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily400.0

SODIUM VALPROATE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZARIL (Suspected)

01/05/2000 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1155473

Preferred Term Severity Report Description Treatment
Dizziness
Orthostatic hypotension



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 463 of 774

Case Number: Gender:
Weight:

Patient also taking - epilim.  - the date of onset is not necessarily accurate but indicates that onset occurred sometime during the 
month.

24/07/2000

31/07/2000
Causality possibleUnknown

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Pharmacokinetics >1.1 Plasma levels 0.96

Laboratory Investigations:

23YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 800.0

CLOZARIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1155475

Preferred Term Severity Report Description Treatment
Drug level decreased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 464 of 774

Case Number: Gender:
Weight:

Patient was diagnosed with myocarditis on 18 july 2000, 6 weeks after clozaril therapy started. other symptoms occurred during 
the second week of treatment with clozaril therapy.

31/07/2000

18/07/2000
Causality probableRecovered
13/07/1982DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Electrographics Ecg showed sinus tachycardia and t-wave inversion in all leads.

Eosinophils 03/07/2000 4.1
Other data Echo was performed on 10/07/2000 (showed pericardial 

effusion).

Laboratory Investigations:

18Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

07/06/2000 19/07/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1155636

Preferred Term Severity Report Description Treatment
Eosinophilia
Hyperglycaemia
Influenza like illness
Myocarditis Admitted to hospital. clozaril 

ceased.
Pericardial effusion
Pericarditis



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 465 of 774

Case Number: Gender:
Weight:

The patient was diagnosed with pericarditis on 19/07/2000, 6 years after commencing clozaril therapy.

31/07/2000

19/07/2000
Causality possibleUnknown
01/05/1955DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

45Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 350.0

CLOZARIL (Suspected)

28/07/1994 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily500.0

SODIUM VALPROATE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1155637

Preferred Term Severity Report Description Treatment
Chest pain
Pericarditis



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 466 of 774

Case Number: Gender:
Weight:

The patient experienced dysphagia on 06/2000, 11 months after commencing clozaril therapy. clozaril dose was increased from 
325mg to 350mg/day. the symptoms became less apparent after the clozaril dose was reduced from 350mg/day to 300mg/day.  
the dosage start date is not accurate but indicates that start occurred sometime during the year.

31/07/2000

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

BENZTROPINE MESYLATE (Suspected) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 350.0

CLOZARIL (Suspected)

01/01/1999 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1155638

Preferred Term Severity Report Description Treatment
Dysphagia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 467 of 774

Case Number: Gender:
Weight:

 - the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.

31/07/2000

31/07/2000
Causality possibleUnknown

DOB:
Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1155639

Preferred Term Severity Report Description Treatment
Neutropenia Clozaril discontinued.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:56AM Database: pusime02 ADRS004 Page 468 of 774

Case Number: Gender:
Weight:

The patient's doctors are considering commencing olanzapine treatment.

31/07/2000

Causality possibleRecovered
07/11/1963DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

36Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

09/07/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1155640

Preferred Term Severity Report Description Treatment
Leukocytosis High white blood cell count, high 

neutrophil count
Clozaril discontinued.

Influenza like illness



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 469 of 774

Case Number: Gender:
Weight:

 - the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.

31/07/2000

31/07/2000
Causality possibleUnknown

DOB:
Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Radiololgy Abnormal echocardiography and mitral valve regurgitation in 
july 2000.

Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1155641

Preferred Term Severity Report Description Treatment
Mitral valve incompetence Mitral valve regurgitation.
Cardiac disorder



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 470 of 774

Case Number: Gender:
Weight:

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

31/07/2000

10/07/2000
Causality possibleUnknown

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Echocardiogram abnormalities indicating mild left ventricular 
dysfunction on july 2000. a transthoracic echocardiogram was 
performed on the 10th july 2000. patient had a mildly dilated left 
ventricle with mild global systolic dysfunction. reporter states 
findings of the echocardiogram were consistent with early 
cardiomyopathy.

Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

PIMOZIDE (Other drug) Reason:

Stopped:Started:Batch:

0.0

VALIUM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily50.0

SERTRALINE HYDROCHLORIDE (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

CLOZARIL (Suspected)

01/01/1999 20/07/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1155642

Preferred Term Severity Report Description Treatment
Cardiac disorder
Cardiomyopathy



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 471 of 774

Case Number: Gender:
Weight:

The patient experienced neutropenia on 18/07/2000, five and a half weeks after commencing clozaril therapy.

31/07/2000

18/07/2000
Causality probableRecovered
03/09/1962DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 18/07/2000 1.3 Pretreatment: nc = 2.8
Neutrophils 20/07/2000 0.42 Pretreatment: nc = 2.8
Neutrophils 21/07/2000 0.06 Pretreatment: nc = 2.8
White blood cells 18/07/2000 2.9 Pretreatment: wbc = 4.9
White blood cells 20/07/2000 2.0 Pretreatment: wbc = 4.9
White blood cells 21/07/2000 1.7 Pretreatment: wbc = 4.9

Laboratory Investigations:

37Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 350.0

CLOZARIL (Suspected)

07/06/2000 18/07/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1155644

Preferred Term Severity Report Description Treatment
Agranulocytosis
Leukopenia
Neutropenia Clozaril discontinued. treated 

with gscf and iv antibiotics.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 472 of 774

Case Number: Gender:
Weight:

The patient experienced increased plasma levels on 20 july 2000, 4 years after commencing clozaril. patient also taking - 
citalopram, omeprazole and temazepam.  the dosage start date is not accurate but indicates that start occurred sometime during 
the year.

31/07/2000

20/07/2000
Causality certainUnknown
31/12/1957DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Pharmacokinetics Clozapine level was 1242 ng/ml, and norclozapine 230 ng/ml. 
this clozapine level was measured in blood taken at 9.05 am 
and the clozaril night dosage was taken at 22.30 pm the 
previous evening.

Laboratory Investigations:

42Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

01/01/1996 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1155645

Preferred Term Severity Report Description Treatment
Drug level increased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 473 of 774

Case Number: Gender:
Weight:

The patient experienced agranulocytosis on 20 july 2000, 3 years after commencing clozaril therapy.

31/07/2000

20/07/2000
Causality possibleUnknown
05/04/1984DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

16Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZARIL (Suspected)

12/05/1997 20/07/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1155646

Preferred Term Severity Report Description Treatment
Agranulocytosis Clozaril discontinued.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 474 of 774

Case Number: Gender:
Weight:31/07/2000

16/07/2000
Causality possibleUnknown

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

16YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

CLOZARIL (Suspected)

L TERM CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

PAROXETINE HYDROCHLORIDE (Suspected)

CONTIN

Reason:

Otr spec symp psychopathol nec

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

TEMAZEPAM (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1155668

Preferred Term Severity Report Description Treatment
Hypertension Elevated systolic blood pressure, 

170/80mm/hg.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 475 of 774

Case Number: Gender:
Weight:

- 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.

31/07/2000

31/07/2000
Causality probableRecovered
25/01/1969DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

31Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

16/06/2000 28/07/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1155702

Preferred Term Severity Report Description Treatment
Eosinophilia Clozaril discontinued and 

bi-weekly testing commenced.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 476 of 774

Case Number: Gender:
Weight:02/08/2000

18/07/2000
Causality possibleRecovered
24/08/1964DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 18/07/2000 1.3 Pre-treatment nc = 6.3
Neutrophils 19/07/2000 1.6 Pre-treatment nc = 6.3
Neutrophils 20/07/2000 1.8 Pre-treatment nc = 6.3
White blood cells 18/07/2000 3.8 Pre-treatment wbc = 9.3
White blood cells 19/07/2000 4.4 Pre-treatment wbc = 9.3
White blood cells 20/07/2000 5.2 Pre-treatment wbc = 9.3

Laboratory Investigations:

35Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected)

11/06/1991 18/07/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1155753

Preferred Term Severity Report Description Treatment
Neutropenia Ceased clozaril



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 477 of 774

Case Number: Gender:
Weight:

- 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 accurate but indicates that 
stoppage 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 accurate but indicates that stoppage occurred sometime during the year.

07/08/2000

31/12/1997
Causality possibleRecovered
05/11/1970DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

27Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

01/01/1997 31/01/1997

Reason:

Ac upr resp inf,mult,unsp stes

Stopped:Started:Batch:

Daily OralTablet 0.0

RULIDE (Suspected)

01/01/1997 31/01/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1155890

Preferred Term Severity Report Description Treatment
Hepatic function abnormal Clozaril and rulide ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 478 of 774

Case Number: Gender:
Weight:07/08/2000

19/07/2000
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

42YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

22/05/1995 L TERM CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1155891

Preferred Term Severity Report Description Treatment
Diabetes mellitus
Hyperglycaemia Given diamicron treatment



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 479 of 774

Case Number: Gender:
Weight:07/08/2000

21/07/2000
Causality possibleNot yet recovered
14/11/1960DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 02/02/1995 4.5
Neutrophils 21/07/2000 1.6
White blood cells 02/02/1995 7.1
White blood cells 21/07/2000 2.8

Laboratory Investigations:

39Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily500.0

CLOZARIL (Suspected)

07/02/1995 27/07/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1155892

Preferred Term Severity Report Description Treatment
Leukopenia Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 480 of 774

Case Number: Gender:
Weight:

Patient experienced weakness in hands, (eg dropping a plate of food suddenly and hse has fallen over twice - in the shower and 
the kitchen) approximately 2 months after commencing clozaril.  - 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.

07/08/2000

31/07/2000
Causality possibleUnknown
02/02/1959DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

41Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

SODIUM VALPROATE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected)

01/01/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1155893

Preferred Term Severity Report Description Treatment
Asthenia Weakness in hands.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 481 of 774

Case Number: Gender:
Weight:

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

07/08/2000

04/07/2000
Causality possibleUnknown
12/10/1964DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Agnormal echocardiogram.  displayed an ejection fraction of 
20%.

Laboratory Investigations:

35Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 800.0

CLOZARIL (Suspected)

01/01/1996 31/01/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1155894

Preferred Term Severity Report Description Treatment
Electrocardiogram abnormal Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 482 of 774

Case Number: Gender:
Weight:07/08/2000

24/07/2000
Causality possibleRecovered
16/06/1942DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 05/05/2000 2.5
Neutrophils 18/07/2000 2.0
Neutrophils 24/07/2000 1.4
Neutrophils 08/08/2000 2.9
Neutrophils 14/08/2000 3.6
White blood cells 05/05/2000 5.0
White blood cells 24/07/2000 3.7

Laboratory Investigations:

58Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily200.0

CLOZARIL (Suspected)

15/05/2000 25/07/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1155895

Preferred Term Severity Report Description Treatment
Neutropenia Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 483 of 774

Case Number: Gender:
Weight:07/08/2000

Causality possibleUnknown
07/10/1958DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

41Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

CLOZARIL (Suspected)

31/08/1999 18/07/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1155988

Preferred Term Severity Report Description Treatment
Somnolence Discontinued clozaril



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 484 of 774

Case Number: Gender:
Weight:

The patient had psoriasis since 1983 and she still has it.

09/08/2000

17/07/1996
Causality possibleNot yet recovered
25/05/1971DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

25Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

23/05/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1156017

Preferred Term Severity Report Description Treatment
Psoriasis Severe Severe psoriasis Clozaril ceased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 485 of 774

Case Number: Gender:
Weight:09/08/2000

28/07/2000
Causality possibleUnknown
18/01/1948DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 15/06/1993 5.3
Neutrophils 28/07/2000 1.8
White blood cells 15/06/1993 7.5
White blood cells 28/07/2000 2.7

Laboratory Investigations:

52Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily400.0

CLOZARIL (Suspected)

28/07/1993 28/07/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1156018

Preferred Term Severity Report Description Treatment
Leukopenia Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 486 of 774

Case Number: Gender:
Weight:

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

09/08/2000

27/07/2000
Causality possibleUnknown

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Serum drug level 27/07/2000 1672NG/ML Clozapine plasma levels

Laboratory Investigations:

A3Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

OralOral application 0.0

SERTRALINE HYDROCHLORIDE (Interaction) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 650.0

CLOZARIL (Interaction)

01/01/1995 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1156020

Preferred Term Severity Report Description Treatment
Drug level increased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 487 of 774

Case Number: Gender:
Weight:

Patient also taking lithium.

09/08/2000

10/03/1995
Causality possibleRecovered
16/09/1958DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

36Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

LITHIUM CARBONATE (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

CLOZARIL (Suspected)

17/02/1995 09/03/1995

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1156037

Preferred Term Severity Report Description Treatment
Pyrexia Experienced high temperature.
Urinary tract infection Suspected urinary tract infection Discontinuation of clozaril.  

patient was admitted to 
hospital.

Leukocytosis



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 488 of 774

Case Number: Gender:
Weight:09/08/2000

22/03/1996
Causality possibleRecovered
04/05/1961DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

34Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 650.0

CLOZARIL (Suspected)

16/12/1994

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1156038

Preferred Term Severity Report Description Treatment
Leukopenia
Neutropenia
Pneumonia Ceased clozaril and given 

antibiotics. patient 
hospitalised.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 489 of 774

Case Number: Gender:
Weight:09/08/2000

21/07/1998
Causality possibleUnknown
23/07/1961DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

36Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

07/04/1997 21/10/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1156039

Preferred Term Severity Report Description Treatment
Drug ineffective Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 490 of 774

Case Number: Gender:
Weight:

Patient experienced symptoms approx. 15 months after commencing clozaril.

09/08/2000

25/05/1998
Causality possibleUnknown
18/02/1957DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

41Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

20/02/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1156040

Preferred Term Severity Report Description Treatment
Infection Chest infection



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 491 of 774

Case Number: Gender:
Weight:

 - the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.

09/08/2000

31/07/1996
Causality possibleUnknown
03/12/1914DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

81Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

06/05/1994

Reason:

Hospitalisation:

Report Details:
Seq: 1156041

Preferred Term Severity Report Description Treatment
Pneumonia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 492 of 774

Case Number: Gender:
Weight:

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

09/08/2000

05/05/2000
Causality possibleNot yet recovered
30/10/1971DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

28Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

01/02/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1156074

Preferred Term Severity Report Description Treatment
Lymphadenopathy Intermittent swelling left submandibular 

gland.
Nil. required a visit to doctor.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 493 of 774

Case Number: Gender:
Weight:09/08/2000

28/08/1996
Causality possibleUnknown

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

04/12/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1156080

Preferred Term Severity Report Description Treatment
Respiratory disorder Chest infection. Clozaril discontinued.
Leukocytosis Neutrophilia on 12 feb 1997.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 494 of 774

Case Number: Gender:
Weight:

The patient recommenced treatment on 16 september 1994.

09/08/2000

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

18/06/1993 13/09/1994

Reason:

Hospitalisation:

Report Details:
Seq: 1156082

Preferred Term Severity Report Description Treatment
Extrasystoles Ventricular ectopic beats. Clozaril discontinued 

temporarily.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 495 of 774

Case Number: Gender:
Weight:

 - the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.

09/08/2000

31/01/1994
Causality possibleUnknown
13/05/1949DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

44Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

06/01/1994

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1156083

Preferred Term Severity Report Description Treatment
Delirium Clozaril was discontinued and 

set to recommence on 8 feb 
1994. admitted to hospital.

Dizziness
Headache
Hypotension
Pyrexia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 496 of 774

Case Number: Gender:
Weight:09/08/2000

06/12/1994
Causality possibleRecovered
14/08/1972DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

22Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Total OralTablet 5.7

CLOZARIL (Suspected)

06/12/1994 06/12/1994

Reason:

Hospitalisation:

Report Details:
Seq: 1156084

Preferred Term Severity Report Description Treatment
Suicide attempt Overdose of 5750mg of clozaril on 6 

december 1994.
Clozaril discontinued.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 497 of 774

Case Number: Gender:
Weight:09/08/2000

21/07/1995
Causality possibleUnknown
20/02/1948DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

47Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

26/10/1994

Reason:

Hospitalisation:

Report Details:
Seq: 1156085

Preferred Term Severity Report Description Treatment
Suicide attempt Overdose. Clozaril discontinued.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 498 of 774

Case Number: Gender:
Weight:09/08/2000

12/07/1996
Causality possibleRecovered
04/12/1967DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

28Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

24/02/1994 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1156086

Preferred Term Severity Report Description Treatment
Convulsion Myoclonic jerks. Clozaril reduced.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 499 of 774

Case Number: Gender:
Weight:09/08/2000

17/02/1994
Causality possibleUnknown
03/05/1945DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

48Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

09/02/1994 06/07/1994

Reason:

Hospitalisation:

Report Details:
Seq: 1156087

Preferred Term Severity Report Description Treatment
Delirium Severe Severe delirium. Clozaril dose reduced.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 500 of 774

Case Number: Gender:
Weight:09/08/2000

12/07/1996
Causality possibleRecovered
29/06/1965DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

31Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

SERTRALINE HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

13/03/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1156088

Preferred Term Severity Report Description Treatment
Convulsion Myoclonic jerks. Reduced dose and then 

discontinued clozaril.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 501 of 774

Case Number: Gender:
Weight:

Patient also taking sodium valproate, paroxetine and risperidone. non-compliance with drug regime and discontinuation/erratic 
taking of valproate contributed. history:  patient was also using cannabis at the time.

09/08/2000

23/04/1998
Causality possibleRecovered
14/04/1963DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

07/06/1994 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1156089

Preferred Term Severity Report Description Treatment
Convulsion Patient experienced a seizure. Valproate complicance closely 

monitored and dose increased 
to 3500mg/day. clozaril was 
readministered/continued 
without problems.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 502 of 774

Case Number: Gender:
Weight:

The patient recommenced treatment with clozaril and dose increased slowed down.  the patient had no further problems with 
blood pressure the dose was eventually increased to 700mg/day. patient expeirenced the above adverse events because of 
urinary retention which is a chronic problem in this patient.

09/08/2000

26/10/1995
Causality possibleRecovered
03/11/1949DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

45Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

05/10/1995 26/10/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1156091

Preferred Term Severity Report Description Treatment
Hypertension Clozaril ceased
Pyrexia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 503 of 774

Case Number: Gender:
Weight:09/08/2000

16/05/1995
Causality possibleRecovered
02/03/1937DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

58Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

17/11/1993

Reason:

Hospitalisation:

Report Details:
Seq: 1156092

Preferred Term Severity Report Description Treatment
Dysarthria Slurred speech
Dizziness Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 504 of 774

Case Number: Gender:
Weight:09/08/2000

04/07/1998
Causality probableRecovered
16/08/1969DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

28Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Daily OralTablet 0.0

CLOZARIL (Suspected)

02/07/1998 04/07/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1156093

Preferred Term Severity Report Description Treatment
Hypertension Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 505 of 774

Case Number: Gender:
Weight:09/08/2000

16/07/1999
Causality probableRecovered
11/06/1974DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

25Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Microgram Daily500.0

BENZTROPINE MESYLATE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily10.0

TEMAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

Microgram Daily500.0

CLONAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

CLOZARIL (Suspected)

08/07/1999 15/07/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1156096

Preferred Term Severity Report Description Treatment
Tachycardia Clozaril ceased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 506 of 774

Case Number: Gender:
Weight:09/08/2000

Causality possibleUnknown
10/04/1952DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

48Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

15/11/1993

Reason:

Hospitalisation:

Report Details:
Seq: 1156101

Preferred Term Severity Report Description Treatment
Hepatic function abnormal



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 507 of 774

Case Number: Gender:
Weight:09/08/2000

20/11/1996
Causality possibleUnknown
22/11/1965DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

30Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

18/10/1996 20/11/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1156102

Preferred Term Severity Report Description Treatment
Chest pain Clozaril ceased
Tachycardia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 508 of 774

Case Number: Gender:
Weight:09/08/2000

08/08/1997
Causality possibleUnknown
21/01/1950DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

47Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

08/08/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1156103

Preferred Term Severity Report Description Treatment
Hepatic function abnormal Clozaril ceased, then 

recommenced on 19/11/1997



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 509 of 774

Case Number: Gender:
Weight:09/08/2000

17/07/1996
Causality possibleUnknown
15/02/1977DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

19Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

30/05/1995 17/07/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1156104

Preferred Term Severity Report Description Treatment
Suicide attempt Overdose Clozaril ceased and restarted 

on 13/08/1996



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 510 of 774

Case Number: Gender:
Weight:09/08/2000

21/08/1996
Causality possibleUnknown
24/03/1976DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

20Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

15/08/1996 21/08/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1156105

Preferred Term Severity Report Description Treatment
Syncope Clozaril ceased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 511 of 774

Case Number: Gender:
Weight:09/08/2000

31/07/1996
Causality possibleUnknown
24/11/1973DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

22Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

05/07/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1156106

Preferred Term Severity Report Description Treatment
Convulsion Fit experience Clozaril ceased
Blood creatine phosphokinase increased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 512 of 774

Case Number: Gender:
Weight:09/08/2000

16/09/1996
Causality possibleUnknown
27/01/1959DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

37Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

11/09/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1156107

Preferred Term Severity Report Description Treatment
Hypertension Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 513 of 774

Case Number: Gender:
Weight:09/08/2000

17/12/1996
Causality possibleUnknown
02/08/1977DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

19Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

08/10/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1156108

Preferred Term Severity Report Description Treatment
Hypertension



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 514 of 774

Case Number: Gender:
0.00Weight:09/08/2000

03/08/1997
Causality possibleRecovered
29/07/1962DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Total Oral3.0

CLOZARIL (Suspected)

03/08/1997

Reason:

Stopped:Started:Batch:

Gram Total2.0

EPILIM (Suspected)

03/08/1997

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1156109

Preferred Term Severity Report Description Treatment
Suicide attempt



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 515 of 774

Case Number: Gender:
Weight:

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

09/08/2000

05/08/1997
Causality possibleNot yet recovered
11/07/1970DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

27Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

EPILIM (Other drug) Reason:

Stopped:Started:Batch:

0.0

TEGRETOL (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

16/07/1997 28/08/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1156110

Preferred Term Severity Report Description Treatment
Hypoglycaemia Clozaril ceased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 516 of 774

Case Number: Gender:
Weight:09/08/2000

29/01/1997
Causality possibleUnknown
18/01/1970DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 29/01/1997 1.4

Laboratory Investigations:

27Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

21/08/1996 29/01/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1156111

Preferred Term Severity Report Description Treatment
Neutropenia Clozaril ceased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 517 of 774

Case Number: Gender:
Weight:09/08/2000

17/02/1997
Causality possibleUnknown
15/09/1960DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

36Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

15/01/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1156112

Preferred Term Severity Report Description Treatment
Thrombocytopenia Clozaril ceased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 518 of 774

Case Number: Gender:
Weight:09/08/2000

24/03/1997
Causality possibleUnknown
07/01/1971DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

26Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

17/03/1997 16/04/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1156114

Preferred Term Severity Report Description Treatment
Pharyngitis Clozaril ceased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 519 of 774

Case Number: Gender:
Weight:09/08/2000

06/02/1997
Causality possibleUnknown
02/03/1962DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

34Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

20/01/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1156115

Preferred Term Severity Report Description Treatment
Pyrexia Clozaril ceased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 520 of 774

Case Number: Gender:
Weight:09/08/2000

03/04/1996
Causality possibleUnknown
16/02/1970DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

26Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

13/03/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1156116

Preferred Term Severity Report Description Treatment
Malaise Clozaril ceased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 521 of 774

Case Number: Gender:
Weight:

Patient was receiving concomitant medication unknown.

09/08/2000

01/10/1995
Causality possibleUnknown
15/02/1971DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

24Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

10/05/1994 01/10/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1156117

Preferred Term Severity Report Description Treatment
Therapeutic response decreased Deterioration of mental state Clozaril ceased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 522 of 774

Case Number: Gender:
Weight:09/08/2000

18/05/1995
Causality possibleRecovered
05/11/1970DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

24Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

01/05/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1156118

Preferred Term Severity Report Description Treatment
Pyrexia Clozaril ceased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 523 of 774

Case Number: Gender:
Weight:09/08/2000

19/03/1995
Causality probableRecovered
23/11/1971DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

23Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

20/12/1994 19/04/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1156119

Preferred Term Severity Report Description Treatment
Somnolence Clozaril ceased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 524 of 774

Case Number: Gender:
Weight:

Patient was receiving concomitant medication unknown.

09/08/2000

17/11/1995
Causality possibleUnknown
29/05/1970DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

25Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

24/10/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1156120

Preferred Term Severity Report Description Treatment
Rash Clozaril ceased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 525 of 774

Case Number: Gender:
Weight:09/08/2000

18/09/1994
Causality possibleUnknown
04/06/1932DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

62Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

05/09/1994 08/04/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1156121

Preferred Term Severity Report Description Treatment
Viral infection Unknown viral syndrome Clozaril ceased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 526 of 774

Case Number: Gender:
Weight:09/08/2000

17/10/1994
Causality possibleUnknown
23/10/1960DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

33Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

08/06/1994 23/01/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1156122

Preferred Term Severity Report Description Treatment
Somnolence Clozaril ceased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 527 of 774

Case Number: Gender:
Weight:09/08/2000

10/11/1994
Causality possibleUnknown
03/02/1951DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

43Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

28/04/1994 10/11/1994

Reason:

Hospitalisation:

Report Details:
Seq: 1156123

Preferred Term Severity Report Description Treatment
Drug ineffective Clozaril ceased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 528 of 774

Case Number: Gender:
Weight:09/08/2000

Causality possibleUnknown
13/01/1958DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

42Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

30/07/1993

Reason:

Hospitalisation:

Report Details:
Seq: 1156124

Preferred Term Severity Report Description Treatment
Drug ineffective Clozaril ceased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 529 of 774

Case Number: Gender:
Weight:

 - the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.

09/08/2000

31/12/1995
Causality possibleUnknown
29/05/1956DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

White blood cells Increase in white blood cells

Laboratory Investigations:

39Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

06/01/1994

Reason:

Hospitalisation:

Report Details:
Seq: 1156125

Preferred Term Severity Report Description Treatment
Leukocytosis Clozaril ceased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 530 of 774

Case Number: Gender:
Weight:09/08/2000

06/07/1994
Causality possibleNot yet recovered
13/03/1962DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

32Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

DILANTIN (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Gram Daily OralTablet 1.1

CLOZARIL (Suspected)

07/09/1993

Reason:

Hospitalisation:

Report Details:
Seq: 1156126

Preferred Term Severity Report Description Treatment
Drug level decreased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 531 of 774

Case Number: Gender:
Weight:09/08/2000

21/09/1993
Causality possibleUnknown
18/06/1915DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

78Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

16/02/1993 21/09/1993

Reason:

Hospitalisation:

Report Details:
Seq: 1156127

Preferred Term Severity Report Description Treatment
Drug ineffective Clozaril ceased
Urinary incontinence



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 532 of 774

Case Number: Gender:
Weight:

The patient experienced symptoms on 13/08/1993, approximately 5 weeks after commencing clozaril therapy.

09/08/2000

13/08/1993
Causality probableRecovered
09/06/1970DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

23Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

02/07/1993 13/08/1993

Reason:

Hospitalisation:

Report Details:
Seq: 1156128

Preferred Term Severity Report Description Treatment
Hypotension Clozaril was discontinued and 

then recommenced on 
05/10/1993.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 533 of 774

Case Number: Gender:
Weight:

- 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.

09/08/2000

31/12/1993
Causality possibleUnknown
27/02/1924DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

69Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

01/01/1993

Reason:

Hospitalisation:

Report Details:
Seq: 1156129

Preferred Term Severity Report Description Treatment
Drug ineffective No improvement in mental state.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 534 of 774

Case Number: Gender:
Weight:

The patient experienced symptoms on 15/12/1993, approximately 2 weeks after commencing clozaril therapy.

09/08/2000

15/12/1993
Causality possibleUnknown
05/11/1955DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

38Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

02/12/1993

Reason:

Hospitalisation:

Report Details:
Seq: 1156130

Preferred Term Severity Report Description Treatment
Pyrexia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 535 of 774

Case Number: Gender:
Weight:

The patient experienced symptoms on 17/10/1996, approximately 5 months after commencing clozaril therapy.

09/08/2000

17/10/1996
Causality possibleUnknown
22/11/1977DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

18Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

15/05/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1156131

Preferred Term Severity Report Description Treatment
Measles Dose reduction and 

discontinuation of clozaril.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 536 of 774

Case Number: Gender:
Weight:

The patient experienced symptoms on 21/08/1996, approximately 12 days after commencing clozaril therapy.

09/08/2000

21/08/1996
Causality possibleUnknown
28/04/1966DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

30Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

09/08/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1156132

Preferred Term Severity Report Description Treatment
Pyrexia Fibrile illness. Dose reduction and 

discontinuation of clozaril.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 537 of 774

Case Number: Gender:
Weight:

The patient experienced symptoms on 23/10/1996, approximately 3 weeks after commencing clozaril therapy. receiving 
concomitant medication unknown.

09/08/2000

23/10/1996
Causality probableRecovered
01/06/1952DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

44Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

04/10/1996 23/10/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1156133

Preferred Term Severity Report Description Treatment
Pyrexia High temperature. Dose reduction and 

discontinuation of clozaril.
Eosinophilia
Leukocytosis



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 538 of 774

Case Number: Gender:
Weight:

The patient experienced symptoms on 09/10/1996, approximately 7 months after commencing clozaril therapy.

09/08/2000

09/10/1996
Causality possibleUnknown
19/03/1947DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

49Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

29/02/1996 09/10/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1156134

Preferred Term Severity Report Description Treatment
Weight increased Weight gain. Clozaril discontinued.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 539 of 774

Case Number: Gender:
Weight:

The patient experienced symptoms on 19/03/1997, approximately 10 days after commencing clozaril therapy.

09/08/2000

19/03/1997
Causality possibleUnknown
11/12/1977DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

19Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

07/03/1997 24/03/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1156135

Preferred Term Severity Report Description Treatment
Eosinophilia Clozaril discontinued.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 540 of 774

Case Number: Gender:
Weight:

The patient experience symptoms on 08/04/1997, approximately 11 weeks after commencing clozaril therapy.

09/08/2000

08/04/1997
Causality possibleUnknown
06/08/1978DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

18Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

22/01/1997 08/04/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1156136

Preferred Term Severity Report Description Treatment
Eosinophilia Clozaril discontinued.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 541 of 774

Case Number: Gender:
Weight:

The patient experienced symptoms on 24/02/1997, approximately 24 days after commencing clozaril therapy.

09/08/2000

24/02/1997
Causality possibleUnknown
20/10/1961DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

30/01/1997 24/02/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1156137

Preferred Term Severity Report Description Treatment
Eosinophilia Clozaril discontinued.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 542 of 774

Case Number: Gender:
Weight:

The patient was suffering from symptoms on 30/09/1998, approximately 6 days after commencing clozail therapy.

09/08/2000

30/09/1998
Causality possibleUnknown
16/02/1966DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

32Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

24/09/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1156138

Preferred Term Severity Report Description Treatment
Viral infection Virus.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:57AM Database: pusime02 ADRS004 Page 543 of 774

Case Number: Gender:
Weight:

The patient experienced symptoms on 24/04/1998, approximately 23 days after commencing clozaril therapy.

09/08/2000

24/04/1998
Causality possibleUnknown
09/05/1966DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

31Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

01/04/1998 22/05/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1156139

Preferred Term Severity Report Description Treatment
Eosinophilia Clozaril discontinued.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 544 of 774

Case Number: Gender:
Weight:

The patient experienced symptoms on 10/1997, approximately 5 months after commencing clozaril therapy. symptoms consistent 
with the miller-fisher variant of guillain-barre syndrome. history:  hospitalised for pneumonia in june 97 (treated with oxygen and iv 
antibiotics), possibly following excessive sedation due to clozaril -clozaril ceased for approx 3 weeks during this time and 
recommenced 25.6.00, developed urinary incontinence during this time, which persisted for months, profuse sweating and 
hypersalivation on clozaril, chronic schizophrenia and interllectural impairment, niddm and diet controlled.  the dosage stop date is 
not necessarily accurate but indicates that stoppage occurred sometime during the month.

09/08/2000

21/09/1997
Causality possibleRecovered
06/09/1961DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

36Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

15/05/1997 28/10/1997

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1156140

Preferred Term Severity Report Description Treatment
Coordination abnormal Loss of balance.
Coordination abnormal Loss of muscle control.
Speech disorder Low speech.
Pain Neck rigidity. Clozaril discontinued. 

clonazepam 2mg tds, 
augmentin 25mg tds and 
thiamine 100mg mane.

Eyelid ptosis Ptosis left eye.
Dizziness
Face oedema
Flushing
Headache



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 545 of 774

Case Number: Gender:
Weight:

The patient experienced symptoms on 10/1997, approximately 5 months after commencing clozaril therapy. symptoms consistent 
with the miller-fisher variant of guillain-barre syndrome. history:  hospitalised for pneumonia in june 97 (treated with oxygen and iv 
antibiotics), possibly following excessive sedation due to clozaril -clozaril ceased for approx 3 weeks during this time and 
recommenced 25.6.00, developed urinary incontinence during this time, which persisted for months, profuse sweating and 
hypersalivation on clozaril, chronic schizophrenia and interllectural impairment, niddm and diet controlled.  the dosage stop date is 
not necessarily accurate but indicates that stoppage occurred sometime during the month.

09/08/2000

21/09/1997
Causality possibleRecovered
06/09/1961DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

36Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

15/05/1997 28/10/1997

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1156140

Preferred Term Severity Report Description Treatment
Paraesthesia
Visual disturbance



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 546 of 774

Case Number: Gender:
Weight:

The patient experienced symptoms on 30/03/1998, approximately 3 weeks after commencing clozaril therapy.

09/08/2000

30/03/1998
Causality possibleRecovered
12/07/1975DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

22Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 350.0

CLOZARIL (Suspected)

04/03/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1156141

Preferred Term Severity Report Description Treatment
Eosinophilia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 547 of 774

Case Number: Gender:
Weight:

The patient experienced symptoms on 21/08/1997, 20 months after commencing clozaril therapy.

09/08/2000

21/08/1997
Causality possibleUnknown
03/07/1969DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

28Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

19/12/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1156142

Preferred Term Severity Report Description Treatment
Upper respiratory tract infection Heavy cold.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 548 of 774

Case Number: Gender:
Weight:

The patient experienced symptoms on 27/07/1999, approximately 22 weeks after commencing clozaril therapy. post 4 weeks after 
ceasing clozapine, patient had a nc:1.4 which then returned to normal.

09/08/2000

27/07/1999
Causality possibleUnknown
11/04/1978DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

21Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

12/02/1999 27/07/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1156143

Preferred Term Severity Report Description Treatment
Varicella Varicella infection. Clozaril discontinued.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 549 of 774

Case Number: Gender:
Weight:

The patient experienced symptoms on 02/02/1999, approximately 2 years and 5 months after commencing clozaril therapy.

09/08/2000

02/02/1999
Causality possibleUnknown
23/03/1978DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

20Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

02/09/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1156144

Preferred Term Severity Report Description Treatment
Infection Throat infection.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 550 of 774

Case Number: Gender:
Weight:

Patient also taking temazepam. the patient experienced symptoms on 26/03/1999, approximately 1 month after commencing 
clozaril therapy.

09/08/2000

26/03/1999
Causality probableUnknown
21/04/1955DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

43Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

23/02/1999 26/03/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1156145

Preferred Term Severity Report Description Treatment
Eosinophilia Discontinuation of clozaril. 

patient recommenced on 
01/04/1999. clozaril was 
witheld for a period of two 
weeks only. the patient has 
recovered with no recurrence 
to date.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 551 of 774

Case Number: Gender:
Weight:

The patient experienced symptoms on 20/08/1997, approximately 28 months after commencing clozaril therapy.

09/08/2000

20/08/1997
Causality possibleUnknown
10/06/1970DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

27Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

17/05/1995 20/08/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1156146

Preferred Term Severity Report Description Treatment
Syncope Few falls.
Weight increased Obesity.
Dizziness Clozaril discontinued.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 552 of 774

Case Number: Gender:
Weight:

The patient experiecned symptoms and ceased treatment on 09/04/1998, approximately 1 year and 9 months after commencing 
clozaril therapy.

09/08/2000

09/04/1998
Causality possibleUnknown
23/11/1933DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

64Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

21/06/1996 09/04/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1156147

Preferred Term Severity Report Description Treatment
Drug ineffective Lack of drug effect. Clozaril discontinued.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 553 of 774

Case Number: Gender:
Weight:09/08/2000

24/03/1999
Causality possibleUnknown
27/06/1952DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

46Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

12/03/1999 24/03/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1156148

Preferred Term Severity Report Description Treatment
Somnolence Clozaril discontinued.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 554 of 774

Case Number: Gender:
Weight:

 - the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.

09/08/2000

31/03/1998
Causality possibleUnknown
23/08/1946DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

51Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

18/02/1998 09/03/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1156149

Preferred Term Severity Report Description Treatment
Drug ineffective Unresponsive to treatment. Clozaril discontinued.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 555 of 774

Case Number: Gender:
Weight:

Eosinophils increased again on 7 jun 1999 after recommencement of clozaril.

09/08/2000

19/05/1999
Causality certainRecovered
03/10/1937DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Eosinophils 19/05/1999 4.2
Eosinophils 21/05/1999 4.2
Eosinophils 07/06/1999 1.0

Laboratory Investigations:

61Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

24/04/1999 08/06/1999

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1156150

Preferred Term Severity Report Description Treatment
Eosinophilia Clozaril discontinued. patient 

hospitalised.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 556 of 774

Case Number: Gender:
Weight:

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

09/08/2000

Causality possibleUnknown
24/05/1974DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

26Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

12/03/1997 28/09/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1156151

Preferred Term Severity Report Description Treatment
Disturbance in attention Concentration and motivational problems. Clozaril discontinued.

Apathy



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 557 of 774

Case Number: Gender:
Weight:09/08/2000

07/05/1998
Causality possibleUnknown
24/06/1976DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

21Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

21/01/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1156152

Preferred Term Severity Report Description Treatment
Urinary tract infection Thrush.
Influenza



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 558 of 774

Case Number: Gender:
Weight:09/08/2000

23/04/1997
Causality possibleRecovered
20/05/1972DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Eosinophils Eosinophilia 3400/28%.
White blood cells Wbc 12.5.

Laboratory Investigations:

24Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

CLOZARIL (Suspected)

21/03/1997 23/04/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1156153

Preferred Term Severity Report Description Treatment
Eosinophilia
Headache
Hypersensitivity Clozaril discontinued 

temporarily and then continued 
treatment on 2 may 1997.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 559 of 774

Case Number: Gender:
Weight:09/08/2000

10/02/1996
Causality possibleRecovered
08/02/1935DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

61Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

23/01/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1156154

Preferred Term Severity Report Description Treatment
Pyrexia Clozaril discontinued. patient 

recommenced treatement with 
clozaril in march 1996.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 560 of 774

Case Number: Gender:
Weight:09/08/2000

31/07/1995
Causality possibleUnknown
29/07/1966DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 14/12/1998 9.2
White blood cells 14/12/1998 12.4

Laboratory Investigations:

29Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

03/07/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1156155

Preferred Term Severity Report Description Treatment
Eosinophilia Clozaril discontinued. patient 

was subsequently treated with 
thioridazine and stabilised on 
olanzapine for the greater part 
of 1999.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 561 of 774

Case Number: Gender:
Weight:09/08/2000

26/08/1994
Causality possibleRecovered
19/03/1923DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

71Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

17/08/1994 26/08/1994

Reason:

Hospitalisation:

Report Details:
Seq: 1156156

Preferred Term Severity Report Description Treatment
Somnolence Clozaril discontinued.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 562 of 774

Case Number: Gender:
Weight:09/08/2000

26/08/1994
Causality possibleRecovered
01/07/1927DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

67Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

11/08/1994 26/08/1994

Reason:

Hospitalisation:

Report Details:
Seq: 1156157

Preferred Term Severity Report Description Treatment
Somnolence Clozaril discontinued.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 563 of 774

Case Number: Gender:
Weight:

Patient also taking lithium carbonate.

09/08/2000

14/12/1998
Causality possibleRecovered
22/01/1969DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

29Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

CLOZARIL (Suspected)

04/12/1998 14/12/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1156158

Preferred Term Severity Report Description Treatment
Neurosis Patient expeirenced behavioural problems. Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 564 of 774

Case Number: Gender:
Weight:09/08/2000

25/09/1997
Causality possibleRecovered
27/06/1965DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

32Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected)

28/06/1995 25/09/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1156160

Preferred Term Severity Report Description Treatment
Pharyngitis Approx 2 years & 3 months after starting 

clozaril.
Clozaril was temporarily 
discontinued on 25.9.1997.  
blood test on 26.9.1997 
showed normal results and 
patient continued on clozaril 
200mg daily without problems.

Influenza like illness



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 565 of 774

Case Number: Gender:
Weight:

Patient also taking haloperidol, luvox and losec. patient commenced on 12.5mg of clozaril increasing to 500mg daily in divided 
doses as per recommended schedule but daily dose at time of event was not specified.

09/08/2000

21/07/1998
Causality possibleRecovered
29/11/1962DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

04/05/1998 24/07/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1156161

Preferred Term Severity Report Description Treatment
Salivary hypersecretion Approx 10 weeks after commencing 

clozaril.
Clozaril ceased. benztropine 
20mg bd and clonidine 25mg 
tds.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 566 of 774

Case Number: Gender:
Weight:09/08/2000

16/08/1999
Causality possibleUnknown
25/01/1934DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

65Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

23/07/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1156162

Preferred Term Severity Report Description Treatment
Viral infection Approx 3 weeks after commencing clozaril.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 567 of 774

Case Number: Gender:
Weight:09/08/2000

20/06/1995
Causality possibleRecovered
05/12/1978DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

16Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 425.0

CLOZARIL (Suspected)

24/03/1995 30/05/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1156163

Preferred Term Severity Report Description Treatment
Eosinophilia Approx 3 months after commencing 

clozaril.
Clozaril ceased on 30.5.00.  
recommenced one month later 
with no further problems.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 568 of 774

Case Number: Gender:
Weight:

Patient recovered and recommenced treatment on 5.8.99.

09/08/2000

03/08/1999
Causality probableRecovered
11/02/1967DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

32Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

30/06/1999 03/08/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1156164

Preferred Term Severity Report Description Treatment
Eosinophilia Approx 1 month after commencing clozaril. Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 569 of 774

Case Number: Gender:
Weight:09/08/2000

Causality possibleUnknown
27/05/1957DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

43Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

02/12/1993 21/02/1994

Reason:

Hospitalisation:

Report Details:
Seq: 1156165

Preferred Term Severity Report Description Treatment
Somnolence Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 570 of 774

Case Number: Gender:
Weight:09/08/2000

10/02/1995
Causality possibleRecovered
29/04/1960DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

34Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

CLOZARIL (Suspected)

20/05/1994 10/02/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1156166

Preferred Term Severity Report Description Treatment
Drug ineffective Approx 9 months after commencing 

clozaril.
Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 571 of 774

Case Number: Gender:
Weight:09/08/2000

20/02/1995
Causality possibleRecovered
27/12/1949DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

45Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 650.0

CLOZARIL (Suspected)

07/10/1993 20/02/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1156167

Preferred Term Severity Report Description Treatment
Drug ineffective Approx 16 months after commencing 

clozaril.
Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 572 of 774

Case Number: Gender:
Weight:

Apparently, the patient experienced withdrawal e.p.s. from previous phenothiazines.

09/08/2000

13/10/1993
Causality possibleRecovered
27/04/1969DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

24Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

30/08/1993 07/01/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1156168

Preferred Term Severity Report Description Treatment
Malaise General unwellness.
Nausea Severe Severe nausea. Clozaril ceased. the patient 

recommenced clozaril this 
year (2000) and with tapering 
of phenothiazines, the patient 
experienced no problems with 
present regimen.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 573 of 774

Case Number: Gender:
Weight:09/08/2000

17/01/1997
Causality possibleNot yet recovered
06/11/1960DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

36Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

CLOZARIL (Suspected)

02/09/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1156169

Preferred Term Severity Report Description Treatment
Weight increased Approx 4 months after commencing 

clozaril.
Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 574 of 774

Case Number: Gender:
Weight:09/08/2000

04/02/1997
Causality possibleUnknown
14/12/1959DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

37Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

17/10/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1156170

Preferred Term Severity Report Description Treatment
Somnolence Approx 14 weeks after commencing 

clozaril.
Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 575 of 774

Case Number: Gender:
Weight:09/08/2000

17/05/1994
Causality possibleUnknown
22/08/1975DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Microbiology Faecal spec - giardia lambia.

Laboratory Investigations:

18Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

29/04/1994

Reason:

Hospitalisation:

Report Details:
Seq: 1156171

Preferred Term Severity Report Description Treatment
Pyrexia Temp of 38.2 degrees c. Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 576 of 774

Case Number: Gender:
Weight:

Patient also taking pimozide, procyclidine and fluoxetine.

09/08/2000

19/03/1996
Causality probableRecovered
03/06/1961DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

34Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected)

07/03/1996 19/03/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1156172

Preferred Term Severity Report Description Treatment
Rash Skin rash. Clozaril ceased.
Dyspnoea



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 577 of 774

Case Number: Gender:
Weight:

 - the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.

09/08/2000

31/12/1996
Causality possibleUnknown
07/05/1959DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

37Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

CLOZARIL (Suspected)

11/01/1996 13/01/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1156173

Preferred Term Severity Report Description Treatment
Therapeutic response decreased Approx 12 months after commencing 

clozaril.
Aggression
Psychotic disorder



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 578 of 774

Case Number: Gender:
Weight:09/08/2000

05/07/1994
Causality possibleRecovered
27/07/1972DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

21Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

CLOZARIL (Suspected)

09/06/1994 05/07/1994

Reason:

Hospitalisation:

Report Details:
Seq: 1156174

Preferred Term Severity Report Description Treatment
Eosinophilia Clozaril ceased. clozaril was 

readministered without 
problems but was eventually 
ceased because of lack of 
efficacy.

Therapeutic response decreased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 579 of 774

Case Number: Gender:
Weight:09/08/2000

20/07/1994
Causality possibleUnknown
29/07/1967DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

26Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

30/06/1994 20/07/1994

Reason:

Hospitalisation:

Report Details:
Seq: 1156175

Preferred Term Severity Report Description Treatment
Pyrexia Approx 20 days after commencing clozaril. Clozaril ceased for 1 week. 

patient recommenced clozaril 
on 21.10.1997.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 580 of 774

Case Number: Gender:
Weight:

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

09/08/2000

Causality possibleUnknown
20/05/1964DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

36Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

13/03/1996 28/04/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1156176

Preferred Term Severity Report Description Treatment
Nausea Approx 2 weeks after commencing clozaril. Clozaril ceased.

Diarrhoea
Somnolence



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 581 of 774

Case Number: Gender:
Weight:09/08/2000

03/07/1996
Causality possibleUnknown
02/01/1962DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

34Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

09/05/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1156177

Preferred Term Severity Report Description Treatment
Eosinophilia Approx 7 weeks after commencing clozaril. Clozaril dose reduced and the 

ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 582 of 774

Case Number: Gender:
Weight:09/08/2000

04/04/1995
Causality possibleUnknown
08/05/1949DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

45Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

02/03/1995 04/04/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1156178

Preferred Term Severity Report Description Treatment
Drug ineffective Approx 1 month after commencing clozaril. Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 583 of 774

Case Number: Gender:
Weight:09/08/2000

13/01/1995
Causality possibleUnknown
03/12/1914DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

80Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

06/04/1994 13/01/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1156179

Preferred Term Severity Report Description Treatment
Malaise Approx 9 months after commencing 

clozaril.
Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 584 of 774

Case Number: Gender:
Weight:09/08/2000

24/07/1995
Causality possibleUnknown
27/06/1951DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

44Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

07/02/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1156180

Preferred Term Severity Report Description Treatment
Pharyngitis Approx 22 weeks after commencing 

clozaril.
Clozaril ceased.

Malaise Generally unwell.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 585 of 774

Case Number: Gender:
Weight:09/08/2000

Causality possibleUnknown
06/06/1967DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

33Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

17/05/1993

Reason:

Hospitalisation:

Report Details:
Seq: 1156181

Preferred Term Severity Report Description Treatment
Malaise Approx 21 months after commencing 

clozaril.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 586 of 774

Case Number: Gender:
Weight:

 - the date of onset is not accurate but indicates that onset occurred sometime during the year.

09/08/2000

31/12/1995
Causality possibleUnknown
22/04/1966DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

29Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

05/07/1994

Reason:

Hospitalisation:

Report Details:
Seq: 1156182

Preferred Term Severity Report Description Treatment
Drug level decreased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 587 of 774

Case Number: Gender:
Weight:09/08/2000

13/10/1995
Causality possibleUnknown
01/04/1969DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

26Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

15/06/1994 13/10/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1156183

Preferred Term Severity Report Description Treatment
Drug ineffective Approx 16 months after commencing 

clozaril.
Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 588 of 774

Case Number: Gender:
Weight:09/08/2000

11/01/1994
Causality possibleUnknown
13/08/1957DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

36Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

29/11/1993

Reason:

Hospitalisation:

Report Details:
Seq: 1156184

Preferred Term Severity Report Description Treatment
Somnolence Approx 1 months after commencing 

clozaril.
Clozaril ceased.

Malaise General malaise.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 589 of 774

Case Number: Gender:
Weight:09/08/2000

24/08/1993
Causality possibleUnknown
26/02/1959DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

34Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

02/06/1993

Reason:

Hospitalisation:

Report Details:
Seq: 1156185

Preferred Term Severity Report Description Treatment
Somnolence 15 weeks after commencing clozaril. Clozaril dose reduced the 

ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 590 of 774

Case Number: Gender:
Weight:09/08/2000

29/11/1993
Causality possibleUnknown
25/01/1949DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

44Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

25/10/1993 29/11/1993

Reason:

Hospitalisation:

Report Details:
Seq: 1156186

Preferred Term Severity Report Description Treatment
Eosinophilia 1 month after commencing clozaril. Clozaril dose reduced then 

ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 591 of 774

Case Number: Gender:
Weight:09/08/2000

02/03/1994
Causality possibleUnknown
21/01/1955DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

39Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

16/02/1994 02/03/1994

Reason:

Hospitalisation:

Report Details:
Seq: 1156187

Preferred Term Severity Report Description Treatment
Hypotension Approx 2 weeks after commencing clozaril. Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 592 of 774

Case Number: Gender:
Weight:

 - the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.

09/08/2000

31/10/1993
Causality possibleUnknown
07/03/1965DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

28Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

04/10/1993 31/10/1993

Reason:

Hospitalisation:

Report Details:
Seq: 1156188

Preferred Term Severity Report Description Treatment
Somnolence Approx 2 weeks after commencing clozaril. Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 593 of 774

Case Number: Gender:
Weight:09/08/2000

05/07/1994
Causality possibleUnknown
08/06/1956DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

38Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

07/06/1994

Reason:

Hospitalisation:

Report Details:
Seq: 1156189

Preferred Term Severity Report Description Treatment
Eosinophilia Approx 1 month after commencing clozaril.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 594 of 774

Case Number: Gender:
Weight:

- 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.

14/08/2000

31/07/2000
Causality possibleUnknown

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Cardiac screening indicated that he had some loss of cardiac 
function (no further details given).

Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected)

01/01/1998 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1156280

Preferred Term Severity Report Description Treatment
Cardiac disorder Loss of cardiac function
Bacterial infection Mouth abscesses



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 595 of 774

Case Number: Gender:
Weight:14/08/2000

30/07/2000
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Echocardiograph - showed impairment of left systolic function 
on 31/06/00, 17 days after commencing clozaril. 31/7/00 
echocardiogram results: mild global impairment of the left 
ventricular systolic function.

Laboratory Investigations:

20YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

CLOZARIL (Suspected)

14/06/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1156281

Preferred Term Severity Report Description Treatment
Cardiac disorder



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 596 of 774

Case Number: Gender:
Weight:14/08/2000

05/07/2000
Causality possibleNot yet recovered
24/05/1961DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

ALT = SGPT <46 01/08/2000 168
ALT = SGPT <46 25/09/2000 120
GGT = SGGT = 
GGTP

<74 01/08/2000 109
GGT = SGGT = 
GGTP

<74 25/09/2000 99

Laboratory Investigations:

39Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Daily1.0

SODIUM VALPROATE (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 450.0

CLOZARIL (Suspected)

17/04/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1156282

Preferred Term Severity Report Description Treatment
Hepatic function abnormal Clozaril reduced to 450mg



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 597 of 774

Case Number: Gender:
Weight:14/08/2000

01/08/2000
Causality possibleUnknown

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

26/07/2000 01/08/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1156283

Preferred Term Severity Report Description Treatment
Electrocardiogram abnormal Clozaril ceased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 598 of 774

Case Number: Gender:
Weight:14/08/2000

11/07/2000
Causality possibleUnknown
29/06/1944DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

56Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

02/07/1999

Reason:

Stopped:Started:Batch:

Milligram Daily100.0

ZOLOFT (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1156285

Preferred Term Severity Report Description Treatment
Leukaemia Lymphoblastic leukaemia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 599 of 774

Case Number: Gender:
Weight:

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

14/08/2000

Causality possibleUnknown
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

49YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

01/06/1997 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1156299

Preferred Term Severity Report Description Treatment
Diabetes mellitus Tolbutamide



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 600 of 774

Case Number: Gender:
Weight:

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

14/08/2000

Causality possibleUnknown
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

42YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

01/01/1994 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1156300

Preferred Term Severity Report Description Treatment
Diabetes mellitus Tolbutamide



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 601 of 774

Case Number: Gender:
Weight:

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

14/08/2000

19/07/2000
Causality possibleRecovered
04/02/1977DOB:

Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

23Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

CLOZARIL (Suspected)

01/07/2000 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1156314

Preferred Term Severity Report Description Treatment
Pyrexia 2 weeks after commencing clozaril.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 602 of 774

Case Number: Gender:
Weight:

Patient also taking - rivotril.

09/08/2000

01/10/1995
Causality possibleRecovered
05/06/1944DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

51Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

CLOZARIL (Suspected)

18/09/1995 01/10/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1156354

Preferred Term Severity Report Description Treatment
Pyrexia Spiking temperatures. Clozaril discontinued.
Confusional state
Tachycardia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 603 of 774

Case Number: Gender:
Weight:

Patient also taking - sodium valproate, coloxyl with senna and depo-provera. relevant history - rectal prolapse, thrombocytopaenia 
secondary to carbam- azepine/valproate and abdominal surgery.  the dosage stop date is not necessarily accurate but indicates 
that stoppage occurred sometime during the month.

09/08/2000

Causality possibleRecovered
15/04/1954DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

46Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 350.0

CLOZARIL (Suspected)

18/01/1993 28/11/1996

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1156355

Preferred Term Severity Report Description Treatment
Ileus paralytic Clozaril discontinued. colonic 

resection. hospitalised 
11/1996

Intestinal obstruction



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 604 of 774

Case Number: Gender:
Weight:

Patient experienced overdose of 2500mg of clozaril on 29/7/00, 3 months after commencing clozaril.  the patient normally 
receives 450mg daily.  patient has physically recovered but has relapsed and is admitted for psychosis.

14/08/2000

29/07/2000
Causality possibleRecovered
25/12/1962DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

37Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram 1 time OralTablet 2.5

CLOZARIL (Suspected)

29/07/2000 29/07/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1156367

Preferred Term Severity Report Description Treatment
Suicide attempt



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 605 of 774

Case Number: Gender:
Weight:14/08/2000

26/07/2000
Causality probableRecovered
22/07/1962DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 26/07/2000 1.2 Pretreatment nc 2.0.
Neutrophils 28/07/2000 2.4 Pretreatment nc 2.0.
Neutrophils 21/08/2000 5.0 Pretreatment nc 2.0.
White blood cells 26/07/2000 2.4 Pretreatment wbc 3.2
White blood cells 28/07/2000 3.8 Pretreatment wbc 3.2
White blood cells 21/08/2000 7.2 Pretreatment wbc 3.2

Laboratory Investigations:

38Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

AMITRIPTYLINE HYDROCHLORIDE (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 550.0

CLOZARIL (Suspected)

29/03/1994 26/07/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1156368

Preferred Term Severity Report Description Treatment
Neutropenia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 606 of 774

Case Number: Gender:
Weight:14/08/2000

31/07/2000
Causality possibleUnknown
10/03/1974DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 31/07/2000 1.1 Pretreatment nc 2.8.
White blood cells 31/07/2000 4.1 Pretreatment wbc 6.9.

Laboratory Investigations:

26Age:

Additional Information:

Medicine Details:
Schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

20/06/2000 31/07/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1156369

Preferred Term Severity Report Description Treatment
Neutropenia Clozaril was ceased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 607 of 774

Case Number: Gender:
Weight:

Patient deteriorated as a consequence of non-compliance with medication.

09/08/2000

10/01/1997
Causality possibleUnknown
19/08/1972DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

24Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

11/03/1994 10/01/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1156416

Preferred Term Severity Report Description Treatment
Psychotic disorder Clozaril ceased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 608 of 774

Case Number: Gender:
Weight:

The sedation continued despite reduction of dose and patient became non-compliant/sporadic compliant prior to ceasing clozaril 
completetly.

09/08/2000

25/11/1997
Causality probableRecovered
15/03/1971DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

26Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

19/05/1997 25/11/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1156431

Preferred Term Severity Report Description Treatment
Somnolence Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 609 of 774

Case Number: Gender:
Weight:09/08/2000

08/04/1997
Causality possibleRecovered
26/08/1958DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

38Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

15/11/1996 12/03/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1156432

Preferred Term Severity Report Description Treatment
Salivary hypersecretion Clozaril ceased.
Weight increased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 610 of 774

Case Number: Gender:
Weight:

Patient was receiving concomitant medication unknown.

09/08/2000

19/06/1996
Causality possibleRecovered
28/02/1923DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

73Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

CLOZARIL (Suspected)

04/06/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1156433

Preferred Term Severity Report Description Treatment
Dizziness Clozaril ceased.
Hypotension
Somnolence



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 611 of 774

Case Number: Gender:
Weight:15/08/2000

04/08/2000
Causality possibleRecovered
05/11/1970DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

29Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 1.5

PAXAM (Suspected)

28/07/2000

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 12.5

CLOZARIL (Suspected) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 15.0

ANTENEX (Suspected) Reason:

Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily OralOral application 10.0

TEMAZE (Suspected)

25/07/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1156438

Preferred Term Severity Report Description Treatment
Urticaria Spots with white halo's on top of 

thighs/abdomen.
Phenergan tab 25mg to 50mg 
tds. date of recovery 10/08/00.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 612 of 774

Case Number: Gender:
Weight:

Withheld last dose of clozaril on 4.6.00, then dose reduction of clozaril.

15/08/2000

09/06/2000
Causality possibleUnknown
25/12/1962DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

37Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

02/05/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1156451

Preferred Term Severity Report Description Treatment
Eosinophilia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 613 of 774

Case Number: Gender:
Weight:17/08/2000

03/07/2000
Causality possibleRecovered
13/07/1982DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Electrocardiograph
y

Electrocardiogram showed t-wave inversion on all leads.
Eosinophils 03/07/2000 4.1
Neutrophils 03/07/2000 7.4
Neutrophils 23/07/2000 3.6
Neutrophils 02/08/2000 4.8
Other data Echocardiogram showed small pericardial effusion.
White blood cells 03/07/2000 15.3

Laboratory Investigations:

17Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 350.0

CLOZARIL (Suspected)

07/06/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1156471

Preferred Term Severity Report Description Treatment
Diabetes mellitus
Electrocardiogram T wave inversion
Eosinophilia Clozaril ceased and replaced 

with haloperidol.
Influenza like illness
Pericardial effusion
Pericarditis
Tachycardia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 614 of 774

Case Number: Gender:
Weight:17/08/2000

03/07/2000
Causality possibleRecovered
13/07/1982DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

White blood cells 23/07/2000 7.4
White blood cells 02/08/2000 9.1

Laboratory Investigations:

17Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 350.0

CLOZARIL (Suspected)

07/06/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1156471



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 615 of 774

Case Number: Gender:
Weight:14/08/2000

23/06/1998
Causality possibleRecovered
15/04/1977DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 23/06/1998 1.4
White blood cells 23/06/1998 3.4

Laboratory Investigations:

21Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

08/05/1995 23/06/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1156482

Preferred Term Severity Report Description Treatment
Neutropenia Clozaril ceased
Viral infection



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 616 of 774

Case Number: Gender:
Weight:14/08/2000

16/07/1998
Causality probableRecovered
18/05/1977DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

21Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

13/05/1998 16/07/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1156483

Preferred Term Severity Report Description Treatment
Neutropenia Clozaril ceased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 617 of 774

Case Number: Gender:
Weight:

Relevant history -  patient is obese 130kg.  - 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.

21/08/2000

31/05/2000
Causality probableRecovered
18/12/1974DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Ejection fraction 36%, second report normal.

Laboratory Investigations:

25Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

CLOZARIL (Suspected)

01/01/1999 28/08/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1156562

Preferred Term Severity Report Description Treatment
Hypertension (155/90) bp. The cardiologist recommends 

ceasing clozaril treatment.
Cardiac failure Required 

Specialist 
Consultation

Left ventricular hypertrophy.

Cardiomyopathy Required 
Specialist 
Consultation

Chest pain



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 618 of 774

Case Number: Gender:
Weight:

Patient also taking - trimethoprim, omeprazole and panadol. previous history includes - hypertension, recurrent urinary tract 
infections and chronic back ache.

21/08/2000

14/08/2000
Causality possibleUnknown
26/06/1923DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

77Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1156563

Preferred Term Severity Report Description Treatment
Renal impairment Acute rise in urea, rise in serum ceatinine.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:58AM Database: pusime02 ADRS004 Page 619 of 774

Case Number: Gender:
0.00Weight:

An autopsy has been performed. relevant history - the patient had put on wieght.

21/08/2000

20/07/2000
Causality possibleDeath
26/09/1961DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

17/12/2002 Biochemistry
17/12/2002 Histology
17/12/2002 Pharmacokinetics
17/12/2002 Pharmacokinetics

Laboratory Investigations:

38Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

MESASAL (Suspected) Reason:

Stopped:Started:Batch:

0.0

SERTRALINE HYDROCHLORIDE (Suspected) Reason:

Stopped:Started:Batch:

0.0

CALTRATE (Suspected) Reason:

Stopped:Started:Batch:

0.0

RANITIDINE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1156565

Preferred Term Severity Report Description Treatment
Blood creatine phosphokinase increased
Cardiomegaly
Drug level increased
Hepatic cirrhosis
Pneumonia
Sudden death



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 620 of 774

Case Number: Gender:
0.00Weight:

An autopsy has been performed. relevant history - the patient had put on wieght.

21/08/2000

20/07/2000
Causality possibleDeath
26/09/1961DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

38Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

NITRAZEPAM (Suspected) Reason:

Stopped:Started:Batch:

0.0

PREDNISONE (Suspected) Reason:

Stopped:Started:Batch:

0.0

KAPANOL (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily Oral575.0

CLOZARIL (Suspected)

08/04/1998 20/07/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1156565



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 621 of 774

Case Number: Gender:
Weight:21/08/2000

22/07/2000
Causality possibleUnknown
09/08/1961DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 09/07/2000 4.5 Pretreatment nc 2.1
Neutrophils 22/07/2000 1.4 Pretreatment nc 2.1
White blood cells 09/07/2000 5.4 Pretreatment wbc. 4.0
White blood cells 22/07/2000 4.0 Pretreatment wbc. 4.0

Laboratory Investigations:

38Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 162.0

CLOZARIL (Suspected)

01/02/2000 09/07/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1156567

Preferred Term Severity Report Description Treatment
Neutropenia Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 622 of 774

Case Number: Gender:
Weight:21/08/2000

02/08/2000
Causality possibleUnknown
11/11/1967DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Serum drug level Norclozapine level taken 25/02/00 was within parameters 
(norclozapine 1000ng/ ml). the clozapine level was measured 
on 02/08/00, clozapine was 750ng/ml but norclozapine was 
5000ng/ml.

Laboratory Investigations:

32Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZARIL (Interaction)

CONTIN

Reason:

Depression

Stopped:Started:Batch:

Dose Unspecified Daily OralCapsule 3.0

HYPERICUM-ST JOHN'S WORT (Interaction) Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 60.0

CITALOPRAM HYDROBROMIDE (Other drug)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1156570

Preferred Term Severity Report Description Treatment
Drug level increased Raised norclozapine level



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 623 of 774

Case Number: Gender:
Weight:

 - the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.

21/08/2000

31/08/2000
Causality possibleUnknown

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 375.0

CLOZARIL (Suspected)

CONTIN

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

OLANZAPINE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1156575

Preferred Term Severity Report Description Treatment
Therapeutic response decreased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 624 of 774

Case Number: Gender:
Weight:09/08/2000

22/11/1996
Causality probableRecovered
28/09/1959DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

37Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

25/07/1996 22/11/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1156640

Preferred Term Severity Report Description Treatment
Headache Severe
Nausea Severe Clozaril discontinued.
Tachycardia Severe
Vomiting Severe



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 625 of 774

Case Number: Gender:
Weight:

This patient experienced two episodes of orthostatic hypotension on 07/06/00 and on 31/06/00, 6 years after starting clozaril.

18/08/2000

07/06/2000
Causality possibleUnknown
06/05/1956DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

44Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 125.0

CLOZARIL (Suspected)

01/08/1994 30/06/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1156660

Preferred Term Severity Report Description Treatment
Orthostatic hypotension Clozaril ceased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 626 of 774

Case Number: Gender:
Weight:21/08/2000

Causality possibleUnknown
09/01/1971DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 01/08/2000 7.5
Neutrophils 06/08/2000 11.1
Neutrophils 08/08/2000 5.8
Neutrophils 17/08/2000 7.2
Other data Fever 39 degrees.
White blood cells 01/08/2000 11.6
White blood cells 06/08/2000 12.5

Laboratory Investigations:

29Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 175.0

CLOZARIL (Suspected)

26/07/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1156674

Preferred Term Severity Report Description Treatment
Pyrexia Fever 39 degrees
Leukocytosis



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 627 of 774

Case Number: Gender:
Weight:21/08/2000

Causality possibleUnknown
09/01/1971DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

White blood cells 08/08/2000 8.5
White blood cells 17/08/2000 19.4

Laboratory Investigations:

29Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 175.0

CLOZARIL (Suspected)

26/07/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1156674



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 628 of 774

Case Number: Gender:
Weight:

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

21/08/2000

Causality possibleUnknown
09/08/1949DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

51Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

01/06/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1156676

Preferred Term Severity Report Description Treatment
Sinusitis Recurrent sinusitis



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 629 of 774

Case Number: Gender:
Weight:

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

21/08/2000

Causality possibleUnknown
13/12/1976DOB:

Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Eosinophils Eosinophil count (0.51)

Laboratory Investigations:

23Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

01/03/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1156678

Preferred Term Severity Report Description Treatment
Eosinophilia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 630 of 774

Case Number: Gender:
Weight:

Patient has history of obesity.  - 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.

23/08/2000

31/10/1996
Causality possibleNot yet recovered
18/01/1957DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

39Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

CLOZARIL (Suspected)

01/10/1994 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1156697

Preferred Term Severity Report Description Treatment
Diabetes mellitus Drug-induced diabetes.
Hyperglycaemia The patient was treated with 

diamicron.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 631 of 774

Case Number: Gender:
Weight:

Patient has history of obesity.

23/08/2000

22/01/1998
Causality possibleNot yet recovered
08/06/1961DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

36Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

MOCLOBEMIDE (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 175.0

CLOZARIL (Suspected)

23/04/1996 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1156698

Preferred Term Severity Report Description Treatment
Diabetes mellitus Drug-induced diabetes.
Hyperglycaemia The patient was treated with 

metformin.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 632 of 774

Case Number: Gender:
Weight:

The patient has had sufficient levels in the past. patient maintains that he is compliant.

23/08/2000

Causality possibleUnknown
12/09/1977DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Serum drug level Low clozaril plasma level of 20.

Laboratory Investigations:

22Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 750.0

CLOZARIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1156701

Preferred Term Severity Report Description Treatment
Anorexia Recent periods of anorexia.
Drug level decreased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 633 of 774

Case Number: Gender:
Weight:22/08/2000

12/02/1997
Causality probableRecovered
05/11/1939DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

57Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

02/02/1994

Reason:

Hospitalisation:

Report Details:
Seq: 1156714

Preferred Term Severity Report Description Treatment
Neutropenia Clozaril ceased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 634 of 774

Case Number: Gender:
Weight:22/08/2000

09/12/1994
Causality possibleUnknown
30/07/1952DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

42Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

20/06/1994 30/11/1994

Reason:

Hospitalisation:

Report Details:
Seq: 1156715

Preferred Term Severity Report Description Treatment
Grand mal convulsion
Hypertension Clozaril ceased and 

recommenced on 14/09/1999.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 635 of 774

Case Number: Gender:
Weight:22/08/2000

01/09/1999
Causality possibleRecovered
03/07/1968DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

31Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram 1 time OralTablet 12.5

CLOZARIL (Suspected)

01/09/1999 01/09/1999

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1156716

Preferred Term Severity Report Description Treatment
Hypotension
Syncope Patient hospitalised. clozaril 

ceased. iv fluids given.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 636 of 774

Case Number: Gender:
Weight:22/08/2000

26/06/2000
Causality possibleUnknown
05/09/1974DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data 26/06/00 - electrocardiogram - tachycardia is present at 150 
bpm, normal pulse is 100 bpm.

Laboratory Investigations:

25Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

CLOZARIL (Suspected)

16/06/2000 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1156717

Preferred Term Severity Report Description Treatment
Tachycardia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 637 of 774

Case Number: Gender:
Weight:20/08/2000

Causality possibleRecovered
01/09/1926DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

73Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

10/02/1997

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1156774

Preferred Term Severity Report Description Treatment
Cardiac disorder Clozaril ceased. pt admitted to 

coronary care unit.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 638 of 774

Case Number: Gender:
Weight:28/08/2000

14/08/2000
Causality possibleUnknown
15/01/1950DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Haematology Pretreatment wbc = 3.7, nc = 2.5, 14/08/2000 wbc = 3.7, nc = 
1.3

Laboratory Investigations:

50Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 125.0

CLOZARIL (Suspected)

24/04/1996 14/08/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1156868

Preferred Term Severity Report Description Treatment
Neutropenia Clozaril ceased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 639 of 774

Case Number: Gender:
Weight:

Patient also taking benztropine, amitriptyline, ranitidine. previously, while in hospital for a relapse of schizophrenia, after the initia 
tion of clozaril, the patient developed swelling of the hands, face and eyes, which resolved with prednisolone.

28/08/2000

15/08/2000
Causality possibleUnknown
30/09/1953DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Eosinophils 15/08/2000 1.3
Other data Enzymes and echo were normal.

Laboratory Investigations:

46Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

01/05/2000 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1156869

Preferred Term Severity Report Description Treatment
Periorbital oedema Eyes oedema
Eosinophilia Persistently raised eosinophil count.
Oedema peripheral Swelling of hands
Face oedema



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 640 of 774

Case Number: Gender:
Weight:

Patient was receiving concomitant medication

26/07/2000

15/07/1996
Causality possibleUnknown
10/01/1953DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

43Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

11/06/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1156878

Preferred Term Severity Report Description Treatment
Eosinophilia Clozaril ceased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 641 of 774

Case Number: Gender:
Weight:

Patient also taking cogentin.  the dosage start date is not necessarily accurate but indicates that start occurred sometime during 
the month.

22/08/2000

29/12/1999
Causality probableRecovered
10/02/1961DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Haematology Wbc = 13.9, nc = 11

Laboratory Investigations:

38Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

01/11/1999 12/01/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1156879

Preferred Term Severity Report Description Treatment
Leukocytosis



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 642 of 774

Case Number: Gender:
Weight:

Patient also taking sodium valproate.

24/08/2000

11/08/2000
Causality possibleUnknown
27/12/1960DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

39Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

CLOZARIL (Suspected)

07/08/2000 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1156900

Preferred Term Severity Report Description Treatment
Myalgia Muscle aches and pains.
Pyrexia Up to 38.5 degrees c.
Cough



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 643 of 774

Case Number: Gender:
Weight:

Patient also taking lithium, sodium valproate.  the dosage start date is not necessarily accurate but indicates that start occurred 
sometime during the month.

28/08/2000

11/08/2000
Causality probableRecovered
17/11/1957DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

42Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily750.0

LITHIUM CARBONATE (Other drug) Reason:

Stopped:Started:Batch:

Gram Daily1.0

SODIUM VALPROATE (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZARIL (Suspected)

01/03/1997 11/08/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1157051

Preferred Term Severity Report Description Treatment
Drug withdrawal syndrome Cholinergic rebound symptoms
Confusional state Admitted to hospital
Psychotic disorder



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 644 of 774

Case Number: Gender:
Weight:28/08/2000

Causality possibleUnknown
DOB:

Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1157057

Preferred Term Severity Report Description Treatment
Nocturia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 645 of 774

Case Number: Gender:
Weight:

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

28/08/2000

10/07/2000
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

49YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected)

01/05/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1157074

Preferred Term Severity Report Description Treatment
Diarrhoea Clozaril ceased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 646 of 774

Case Number: Gender:
Weight:30/08/2000

17/08/2000
Causality possibleUnknown
22/01/1960DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 01/04/2000 6.1
Neutrophils 17/08/2000 1.4
White blood cells 01/04/2000 8.9
White blood cells 17/08/2000 3.4

Laboratory Investigations:

40Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZARIL (Suspected)

03/05/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1157169

Preferred Term Severity Report Description Treatment
Neutropenia Clozaril discontinued.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 647 of 774

Case Number: Gender:
65.00Weight:

Patient started clozapine at 12.5mg and increased to 450mg on 20/05/00. family history of niddm.

31/08/2000

09/07/2000
Causality possibleNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

41YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 450.0

CLOZAPINE (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1157183

Preferred Term Severity Report Description Treatment
Diabetes mellitus
Hyperglycaemia
Vomiting



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 648 of 774

Case Number: Gender:
50.00Weight:

No past history of previous reaction to clozaril.

04/09/2000

02/08/2000
Causality possibleNot yet recovered
15/01/1950DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

CLOZARIL (Suspected)

19/06/2000 03/08/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1157310

Preferred Term Severity Report Description Treatment
Neutropenia Patient was hospitalised.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 649 of 774

Case Number: Gender:
70.00Weight:

Sequelae:  abnormal echocardiogram.  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.

04/09/2000

28/07/2000
Causality possibleUnknown
14/10/1969DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Echocardiogram performed as part of routine monitoring.  ef 
approx 45 to 5%.

Laboratory Investigations:

30Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily700.0

CLOZAPINE (Suspected)

01/01/1998

Reason:

Stopped:Started:Batch:

Gram Daily1.8

SODIUM VALPROATE (Suspected)

01/01/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1157312

Preferred Term Severity Report Description Treatment
Cardiac disorder Required a visit to doctor.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 650 of 774

Case Number: Gender:
Weight:07/09/2000

20/08/2000
Causality possibleUnknown

DOB:
Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily400.0

CLOZARIL (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1157512

Preferred Term Severity Report Description Treatment
Hyperglycaemia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 651 of 774

Case Number: Gender:
Weight:

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

07/09/2000

25/08/2000
Causality possibleUnknown
20/05/1973DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Eosinophils Eosinophils 2.4 (reference values unknown).
Platelets (150-400) Platelets 450
White blood cells (4-11) Wbc 16

Laboratory Investigations:

27Age:

Additional Information:

Medicine Details:
Othr&unspec metabolic diseases

Stopped:Started:Batch:

Milligram Daily OralTablet 175.0

CLOZARIL (Suspected)

01/08/2000 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1157523

Preferred Term Severity Report Description Treatment
Leukocytosis Increased 

eosinophil/wbc/neutrophil/platelet count
Eosinophilia
Leukocytosis
Thrombocythaemia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 652 of 774

Case Number: Gender:
Weight:

The patient has had obsessive compulsive disorder for a time before starting clozaril and was fixated on handwashing and 
agoraphobic.  now the patient is obsessed with his clozaril tablets ie time to be taken and the amount and dosage must all be 
correct or the patient becomes anxious. the severity of the disorder has not changed, just the patient s fixation.  - the date of onset 
is not accurate but indicates that onset occurred sometime during the year.

08/09/2000

31/12/2000
Causality possibleUnknown

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1157557

Preferred Term Severity Report Description Treatment
Neurosis Change in fixation, obsessive compulsive 

disorter.
Anxiety



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 653 of 774

Case Number: Gender:
Weight:08/09/2000

21/08/2000
Causality probableRecovered
22/02/1954DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Haematocrit 0.33 - 0.47 27/08/2000 0.32
Haematology C reactive protein 68 mg/l (,5)
Haemoglobin 115 - 160 27/08/2000 105
Neutrophils 15/08/2000 11.8
Neutrophils 21/08/2000 7.0
Neutrophils 24/08/2000 3.2
White blood cells 15/08/2000 14.8

Laboratory Investigations:

46Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily40.0

FLUOXETINE HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 125.0

CLOZARIL (Suspected)

10/08/2000 21/08/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1157558

Preferred Term Severity Report Description Treatment
Leukopenia Decreasing white blood cell & neutrophil 

count.
C-reactive protein increased
Chest pain
Diarrhoea
Hyperhidrosis
Pyrexia Clozaril ceased. patient was 

hospitalised.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 654 of 774

Case Number: Gender:
Weight:08/09/2000

21/08/2000
Causality probableRecovered
22/02/1954DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

White blood cells 21/08/2000 8.0
White blood cells 24/08/2000 4.8

Laboratory Investigations:

46Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily40.0

FLUOXETINE HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 125.0

CLOZARIL (Suspected)

10/08/2000 21/08/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1157558



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 655 of 774

Case Number: Gender:
Weight:

Alcohol use years ago, not recently.  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.

08/09/2000

Causality possibleUnknown
21/01/1954DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Echocardiograms show mild to early stage cardiomyopathy.

Laboratory Investigations:

46Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 650.0

CLOZARIL (Suspected)

01/01/1997 28/08/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1157561

Preferred Term Severity Report Description Treatment
Cardiomyopathy Abnormal routine echocardiogram, dilated. Dose reduction of clozaril.  it is 

planned to ceased clozaril 
treatment.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 656 of 774

Case Number: Gender:
Weight:

Patient also taking sertraline.

08/09/2000

25/08/2000
Causality possibleNot yet recovered
15/05/1952DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

48Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

09/08/2000 25/08/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1157562

Preferred Term Severity Report Description Treatment
Pallor Pale face.
Face oedema Puffy face.
Tongue oedema Swollen tongue. Clozaril ceased.
Dyspnoea Trouble breathing.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 657 of 774

Case Number: Gender:
Weight:08/09/2000

Causality possibleUnknown
18/07/1933DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

67Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1157563

Preferred Term Severity Report Description Treatment
Myocardial infarction Acute myocardial infarction. Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 658 of 774

Case Number: Gender:
Weight:

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

08/09/2000

Causality possibleUnknown
28/06/1956DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

44Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected)

01/01/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1157569

Preferred Term Severity Report Description Treatment
Somnolence Feeling sleepy all day.
Dizziness
Nausea



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 659 of 774

Case Number: Gender:
Weight:

 - the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.

08/09/2000

31/08/2000
Causality possibleUnknown

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Pharmacokinetics Norclozapine level (2121 units not specified).

Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1157570

Preferred Term Severity Report Description Treatment
Drug level increased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 660 of 774

Case Number: Gender:
Weight:11/09/2000

Causality possibleNot yet recovered
17/08/1979DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

21Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

31/07/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1157591

Preferred Term Severity Report Description Treatment
Nausea Patinet was treated with 

rantidine.  this was 
unsuccessful.  the patient is 
now being treated with 
omeprazole however the 
nausea still continues.

Vomiting



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 661 of 774

Case Number: Gender:
Weight:

Patient also taking thyroxine and benztropine.

11/09/2000

01/06/2000
Causality possibleUnknown
31/12/1952DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Pharmacokinetics 01/06/2000 1829 Clozapine (ref 64-970) for june.
Pharmacokinetics 12/08/2000 627 Clozapine (ref 64-970) for june.
Pharmacokinetics 01/06/2000 890 Norclozapine (ref 59-744) for june.
Pharmacokinetics 12/08/2000 3036 Norclozapine (ref 59-744) for june.

Laboratory Investigations:

47Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

L TERM CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1157595

Preferred Term Severity Report Description Treatment
Vomiting Vomited twice in the last two months.
Drug level increased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 662 of 774

Case Number: Gender:
Weight:

History of alcohol abuse.  the dosage start date is not accurate but indicates that start occurred sometime during the year.

11/09/2000

28/07/2000
Causality possibleUnknown
14/10/1969DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Abnormal echocardiogram, mildly reduced left ventricular 
systolic function, suspected cardiomyopathy. no significant 
vlvular abnormalities. ejection fraction 45 +/- 5%. (28/7/00).

Laboratory Investigations:

30Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily600.0

SODIUM VALPROATE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 700.0

CLOZARIL (Suspected)

01/01/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1157635

Preferred Term Severity Report Description Treatment
Cardiomyopathy Dose reduction of clozaril.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 663 of 774

Case Number: Gender:
Weight:

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

11/09/2000

31/08/2000
Causality possibleRecovered
13/04/1972DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Haematology White cell count and neutrophils are within normal range.

Laboratory Investigations:

28Age:

Additional Information:

Medicine Details:
Othr&unspec metabolic diseases

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

01/01/1998 31/08/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1157637

Preferred Term Severity Report Description Treatment
Respiratory failure Acute respiratory failure. Ceased clozaril admitted to 

hospital
Pneumonia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 664 of 774

Case Number: Gender:
Weight:

An autopsy was performed which showed the cause of death as:1a) cardio-pulmonary arrest 1b) aspiration 1c) intestinal 
obstruction 1d) hyponatraemia and 2) chronic schizophrenia. the dose halt date is not necessarily accurate but indicates the drug 
was stopped sometime in november 2001.

11/09/2000

Causality possibleDeath, maybe drug
26/06/1934DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

66Age:

Additional Information:

Medicine Details:
Schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

15/01/1997 28/11/2001

Reason:

Hospitalisation:

Report Details:
Seq: 1157645

Preferred Term Severity Report Description Treatment
Hyponatraemia Ceased clozaril



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 665 of 774

Case Number: Gender:
Weight:

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

11/09/2000

28/08/2000
Causality possibleUnknown
02/02/1956DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

44Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Daily2.5

SODIUM VALPROATE (Other drug) Reason:

Othr&unspec metabolic diseases

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

01/01/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1157646

Preferred Term Severity Report Description Treatment
Leukopenia Decrease wbc.
Pyrexia Required 

Specialist 
Consultation

Mild fever

Apnoea Stopped breathing
Constipation
Dizziness
Dyspepsia
Fatigue
Headache
Nausea



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 666 of 774

Case Number: Gender:
Weight:

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

11/09/2000

28/08/2000
Causality possibleUnknown
02/02/1956DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

44Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Daily2.5

SODIUM VALPROATE (Other drug) Reason:

Othr&unspec metabolic diseases

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

01/01/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1157646

Preferred Term Severity Report Description Treatment
Salivary hypersecretion
Vomiting
Weight increased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 667 of 774

Case Number: Gender:
Weight:

Patient experienced symptoms several years after commencing clozaril.  the dosage start date is not accurate but indicates that 
start occurred sometime during the year.

12/09/2000

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

01/01/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1157648

Preferred Term Severity Report Description Treatment
Eosinophilic pneumonia Eosinophilic lung infiltration



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 668 of 774

Case Number: Gender:
Weight:

Patient also taking - cogentin.

11/09/2000

05/09/2000
Causality possibleDeath
13/04/1970DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

30Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

CLOZARIL (Suspected)

20/08/2000 05/09/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1157653

Preferred Term Severity Report Description Treatment
Sudden death Patient died on 05/09/2000. an 

autopsy will be performed.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 669 of 774

Case Number: Gender:
Weight:11/09/2000

24/08/2000
Causality possibleDeath, maybe drug
14/05/1919DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

81Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 19.0

CLOZARIL (Suspected)

21/11/1996 24/08/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1157685

Preferred Term Severity Report Description Treatment
Sudden death Patient died in bed whilst in a nursing 

home.
Date of death 24.8.00.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 670 of 774

Case Number: Gender:
Weight:

Patient was monitored very closely while on clozaril because of underlying cardiac problems.

11/09/2000

19/08/2000
Causality possibleDeath
13/08/1948DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

52Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 125.0

CLOZARIL (Suspected)

17/06/1999 19/08/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1157697

Preferred Term Severity Report Description Treatment
Atrial fibrillation Stroke, brain stem infarct.
Cerebrovascular disorder
Sudden death



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 671 of 774

Case Number: Gender:
Weight:

Patient also taking - sodium valroate, risperidone and melleril.

13/09/2000

30/08/2000
Causality possibleUnknown
10/02/1978DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Biochemistry Elevated troponin. troponin =1 (ref < 0.7) on 30/08/2000.
Electrographics Ecg is normal.

Laboratory Investigations:

22Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 225.0

CLOZARIL (Suspected)

18/08/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1157756

Preferred Term Severity Report Description Treatment
Tachycardia Required 

Specialist 
Consultation

Mild tachycardia.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 672 of 774

Case Number: Gender:
Weight:

Patient had a history of general poor health. the patient suffered from obesity, chronic obstructive airways disease from smoking, 
diet controlled diabetes and a recently fractured rib and hip, pneumonia in jun 2000 and probable viral meningitis.

18/09/2000

08/09/2000
Causality possibleDeath
05/05/1946DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Autopsy: patient died from probable drug-(clozapine) induced 
ileus, probable electrolyte imbalance and probable viral 
meningitis.

Laboratory Investigations:

54Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily InhalationInhalation 2.0

BECLOFORTE (Other drug) Reason:

Stopped:Started:Batch:

Gram Daily1.0

PARACETAMOL (Other drug) Reason:

Stopped:Started:Batch:

Dose Unspecified Daily InhalationInhalation 2.0

SALBUTAMOL (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

10/04/1998 08/09/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1157809

Preferred Term Severity Report Description Treatment
Electrolyte imbalance Electrolyte imbalance
Convulsion Generalized seizure
Meningitis Viral meningitis
Anorexia
Apnoea
Drug level increased
Hypotension
Ileus Admitted to hospital, 

attempted resuscitation 
without success.

Somnolence



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 673 of 774

Case Number: Gender:
Weight:

Patient had a history of general poor health. the patient suffered from obesity, chronic obstructive airways disease from smoking, 
diet controlled diabetes and a recently fractured rib and hip, pneumonia in jun 2000 and probable viral meningitis.

18/09/2000

08/09/2000
Causality possibleDeath
05/05/1946DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

54Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily InhalationInhalation 2.0

BECLOFORTE (Other drug) Reason:

Stopped:Started:Batch:

Gram Daily1.0

PARACETAMOL (Other drug) Reason:

Stopped:Started:Batch:

Dose Unspecified Daily InhalationInhalation 2.0

SALBUTAMOL (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

10/04/1998 08/09/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1157809

Preferred Term Severity Report Description Treatment
Sudden death
Syncope



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 674 of 774

Case Number: Gender:
Weight:

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

18/09/2000

Causality possibleRecovered
08/12/1954DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

45Age:

Additional Information:

Medicine Details:
Schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

CLOZARIL (Suspected)

01/07/1999 CONTIN

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1157855

Preferred Term Severity Report Description Treatment
Embolism Patient was hospitalised and 

treated with warfarin.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 675 of 774

Case Number: Gender:
Weight:18/09/2000

08/08/2000
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Electroencephalog
raphy

9/10/00: eeg (electroencephalogram): diffusely slowed activities 
moderately abnormal. there is particular emphasis of projection 
of slow wave activity bi-frontally.

Laboratory Investigations:

30YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZARIL (Suspected)

03/03/2000 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1157856

Preferred Term Severity Report Description Treatment
Convulsion Required 

Specialist 
Consultation

Mild epilepsy



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 676 of 774

Case Number: Gender:
Weight:

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

18/09/2000

28/08/2000
Causality possibleRecovered
02/02/1959DOB:

Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Electroencephalog
raphy

Electroencephalogram showed 'crytogenic focal epilepsy'
Other data Computer tomography scan was normal.
Serum drug level 31/10/00: patient's serum clozapine level was 284ng/ml on a 

dose of 50mg mane and 100mg nocte (blood was taken 12 
hours after the night time dose). minimum threshold for a 
therapeutic response is 350 ng/ml

Laboratory Investigations:

41Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily15.0

NICORETTE PATCH (Other drug) Reason:

Schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

CLOZARIL (Suspected)

01/05/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1157857

Preferred Term Severity Report Description Treatment
Hallucination Auditory hallucinations
Depersonalisation Depressed mood and dissociation
Dizziness Falling over not assoc with dizziness/drops 

things
Convulsion Myoclonic jerks Clonazepam
Dysarthria Slurring of speech
Weight increased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 677 of 774

Case Number: Gender:
Weight:20/09/2000

08/09/2000
Causality possibleUnknown
11/06/1974DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Diagnosed with cardiomyopathy on a routine echocardiogram.

Laboratory Investigations:

26Age:

Additional Information:

Medicine Details:
Othr&unspec metabolic diseases

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1157930

Preferred Term Severity Report Description Treatment
Cardiomyopathy Global left ventricular reduction (20%)



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 678 of 774

Case Number: Gender:
Weight:

No history of previous seizures and there was no recent head trauma or electroconvulsive therapy.  the dosage start date is not 
necessarily accurate but indicates that start occurred sometime during the month.

20/09/2000

07/09/2000
Causality possibleRecovered
07/02/1978DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Computer tomography scan completed on 7 september was 
normal.

Laboratory Investigations:

22Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

01/06/2000 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1157932

Preferred Term Severity Report Description Treatment
Convulsion Clozaril reduced



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 679 of 774

Case Number: Gender:
Weight:

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

11/09/2000

04/04/1995
Causality probableRecovered
02/11/1938DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

56Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected)

03/03/1995 28/05/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1157980

Preferred Term Severity Report Description Treatment
Leukocytosis
Malaise
Pyrexia Clozaril ceased. after two 

unsuccessful attempts of 
recommencing clozapine, 
respiradone was commenced.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 680 of 774

Case Number: Gender:
Weight:

Patient died on 10/9/00 5 months after commencing clozaril.

25/09/2000

10/09/2000
Causality possibleDeath
16/02/1975DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data 23/4/01: the coroner's report revealed that the cause of death 
was 'acute multiple drug toxicity'. samples of blood, liver & 
stomach contents were taken at autopsy in sep 2000 for 
toxicological analysis. the results of the analysis were high 
levels of clozapine and paracetamol. alcohol was also detected 
as was fluoxetine. the stomach was not analysed. there was no 
autopsy evidence of

Laboratory Investigations:

25Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ORAL CONTRACEPTIVE NOS (Other drug) Reason:

Stopped:Started:Batch:

0.0

PANADEINE FORTE (Other drug) Reason:

Stopped:Started:Batch:

0.0

PANAMAX (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily20.0

FLUOXETINE HYDROCHLORIDE (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1158023

Preferred Term Severity Report Description Treatment
Sudden death



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 681 of 774

Case Number: Gender:
Weight:

Patient died on 10/9/00 5 months after commencing clozaril.

25/09/2000

10/09/2000
Causality possibleDeath
16/02/1975DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Cont. any clinically significant naturally occurring organic 
disease which might have caused or contributed to her death. 
the patient most likely died from the combined toxic effects of 
the drugs detected in her blood.

Pharmacokinetics Blood: alcohol - 78mg/100ml; clozapine - 11mg/kg; paracetamol 
- 62 mg/kg; fluoxetine - <0.15mg/kg. liver: clozapine - detected; 
fluoxetine - detected. stomach/contents: - not analysed.

Laboratory Investigations:

25Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily10.0

TEMAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily50.0

SERTRALINE HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 375.0

CLOZARIL (Suspected)

04/04/2000 10/09/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1158023



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 682 of 774

Case Number: Gender:
Weight:25/09/2000

08/09/2000
Causality possibleUnknown
08/03/1961DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

39Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 450.0

CLOZARIL (Suspected)

09/05/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1158071

Preferred Term Severity Report Description Treatment
Suicide attempt Overdose



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 683 of 774

Case Number: Gender:
Weight:25/09/2000

Causality possibleUnknown
DOB:

Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

PAROXETINE HYDROCHLORIDE (Suspected) Reason:

Stopped:Started:Batch:

0.0

BENZTROPINE MESYLATE (Suspected) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZARIL (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1158072

Preferred Term Severity Report Description Treatment
Coordination abnormal



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 684 of 774

Case Number: Gender:
Weight:25/09/2000

11/09/2000
Causality possibleDeath
09/07/1946DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

54Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

PANADEINE (Other drug) Reason:

Stopped:Started:Batch:

0.0

BENZTROPINE MESYLATE (Other drug) Reason:

Stopped:Started:Batch:

0.0

TEGRETOL (Suspected) Reason:

Stopped:Started:Batch:

0.0

CLOPIXOL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1158074

Preferred Term Severity Report Description Treatment
Sudden death Found dead at night, no autopsy 

performed.
Pyrexia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 685 of 774

Case Number: Gender:
Weight:25/09/2000

11/09/2000
Causality possibleDeath
09/07/1946DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

54Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 125.0

CLOZARIL (Suspected)

20/08/1999 11/09/2000

Reason:

Stopped:Started:Batch:

Gram Daily1.5

EPILIM (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1158074



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 686 of 774

Case Number: Gender:
Weight:26/09/2000

13/09/2000
Causality possibleNot yet recovered
23/12/1946DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Myocarditis diagnosed on echocardiogram. ejection fraction was 
30%.

Laboratory Investigations:

53Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected)

22/06/1998 19/09/2000

Reason:

Stopped:Started:Batch:

Milligram Daily2.5

HALOPERIDOL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1158125

Preferred Term Severity Report Description Treatment
Chest pain
Myocarditis
Orthostatic hypotension



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 687 of 774

Case Number: Gender:
Weight:

157973 is a duplicate of 158126.

26/09/2000

Causality possibleRecovered
08/12/1978DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data On echocardiography there was evidence of mild myocarditis 
and cardiomyopathy. a repeat echocardiogram one month after 
ceasing clozaril showed normal cardiac chambers and valves. 
there has been a reduction in left ventricular chamber size and 
an improvement in left ventricular function compared to the 
previous study of 11 sept 2000.

Laboratory Investigations:

21Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

SODIUM VALPROATE (Suspected) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

25/08/2000 10/09/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1158126

Preferred Term Severity Report Description Treatment
Cardiomegaly Patient's heart is somewhat enlarged.
Cardiomyopathy
Myocarditis Treated with captopril and 

clozaril ceased.
Pyrexia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 688 of 774

Case Number: Gender:
62.00Weight:

Patient was also taking tamoxifen.

03/10/2000

Causality possibleNot yet recovered
23/01/1921DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

ALT = SGPT 05/09/2000 18
ALT = SGPT 17/09/2000 205
Albumin 05/09/2000 49
Albumin 17/09/2000 41
Bilirubin 05/09/2000 <20
Bilirubin 17/09/2000 >20
GGT = SGGT = 
GGTP

05/09/2000 82

Laboratory Investigations:

79Age:

Additional Information:

Medicine Details:
Othr&unspec metabolic diseases

Stopped:Started:Batch:

Milligram Daily OralTablet 12.5

CLOZAPINE (Suspected)

12/09/2000 17/09/2000

Reason:

Ac upr resp inf,mult,unsp stes

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 2.0

AUGMENTIN DUO FORTE (Suspected)

17/09/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1158190

Preferred Term Severity Report Description Treatment
Hepatic function abnormal Clozapine ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 689 of 774

Case Number: Gender:
62.00Weight:

Patient was also taking tamoxifen.

03/10/2000

Causality possibleNot yet recovered
23/01/1921DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

GGT = SGGT = 
GGTP

17/09/2000 217
SAP = ALP 05/09/2000 54
SAP = ALP 17/09/2000 82

Laboratory Investigations:

79Age:

Additional Information:

Medicine Details:
Othr&unspec metabolic diseases

Stopped:Started:Batch:

Milligram Daily OralTablet 12.5

CLOZAPINE (Suspected)

12/09/2000 17/09/2000

Reason:

Ac upr resp inf,mult,unsp stes

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 2.0

AUGMENTIN DUO FORTE (Suspected)

17/09/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1158190



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 690 of 774

Case Number: Gender:
80.00Weight:

Patient was also taking heparin, amoxycillin, ciprofloxacin, atenolol, ostelin patient recovered 24/9/00.

04/10/2000

20/09/2000
Causality probableRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

71YAge:

Additional Information:

Medicine Details:
Schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

CLOZAPINE (Suspected)

19/06/2000 20/09/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1158286

Preferred Term Severity Report Description Treatment
Neutropenia Ceased clozapine



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 691 of 774

Case Number: Gender:
Weight:10/10/2000

Causality certainNot yet recovered
05/10/1948DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

52Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

CLOZARIL (Suspected)

17/08/2000 29/09/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1158393

Preferred Term Severity Report Description Treatment
Muscle twitching



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 692 of 774

Case Number: Gender:
Weight:

- 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.

10/10/2000

31/12/1997
Causality possibleNot yet recovered
09/06/1974DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Biochemistry Raised alkaline phosphatase and ggt.
Biochemistry Low high density lipoprotein (consistent with the diabetic lipid 

pattern.)

GGT = SGGT = 
GGTP

13/06/2000 35
Other data Sept 1997 oesophageal ulceration was noted on ogd 

(oro-gastro-duodenoscopy).

SAP = ALP 13/06/2000 111

Laboratory Investigations:

23Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

01/06/1996 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1158394

Preferred Term Severity Report Description Treatment
Abdominal pain
Blood alkaline phosphatase increased
Diabetes mellitus Given metformin, zoton and 

zoloft.
Gamma-glutamyltransferase increased
Hepatic function abnormal
Hyperlipidaemia
Oesophagitis ulcerative
Rash pustular



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 693 of 774

Case Number: Gender:
Weight:

- 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.

10/10/2000

31/12/1997
Causality possibleNot yet recovered
09/06/1974DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Triglyceride 13/06/2000 3.54

Laboratory Investigations:

23Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

01/06/1996 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1158394



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 694 of 774

Case Number: Gender:
Weight:

Left ventricular diastolic misfunction and several other abnormalities.  - 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.

09/10/2000

31/08/2000
Causality possibleUnknown
03/12/1951DOB:

Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Radiololgy The ejection fraction was >60%

Laboratory Investigations:

48Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

01/03/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1158396

Preferred Term Severity Report Description Treatment
Cardiac disorder Abnormal echocardiogram



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 695 of 774

Case Number: Gender:
Weight:09/10/2000

08/08/2000
Causality probableRecovered
30/07/1977DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

23Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZAPINE (Suspected)

28/07/2000 11/08/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1158407

Preferred Term Severity Report Description Treatment
Pyrexia Temp 38.6 c degrees
Confusional state
Headache Clozapine ceased.
Neuroleptic malignant syndrome
Pain
Somnolence
Tachycardia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 696 of 774

Case Number: Gender:
Weight:11/10/2000

Causality possibleUnknown
15/05/1946DOB:

Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Enlarged heart on echocardiogram in september 2000.

Laboratory Investigations:

54Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1158433

Preferred Term Severity Report Description Treatment
Cardiomegaly
Dyspnoea
Leukocytosis



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 697 of 774

Case Number: Gender:
Weight:09/10/2000

15/09/2000
Causality probableRecovered
20/12/1976DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Electrocardiograph
y

Ecg - st depression --> t wave inversion leads v3-6.

Laboratory Investigations:

23Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

InhalationInhalation 0.0

RHINOCORT (Other drug)

14/09/2000

Reason:

Stopped:Started:Batch:

Milligram Daily10.0

OLANZAPINE (Other drug)

23/08/2000

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

01/09/2000 18/09/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1158435

Preferred Term Severity Report Description Treatment
Leukocytosis Elevated white blood cells.
Pleuritic pain Pleuretic chest pain
Electrocardiogram T wave inversion
Electrocardiogram abnormal
Myocarditis
Pyrexia Aspirin, digoxin. clozaril 

ceased.
Tachycardia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 698 of 774

Case Number: Gender:
Weight:

Patient also taking ceftriaxone, rulide, valproate.  the dosage start date is not accurate but indicates that start occurred sometime 
during the year.

11/10/2000

03/10/2000
Causality possibleUnknown
14/04/1939DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Haematology Pretreatment: wbc 5.2; nc 3.0; 3/9/00 wbc 8.5; nc 6.4
Other data Echocardiogram on 5/9/00 showed a small/moderate effusion. 

the patient had a repeat echocardiogram on 11/9/00 and this 
showed a trivial effusion. by the time the patient was 
discharged, the effusion was small and was felt to be secondary 
to her infection.

Laboratory Investigations:

61Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

CLOZARIL (Suspected)

01/01/1995 CONTIN

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1158436

Preferred Term Severity Report Description Treatment
Cough
Dyspnoea
Fatigue
Pericardial effusion
Pericarditis
Pneumonia
Pyrexia
Somnolence



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 699 of 774

Case Number: Gender:
Weight:09/10/2000

22/09/2000
Causality probableRecovered
17/08/1950DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

CLOZARIL (Suspected)

22/09/2000 22/09/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1158456

Preferred Term Severity Report Description Treatment
Somnolence



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 700 of 774

Case Number: Gender:
Weight:

Patient also taking tegretol, clopixol.

16/10/2000

11/09/2000
Causality possibleUnknown
09/07/1946DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

54Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 125.0

CLOZARIL (Suspected)

20/08/1999 11/09/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1158515

Preferred Term Severity Report Description Treatment
Salivary hypersecretion
Somnolence



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 701 of 774

Case Number: Gender:
Weight:

Patient had gastro-oesophageal reflux prior to clozapine.

16/10/2000

Causality possibleRecovered
05/01/1944DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

56Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily300.0

CLOZAPINE (Suspected)

17/08/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1158570

Preferred Term Severity Report Description Treatment
Dyspepsia Heartburn much worse since started 

clozapine.
Tazac. required a visit to 
doctor.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 10:59AM Database: pusime02 ADRS004 Page 702 of 774

Case Number: Gender:
Weight:

Patient also taking - sinemet, frusemide and aldactone.

16/10/2000

24/08/2000
Causality possibleUnknown
06/11/1931DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 09/08/2000 6.7
Neutrophils 17/08/2000 3.7
Neutrophils 24/08/2000 0.2
Neutrophils 26/08/2000 0.0
Neutrophils 01/09/2000 2.3

Laboratory Investigations:

68Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily12.5

CLOZAPINE (Suspected)

21/07/2000 02/08/2000

Reason:

Stopped:Started:Batch:

Milligram Daily18.7

CLOZAPINE (Suspected)

03/08/2000 24/08/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1158622

Preferred Term Severity Report Description Treatment
Infection Chest infection.
Agranulocytosis
Neutropenia Severe Cease clozepine. given iv 

antibiotics



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 703 of 774

Case Number: Gender:
Weight:18/10/2000

27/09/2000
Causality possibleRecovered
15/05/1946DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Echocardiogram indicated dilated left ventricle, moderate to 
severe global systolic dysfunction.  dilated right ventricle.  
dilated left and right atrium

Laboratory Investigations:

54Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily600.0

SODIUM VALPROATE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily20.0

TEMAZEPAM (Other drug) Reason:

Othr&unspec metabolic diseases

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected)

01/09/2000 28/09/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1158651

Preferred Term Severity Report Description Treatment
Cardiomyopathy Patient admitted to hospital, 

discontinuation of clozaril, 
risperidone started 6/10/00.

Confusional state
Cough
Pyrexia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 704 of 774

Case Number: Gender:
Weight:

Patient was also taking sodium valproate, benztropine, gemfibrozil.

18/10/2000

20/03/2000
Causality possibleUnknown
16/11/1969DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data 20/09/00:  echocardiography showed mild left ventricular 
enlargement with mildly reduced contraction: predominately 
inferobasal/septal hypokinesia. dopper flows suggest altered 
diastolic left ventricular relaxation.

Serum drug level CLOZAPINE 03/10/2000 263

Laboratory Investigations:

30Age:

Additional Information:

Medicine Details:
Othr&unspec metabolic diseases

Stopped:Started:Batch:

Milligram Daily700.0

CLOZARIL (Suspected)

20/03/1999 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1158652

Preferred Term Severity Report Description Treatment
Cardiomegaly Mild left ventricular enlargement.
Drug level decreased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 705 of 774

Case Number: Gender:
Weight:25/10/2000

29/09/2000
Causality possibleNot yet recovered
14/12/1973DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Electrocardiograph
y

29/9/00: ecg showed sinus rhythm.
Other data 29/09/00: echocardiography showed mild septal left ventricular 

hyperthrophy with mild dyskinesia: global contraction within 
normal limits. normal aortic valve, mobile mitral valve leaflets. 
normal left atrial size. left ventricular size and systolic 
contraction are within normal limits? mild septal dyskinesis 
normal wall thickness. simpson's ejection fraction = 49%. right 
heart appears

Laboratory Investigations:

26Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily550.0

CLOZARIL (Suspected)

29/02/2000 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily40.0

PAROXETINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1158847

Preferred Term Severity Report Description Treatment
Cardiomyopathy Patient hospitalised.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 706 of 774

Case Number: Gender:
Weight:25/10/2000

29/09/2000
Causality possibleNot yet recovered
14/12/1973DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Normal.  no pericardial effusion. mild septal left ventricular 
hypertrophy with mild dyskinesia: global contraction within 
normal limits.

Serum drug level 1/9/00: clozapine level 364 ng/ml.

Laboratory Investigations:

26Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily550.0

CLOZARIL (Suspected)

29/02/2000 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily40.0

PAROXETINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1158847



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 707 of 774

Case Number: Gender:
Weight:

Patient had a history of neutropenia and agranulocytosis. clozaril treatment was ceased for two weeks in may 2000 (due to 
agranulocytosis) and for one week in september 2000 (due to neutropenia). the patient ceased clozaril treatment one week before 
death, due to end stage leukaemia.  - the date of onset is not necessarily accurate but indicates that onset occurred sometime 
during the month.

31/10/2000

31/10/2000
Causality possibleDeath
20/07/1968DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

32Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

16/01/1999 03/10/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1158908

Preferred Term Severity Report Description Treatment
Leukaemia
Sudden death



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 708 of 774

Case Number: Gender:
Weight:

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

03/11/2000

Causality possibleRecovered
07/08/1955DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

45Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 550.0

CLOZARIL (Suspected)

24/06/1996 28/07/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1159036

Preferred Term Severity Report Description Treatment
Bacterial infection Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 709 of 774

Case Number: Gender:
Weight:

Patient also taking valium.

09/10/2000

30/08/2000
Causality probableRecovered
13/07/1981DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

19Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 225.0

CLOZARIL (Suspected)

23/08/2000 30/08/2000

Reason:

Hospitalisation: Hospitalisation prolonged

Report Details:
Seq: 1159037

Preferred Term Severity Report Description Treatment
Blood creatine phosphokinase increased
Headache
Hypertension
Nausea
Pyrexia Clozaril ceased.
Tachycardia
Vomiting



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 710 of 774

Case Number: Gender:
65.00Weight:

Patient also taking valproate.

18/10/2000

13/09/2000
Causality possibleUnknown
05/09/1939DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 25/05/1999 2.6
Neutrophils 13/09/2000 1.4
White blood cells 25/05/1999 4.3
White blood cells 13/09/2000 3.9

Laboratory Investigations:

61Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 350.0

CLOZARIL (Suspected)

03/03/2000 13/09/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1159042

Preferred Term Severity Report Description Treatment
Neutropenia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 711 of 774

Case Number: Gender:
Weight:19/09/2000

10/08/2000
Causality possibleRecovered
21/01/1985DOB:

Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

15Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected)

10/08/2000 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1159043

Preferred Term Severity Report Description Treatment
Tachycardia Atenolol.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 712 of 774

Case Number: Gender:
Weight:

Patient also taking zoloft, valium.

19/10/2000

04/09/2000
Causality probableRecovered
26/05/1976DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

24Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZARIL (Suspected)

05/07/2000 18/09/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1159044

Preferred Term Severity Report Description Treatment
Dyspnoea
Tachycardia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 713 of 774

Case Number: Gender:
80.00Weight:

Patient also taking atenolol, ostelin, heparin, amoxycillin, ciprofloxacin.

20/10/2000

20/09/2000
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

71YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

CLOZARIL (Suspected)

19/06/2000 20/09/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1159045

Preferred Term Severity Report Description Treatment
Leukopenia
Neutropenia Granulocyte stimulating factor.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 714 of 774

Case Number: Gender:
Weight:

Patient also taking micardis, lorazepam.

31/10/2000

01/10/2000
Causality probableRecovered
24/04/1950DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Blood pressure 200/110 mmhg.

Laboratory Investigations:

50Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 12.5

CLOZARIL (Suspected)

30/09/2000 01/10/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1159046

Preferred Term Severity Report Description Treatment
Hypertension
Pyrexia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 715 of 774

Case Number: Gender:
Weight:

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

03/11/2000

20/09/2000
Causality probableRecovered
25/05/1983DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Eosinophils X 10-9/L 20/09/2000 4.35
Eosinophils X 10-9/L 02/10/2000 1
Neutrophils 21/08/2000 3.4
Neutrophils 20/09/2000 4.7
White blood cells 21/08/2000 6.2
White blood cells 20/09/2000 7.4

Laboratory Investigations:

17Age:

Additional Information:

Medicine Details:
Schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

01/08/2000 21/09/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1159063

Preferred Term Severity Report Description Treatment
Eosinophilia Ceased clozaril
Tachycardia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 716 of 774

Case Number: Gender:
Weight:

Patient also taking lithium, vibramycin.  the dosage start date is not necessarily accurate but indicates that start occurred 
sometime during the month.

25/10/2000

24/03/2000
Causality possibleNot yet recovered
15/03/1973DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

27Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 450.0

CLOZARIL (Suspected)

01/01/2000 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1159078

Preferred Term Severity Report Description Treatment
Apnoea Severe Severe sleep apnoea
Sinusitis
Sweat gland disorder



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 717 of 774

Case Number: Gender:
Weight:

Patient experienced seizure during his stay in intensive care.  he has a previous history of seizures.  - 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.

14/11/2000

31/10/2000
Causality possibleRecovered
01/02/1972DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

28Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

01/01/1998 27/10/2000

Reason:

Hospitalisation: Hospitalisation prolonged

Report Details:
Seq: 1159249

Preferred Term Severity Report Description Treatment
Convulsion



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 718 of 774

Case Number: Gender:
Weight:

Patient had a history of polysubstance abuse and iv heroin user. post-mortem revealed no obvious cause of death. no further 
information is available for this case.

14/11/2000

03/11/2000
Causality possibleDeath, maybe drug
28/06/1974DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

26Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

IntravenousInjection 0.0

METHADONE HYDROCHLORIDE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

CLOZARIL (Suspected)

20/10/2000 03/11/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1159254

Preferred Term Severity Report Description Treatment
Haemorrhage Patient died from severe blood loss.
Sudden death



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 719 of 774

Case Number: Gender:
0.00Weight:

158408 is a duplicate of 159406

20/11/2000

30/10/2000
Causality possibleRecovered
26/07/1979DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

17/12/2002 Biochemistry
17/12/2002 C-Reactive Protein <1 12/03/2004 239
17/12/2002 Creatine kinase 

MB
12/03/2004 NORMAL

17/12/2002 Creatine 
phosphokinase

12/03/2004 159
17/12/2002 Electrocardiograph

y17/12/2002 Other data
17/12/2002 Troponin 12/03/2004 6.4

Laboratory Investigations:

21Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily1.0

CLONAZEPAM (Other drug) Reason:

Schizophrenia

Stopped:Started:Batch:

Milligram Daily Oral400.0

CLOZARIL (Suspected)

20/10/2000 09/11/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1159406

Preferred Term Severity Report Description Treatment
C-reactive protein increased
Dyspnoea
Electrocardiogram abnormal
Hyperhidrosis
Myocardial ischaemia
Myocarditis Ceased clozapine
Pyrexia
Tachycardia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 720 of 774

Case Number: Gender:
Weight:

159408 is a duplicate of 159406.

20/11/2000

30/10/2000
Causality possibleRecovered
26/07/1979DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Biochemistry 6/11/00: troponin 6.4, creatine kinase normal.
Other data Echocardiogram indicated left ventricular dysfunction.

Laboratory Investigations:

21Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily1.0

CLONAZEPAM (Other drug) Reason:

Schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

20/10/2000 09/11/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1159408

Preferred Term Severity Report Description Treatment
Hyperhidrosis Night sweats
Pyrexia Spiking temperature.
Dyspnoea
Electrocardiogram abnormal
Myocarditis Ceased clozaril
Tachycardia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 721 of 774

Case Number: Gender:
Weight:20/11/2000

08/11/2000
Causality probableRecovered
13/10/1975DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

25Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZARIL (Suspected)

22/05/2000 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1159410

Preferred Term Severity Report Description Treatment
Tachycardia Heart rate 210 bpm. Patient was admitted to 

hospital for 6 hours. clozaril 
dose reduced to 400mg.

Supraventricular tachycardia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 722 of 774

Case Number: Gender:
Weight:

- 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.

20/11/2000

31/03/1998
Causality possibleNot yet recovered
14/03/1960DOB:

Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Histology Myocardial biopsy indicated no myocarditis on 5 march 1998.
Other data An echocardiogram in march 1998 showed severely dilated left 

ventricle and left atrium dilated right ventricle and right atrium, 
small pericardial effusion and severe mitral regurgitation.

Laboratory Investigations:

38Age:

Additional Information:

Medicine Details:
Schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

01/01/1994 28/02/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1159430

Preferred Term Severity Report Description Treatment
Mitral valve incompetence Mitral regurgitation
Cardiomyopathy
Pericardial effusion



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 723 of 774

Case Number: Gender:
0.00Weight:20/11/2000

Causality possibleDeath
04/01/1940DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

60Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily Oral300.0

CLOZARIL (Suspected)

13/01/1999 13/11/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1159434

Preferred Term Severity Report Description Treatment
Metastatic neoplasm Widespread metastatic cancer
Sudden death



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 724 of 774

Case Number: Gender:
Weight:

Patient also taking benztropine, temazepam, clonazepam, paracetamol.

29/11/2000

10/07/2000
Causality probableRecovered
11/06/1974DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

26Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

0.0

CLOZAPINE (Suspected)

    7D

Reason:

Hospitalisation:

Report Details:
Seq: 1159599

Preferred Term Severity Report Description Treatment
Tachycardia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 725 of 774

Case Number: Gender:
Weight:

The patient has a past medical history of hospitalization during a previous challenge with clozapine therapy which lasted 3 weeks 
before the discontinuation of clozapine (date of commencement and drug withdrawal not specified).  during that hospitalization, 
the patient was reported to have had severe pneumonia.  the patient also has a past medical history of diabetes insipidus which 
disappeared during adulthood.

29/11/2000

16/11/2000
Causality possibleRecovered
20/12/1959DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

CLOZARIL (Suspected)

15/11/2000 19/11/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1159619

Preferred Term Severity Report Description Treatment
Dyspnoea
Hepatic function abnormal
Pharyngitis
Pyrexia Patient was hospitalised. 

clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 726 of 774

Case Number: Gender:
Weight:

Previous history of mitral valve prolapse, repair and asd closure in 1988.  the dosage start date is not necessarily accurate but 
indicates that start occurred sometime during the month.

29/11/2000

15/11/2000
Causality possibleDeath
13/03/1967DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Histology A cardiac biopsy was also performed and this was reported to 
be normal.

Histology Endomyocardial biopsies - essentially normal histological 
appearance.

Neutrophils 29/02/2000 2.9
Neutrophils 25/10/2000 4.2
Other data Echocardiogram showed biventricular failure

Laboratory Investigations:

33Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

SODIUM VALPROATE (Other drug) Reason:

Stopped:Started:Batch:

0.0

FRUSEMIDE (Other drug) Reason:

Stopped:Started:Batch:

0.0

SLOW-K (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

01/01/2000 13/11/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1159620

Preferred Term Severity Report Description Treatment
Cardiac failure
Cardiomyopathy Admitted to hospital on 13 

november 2000 and 
subsequently died on 14 
november. he was given 
dialysis, ionotropic drugs, intra 
aortic balloon pump inserted 
and given dopamine, 
noradrenaline and adrenaline.

Dyspnoea
Fatigue
Malaise



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 727 of 774

Case Number: Gender:
Weight:

Previous history of mitral valve prolapse, repair and asd closure in 1988.  the dosage start date is not necessarily accurate but 
indicates that start occurred sometime during the month.

29/11/2000

15/11/2000
Causality possibleDeath
13/03/1967DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Radiololgy 1. moderately dilated left ventricle with severe lv dysfunction 
(has mardedly deteriorated from last echo on 17/2/00.  2. dilated 
right heart and pulmonary artery with poor rv function.  3.  
successful asd repair and mitral valve repair with only mild 
mitral regurgitation.  4. mild-moderate pulmonary regurgitation.  
5. moderate-severe tricuspid regurgitation.

Radiololgy Boderline lv hypertrophy with normal systolic function. dilated rv 
with normal function and normal right heart pressure.

Laboratory Investigations:

33Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

SODIUM VALPROATE (Other drug) Reason:

Stopped:Started:Batch:

0.0

FRUSEMIDE (Other drug) Reason:

Stopped:Started:Batch:

0.0

SLOW-K (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

01/01/2000 13/11/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1159620

Preferred Term Severity Report Description Treatment
Sudden death



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 728 of 774

Case Number: Gender:
Weight:

Previous history of mitral valve prolapse, repair and asd closure in 1988.  the dosage start date is not necessarily accurate but 
indicates that start occurred sometime during the month.

29/11/2000

15/11/2000
Causality possibleDeath
13/03/1967DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

White blood cells 29/02/2000 5.5
White blood cells 25/10/2000 7.8

Laboratory Investigations:

33Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

SODIUM VALPROATE (Other drug) Reason:

Stopped:Started:Batch:

0.0

FRUSEMIDE (Other drug) Reason:

Stopped:Started:Batch:

0.0

SLOW-K (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

01/01/2000 13/11/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1159620



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 729 of 774

Case Number: Gender:
0.00Weight:

An autopsy was performed without significant findings. the death certificate of cause of death is stated as probable 
hyponatraemia, due to excess water ingestion, die to pulmonary oedema and chronic schizophreni a. the toxicology report 
showed that the patient's blood clozapine levels were  1.1 mg/kg. Taking clozapine > 9 months, recent increase in dosage

05/12/2000

25/11/2000
Causality possibleDeath
26/06/1957DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

43Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

CLONIDINE HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

CLONIDINE HYDROCHLORIDE (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

CLOZARIL (Suspected)

18/05/2000

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected)

25/05/2000 17/08/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1159731

Preferred Term Severity Report Description Treatment
Gastroenteritis
Hyponatraemia
Pulmonary oedema
Sudden death
Vomiting



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 730 of 774

Case Number: Gender:
0.00Weight:

An autopsy was performed without significant findings. the death certificate of cause of death is stated as probable 
hyponatraemia, due to excess water ingestion, die to pulmonary oedema and chronic schizophreni a. the toxicology report 
showed that the patient's blood clozapine levels were  1.1 mg/kg. Taking clozapine > 9 months, recent increase in dosage

05/12/2000

25/11/2000
Causality possibleDeath
26/06/1957DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

43Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

CLOZARIL (Suspected)

13/09/2000 09/11/2000

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

09/11/2000 22/11/2000

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

22/11/2000 25/11/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1159731



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 731 of 774

Case Number: Gender:
Weight:20/11/2000

Causality possibleRecovered
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

28YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

HALOPERIDOL (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily37.0

VENLAFAXINE HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily640.0

DROPERIDOL (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1159734

Preferred Term Severity Report Description Treatment
Blood creatine phosphokinase increased Clozaril ceased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 732 of 774

Case Number: Gender:
Weight:20/11/2000

Causality possibleRecovered
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

28YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

VALIUM (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

CLOZARIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1159735

Preferred Term Severity Report Description Treatment
Dyspnoea Clozaril ceased again.  

transferred to intensive care 
and placed on ventilator



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 733 of 774

Case Number: Gender:
Weight:

- 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 accurate but indicates that 
start occurred sometime during the year.

05/12/2000

31/05/2000
Causality possibleNot yet recovered
05/10/1973DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Diagnosed with cardiomyopathy on echocardiography in may 
2000, 4 years after commencing clozaril.  repeat 
echocardiography on 24 oct 2000 detected a worsening of the 
patients condition. nov 2000 echocardiogram: mild to moderate 
cardiomyopathy.

Laboratory Investigations:

26Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

CLOZARIL (Suspected)

09/05/1996 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 2.0

PAROXETINE HYDROCHLORIDE (Suspected)

01/01/1999

Reason:

Stopped:Started:Batch:

Microgram Daily OralTablet 500.0

CLONAZEPAM (Suspected)

01/01/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1159747

Preferred Term Severity Report Description Treatment
Cardiac failure
Cardiomegaly
Cardiomyopathy Treated with carvedilol.
Tachycardia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 734 of 774

Case Number: Gender:
Weight:

- 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 accurate but indicates that 
start occurred sometime during the year.

05/12/2000

31/05/2000
Causality possibleNot yet recovered
05/10/1973DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data A cardiac ultrasound in july 2000 showed cardiomegaly with 
intact systolic and normal diastolic flow parameters. an 
echocardiogram on 24 oct 2000 showed further increase in 
cardiomegaly and deterioration in lv systolic function at rest. 
estimated ejection fraction of around 35 - 40%.

Laboratory Investigations:

26Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

CLOZARIL (Suspected)

09/05/1996 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 2.0

PAROXETINE HYDROCHLORIDE (Suspected)

01/01/1999

Reason:

Stopped:Started:Batch:

Microgram Daily OralTablet 500.0

CLONAZEPAM (Suspected)

01/01/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1159747



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 735 of 774

Case Number: Gender:
Weight:05/12/2000

Causality possibleUnknown
22/10/1941DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

59Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 125.0

CLOZARIL (Suspected)

08/11/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1159748

Preferred Term Severity Report Description Treatment
Neuroleptic malignant syndrome



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 736 of 774

Case Number: Gender:
Weight:05/12/2000

Causality possibleNot yet recovered
06/11/1976DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Echocardiogram indicates myocarditis and decreased left 
ventricular function.

Laboratory Investigations:

24Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily300.0

RANITIDINE (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected)

08/11/1996 23/11/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1159749

Preferred Term Severity Report Description Treatment
Myocarditis
Tachycardia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 737 of 774

Case Number: Gender:
Weight:

The dose start date is not accurate but indicates the drug was started sometime in the year.  the dosage stop date is not 
necessarily accurate but indicates that stoppage occurred sometime during the month.

05/12/2000

05/05/2000
Causality possibleUnknown
01/10/1951DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Patient routinely screened with an echocardiogram on 05/05/00  
was reported to have myocarditis/cardiomyopathy. ejection 
fraction improved from 40% to 80% after clozaril ceased.

Other data 5/5/00: doppler echocardiogram, mild left ventricular 
hypertrophy. significant reduction in left ventricular function with 
an ejection fraction in the range 30 - 35%.

Laboratory Investigations:

48Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

01/01/1995 28/08/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1159750

Preferred Term Severity Report Description Treatment
Cardiomyopathy
Myocarditis Patinet hospitalised. clozaril 

ceased. mainained on ace 
inhibitors and beta blockers 
(lasix, perindopril and 
metoprolol)



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 738 of 774

Case Number: Gender:
Weight:

The dose start date is not accurate but indicates the drug was started sometime in the year.  the dosage stop date is not 
necessarily accurate but indicates that stoppage occurred sometime during the month.

05/12/2000

05/05/2000
Causality possibleUnknown
01/10/1951DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data 6/10/00: the left ventricle is normal in size however there is 
moderate concentric left ventricular hypertrophy. left ventricular 
ejection fraction is 83%. right ventricle is normal in size and wall 
motion. trace of mitral regurgitation. paramaters of diastolic 
function are borderline abnormal. left atrial diameter 4.48 (r 
2.4-4.0cm), fractional shortening 51% (r 29-39%),

Other data Interventricular septal thickness 1.5 (0.7-1.1cm), left ventricular 
posterior wall thickness 1.5 (0.7-1.1cm).

Laboratory Investigations:

48Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

01/01/1995 28/08/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1159750



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 739 of 774

Case Number: Gender:
Weight:

Patient aslo taking - haloperidol. relevant medical history - patient is overweight at 100 kg.

11/12/2000

04/12/2000
Causality possibleUnknown
29/05/1959DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Biochemistry 04/12/2000 0.13MCG/L Troponin t levels (0.13 mcg/l). baseline level of troponin t was 
<0.01 mcg/l prior to starting clozaril. patient's baseline level of 
troponin t was -

Biochemistry 05/12/2000 0.05MCG/L Troponin t levels (0.13 mcg/l). baseline level of troponin t was 
<0.01 mcg/l prior to starting clozaril. patient's baseline level of 
troponin t was -

Laboratory Investigations:

41Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

CLOZARIL (Suspected)

23/11/2000 05/12/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1159895

Preferred Term Severity Report Description Treatment
Chest pain Admitted to hospital for 24 

hours observation on 
05/12/2000. clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 740 of 774

Case Number: Gender:
Weight:

Patient aslo taking - haloperidol. relevant medical history - patient is overweight at 100 kg.

11/12/2000

04/12/2000
Causality possibleUnknown
29/05/1959DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Biochemistry 06/12/2000 0.04MCG/L Troponin t levels (0.13 mcg/l). baseline level of troponin t was 
<0.01 mcg/l prior to starting clozaril. patient's baseline level of 
troponin t was -

Laboratory Investigations:

41Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

CLOZARIL (Suspected)

23/11/2000 05/12/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1159895



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 741 of 774

Case Number: Gender:
Weight:

Symptoms occurred 13 days after commencing clozaril therapy. relevant medical history - heart murmur.  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.

11/12/2000

Causality possibleUnknown
02/10/1972DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

28Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

CLOZARIL (Suspected)

01/11/2000 28/11/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1159896

Preferred Term Severity Report Description Treatment
Cardiomyopathy Clozaril discontinued.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 742 of 774

Case Number: Gender:
Weight:11/12/2000

28/11/2000
Causality possibleNot yet recovered
11/12/1964DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Chest X-ray Chest x-ray revealed a mild right lower lobe consolidation and 
increased cardio-thoracic ratio

Creatine 
phosphokinase

Creatine kinase 305 on 28/1/00 (peaked at 600).

Laboratory Investigations:

35Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified As necessary4.0

ASMOL (Other drug) Reason:

Stopped:Started:Batch:

Dose Unspecified As necessary InhalationInhalation 2.0

VENTOLIN (Other drug) Reason:

Stopped:Started:Batch:

Dose Unspecified As necessary1.0

PANADEINE (Other drug) Reason:

Asthma

Stopped:Started:Batch:

Milligram Daily37.0

SOLONE (Other drug)

06/11/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1159897

Preferred Term Severity Report Description Treatment
Pyrexia High fever
Blood creatine phosphokinase increased
Bronchitis
Bronchospasm
Myocarditis Admitted to hospital and 

treated with iv antibiotics, iv 
oral steroids and 
dexamethasone

Pneumonia
Tachycardia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 743 of 774

Case Number: Gender:
Weight:11/12/2000

28/11/2000
Causality possibleNot yet recovered
11/12/1964DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Electrocardiogram indicates sinus tachycardia 13/11/00 
baseline echocardiogram indicated normal left ventricle systolic 
function and mild concentric left ventricular hypertrophy. 29/1/00 
echo- cardiogram indicated left ventricle dilated and right atrium 
dilated.

Other data Radionuclide ventriculography (rnvg) indicated a dilated left 
ventricle, left ventricular ejection fraction 51%, right ventricle 
size lower end of normal.

Laboratory Investigations:

35Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily20.0

EUHYPNOS (Other drug) Reason:

Stopped:Started:Batch:

Dose Unspecified Daily InhalationInhalation 2.0

SERETIDE ACCUHALER NOS (Other drug) Reason:

Stopped:Started:Batch:

Dose Unspecified Daily4.0

IPRATRIN (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

CLOZARIL (Suspected)

09/11/2000 29/11/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1159897



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 744 of 774

Case Number: Gender:
Weight:11/12/2000

28/11/2000
Causality possibleNot yet recovered
11/12/1964DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Troponin 25/11/2000 <0.3
Troponin 27/11/2000 1.7
Troponin 28/11/2000 2.9
Troponin 01/12/2000 0.4
Troponin 02/12/2000 <0.3

Laboratory Investigations:

35Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified As necessary4.0

ASMOL (Other drug) Reason:

Stopped:Started:Batch:

Dose Unspecified As necessary InhalationInhalation 2.0

VENTOLIN (Other drug) Reason:

Stopped:Started:Batch:

Dose Unspecified As necessary1.0

PANADEINE (Other drug) Reason:

Asthma

Stopped:Started:Batch:

Milligram Daily37.0

SOLONE (Other drug)

06/11/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1159897



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 745 of 774

Case Number: Gender:
Weight:11/12/2000

28/11/2000
Causality possibleNot yet recovered
11/12/1964DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

35Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily20.0

EUHYPNOS (Other drug) Reason:

Stopped:Started:Batch:

Dose Unspecified Daily InhalationInhalation 2.0

SERETIDE ACCUHALER NOS (Other drug) Reason:

Stopped:Started:Batch:

Dose Unspecified Daily4.0

IPRATRIN (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

CLOZARIL (Suspected)

09/11/2000 29/11/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1159897



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 746 of 774

Case Number: Gender:
Weight:

Mild global impairment of left ventricular function and mild impairment of right ventricular function, suspected myocarditis.  - 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.

11/12/2000

31/10/2000
Causality possibleUnknown
06/02/1972DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data 24/10/00: trans thoracic echocardiogram: left ventricle size 
normal but the systolic function is impaired with ejection fraction 
of 51%. right ventricle is dilated with mildly impaired function. 
valves are morphologically normal & there is trivial mitral 
regurgitation, pulmonic regurg, & tricuspid regurg. atria normal. 
pericardium normal. findings compat. with clozaril myotoxicity.

Laboratory Investigations:

28Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 800.0

CLOZARIL (Suspected)

01/01/1997 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1159906

Preferred Term Severity Report Description Treatment
Myocarditis



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 747 of 774

Case Number: Gender:
69.00Weight:

Patient also taking - valproate. clozapine was increased from 300mg/daily to 350mg/daily. patient has been taking clozapine 
therapy since may 1999.

13/12/2000

13/09/2000
Causality probableRecovered
05/09/1939DOB:

Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

61Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 350.0

CLOZAPINE (Suspected)

21/06/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1159956

Preferred Term Severity Report Description Treatment
Neutropenia Clozapine ceased. date of 

recovery 05/10/2000.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 748 of 774

Case Number: Gender:
0.00Weight:

Patient experienced reaction on a background of fluctuating levels over preceding 5 months.

29/11/2000

24/10/2000
Causality possibleNot yet recovered
14/10/1960DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

17/12/2002 Neutrophils 02/02/2006 2.0 Pretreatment: 4.0
17/12/2002 White blood cells 02/02/2006 2.9 Pretreatment: 5.5

Laboratory Investigations:

40Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily Oral250.0

CLOZARIL (Suspected)

05/06/1996 24/10/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1160051

Preferred Term Severity Report Description Treatment
Neutropenia Clozaril ceased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 749 of 774

Case Number: Gender:
Weight:14/12/2000

28/11/2000
Causality possibleUnknown
13/07/1975DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

25Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 525.0

CLOZARIL (Suspected)

24/11/1997 29/11/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1160052

Preferred Term Severity Report Description Treatment
Suicide attempt Patient overdosed on 70 x 100mg clozaril 

tablets.
Patient admitted to hospital. 
clozaril discontinued.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 750 of 774

Case Number: Gender:
Weight:29/11/2000

15/10/2000
Causality possibleRecovered
30/10/1969DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

30Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

FLUVOXAMINE MALEATE (Other drug)

28/08/2000 CONTIN

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

CLOZARIL (Suspected)

29/03/2000 14/10/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1160091

Preferred Term Severity Report Description Treatment
Anticholinergic syndrome Severe Severe anticholinergic symptoms.
Diarrhoea
Drug withdrawal syndrome
Headache
Nausea
Vomiting



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 751 of 774

Case Number: Gender:
Weight:

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

18/12/2000

Causality possibleUnknown
21/07/1976DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

24Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

01/07/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1160098

Preferred Term Severity Report Description Treatment
Myalgia Pain/stiffness in muscle.
Convulsion
Dystonia Clozaril was ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 752 of 774

Case Number: Gender:
Weight:

Patient experienced overdose during october 2000, whilst receiving clozaril.  - the date of onset is not necessarily accurate but 
indicates that onset occurred sometime during the month.

19/12/2000

31/10/2000
Causality possibleNot yet recovered
01/02/1972DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

28Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1160101

Preferred Term Severity Report Description Treatment
Suicide attempt



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 753 of 774

Case Number: Gender:
Weight:07/11/2000

28/08/2000
Causality probableRecovered
18/03/1963DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

GGT = SGGT = 
GGTP

< 50 31/08/2000 321
SAP = ALP 30 - 100 31/08/2000 118

Laboratory Investigations:

37Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

CLOZARIL (Suspected)

01/08/2000 13/10/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1160179

Preferred Term Severity Report Description Treatment
Muscle atrophy Muscle wasting Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 754 of 774

Case Number: Gender:
Weight:07/11/2000

27/03/2000
Causality possibleUnknown
24/07/1964DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 2.5 - 7.5 20/04/2000 8.49
Neutrophils 2.5 - 7.5 28/04/2000 8.48
Other data Abnormal echocardiogram detected on routine screening of 

patient's on clozaril no physical symptoms, and no previous 
echocardiogram to compare.

Laboratory Investigations:

35Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 350.0

CLOZARIL (Suspected)

06/12/1996 27/03/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1160180

Preferred Term Severity Report Description Treatment
Cardiomyopathy Clozaril ceased
Leukocytosis



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 755 of 774

Case Number: Gender:
Weight:07/11/2000

27/03/2000
Causality possibleUnknown
24/07/1964DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Echocardiogram 22/03/00 - normal left ventricular size with 
mildly reduced sys tolic function overall. structurally normal 
mitral and aortic valves. normal left atrium. normal right sided 
chambers and valves. estimated ejection fracti on: 40 - 59%.

White blood cells 4.0 - 10.0 20/04/2000 11.2
White blood cells 4.0 - 10.0 28/04/2000 11.6

Laboratory Investigations:

35Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 350.0

CLOZARIL (Suspected)

06/12/1996 27/03/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1160180



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 756 of 774

Case Number: Gender:
Weight:14/11/2000

22/08/2000
Causality possibleNot yet recovered
01/01/1980DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Serum drug level On 425mg of clozaril, the clozapine plazma levels were <0.2, 
norclozapine was not detected.

Laboratory Investigations:

20Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 425.0

CLOZARIL (Suspected)

13/06/2000 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1160181

Preferred Term Severity Report Description Treatment
Leukopenia Decreased white blood cell count
Neutropenia Decresed neutrophil count
Drug level decreased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 757 of 774

Case Number: Gender:
Weight:14/11/2000

09/10/2000
Causality probableRecovered
28/04/1959DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 05/10/2000 1.6 Pretreatment neu = 3.9
Neutrophils 09/10/2000 1.2 Pretreatment neu = 3.9
Neutrophils 11/10/2000 1.4 Pretreatment neu = 3.9
Neutrophils 10/10/2000 1.2 Pretreatment neu = 3.9
Neutrophils 14/10/2000 1.4 Pretreatment neu = 3.9
Neutrophils 16/10/2000 1.1 Pretreatment neu = 3.9
Neutrophils 15/10/2000 1.0 Pretreatment neu = 3.9

Laboratory Investigations:

41Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 700.0

CLOZARIL (Suspected)

29/06/2000 09/10/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1160182

Preferred Term Severity Report Description Treatment
Leukopenia
Neutropenia Clozaril ceased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 758 of 774

Case Number: Gender:
Weight:14/11/2000

09/10/2000
Causality probableRecovered
28/04/1959DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 13/10/2000 1.3 Pretreatment neu = 3.9
Neutrophils 12/10/2000 0.6 Pretreatment neu = 3.9
White blood cells 05/10/2000 3.5 Pretreatment wbc = 6.4
White blood cells 09/10/2000 3.2 Pretreatment wbc = 6.4
White blood cells 10/10/2000 3.5 Pretreatment wbc = 6.4
White blood cells 11/10/2000 3.7 Pretreatment wbc = 6.4
White blood cells 12/10/2000 3.6 Pretreatment wbc = 6.4

Laboratory Investigations:

41Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 700.0

CLOZARIL (Suspected)

29/06/2000 09/10/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1160182



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 759 of 774

Case Number: Gender:
Weight:14/11/2000

09/10/2000
Causality probableRecovered
28/04/1959DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

White blood cells 13/10/2000 3.3 Pretreatment wbc = 6.4
White blood cells 14/10/2000 2.9 Pretreatment wbc = 6.4
White blood cells 15/10/2000 2.8 Pretreatment wbc = 6.4
White blood cells 16/10/2000 3.1 Pretreatment wbc = 6.4

Laboratory Investigations:

41Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 700.0

CLOZARIL (Suspected)

29/06/2000 09/10/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1160182



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 760 of 774

Case Number: Gender:
Weight:

Patient also taking ranitidine, sodium valproate.

20/11/2000

Causality possibleNot yet recovered
21/01/1953DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Bone marrow 
biopsy

Bone marrow biopsy: consistent with drug induced neutropenia

Neutrophils 15/05/2000 5.7
Neutrophils 22/09/2000 0.74
White blood cells 15/05/2000 10.9
White blood cells 22/09/2000 9.3

Laboratory Investigations:

47Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 350.0

CLOZARIL (Suspected)

15/08/2000 22/09/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1160183

Preferred Term Severity Report Description Treatment
Neutropenia Clozaril ceased



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 761 of 774

Case Number: Gender:
Weight:

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

07/12/2000

10/10/2000
Causality possibleNot yet recovered
13/09/1980DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 10/10/2000 1.8
Neutrophils 11/10/2000 5
Neutrophils 13/10/2000 3.5
White blood cells 10/10/2000 4.8
White blood cells 11/10/2000 7.6
White blood cells 13/10/2000 6.3

Laboratory Investigations:

20Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected)

01/01/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1160186

Preferred Term Severity Report Description Treatment
Neutropenia Patient hospitalised.
Psychotic disorder



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 762 of 774

Case Number: Gender:
Weight:

Patient also taking desipramine.

11/12/2000

Causality possibleNot yet recovered
20/09/1962DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

38Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1160187

Preferred Term Severity Report Description Treatment
Diabetes mellitus
Hepatic function abnormal
Hepatic steatosis
Hypertriglyceridaemia Patient treated by dietery 

modification, weight loss 
measures.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 763 of 774

Case Number: Gender:
Weight:11/12/2000

04/10/2000
Causality probableRecovered
01/11/1977DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Biochemistry Creatinine kinase = 326.
Haematology Wbc = 11.4, monocytes = 1.1, eosinophils = 1.3

Laboratory Investigations:

22Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Suspected)

19/09/2000 01/10/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1160188

Preferred Term Severity Report Description Treatment
Myalgia Intense muscle pain
Blood creatine phosphokinase increased
Eosinophilia
Hyperhidrosis Clozaril ceased.
Leukocytosis
Pyrexia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 764 of 774

Case Number: Gender:
Weight:

- 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.

11/12/2000

31/10/2000
Causality probableNot yet recovered
12/06/1974DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatinine < 200 Creatinine kinase ck = 1600
Other data Echocardiogram indicated a mildly thickened aortic and mitral 

valve leaflets and mildly dilated left atrium.

Laboratory Investigations:

26Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

CLOZARIL (Suspected)

01/10/2000 04/11/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1160190

Preferred Term Severity Report Description Treatment
Cardiac disorder Mildly thickened aortic & mitral valve 

leaflet.
Blood creatine phosphokinase increased
Leukocytosis



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 765 of 774

Case Number: Gender:
Weight:14/12/2000

10/11/2000
Causality possibleRecovered
20/02/1980DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 05/07/2000 3.4 Pretreatement nc = 3.4. patient's neutrophil level fell to 0.6.
Neutrophils 11/07/2000 1.9 Pretreatement nc = 3.4. patient's neutrophil level fell to 0.6.
Neutrophils 10/11/2000 3.3 Pretreatement nc = 3.4. patient's neutrophil level fell to 0.6.
White blood cells 05/07/2000 4.2 Pretreatment wbc = 6.2
White blood cells 11/07/2000 6.3 Pretreatment wbc = 6.2
White blood cells 10/11/2000 4.3 Pretreatment wbc = 6.2

Laboratory Investigations:

20Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 450.0

CLOZARIL (Suspected)

09/05/2000 10/11/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1160191

Preferred Term Severity Report Description Treatment
Neutropenia Clozaril ceased. treated with 

g-csf.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 766 of 774

Case Number: Gender:
Weight:06/11/2000

12/09/2000
Causality possibleRecovered
20/02/1966DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

34Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily200.0

ZUCLOPENTHIXOL DECANOATE (Other drug)

17/08/2000

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

CLOZARIL (Suspected)

12/09/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1160217

Preferred Term Severity Report Description Treatment
Orthostatic hypotension 108/60, pulse 64. Clozaril dose reduced.
Syncope Patient fainted 3 times during the day.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 767 of 774

Case Number: Gender:
Weight:

- 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.

05/12/2000

31/12/2000
Causality possibleUnknown
18/02/1970DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

30Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily20.0

FLUOXETINE HYDROCHLORIDE (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

CLOZARIL (Suspected)

01/01/1995 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1160218

Preferred Term Severity Report Description Treatment
Neurosis Worsening of ocd over several months. Increasing dose of fluoxetine 

to 40mg.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 768 of 774

Case Number: Gender:
Weight:22/12/2000

Causality possibleUnknown
07/01/1954DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

46Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected)

27/10/1998 08/11/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1160273

Preferred Term Severity Report Description Treatment
Weight increased Clozaril ceased.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 769 of 774

Case Number: Gender:
Weight:

 - the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.

28/12/2000

31/12/2000
Causality possibleRecovered
17/11/1947DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Biochemistry Troponin of 0.4

Laboratory Investigations:

53Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 325.0

CLOZARIL (Suspected)

23/11/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1160313

Preferred Term Severity Report Description Treatment
Hypotension Decrease in blood pressure
Myocarditis
Pyrexia
Tachycardia



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 770 of 774

Case Number: Gender:
Weight:

Patient was receiving 275mg clozaril in the morning and 250mg in the evening. patient experienced symptoms when dose of 
clozaril was increased to 600mg.

28/12/2000

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Other&unspecified epilepsy

Stopped:Started:Batch:

0.0

SODIUM VALPROATE (Other drug) Reason:

Schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

CLOZARIL (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1160314

Preferred Term Severity Report Description Treatment
Convulsion Seizures



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 771 of 774

Case Number: Gender:
Weight:09/01/2000

Causality possibleNot yet recovered
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet 0.0

CLOZARIL (Interaction) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

ZOLOFT (Interaction) Reason:

Hospitalisation:

Report Details:
Seq: 1160687

Preferred Term Severity Report Description Treatment
Drug level increased Elevated serum levels of clozaril



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 772 of 774

Case Number: Gender:
Weight:22/12/2000

15/11/2000
Causality probableRecovered
02/08/1969DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

31Age:

Additional Information:

Medicine Details:
Schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZARIL (Suspected)

10/08/1999 15/11/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1161033

Preferred Term Severity Report Description Treatment
Leukopenia
Neutropenia Ceased clozaril. patient was 

admitted to hospital.



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 773 of 774

Case Number: Gender:
Weight:18/12/2000

13/11/2000
Causality probableNot yet recovered
12/02/1959DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 24/04/1996 3.3
Neutrophils 13/11/2000 1.6
White blood cells 24/04/1996 5.5
White blood cells 13/11/2000 2.7

Laboratory Investigations:

41Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily10.0

OLANZAPINE (Other drug)

10/10/2000 13/11/2000

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected)

10/10/2000 13/11/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1161034

Preferred Term Severity Report Description Treatment
Leukopenia
Neutropenia Ceased clozaril



  Date Range: 1 Jan 2000 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 11:00AM Database: pusime02 ADRS004 Page 774 of 774

Case Number: Gender:
76.00Weight:

Patient has history of cardiac disease and has been withdrawn from clozapine before, patient had myocarditis and neutropenia in 
december 1999.

28/12/2000

27/10/2000
Causality certainRecovered
07/07/1963DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

37Age:

Additional Information:

Medicine Details:
Schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

CLOZARIL (Suspected)

20/10/2000 10/11/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1161040

Preferred Term Severity Report Description Treatment
Eosinophilia
Neutropenia Patient was hospitalised.  

ceased clozaril.
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