
  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 1 of 632

Case Number: Gender:
100.00Weight:07/01/2005

29/11/2004
Causality possibleNot yet recovered
09/06/1977DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

07/01/2005 Echocardiogram Results of echocardiogram (data not specified)  showed 2-3 mm 
circumferential effusion without cardiac function compromise.

Laboratory Investigations:

27Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 60.0

CITALOPRAM HYDROBROMIDE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOPINE (Suspected)

22/10/2004 26/11/2004

Reason:

Hospitalisation:

Report Details:
Seq: 1204001

Preferred Term Severity Report Description Treatment
Myocarditis Myopericarditis. Clopine was ceased and 

patient referred to cardiology.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 2 of 632

Case Number: Gender:
0.00Weight:10/01/2005

31/08/2004
Causality possibleUnknown
11/10/1964DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

10/01/2005 Echocardiogram 20/09/2004 Moderately dilated left ventricle.
10/01/2005 Serum drug level 22/11/2004 Clozapine levels 325ng/ml

Laboratory Investigations:

39Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet

SERTRALINE HYDROCHLORIDE (Suspected) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

14/07/2004 S TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1204059

Preferred Term Severity Report Description Treatment
Pulmonary embolism Required Visit 

to Doctor
The patient experienced a pulmonary 
embolus, cardiomyopathy, moderately 
dilated left ventricle and Clozapine levels 
of 325ng/ml.

Commenced Warfarin.

Cardiomyopathy Required Visit 
to Doctor

Dilatation ventricular Required Visit 
to Doctor

Drug level decreased Required Visit 
to Doctor



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 3 of 632

Case Number: Gender:
0.00Weight:

Follow up information stated that clozaril was rechallenged and patient developed chest pain which was diagnosed as unstable 
angina. angiogram showed accretion of the heart.

11/01/2005

07/12/2004
Causality probableNot yet recovered
14/12/1968DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

11/01/2005 C-Reactive Protein December 2004 - elevated.
11/01/2005 Creatine 

phosphokinase
<170 08/12/2004 204

11/01/2005 Troponin <0.04 08/12/2004 345

Laboratory Investigations:

35Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 550.0

CLOZARIL (Suspected)

19/04/2003 08/12/2004

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1204064

Preferred Term Severity Report Description Treatment
Myocarditis Caused or 

prolonged 
inpatient 
hospitalisation

The patient experienced chest pain and 
increased troponin level. The diagnosis 
was acute myocardial infarction related to 
coronary artery disease. Further 
information revealed the possibility of 
myocarditis or endocarditis and CRP was 
elevated.

Clozaril ceased.

Blood creatine phosphokinase increasedCaused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 4 of 632

Case Number: Gender:
0.00Weight:

Follow up information stated that clozaril was rechallenged and patient developed chest pain which was diagnosed as unstable 
angina. angiogram showed accretion of the heart.

11/01/2005

07/12/2004
Causality probableNot yet recovered
14/12/1968DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

35Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 550.0

CLOZARIL (Suspected)

19/04/2003 08/12/2004

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1204064

Preferred Term Severity Report Description Treatment
C-reactive protein increased Caused or 

prolonged 
inpatient 
hospitalisation

Chest pain Caused or 
prolonged 
inpatient 
hospitalisation

Endocarditis Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 5 of 632

Case Number: Gender:
0.00Weight:

Follow up information stated that clozaril was rechallenged and patient developed chest pain which was diagnosed as unstable 
angina. angiogram showed accretion of the heart.

11/01/2005

07/12/2004
Causality probableNot yet recovered
14/12/1968DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

35Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 550.0

CLOZARIL (Suspected)

19/04/2003 08/12/2004

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1204064

Preferred Term Severity Report Description Treatment
Myocardial infarction Caused or 

prolonged 
inpatient 
hospitalisation

Troponin increased Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 6 of 632

Case Number: Gender:
0.00Weight:12/01/2005

14/12/2004
Causality probableRecovered 20/12/2004
08/02/1961DOB:

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:

Milligram OralTablet 1125.0

LITHIUM CARBONATE (Other drug) Reason:

Epilepsy

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

LAMOTRIGINE (Other drug) Reason:

Epilepsy

Stopped:Started:Batch:

Gram Daily OralTablet 3.0

SODIUM VALPROATE (Other drug) Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOPINE (Suspected)

03/12/2004

Reason:

Hospitalisation:

Report Details:
Seq: 1204128

Preferred Term Severity Report Description Treatment
Swelling face The patient experienced extreme bilateral 

facial swelling.
Clopine to be ceased.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 7 of 632

Case Number: Gender:
0.00Weight:12/01/2005

12/12/2004
Causality possibleUnknown
05/11/1960DOB:

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 25.0

CLOZARIL (Suspected)

21/05/1999 L TERM 0

Reason:

Hospitalisation:

Report Details:
Seq: 1204137

Preferred Term Severity Report Description Treatment
Intestinal obstruction The patient experienced nausea and 

vomiting and was 'eventually' diagnosed 
with lymphoma and bowel obstruction.

Clozaril ceased.

Lymphoma
Nausea
Vomiting



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 8 of 632

Case Number: Gender:
0.00Weight:12/01/2005

Causality possibleDeath, maybe drug
13/03/1977DOB:

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:

Milligram Daily OralTablet 25.0

CLOZARIL (Suspected)

24/03/1999 L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1204138

Preferred Term Severity Report Description Treatment
Completed suicide The patient committed suicide in 2004, 

approximately 5.75 years after 
commencing Clozaril. It was suspected 
that he had overdosed on Clozaril.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 9 of 632

Case Number: Gender:
0.00Weight:12/01/2005

18/12/2004
Causality probableNot yet recovered
19/07/1977DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

12/01/2005 Neutrophils 07/12/2004 Pre-treatment 
NC 312/01/2005 Neutrophils 15/12/2004 1.70

12/01/2005 Neutrophils 18/12/2004 1.40
12/01/2005 Neutrophils 17/12/2004 1.60
12/01/2005 Neutrophils 14/01/2005 1.50
12/01/2005 Neutrophils 19/01/2005 1.30
12/01/2005 Neutrophils 15/01/2005 2.00

Laboratory Investigations:

27Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

FLUOXETINE HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

CLOZARIL (Suspected)

07/12/2004 18/12/2004 0

Reason:

Hospitalisation:

Report Details:
Seq: 1204167

Preferred Term Severity Report Description Treatment
Neutropenia Red range neutropenia. Clozaril ceased.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 10 of 632

Case Number: Gender:
0.00Weight:12/01/2005

18/12/2004
Causality probableNot yet recovered
19/07/1977DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

12/01/2005 Neutrophils 12/01/2005 1.60
12/01/2005 Neutrophils 19/12/2004 1.50 x 10^9/L
12/01/2005 White blood cells x10^9?L 07/12/2004 Pre-treatment 

WBC 512/01/2005 White blood cells x10^9?L 15/12/2004 3.80
12/01/2005 White blood cells x10^9?L 17/12/2004 3.80
12/01/2005 White blood cells x10^9?L 18/12/2004 3.50
12/01/2005 White blood cells x10^9?L 19/12/2004 3.60 x 10^9/L

Laboratory Investigations:

27Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

FLUOXETINE HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

CLOZARIL (Suspected)

07/12/2004 18/12/2004 0

Reason:

Hospitalisation:

Report Details:
Seq: 1204167



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 11 of 632

Case Number: Gender:
0.00Weight:12/01/2005

18/12/2004
Causality probableNot yet recovered
19/07/1977DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

12/01/2005 White blood cells x10^9?L 19/01/2005 3.0
12/01/2005 White blood cells x10^9?L 27/01/2005 4.3
12/01/2005 White blood cells x10^9?L 03/02/2005 3.8
12/01/2005 White blood cells x10^9?L 07/02/2005 4.2

Laboratory Investigations:

27Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

FLUOXETINE HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

CLOZARIL (Suspected)

07/12/2004 18/12/2004 0

Reason:

Hospitalisation:

Report Details:
Seq: 1204167



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 12 of 632

Case Number: Gender:
0.00Weight:13/01/2005

29/11/2004
Causality possibleUnknown
28/09/1960DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

13/01/2005 Lymphocytes 13/12/2004 0.7 x 10^9/L
13/01/2005 Neutrophils 14/03/2001 (Pre-treatment 

test) NC 3.2 x 
10^9/L13/01/2005 Neutrophils 01/11/2004 2.20 x 10^9/L

13/01/2005 Neutrophils 29/11/2004 2.00 x 10^9/L
13/01/2005 Neutrophils 13/12/2004 1.80 x 10^9/L
13/01/2005 Neutrophils 06/12/2004 1.90 x 10^9/L
13/01/2005 Platelets 13/12/2004 80 x 10^9/L (150-450)

Laboratory Investigations:

44Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 350.0

CLOZARIL (Suspected)

08/09/2000 13/12/2004L TERM 0

Reason:

Hospitalisation:

Report Details:
Seq: 1204183

Preferred Term Severity Report Description Treatment
White blood cell count decreased The patient experienced decreased white 

blood, neutrophil counts, platelets and 
lymphocytes.

Clozaril ceased.

Lymphocyte count decreased
Neutrophil count decreased
Platelet count decreased
Poikilocytosis



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 13 of 632

Case Number: Gender:
0.00Weight:13/01/2005

29/11/2004
Causality possibleUnknown
28/09/1960DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

13/01/2005 White blood cells 14/03/2001 (Pre-treatment 
test) WBC 5.1 

x 10^9/L13/01/2005 White blood cells 01/11/2004 6.10 x 10^9/L
13/01/2005 White blood cells 29/11/2004 3.60 x 10^9/L
13/01/2005 White blood cells 06/12/2004 4.10 x 10^9/L
13/01/2005 White blood cells 13/12/2004 3.00 x 10^9/L

Laboratory Investigations:

44Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 350.0

CLOZARIL (Suspected)

08/09/2000 13/12/2004L TERM 0

Reason:

Hospitalisation:

Report Details:
Seq: 1204183



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 14 of 632

Case Number: Gender:
93.00Weight:

Phenopthiazines - ?severe EPSE

13/01/2005

17/01/2002
Causality possibleRecovered
27/11/1957DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

44Age:

Additional Information:

Medicine Details:
Specific disorders of sleep

Stopped:Started:Batch:

Milligram As necessary OralTablet 15.0

IMOVANE (Other drug)

05/01/2001

Reason:

Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily OralTablet 0.0

PAXAM (Other drug)

05/01/2001

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 15.0

ZYPREXA (Other drug)

21/12/2001 10/01/2002

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 425.0

CLOZARIL (Suspected)

28/12/2001 18/01/2002

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1204190

Preferred Term Severity Report Description Treatment
Pyrexia Life 

threatening
Patient developed fever. Blood results 
showed increased CK, increased Troponin 
and increased WCC. Cardiology consult 
lead to possibility that Clozaril is causing 
myocarditis.

Admitted to CCU, Clozaril 
ceased.

Blood creatine phosphokinase increasedLife 
threatening

Leukocytosis Life 
threatening

Myocarditis Life 
threatening



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 15 of 632

Case Number: Gender:
93.00Weight:

Phenopthiazines - ?severe EPSE

13/01/2005

17/01/2002
Causality possibleRecovered
27/11/1957DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

44Age:

Additional Information:

Medicine Details:
Specific disorders of sleep

Stopped:Started:Batch:

Milligram As necessary OralTablet 15.0

IMOVANE (Other drug)

05/01/2001

Reason:

Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily OralTablet 0.0

PAXAM (Other drug)

05/01/2001

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 15.0

ZYPREXA (Other drug)

21/12/2001 10/01/2002

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 425.0

CLOZARIL (Suspected)

28/12/2001 18/01/2002

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1204190

Preferred Term Severity Report Description Treatment
Troponin increased Life 

threatening



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 16 of 632

Case Number: Gender:
150.00Weight:

Patient never previously exposed to Clozapine.

13/01/2005

19/12/2004
Causality possibleNot yet recovered
04/12/1971DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

13/01/2005 Other data 2 colonoscopies confirming colitis.

Laboratory Investigations:

33Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 800.0

CLOZAPINE (Suspected)

15/04/2004 19/12/2004

Reason:

Hospitalisation:

Report Details:
Seq: 1204204

Preferred Term Severity Report Description Treatment
Colitis Life 

threatening
The patient experienced colitis, colon 
perforation, necrosis and severe sepsis.

Subtotal colectomy, ICU 
admission and intubation.

Large intestine perforation Life 
threatening

Sepsis Life 
threatening



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 17 of 632

Case Number: Gender:
0.00Weight:14/01/2005

03/12/2004
Causality possibleDeath 03/12/2004
27/05/1977DOB:

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:

Milligram Daily OralTablet 400.0

CLOZAPINE (Suspected)

30/10/2002 03/12/2004

Reason:

Hospitalisation:

Report Details:
Seq: 1204261

Preferred Term Severity Report Description Treatment
Completed suicide The patient committed suicide resulting in 

death.
Death



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 18 of 632

Case Number: Gender:
0.00Weight:

Patient also taking pantoprazole, thyroxine, and amisulpride.

17/01/2005

02/12/2004
Causality probableRecovered 30/12/2004
18/02/1936DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

17/01/2005 Neutrophils 02/12/2004 1.40
17/01/2005 Neutrophils 21/12/2004 0.90
17/01/2005 Neutrophils 30/12/2004 6.10
17/01/2005 White blood cells 02/12/2004 2.30
17/01/2005 White blood cells 21/12/2004 2.10
17/01/2005 White blood cells 30/12/2004 8.50

Laboratory Investigations:

68Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 350.0

CLOZARIL (Suspected)

23/09/2003 02/12/2004 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1204282

Preferred Term Severity Report Description Treatment
Neutropenia Caused or 

prolonged 
inpatient 
hospitalisation

Neutropenia



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 19 of 632

Case Number: Gender:
0.00Weight:17/01/2005

19/12/2004
Causality possibleRecovered 24/12/2004
13/05/1980DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

17/01/2005 Serum drug level Plasma clozapine level of 385 microg/L on 23 Dec.
17/01/2005 Serum drug level Plasma quetiapine of <25 microg/L on 23 Dec

Laboratory Investigations:

24Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 450.0

CLOZARIL (Suspected)

21/08/2004 18/12/2004

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 230.0

SEROQUEL (Suspected)

19/12/2004 21/12/2004

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1204283

Preferred Term Severity Report Description Treatment
Chest pain Caused or 

prolonged 
inpatient 
hospitalisation

Chest pain, muscles aching and soreness, 
sinus tachycardia, dispensed Serquel in 
error.

Medication error Caused or 
prolonged 
inpatient 
hospitalisation

Myalgia Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 20 of 632

Case Number: Gender:
0.00Weight:17/01/2005

19/12/2004
Causality possibleRecovered 24/12/2004
13/05/1980DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

24Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 450.0

CLOZARIL (Suspected)

21/08/2004 18/12/2004

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 230.0

SEROQUEL (Suspected)

19/12/2004 21/12/2004

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1204283

Preferred Term Severity Report Description Treatment
Sinus tachycardia Caused or 

prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 21 of 632

Case Number: Gender:
0.00Weight:21/01/2005

Causality possibleDeath, maybe drug 17/12/2004
14/03/1974DOB:

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 250.0

CLOPINE (Suspected)

14/10/2004 17/12/2004 0

Reason:

Hospitalisation:

Report Details:
Seq: 1204376

Preferred Term Severity Report Description Treatment
Drug ineffective Patient "... inconsistent with medication."
Completed suicide Patient jumped or fell from 5 storey car 

park. Patient was found dead on the side 
of the road.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 22 of 632

Case Number: Gender:
0.00Weight:21/01/2005

16/11/2004
Causality probableRecovered
18/03/1962DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

21/01/2005 Neutrophils 16/11/2004 1.79 Blood test results showed she had low neutrophil count on 
16/11/2004 and 14/12/2004

21/01/2005 Neutrophils 21/12/2004 0.92 Blood test results showed she had low neutrophil count on 
16/11/2004 and 14/12/2004

21/01/2005 Neutrophils 04/01/2005 1.55 Blood test results showed she had low neutrophil count on 
16/11/2004 and 14/12/2004

Laboratory Investigations:

42Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Oral2.0

SODIUM VALPROATE (Other drug) Reason:

Stopped:Started:Batch:

Milligram100.0

CHLORPROMAZINE HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

METOPROLOL TARTRATE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOPINE (Suspected)

01/09/2004 21/12/2004 0

Reason:

Hospitalisation:

Report Details:
Seq: 1204393

Preferred Term Severity Report Description Treatment
Neutropenia Neutropenia.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 23 of 632

Case Number: Gender:
0.00Weight:21/01/2005

16/11/2004
Causality probableRecovered
18/03/1962DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

21/01/2005 Neutrophils 22/12/2004 1.78 Blood test results showed she had low neutrophil count on 
16/11/2004 and 14/12/2004

21/01/2005 Neutrophils 02/02/2005 2.91 Blood test results showed she had low neutrophil count on 
16/11/2004 and 14/12/2004

21/01/2005 Neutrophils 27/02/2005 2.12 Blood test results showed she had low neutrophil count on 
16/11/2004 and 14/12/2004

Laboratory Investigations:

42Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Oral2.0

SODIUM VALPROATE (Other drug) Reason:

Stopped:Started:Batch:

Milligram100.0

CHLORPROMAZINE HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

METOPROLOL TARTRATE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOPINE (Suspected)

01/09/2004 21/12/2004 0

Reason:

Hospitalisation:

Report Details:
Seq: 1204393



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 24 of 632

Case Number: Gender:
0.00Weight:21/01/2005

16/11/2004
Causality probableRecovered
18/03/1962DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

21/01/2005 Neutrophils 25/02/2005 1.47 Blood test results showed she had low neutrophil count on 
16/11/2004 and 14/12/2004

21/01/2005 Neutrophils 19/01/2005 3.54 Blood test results showed she had low neutrophil count on 
16/11/2004 and 14/12/2004

21/01/2005 White blood cells 16/11/2004 3.8 x 10^9/L
21/01/2005 White blood cells 19/11/2004 4.2 x 10^9/L
21/01/2005 White blood cells 22/11/2004 4.5 x 10^9/L

Laboratory Investigations:

42Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Oral2.0

SODIUM VALPROATE (Other drug) Reason:

Stopped:Started:Batch:

Milligram100.0

CHLORPROMAZINE HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

METOPROLOL TARTRATE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOPINE (Suspected)

01/09/2004 21/12/2004 0

Reason:

Hospitalisation:

Report Details:
Seq: 1204393



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 25 of 632

Case Number: Gender:
0.00Weight:21/01/2005

16/11/2004
Causality probableRecovered
18/03/1962DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

21/01/2005 White blood cells 30/11/2004 3.5 x 10^9/L
21/01/2005 White blood cells 21/12/2004 3.3 x 10^9/L
21/01/2005 White blood cells 22/12/2004 3.7 x 10^9/L
21/01/2005 White blood cells 24/12/2004 3.9 x 10^9/L
21/01/2005 White blood cells 25/01/2005 4.2 x 10^9/L
21/01/2005 White blood cells 16/02/2005 5.6 x 10^9/L
21/01/2005 White blood cells 27/02/2005 4.6 x 10^9/L

Laboratory Investigations:

42Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Oral2.0

SODIUM VALPROATE (Other drug) Reason:

Stopped:Started:Batch:

Milligram100.0

CHLORPROMAZINE HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

METOPROLOL TARTRATE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOPINE (Suspected)

01/09/2004 21/12/2004 0

Reason:

Hospitalisation:

Report Details:
Seq: 1204393



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 26 of 632

Case Number: Gender:
0.00Weight:

Patient has a medical history of seizure and recurrent hyponatraemia.

21/01/2005

10/12/2004
Causality possibleRecovered
13/12/1971DOB:

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:

TEGRETOL (Other drug)

0

Reason:

Stopped:Started:Batch:

LAMICTAL (Other drug) Reason:

Stopped:Started:Batch:

FRISIUM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 12.0

CLOPINE (Suspected)

08/12/2004 15/12/2004 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1204397

Preferred Term Severity Report Description Treatment
Respiratory disorder Caused or 

prolonged 
inpatient 
hospitalisation

Very disturbed and unwell in her first week 
of Clopine therapy. She was given other 
medications to calm her down which 
resulted in the developement of respiratory 
problems.  Developed hyponatraemia, 
extrapyramidal disorder, agitation, 
elevated mood, seizure disorder and 
became delirious.

Intubated. Clopine ceased

Agitation Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 27 of 632

Case Number: Gender:
0.00Weight:

Patient has a medical history of seizure and recurrent hyponatraemia.

21/01/2005

10/12/2004
Causality possibleRecovered
13/12/1971DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

32Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

TEGRETOL (Other drug)

0

Reason:

Stopped:Started:Batch:

LAMICTAL (Other drug) Reason:

Stopped:Started:Batch:

FRISIUM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 12.0

CLOPINE (Suspected)

08/12/2004 15/12/2004 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1204397

Preferred Term Severity Report Description Treatment
Convulsion Caused or 

prolonged 
inpatient 
hospitalisation

Delirium Caused or 
prolonged 
inpatient 
hospitalisation

Disturbance in social behaviour Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 28 of 632

Case Number: Gender:
0.00Weight:

Patient has a medical history of seizure and recurrent hyponatraemia.

21/01/2005

10/12/2004
Causality possibleRecovered
13/12/1971DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

32Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

TEGRETOL (Other drug)

0

Reason:

Stopped:Started:Batch:

LAMICTAL (Other drug) Reason:

Stopped:Started:Batch:

FRISIUM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 12.0

CLOPINE (Suspected)

08/12/2004 15/12/2004 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1204397

Preferred Term Severity Report Description Treatment
Elevated mood Caused or 

prolonged 
inpatient 
hospitalisation

Extrapyramidal disorder Caused or 
prolonged 
inpatient 
hospitalisation

Hyponatraemia Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 29 of 632

Case Number: Gender:
0.00Weight:

Patient has a medical history of seizure and recurrent hyponatraemia.

21/01/2005

10/12/2004
Causality possibleRecovered
13/12/1971DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

32Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

TEGRETOL (Other drug)

0

Reason:

Stopped:Started:Batch:

LAMICTAL (Other drug) Reason:

Stopped:Started:Batch:

FRISIUM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 12.0

CLOPINE (Suspected)

08/12/2004 15/12/2004 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1204397

Preferred Term Severity Report Description Treatment
Malaise Caused or 

prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 30 of 632

Case Number: Gender:
0.00Weight:22/01/2005

22/12/2004
Causality probableRecovered
20/02/1981DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

22/01/2005 Troponin Troponin levels peaked at 1.2

Laboratory Investigations:

23Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Topical

SELSUN (Other drug)

0

Reason:

Unspecified schizophrenia

Stopped:E0167 Started:Batch:

Milligram Daily OralTablet 225.0

CLOPINE (Suspected)

02/12/2004 23/12/2004 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1204431

Preferred Term Severity Report Description Treatment
Myocarditis Patient developed myocarditis, elevated 

troponin levels, pleuritic chest pain and 
fever.

Clopine discontinued.

Pleuritic pain
Pyrexia
Troponin increased



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 31 of 632

Case Number: Gender:
0.00Weight:

Haematologist advised that the patient had agranulocytosis.

22/01/2005

29/12/2004
Causality possibleUnknown
27/01/1979DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

22/01/2005 Neutrophils 23/12/2004 3.82 (x10^9/L)
22/01/2005 Neutrophils 31/12/2004 0.03 (x10^9/L)
22/01/2005 Neutrophils 05/01/2005 5.24 (x10^9/L)
22/01/2005 Neutrophils 04/01/2005 0.53 (x10^9/L)
22/01/2005 White blood cells 23/12/2004 5.1 (x10^9/L)
22/01/2005 White blood cells 31/12/2004 1.52 (x10^9/L)
22/01/2005 White blood cells 04/01/2005 2.2 (x10^9/L)

Laboratory Investigations:

25Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 350.0

CLOPINE (Suspected)

08/05/2004 30/12/2004 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1204452

Preferred Term Severity Report Description Treatment
Neutropenia Caused or 

prolonged 
inpatient 
hospitalisation

The patient experienced neutropenia, 
nausea and vomiting, weight loss and 
agranulocytosis during Clopine treatment.

GCSF and clinical follow-up 
post recovery recommended 
and repeat blood tests. 
Clopine ceased.

Agranulocytosis Caused or 
prolonged 
inpatient 
hospitalisation

Leukopenia Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 32 of 632

Case Number: Gender:
0.00Weight:

Haematologist advised that the patient had agranulocytosis.

22/01/2005

29/12/2004
Causality possibleUnknown
27/01/1979DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

22/01/2005 White blood cells 05/01/2005 8.4 (x10^9/L)

Laboratory Investigations:

25Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 350.0

CLOPINE (Suspected)

08/05/2004 30/12/2004 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1204452

Preferred Term Severity Report Description Treatment
Vomiting Caused or 

prolonged 
inpatient 
hospitalisation

Weight decreased Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 33 of 632

Case Number: Gender:
0.00Weight:

PH of developmental delay.

22/01/2005

15/04/2004
Causality possibleUnknown
10/01/1976DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

22/01/2005 Echocardiogram Cardiology review showed abnormal 2D echocardiogram which 
showed early signs of cardiomyopathy and borderline LV 
contraction.

Laboratory Investigations:

28Age:

Additional Information:

Medicine Details:
Schizophrenia

Stopped:Started:Batch:

CLOZAPINE (Suspected)

03/12/2002 16/04/2003

Reason:

Schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOPINE (Suspected)

17/03/2003 02/09/2004 0

Reason:

Hospitalisation:

Report Details:
Seq: 1204474

Preferred Term Severity Report Description Treatment
Cardiomyopathy Patient experienced cardiiomyopathy and 

supraventricular tachycardia during 
Clopine treatment.

Clopine ceased.

Supraventricular tachycardia Metoprolol



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 34 of 632

Case Number: Gender:
0.00Weight:22/01/2005

27/12/2004
Causality possibleRecovered 28/12/2004
09/12/1977DOB:

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:

Milligram Daily OralTablet 100.0

CLOPINE (Suspected)

15/12/2004 28/12/2004

Reason:

Hospitalisation:

Report Details:
Seq: 1204479

Preferred Term Severity Report Description Treatment
Convulsion Patient experienced a seizure that lasted 

'a few minutes' .
Treated with IV fluids for 
dehydration and overnight 
observation required. Clopine 
therapy ceased.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 35 of 632

Case Number: Gender:
0.00Weight:24/01/2005

22/11/2004
Causality possibleUnknown
02/05/1955DOB:

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:

LIPITOR (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 175.0

CLOZARIL (Suspected)

08/11/2004

Reason:

Hospitalisation:

Report Details:
Seq: 1204532

Preferred Term Severity Report Description Treatment
Neuroleptic malignant syndrome Suspected neuroleptic malignant 

syndrome.
Ceased Clozaril and Lipitor.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 36 of 632

Case Number: Gender:
0.00Weight:25/01/2005

26/12/2004
Causality possibleNot yet recovered
22/09/1965DOB:

Causality:

F
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 100.0

CLOPINE (Suspected)

07/12/2004 30/12/2004

Reason:

Hospitalisation:

Report Details:
Seq: 1204576

Preferred Term Severity Report Description Treatment
Liver function test abnormal The patient experienced elevated liver 

function tests and high temperatures 
during Clopine treatment.

Clopine ceased.

Body temperature increased



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 37 of 632

Case Number: Gender:
0.00Weight:

The cardiologist reviewed echo results and gave approval for patient to continue on Clozapine.Dose and continuity of treatment 
was unknown due to patient non-compliance.

25/01/2005

07/01/2005
Causality possibleUnknown
21/08/1971DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

25/01/2005 Echocardiogram 15/10/2003 right atrium 
measuring 

12cm^225/01/2005 Echocardiogram 15/12/2004 Dilated right 
atrium 

measuring 
24cm^2

Laboratory Investigations:

33Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 175.0

CLOPINE (Suspected)

07/01/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1204634

Preferred Term Severity Report Description Treatment
Right atrial dilatation Increased right atrium doubled in size.
Pericardial effusion trivial
Bundle branch block right



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 38 of 632

Case Number: Gender:
0.00Weight:

Patient history of Epilepsy, depression, anxiety, late onset psychosis, cholecystectomy.  Comcomitant diseases: psychosis.   
Report 212321 is the second sequence to this report.

25/01/2005

02/01/2005
Causality possibleRecovered 09/01/2005
17/02/1945DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

25/01/2005 Creatine 
phosphokinase

CK levels up to 113 IU/L

Laboratory Investigations:

59Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Oral300.0

VENLAFAXINE HYDROCHLORIDE (Other drug) Reason:

Other&unspecified epilepsy

Stopped:Started:Batch:

Milligram Daily Oral800.0

CARBAMAZEPINE (Other drug) Reason:

Pain

Stopped:Started:Batch:

Milligram Daily Oral100.0

ASPIRIN (Other drug) Reason:

Pain

Stopped:Started:Batch:

Milligram Daily Oral100.0

CELECOXIB (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1204636

Preferred Term Severity Report Description Treatment
Neuroleptic malignant syndrome Neurolrptic malignant syndrome, fever, 

confusion, hypertonia, increased 
creatinine kinase (CK) levels.

Blood creatine phosphokinase increased
Confusional state
Hyperhidrosis
Hypertonia
Pyrexia



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 39 of 632

Case Number: Gender:
0.00Weight:

Patient history of Epilepsy, depression, anxiety, late onset psychosis, cholecystectomy.  Comcomitant diseases: psychosis.   
Report 212321 is the second sequence to this report.

25/01/2005

02/01/2005
Causality possibleRecovered 09/01/2005
17/02/1945DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

59Age:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOPINE (Suspected)

10/12/2004 05/01/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1204636



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 40 of 632

Case Number: Gender:
0.00Weight:27/01/2005

15/12/2004
Causality possibleUnknown
20/09/1979DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

27/01/2005 Electrocardiograph
y

ECG results revealed supraventricular tachycardia.

Laboratory Investigations:

25Age:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOPINE (Suspected)

20/12/2000 07/01/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1204689

Preferred Term Severity Report Description Treatment
Cardiac disorder The patient experienced cardiac 

complications, tachycardia, during Clopine 
treatment.

Clopine ceased.

Tachycardia



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 41 of 632

Case Number: Gender:
85.00Weight:

Prolonged hospitalisation with changes in antipsychotic therapies.

27/01/2005

02/01/2005
Causality possibleNot yet recovered
08/08/1980DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

24Age:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Milligram WeeklyInjection 80.0

FLUPENTHIXOL DECANOATE (Other drug) Reason:

Unspec vitamin deficien states

Stopped:Started:Batch:

Milligram Daily100.0

THIAMINE (Other drug)

09/11/2004

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZAPINE (Suspected)

23/12/2004 08/01/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1204693

Preferred Term Severity Report Description Treatment
Pyrexia Life 

threatening
The patient experienced fever, chest pain, 
tremor, sweating and subsequently 
developed an increase in cardiac enzymes 
and eosinophils.

Cardiac enzymes increased Life 
threatening

Chest pain Life 
threatening

Eosinophilia Life 
threatening

Hyperhidrosis Life 
threatening



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 42 of 632

Case Number: Gender:
85.00Weight:

Prolonged hospitalisation with changes in antipsychotic therapies.

27/01/2005

02/01/2005
Causality possibleNot yet recovered
08/08/1980DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

24Age:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Milligram WeeklyInjection 80.0

FLUPENTHIXOL DECANOATE (Other drug) Reason:

Unspec vitamin deficien states

Stopped:Started:Batch:

Milligram Daily100.0

THIAMINE (Other drug)

09/11/2004

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZAPINE (Suspected)

23/12/2004 08/01/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1204693

Preferred Term Severity Report Description Treatment
Tremor Life 

threatening



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 43 of 632

Case Number: Gender:
0.00Weight:

Had administered amphetamines to himself over the New Year.

31/01/2005

05/01/2005
Causality possibleUnknown
25/01/1978DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

31/01/2005 Neutrophils 07/12/2004 4.88 (x 10^9L)
31/01/2005 Neutrophils 05/01/2005 0.65 (x 10^9L)
31/01/2005 Neutrophils 07/01/1005 4.62 (x 10^9L)
31/01/2005 White blood cells 07/12/2004 7.5 (X 10^9/L)
31/01/2005 White blood cells 05/01/2005 3.2 (X 10^9/L)
31/01/2005 White blood cells 07/01/2005 7.4 (X 10^9/L)

Laboratory Investigations:

26Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOPINE (Suspected)

10/04/2002

Reason:

Hospitalisation:

Report Details:
Seq: 1204746

Preferred Term Severity Report Description Treatment
Neutropenia Patient experienced neutropenia and low 

white cell count.
Leukopenia
Salivary hypersecretion Required 

Specialist 
Consultation

Terazosin



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 44 of 632

Case Number: Gender:
0.00Weight:31/01/2005

03/01/2005
Causality possibleRecovered
19/06/1979DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

31/01/2005 Electrocardiograph
y

ECG results revealed increased QT interval.
31/01/2005 Troponin Troponin levels peaked at 0.11

Laboratory Investigations:

25Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Gram Daily Oral1.8

EPILIM (Other drug)

01/09/2004 Contin

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily Oral45.0

AVANZA (Other drug)

01/09/2004 contin

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily Oral30.0

Abilify (Other drug)

01/09/2004 30/01/2005 0

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 225.0

CLOPINE (Suspected)

22/12/2004 05/01/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1204749

Preferred Term Severity Report Description Treatment
Myocarditis Patient experienced myocarditis and 

pharyngitis.
Clopine ceased.

Chest pain
Pharyngitis
Pyrexia
Upper respiratory tract infection



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 45 of 632

Case Number: Gender:
0.00Weight:

This side effect has been present for years, and has occurred with trifluoperazine, chlorpromazine, amisulpride and quetiapine.

31/01/2005

Causality probableUnknown
DOB:

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 200.0

CLOZAPINE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1204752

Preferred Term Severity Report Description Treatment
Drug ineffective Patient experienced drug ineffective 

"made the voices seem further away", 
developed problems with her legs, so that 
after walking a short distance, they gave 
way and have resulted in her falling and 
bruising herself.

Clozapine discontinued but 
now being trialled again.

Asthenia
Fall



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 46 of 632

Case Number: Gender:
0.00Weight:

Patient history of non-complianced and 'substance abuse'.

01/02/2005

10/01/2005
Causality possibleRecovered 11/01/2005
16/06/1971DOB:

Causality:

M
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 500.0

CLOZARIL (Suspected)

03/06/1998

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1204773

Preferred Term Severity Report Description Treatment
Sedation Caused or 

prolonged 
inpatient 
hospitalisation

Patient experienced sedation, urinary 
incontinence, thinking abnormal and 
hallucination, auditory.

Observation required.

Hallucination, auditory Caused or 
prolonged 
inpatient 
hospitalisation

Thinking abnormal Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 47 of 632

Case Number: Gender:
0.00Weight:

Patient history of non-complianced and 'substance abuse'.

01/02/2005

10/01/2005
Causality possibleRecovered 11/01/2005
16/06/1971DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

33Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZARIL (Suspected)

03/06/1998

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1204773

Preferred Term Severity Report Description Treatment
Urinary incontinence Caused or 

prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 48 of 632

Case Number: Gender:
0.00Weight:01/02/2005

Causality possibleNot yet recovered
06/01/1977DOB:

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:

Microgram Oral50.0

THYROXINE SODIUM (Other drug) Reason:

Unspecified psychosis

Stopped:16740, 16309 & 16955 Started:Batch:

Milligram Daily OralTablet 88.0

CLOPINE (Suspected)

08/12/2004 05/01/2005 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1204785

Preferred Term Severity Report Description Treatment
Grand mal convulsion Patient experienced generalised 

tonic-clonic seizures, lost balance, fell over 
and hit on head.

Clopine ceased.

Balance disorder
Fall



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 49 of 632

Case Number: Gender:
0.00Weight:01/02/2005

04/01/2005
Causality possibleRecovered 28/01/2005
18/09/1953DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

01/02/2005 Neutrophils 07/01/2005 1.1 Results were normal in Aug 1996 and Jan 2004.
01/02/2005 Neutrophils 10/01/2005 0.9 Results were normal in Aug 1996 and Jan 2004.
01/02/2005 Neutrophils 12/01/2005 0.7 Results were normal in Aug 1996 and Jan 2004.
01/02/2005 Neutrophils 07/02/2005 7.2 Results were normal in Aug 1996 and Jan 2004.
01/02/2005 Neutrophils 28/01/2005 2.2 Results were normal in Aug 1996 and Jan 2004.
01/02/2005 Neutrophils 14/01/2005 0.8 Results were normal in Aug 1996 and Jan 2004.
01/02/2005 White blood cells 07/01/2005 3.6 Results were normal in Aug 1996 and Jan 2004.

Laboratory Investigations:

51Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram OralTablet 20.0

HALOPERIDOL (Other drug)

0

Reason:

Stopped:Started:Batch:

Milligram OralTablet 1500.0

EPILIM (Other drug)

0

Reason:

Myxedema

Stopped:Started:Batch:

Microgram OralTablet 150.0

THYROXINE SODIUM (Other drug)

0

Reason:

Otr spec symp psychopathol nec

Stopped:Started:Batch:

Milligram OralTablet 6.0

CLONAZEPAM (Other drug)

0

Reason:

Hospitalisation:

Report Details:
Seq: 1204799

Preferred Term Severity Report Description Treatment
Neutropenia Patient experienced neutropenia and low 

white cell count.
Clopine dose reduced to 
200mg/day. Repeat blood 
tests.

White blood cell count decreased



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 50 of 632

Case Number: Gender:
0.00Weight:01/02/2005

04/01/2005
Causality possibleRecovered 28/01/2005
18/09/1953DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

01/02/2005 White blood cells 10/01/2005 2.6 Results were normal in Aug 1996 and Jan 2004.
01/02/2005 White blood cells 12/01/2005 2.8 Results were normal in Aug 1996 and Jan 2004.
01/02/2005 White blood cells 14/01/2005 2.9 Results were normal in Aug 1996 and Jan 2004.
01/02/2005 White blood cells 28/01/2005 5.9 Results were normal in Aug 1996 and Jan 2004.
01/02/2005 White blood cells 07/02/2005 12.4 Results were normal in Aug 1996 and Jan 2004.

Laboratory Investigations:

51Age:

Additional Information:

Medicine Details:
Specific disorders of sleep

Stopped:Started:Batch:

Milligram OralTablet 20.0

TEMAZEPAM (Other drug)

0

Reason:

Stopped:Started:Batch:

Gram OralTablet 1.0

SANDOCAL 1000 (Other drug)

0

Reason:

Stopped:Started:Batch:

Gram OralTablet 2.0

HIPREX (Other drug)

0

Reason:

Stopped:Started:Batch:

POTASSIUM CHLORIDE (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1204799



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 51 of 632

Case Number: Gender:
0.00Weight:01/02/2005

04/01/2005
Causality possibleRecovered 28/01/2005
18/09/1953DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

51Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram OralTablet 25.0

HYDROCHLOROTHIAZIDE (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOPINE (Suspected)

15/11/2004 10/01/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1204799



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 52 of 632

Case Number: Gender:
0.00Weight:01/02/2005

06/01/2005
Causality possibleRecovered 20/01/2005
30/12/1958DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

01/02/2005 Eosinophils 06/01/2005 2.4
01/02/2005 Eosinophils 13/01/2005 13.3
01/02/2005 Eosinophils 20/01/2005 2
01/02/2005 Neutrophils 09/12/0200 10
01/02/2005 Neutrophils 06/01/2005 11.8
01/02/2005 Neutrophils 20/01/2005 6.2
01/02/2005 Neutrophils 18/01/2005 5.3

Laboratory Investigations:

46Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOPINE (Suspected)

08/12/2004 08/01/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1204804

Preferred Term Severity Report Description Treatment
Cardiac disorder Patient experienced cardiac complications, 

high white cell count and high neutrophil 
count.

Clopine ceased.

White blood cell count increased eosinophilia
Neutrophil count increased
Vomiting Required 

Specialist 
Consultation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 53 of 632

Case Number: Gender:
0.00Weight:01/02/2005

06/01/2005
Causality possibleRecovered 20/01/2005
30/12/1958DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

01/02/2005 White blood cells 13/12/2004 13 x10^9 L
01/02/2005 White blood cells 06/01/2005 17.1 x10^9 L
01/02/2005 White blood cells 18/01/2005 12 x10^9 L
01/02/2005 White blood cells 20/01/2005 11.6 x10^9 L

Laboratory Investigations:

46Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOPINE (Suspected)

08/12/2004 08/01/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1204804



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 54 of 632

Case Number: Gender:
0.00Weight:03/02/2005

13/01/2005
Causality possibleRecovered
03/04/1971DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

03/02/2005 Electrocardiograph
y

Baseline ECG performed on 30/12/2004 revealed a normal 
baseline cardiac status.

03/02/2005 Other data Blood test on 11/01/2005 showed elevated troponin 1 levels of 
0.18. Blood test on 30/12/2004 showed normal baseline cardiac 
enzymes.

Laboratory Investigations:

33Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram125.0

LITHIUM CARBONATE (Other drug)

27/11/2004 14/01/2005

Reason:

Stopped:Started:Batch:

Milligram200.0

AMISULPRIDE (Other drug)

27/11/2004 18/01/2005

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 350.0

CLOPINE (Suspected)

06/01/2005 22/11/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1204845

Preferred Term Severity Report Description Treatment
Chest pain Chest pain, elevated troponin 1 levels 

(cardiac troponin 1 increased) and breast 
tenderness.

Clopine treatment was ceased 
and treatment would be 
withheld pending further 
cardiolgist advise.

Breast tenderness
Congestive cardiomyopathy
Troponin I increased



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 55 of 632

Case Number: Gender:
0.00Weight:03/02/2005

06/01/2005
Causality possibleNot yet recovered
06/10/1975DOB:

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 100.0

CLOZARIL (Suspected)

22/02/1995

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1204881

Preferred Term Severity Report Description Treatment
Diabetes mellitus insulin-dependentCaused or 

prolonged 
inpatient 
hospitalisation

Diabetes mellitus insulin-dependent, 
nausea and vomiting.

Nausea Caused or 
prolonged 
inpatient 
hospitalisation

Vomiting Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 56 of 632

Case Number: Gender:
0.00Weight:

Patient history:  Hypersensitivity/allergy to arthropod sting and severe anaphylaxis to bee stings.

04/02/2005

15/12/2004
Causality probableRecovered
18/08/1960DOB:

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:

RISPERIDONE (Other drug) Reason:

Stopped:Started:Batch:

ATORVASTATIN (Other drug) Reason:

Stopped:Started:Batch:

Milligram 1 time OralTablet 25.0

CLOZARIL (Suspected)

15/12/2004 15/12/2004

Reason:

Hospitalisation:

Report Details:
Seq: 1204891

Preferred Term Severity Report Description Treatment
Hypotension Hypotension Treated with IV Fluids. Ceased 

Clozaril.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 57 of 632

Case Number: Gender:
0.00Weight:04/02/2005

17/01/2005
Causality possibleUnknown
13/06/1971DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

04/02/2005 Neutrophils 07/01/2005 3.19
04/02/2005 Neutrophils 17/01/2005 15.20
04/02/2005 Neutrophils 24/01/2005 21.50
04/02/2005 White blood cells 07/01/2005 6.70
04/02/2005 White blood cells 17/01/2005 18.10
04/02/2005 White blood cells 24/01/2005 26.6

Laboratory Investigations:

33Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 275.0

CLOZARIL (Suspected)

22/03/2004 18/01/2005

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1204893

Preferred Term Severity Report Description Treatment
Intestinal perforation Caused or 

prolonged 
inpatient 
hospitalisation

Intestinal perforation, leukocytosis, 
neutrophilia.

Ceased Clozaril.

Leukocytosis Caused or 
prolonged 
inpatient 
hospitalisation

Neutrophilia Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 58 of 632

Case Number: Gender:
0.00Weight:

No history of epilepsy.

05/02/2005

19/01/2005
Causality possibleUnknown
27/12/1978DOB:

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)

02/12/2004 19/01/2005 0

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

CLOZARIL (Suspected)

19/01/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1204959

Preferred Term Severity Report Description Treatment
Convulsion Patient experienced seizures 19/01/2005 

and 24/02/2005.
Dose of Clozaril decreased to 
250mg/daily.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 59 of 632

Case Number: Gender:
0.00Weight:08/02/2005

Causality possibleRecovered
07/08/1974DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

08/02/2005 Creatine kinase 
MB

1-170 04/11/2004 58
08/02/2005 Creatine kinase 

MB
1-170 24/12/2004 181

08/02/2005 Echocardiogram 17/12/2004- normal
08/02/2005 Electrocardiograph

y
21/12/2004- normal

08/02/2005 Thyroxine 12-22 04/11/2004 11.8
08/02/2005 Thyroxine 12-22 29/12/2004 14.4
08/02/2005 Troponin 29/11/2004 <0.01

Laboratory Investigations:

30Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

QUETIAPINE (Other drug)

17/12/2004

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

CLOZARIL (Suspected)

29/11/2004 20/12/2004

Reason:

Hospitalisation:

Report Details:
Seq: 1205025

Preferred Term Severity Report Description Treatment
Cardiac disorder Patient experienced cardiac complications 

and significant troponin rise (0.38).
Clozaril discontinued.

Myocarditis suspected
Blood creatine phosphokinase increased
Troponin increased



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 60 of 632

Case Number: Gender:
0.00Weight:08/02/2005

Causality possibleRecovered
07/08/1974DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

08/02/2005 Troponin 20/12/2004 0.38
08/02/2005 Troponin 21/12/2004 0.2
08/02/2005 Troponin 24/12/2004 <0.01

Laboratory Investigations:

30Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

QUETIAPINE (Other drug)

17/12/2004

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

CLOZARIL (Suspected)

29/11/2004 20/12/2004

Reason:

Hospitalisation:

Report Details:
Seq: 1205025



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 61 of 632

Case Number: Gender:
0.00Weight:08/02/2005

14/01/2005
Causality possibleUnknown
05/10/1969DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

08/02/2005 Electrocardiograph
y

Consultant cardiologist - recent ECGs revealed patient had 
sinus tachycardia with some non-specific T wave flattening.

Laboratory Investigations:

35Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

CLOPINE (Suspected)

23/11/2004

Reason:

Hospitalisation: Required a specialist consultation

Report Details:
Seq: 1205030

Preferred Term Severity Report Description Treatment
Sinus tachycardia Required 

Specialist 
Consultation

Patient experienced sinus tachycardia, 
dizziness, fatigue, high cholesterol and 
high triglycerides.

Cardiologist recommended 
patient have a serum troponin 
I level, a full blood examination 
and an echocardiogram.

Blood cholesterol increased Required 
Specialist 
Consultation

Blood triglycerides increased Required 
Specialist 
Consultation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 62 of 632

Case Number: Gender:
0.00Weight:08/02/2005

14/01/2005
Causality possibleUnknown
05/10/1969DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

35Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

CLOPINE (Suspected)

23/11/2004

Reason:

Hospitalisation: Required a specialist consultation

Report Details:
Seq: 1205030

Preferred Term Severity Report Description Treatment
Dizziness Required 

Specialist 
Consultation

Fatigue Required 
Specialist 
Consultation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 63 of 632

Case Number: Gender:
0.00Weight:08/02/2005

Causality possibleUnknown
06/10/1975DOB:

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

CLOPINE (Suspected)

11/10/2004

Reason:

Hospitalisation:

Report Details:
Seq: 1205052

Preferred Term Severity Report Description Treatment
Diabetes mellitus Patient developed diabetes.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 64 of 632

Case Number: Gender:
0.00Weight:08/02/2005

19/01/2005
Causality possibleDeath, maybe drug 19/01/2005
09/05/1971DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

33Age:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOPINE (Suspected)

22/10/2004 19/01/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1205056

Preferred Term Severity Report Description Treatment
Completed suicide The patient committed suicide while using 

Clopine.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 65 of 632

Case Number: Gender:
0.00Weight:08/02/2005

01/01/2005
Causality possibleUnknown
19/07/1974DOB:

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 Daily OralTablet 425.0

CLOZARIL (Suspected)

06/12/2004 19/01/2005

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1205072

Preferred Term Severity Report Description Treatment
Cardiomyopathy Caused or 

prolonged 
inpatient 
hospitalisation

The patient experienced cardiomyopathy 
whilst taking Clozaril.

Clozaril ceased.

Speech disorder Caused or 
prolonged 
inpatient 
hospitalisation

The patient experienced cardiomyopathy 
whilst taking Clozaril.

Clozaril ceased.

Drug level increased Caused or 
prolonged 
inpatient 
hospitalisation

clozapine level of 2300



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 66 of 632

Case Number: Gender:
0.00Weight:08/02/2005

01/01/2005
Causality possibleUnknown
19/07/1974DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

30Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 425.0

CLOZARIL (Suspected)

06/12/2004 19/01/2005

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1205072

Preferred Term Severity Report Description Treatment
Ejection fraction decreased Caused or 

prolonged 
inpatient 
hospitalisation

left ventricular EF of 50%

Dyspnoea Caused or 
prolonged 
inpatient 
hospitalisation

Fatigue Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 67 of 632

Case Number: Gender:
0.00Weight:08/02/2005

01/01/2005
Causality possibleUnknown
19/07/1974DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

30Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 425.0

CLOZARIL (Suspected)

06/12/2004 19/01/2005

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1205072

Preferred Term Severity Report Description Treatment
Hallucination, auditory Caused or 

prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 68 of 632

Case Number: Gender:
74.00Weight:09/02/2005

18/01/2005
Causality probableRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

24Age:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 800.0

AMISULPRIDE (Other drug)

L TERM

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Gram Daily OralTablet 1.0

LITHIUM CARBONATE (Other drug)

L TERM

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram 1 time OralTablet 12.0

CLOZAPINE (Suspected)

18/01/2005 18/01/2005

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1205083

Preferred Term Severity Report Description Treatment
Bradycardia Severe The patient developed severe bradycardia 

and hypotension.
Admission to cardiology and 
Atropine.

Hypotension Severe



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 69 of 632

Case Number: Gender:
0.00Weight:09/02/2005

27/12/2004
Causality possibleUnknown
19/08/1947DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

57Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

CLOZAPINE (Suspected)

09/11/2004 07/12/2004 0

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

CLOPINE (Suspected)

07/12/2004 30/12/2004 0

Reason:

Hospitalisation:

Report Details:
Seq: 1205086

Preferred Term Severity Report Description Treatment
Dyspnoea Patient experienced shortness of breath, 

bilateral oedema in both legs, radiating 
chest pain and sweating.

Clopine ceased.

Chest pain
Hyperhidrosis
Oedema peripheral



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 70 of 632

Case Number: Gender:
0.00Weight:09/02/2005

15/01/2005
Causality possibleRecovered
07/01/1945DOB:

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 OralTablet 50.0

SERTRALINE HYDROCHLORIDE (Other drug)

0

Reason:

Stopped:Started:Batch:

Milligram OralTablet 500.0

ARTHRO-AID (Other drug)

0

Reason:

Stopped:Started:Batch:

Milligram OralTablet 400.0

IBUPROFEN (Other drug) Reason:

Stopped:Started:Batch:

Gram OralTablet 1.0

PARACETAMOL (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1205089

Preferred Term Severity Report Description Treatment
Pyrexia Patient experienced spiking temperature 

15 days after starting clopine treatment. 
Complained of chest pain, intermittent 
nausea, tirednes and shortness of breath. 
Events happend twice during treatment. 
Onset of events was 15/01/2005 and 
lasted 3 to 4 days

Clopine ceased.

Chest pain
Dyspnoea
Fatigue
Nausea



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 71 of 632

Case Number: Gender:
0.00Weight:09/02/2005

15/01/2005
Causality possibleRecovered
07/01/1945DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

60Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

CLOPINE (Suspected)

24/12/2004 19/01/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1205089



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 72 of 632

Case Number: Gender:
0.00Weight:10/02/2005

07/02/2005
Causality possibleUnknown
04/11/1981DOB:

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:

Milligram 1 time OralTablet

CLOZAPINE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1205156

Preferred Term Severity Report Description Treatment
Diabetes mellitus Required Visit 

to Doctor
1.Weight gain 2.Development of diabetes - 
proven with glucose tolerance test. 
3.Elevation of triglycerides

To reduce clozapine dose and 
possible supplement with 
aripiprazole.

Blood triglycerides increased Required Visit 
to Doctor

Weight increased Required Visit 
to Doctor



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 73 of 632

Case Number: Gender:
0.00Weight:11/02/2005

15/01/2005
Causality possibleRecovered
25/10/1933DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

11/02/2005 Neutrophils 29/12/2004 4.29 x 10^9/L
11/02/2005 Neutrophils 01/01/2005 2.30 x 10^9/L
11/02/2005 Neutrophils 11/01/2005 2.30 x 10^9/L
11/02/2005 Neutrophils 18/01/2005 1.10 x 10^9/L
11/02/2005 Neutrophils 19/01/2005 3.14 x 10^9/L
11/02/2005 Neutrophils 25/01/2005 1.40 x 10^9/L
11/02/2005 Neutrophils 27/01/2005 3.49 x 10^9/L

Laboratory Investigations:

71Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

17/11/2004 27/01/2005

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1205162

Preferred Term Severity Report Description Treatment
Neutropenia Caused or 

prolonged 
inpatient 
hospitalisation

Patient experienced neutropenia and 
myoclonic jerks.

Clozaril ceased.

Myoclonus Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:42PM Database: pusime02 ADRS004 Page 74 of 632

Case Number: Gender:
0.00Weight:11/02/2005

Causality possibleRecovered
23/06/1947DOB:

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:

Milligram OralTablet 150.0

CLOZARIL (Suspected)

29/07/2004

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1205199

Preferred Term Severity Report Description Treatment
Myocarditis Caused or 

prolonged 
inpatient 
hospitalisation

Myocarditis, anaemia, hypothermia and 
confusional state

Clozaril ceased

Anaemia Caused or 
prolonged 
inpatient 
hospitalisation

Confusional state Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 75 of 632

Case Number: Gender:
0.00Weight:11/02/2005

Causality possibleRecovered
23/06/1947DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

57Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram OralTablet 150.0

CLOZARIL (Suspected)

29/07/2004

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1205199

Preferred Term Severity Report Description Treatment
Hypothermia Caused or 

prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 76 of 632

Case Number: Gender:
0.00Weight:14/02/2005

18/01/2005
Causality possibleUnknown
15/10/1957DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

14/02/2005 Neutrophils 21/12/2004 3.00 x 10^9/L
14/02/2005 Neutrophils 18/01/2005 2.00 x 10^9/L
14/02/2005 Neutrophils 25/01/2005 3.20 x 10^9/L

Laboratory Investigations:

47Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram OralTablet 550.0

CLOZARIL (Suspected)

23/01/2003

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1205217

Preferred Term Severity Report Description Treatment
Neutropenia Caused or 

prolonged 
inpatient 
hospitalisation

Patient developed neutropenia. Hospitalised and medication 
monitored.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 77 of 632

Case Number: Gender:
99.00Weight:

Drug ineffective.  
Sudden increased TG.  Weight not up.  Diet same.

15/02/2005

06/01/2005
Causality probableRecovered 06/08/2004
19/09/1960DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

15/02/2005 Cholesterol 06/08/2004 4.0
15/02/2005 Cholesterol 06/01/2005 7.9
15/02/2005 Cholesterol 28/01/2005 3.6
15/02/2005 Triglyceride 06/08/2004 26
15/02/2005 Triglyceride 06/01/2005 6.5
15/02/2005 Triglyceride 28/01/2005 3.4

Laboratory Investigations:

44Age:

Additional Information:

Medicine Details:
Essential benign hypertension

Stopped:Started:Batch:

Milligram8.0

COVERSYL (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram450.0

MOCLOBEMIDE (Other drug) Reason:

Other diseases of esophagus

Stopped:Started:Batch:

Milligram40.0

SOMAC (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

CLOZAPINE (Suspected)

14/10/2004 10/01/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1205276

Preferred Term Severity Report Description Treatment
Blood triglycerides increased Required Visit 

to Doctor
High triglycerides. Ceased Clozapine.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 78 of 632

Case Number: Gender:
0.00Weight:

Medical conditions: Schizophrenia and depression

16/02/2005

31/01/2005
Causality possibleRecovered
05/03/1970DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

16/02/2005 ALT = SGPT 221
16/02/2005 AST = SGOT 86
16/02/2005 C-Reactive Protein 201.2
16/02/2005 Creatine kinase 

MB
407

16/02/2005 GGT = SGGT = 
GGTP

482
16/02/2005 Haemoglobin 105
16/02/2005 Lymphocytes 0.8

Laboratory Investigations:

34Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram OralTablet 50.0

ZYPREXA (Other drug)

01/01/1997 06/02/2005

Reason:

Stopped:Started:Batch:

OralTablet

TOFRANIL (Other drug)

01/01/2001

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Fortnightly IntramuscularInjection 100.0

FLUANXOL (Other drug)

01/01/1996 17/01/2005 0

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOPINE (Suspected)

20/01/2005 31/01/2005 0

Reason:

Hospitalisation: Hospitalisation prolonged

Report Details:
Seq: 1205304

Preferred Term Severity Report Description Treatment
Tachycardia Caused or 

prolonged 
inpatient 
hospitalisation

120/min

Orthostatic hypotension Caused or 
prolonged 
inpatient 
hospitalisation

20mmHg drop

Pyrexia Caused or 
prolonged 
inpatient 
hospitalisation

The patient experienced excessive 
sedation and became febrile with her 
temperature spiking to 39.5 degrees 
Celsius.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 79 of 632

Case Number: Gender:
0.00Weight:

Medical conditions: Schizophrenia and depression

16/02/2005

31/01/2005
Causality possibleRecovered
05/03/1970DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

16/02/2005 Other data ALP- 392

Laboratory Investigations:

34Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram OralTablet 50.0

ZYPREXA (Other drug)

01/01/1997 06/02/2005

Reason:

Stopped:Started:Batch:

OralTablet

TOFRANIL (Other drug)

01/01/2001

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Fortnightly IntramuscularInjection 100.0

FLUANXOL (Other drug)

01/01/1996 17/01/2005 0

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOPINE (Suspected)

20/01/2005 31/01/2005 0

Reason:

Hospitalisation: Hospitalisation prolonged

Report Details:
Seq: 1205304

Preferred Term Severity Report Description Treatment
Blood creatine phosphokinase increasedCaused or 

prolonged 
inpatient 
hospitalisation

Hepatic enzyme increased Caused or 
prolonged 
inpatient 
hospitalisation

Lymphocyte count decreased Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 80 of 632

Case Number: Gender:
0.00Weight:

Medical conditions: Schizophrenia and depression

16/02/2005

31/01/2005
Causality possibleRecovered
05/03/1970DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

34Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram OralTablet 50.0

ZYPREXA (Other drug)

01/01/1997 06/02/2005

Reason:

Stopped:Started:Batch:

OralTablet

TOFRANIL (Other drug)

01/01/2001

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Fortnightly IntramuscularInjection 100.0

FLUANXOL (Other drug)

01/01/1996 17/01/2005 0

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOPINE (Suspected)

20/01/2005 31/01/2005 0

Reason:

Hospitalisation: Hospitalisation prolonged

Report Details:
Seq: 1205304

Preferred Term Severity Report Description Treatment
Sedation Caused or 

prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 81 of 632

Case Number: Gender:
0.00Weight:16/02/2005

02/02/2005
Causality possibleRecovered 21/02/2005
07/06/1967DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

16/02/2005 Other data Short QT/PR interval.

Laboratory Investigations:

37Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Oral20.0

OMEPRAZOLE (Other drug)

08/12/2004

Reason:

Stopped:Started:Batch:

Milligram Oral25.0

Aripiprazole (Other drug)

07/01/2005

Reason:

Stopped:Started:Batch:

Milligram OralTablet 275.0

CLOPINE (Suspected)

19/01/2005 07/02/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1205306

Preferred Term Severity Report Description Treatment
Troponin increased Required 

Specialist 
Consultation

0.14

Neutrophilia Required 
Specialist 
Consultation

15.6

Leukocytosis Required 
Specialist 
Consultation

17.5

Platelet count increased Required 
Specialist 
Consultation

928



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 82 of 632

Case Number: Gender:
0.00Weight:16/02/2005

02/02/2005
Causality possibleRecovered 21/02/2005
07/06/1967DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

37Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Oral20.0

OMEPRAZOLE (Other drug)

08/12/2004

Reason:

Stopped:Started:Batch:

Milligram Oral25.0

Aripiprazole (Other drug)

07/01/2005

Reason:

Stopped:Started:Batch:

Milligram OralTablet 275.0

CLOPINE (Suspected)

19/01/2005 07/02/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1205306

Preferred Term Severity Report Description Treatment
Tachycardia Required 

Specialist 
Consultation

The patient developed tachycardia, short 
QT/PR intervals, spiking temperature and 
high blood pressure during Clopine 
treatment.

Referred for cardiology review.

Blood pressure fluctuation Required 
Specialist 
Consultation

Electrocardiogram QT shortened Required 
Specialist 
Consultation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 83 of 632

Case Number: Gender:
0.00Weight:16/02/2005

02/02/2005
Causality possibleRecovered 21/02/2005
07/06/1967DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

37Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Oral20.0

OMEPRAZOLE (Other drug)

08/12/2004

Reason:

Stopped:Started:Batch:

Milligram Oral25.0

Aripiprazole (Other drug)

07/01/2005

Reason:

Stopped:Started:Batch:

Milligram OralTablet 275.0

CLOPINE (Suspected)

19/01/2005 07/02/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1205306

Preferred Term Severity Report Description Treatment
Headache Required 

Specialist 
Consultation

Hepatic enzyme increased Required 
Specialist 
Consultation

Hypertension Required 
Specialist 
Consultation

Myocarditis Required 
Specialist 
Consultation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 84 of 632

Case Number: Gender:
0.00Weight:16/02/2005

02/02/2005
Causality possibleRecovered 21/02/2005
07/06/1967DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

37Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Oral20.0

OMEPRAZOLE (Other drug)

08/12/2004

Reason:

Stopped:Started:Batch:

Milligram Oral25.0

Aripiprazole (Other drug)

07/01/2005

Reason:

Stopped:Started:Batch:

Milligram OralTablet 275.0

CLOPINE (Suspected)

19/01/2005 07/02/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1205306

Preferred Term Severity Report Description Treatment
Pyrexia Required 

Specialist 
Consultation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 85 of 632

Case Number: Gender:
0.00Weight:16/02/2005

Causality possibleUnknown
02/07/1983DOB:

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

CLOPINE (Suspected)

18/09/2002 11/01/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1205309

Preferred Term Severity Report Description Treatment
Obsessive-compulsive disorder The patient developed obsessive 

compulsive disorder and hypersalivation 
whilst on Clopine.

Clopine ceased.

Salivary hypersecretion



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 86 of 632

Case Number: Gender:
0.00Weight:16/02/2005

31/01/2005
Causality possibleNot yet recovered
26/08/1966DOB:

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 500.0

CLOZARIL (Suspected)

26/02/1999 Continuing.

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1205330

Preferred Term Severity Report Description Treatment
Drug ineffective Caused or 

prolonged 
inpatient 
hospitalisation

Worsening of schizophrenia symptoms

Schizophrenia Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 87 of 632

Case Number: Gender:
42.00Weight:16/02/2005

20/03/2004
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

60Age:

Additional Information:

Medicine Details:
Myxedema

Stopped:Started:Batch:

Microgram175.0

THYROXINE SODIUM (Other drug) Reason:

Stopped:Started:Batch:

Dose Unspecified1.0

MYADEC (Other drug) Reason:

Constipation

Stopped:Started:Batch:

Dose Unspecified Daily1.0

MOVICOL (Other drug) Reason:

Pneumonia,unspecified

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

DOXYCYCLINE HYDROCHLORIDE (Suspected)

20/03/2004 22/03/2004

Reason:

Hospitalisation:

Report Details:
Seq: 1205334

Preferred Term Severity Report Description Treatment
Hypotension Blood pressure 70/40 on the 22/03/04. Required medical attention.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 88 of 632

Case Number: Gender:
42.00Weight:16/02/2005

20/03/2004
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

60Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Daily OralOral Liquid, Syrup 2.0

EPILIM (Suspected) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 800.0

CLOZARIL (Suspected) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 5.0

OLANZAPINE (Suspected)

22/03/2004

Reason:

Hospitalisation:

Report Details:
Seq: 1205334



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 89 of 632

Case Number: Gender:
0.00Weight:17/02/2005

19/04/2004
Causality possibleRecovered 19/04/2004

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

45Age:

Additional Information:

Medicine Details:
Asthma

Stopped:Started:Batch:

Dose Unspecified Daily InhalationInhalation 4.0

SALBUTAMOL (Other drug) Reason:

Asthma

Stopped:Started:Batch:

Dose Unspecified Daily InhalationInhalation 4.0

IPRATROPIUM BROMIDE (Other drug) Reason:

Moniliasis

Stopped:Started:Batch:

Millilitre Daily2.0

NILSTAT (Other drug)

05/04/2004 21/04/2004

Reason:

Phleb&thrombophleb lowr extrem

Stopped:Started:Batch:

Thousand International UnitDaily SubcutaneousInjection 10.0

HEPARIN SODIUM (Other drug)

05/04/2004 21/04/2004

Reason:

Hospitalisation:

Report Details:
Seq: 1205347

Preferred Term Severity Report Description Treatment
Depressed level of consciousness Decreased conscious state. Required medical attention. 

Treated with Flumazenil.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 90 of 632

Case Number: Gender:
0.00Weight:17/02/2005

19/04/2004
Causality possibleRecovered 19/04/2004

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

45Age:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

CHLORPROMAZINE HYDROCHLORIDE (Suspected)

15/04/2004 20/04/2004

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 15.0

DIAZEPAM (Suspected)

15/04/2004 19/04/2004

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 12.0

CLOZAPINE (Suspected)

18/04/2004 19/04/2004

Reason:

Hospitalisation:

Report Details:
Seq: 1205347



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 91 of 632

Case Number: Gender:
0.00Weight:17/02/2005

12/01/2005
Causality probableRecovered 15/01/2005
05/05/1931DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

17/02/2005 Troponin

Laboratory Investigations:

73Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily10.0

OLANZAPINE (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

CITALOPRAM HYDROBROMIDE (Other drug)

L TERM

Reason:

Other myocardial insufficiency

Stopped:Started:Batch:

Milligram Daily OralTablet 125.0

CLOZARIL (Suspected)

31/12/2004 12/01/2005

Reason:

Hospitalisation: Required a visit to the doctor

Report Details:
Seq: 1205349

Preferred Term Severity Report Description Treatment
Influenza Required Visit 

to Doctor
Patient complained of flu-like symptoms 
and chest pains. Troponin rise and 
echocardiogram changes.

Clozaril ceased.

Chest pain Required Visit 
to Doctor

Echocardiogram abnormal Required Visit 
to Doctor

Troponin increased Required Visit 
to Doctor



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 92 of 632

Case Number: Gender:
0.00Weight:17/02/2005

Causality possibleRecovered
04/12/1971DOB:

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 Daily OralTablet 800.0

CLOPINE (Suspected)

29/03/2004 22/12/2004

Reason:

Hospitalisation:

Report Details:
Seq: 1205395

Preferred Term Severity Report Description Treatment
Colitis Experienced weight gain, colitis and a 

perforated bowel, diarrhoea, abdominal 
pain, increased white cell count, and 
peritonism.

Abdominal pain
Diarrhoea
Intestinal perforation
Peritonitis
Weight increased
White blood cell count increased



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 93 of 632

Case Number: Gender:
0.00Weight:17/02/2005

Causality possibleUnknown
08/08/1980DOB:

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 150.0

CLOPINE (Suspected)

23/12/2004 09/01/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1205396

Preferred Term Severity Report Description Treatment
Myocarditis Developed myocarditis. Ceased Clopine



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 94 of 632

Case Number: Gender:
0.00Weight:21/02/2005

15/12/2004
Causality possibleNot yet recovered
29/01/1964DOB:

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 900.0

CLOZARIL (Suspected)

19/01/2001

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1205405

Preferred Term Severity Report Description Treatment
Malaise Caused or 

prolonged 
inpatient 
hospitalisation

The patient became acutely unwell with 
the return of his psychiatric symptoms.

Drug ineffective Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 95 of 632

Case Number: Gender:
0.00Weight:21/02/2005

Causality possibleNot yet recovered
12/05/1971DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

21/02/2005 Neutrophils 07/02/2005 1.29 (x 10^9L)
21/02/2005 Neutrophils 10/01/2005 6.74 (x 10^9L)
21/02/2005 Neutrophils 13/12/2004 4.52 (x 10^9L)
21/02/2005 Neutrophils 10/02/2005 1.13 (x 10^9L)
21/02/2005 Neutrophils 21/02/2005 1.92 (x 10^9L)
21/02/2005 White blood cells 07/02/2005 5.6 (x 10^9L)
21/02/2005 White blood cells 10/01/2005 9.0 (x 10^9L)

Laboratory Investigations:

33Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram OralTablet 850.0

CLOPINE (Suspected)

16/12/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1205425

Preferred Term Severity Report Description Treatment
Infectious mononucleosis The patient developed glandular fever and 

a low neutrophil count whilst being treated 
with Clopine.

Clopine ceased, repeat blood 
tests until they return to the 
'green' range.

Neutrophil count decreased



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 96 of 632

Case Number: Gender:
0.00Weight:21/02/2005

Causality possibleNot yet recovered
12/05/1971DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

21/02/2005 White blood cells 13/12/2004 6.4 (x 10^9L)
21/02/2005 White blood cells 10/02/2005 8.3 (x 10^9L)
21/02/2005 White blood cells 21/02/2005 3.8 (x 10^9L)

Laboratory Investigations:

33Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram OralTablet 850.0

CLOPINE (Suspected)

16/12/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1205425



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 97 of 632

Case Number: Gender:
92.00Weight:

Also taking sodium valproate, sertraline, haloperidol, Coloxyl with senna and Lactulose

22/02/2005

02/02/2005
Causality possibleRecovered
07/07/1964DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

22/02/2005 C-Reactive Protein 349
22/02/2005 Echocardiogram severe global systolic function and ejection fraction of 15%
22/02/2005 Troponin above 0.2 1.78

Laboratory Investigations:

40Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOPINE (Suspected)

12/01/2005 06/02/2005 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1205437

Preferred Term Severity Report Description Treatment
Myocarditis The patient developed myocarditis whilst 

being treated with Clopine.
Clopine ceased.

Electrocardiogram abnormal Caused or 
prolonged 
inpatient 
hospitalisation

arrythmias. ST elevation

Ejection fraction decreased Caused or 
prolonged 
inpatient 
hospitalisation

fell to 10-20%



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 98 of 632

Case Number: Gender:
92.00Weight:

Also taking sodium valproate, sertraline, haloperidol, Coloxyl with senna and Lactulose

22/02/2005

02/02/2005
Causality possibleRecovered
07/07/1964DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

40Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOPINE (Suspected)

12/01/2005 06/02/2005 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1205437

Preferred Term Severity Report Description Treatment
Echocardiogram abnormal Caused or 

prolonged 
inpatient 
hospitalisation

severe global sytolic dysfunction and 
ejection fraction of 15%

Hypokinesia Caused or 
prolonged 
inpatient 
hospitalisation

Troponin increased Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 99 of 632

Case Number: Gender:
120.00Weight:25/02/2005

30/04/2004
Causality possibleRecovered
24/09/1974DOB:

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:

CITALOPRAM HYDROBROMIDE (Other drug) Reason:

Stopped:Started:Batch:

FLUVOXAMINE MALEATE (Other drug) Reason:

Stopped:Started:Batch:

SODIUM VALPROATE (Other drug) Reason:

Other diseases of esophagus

Stopped:Started:Batch:

PANTOPRAZOLE (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1205563

Preferred Term Severity Report Description Treatment
Ileus paralytic Life 

threatening
Paralytic ileus with vomiting and 
constipation, pericardial effusion.

Laparotomy, nasgastric tube, 
nil by mouth. Will wean by 
Clozapine.

Constipation Life 
threatening

Pericardial effusion Life 
threatening

Vomiting Life 
threatening



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 100 of 632

Case Number: Gender:
120.00Weight:25/02/2005

30/04/2004
Causality possibleRecovered
24/09/1974DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

29Age:

Additional Information:

Medicine Details:
Xanthomatosis

Stopped:Started:Batch:

GEMFIBROZIL (Other drug) Reason:

Pain

Stopped:Started:Batch:

Oral

PANADEINE (Suspected) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

CLOZAPINE (Suspected)

15/03/2003 L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1205563



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 101 of 632

Case Number: Gender:
77.00Weight:25/02/2005

11/02/2005
Causality possibleNot yet recovered
12/03/1971DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

25/02/2005 White blood cells

Laboratory Investigations:

33Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

15/09/2004 11/02/2005 0

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

LAMICTAL (Suspected)

15/01/2005 12/02/2005

Reason:

Stopped:Started:Batch:

Milligram Daily OralCapsule 150.0

EFEXOR-XR (Suspected)

20/01/2005 12/02/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1205567

Preferred Term Severity Report Description Treatment
Neutropenia The patient had a decrease in neutrophil 

count and white blood cell count.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 102 of 632

Case Number: Gender:
0.00Weight:25/02/2005

Causality possibleUnknown
22/11/1973DOB:

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 Daily OralTablet 750.0

CLOZARIL (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1205579

Preferred Term Severity Report Description Treatment
Diabetes mellitus Caused or 

prolonged 
inpatient 
hospitalisation

Diabetes mellitus.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 103 of 632

Case Number: Gender:
0.00Weight:

Treatment with Clopine began on 11/07/02 and was titrated to 400mg daily by Nov 2002, dose was reduced to 300mg daily from 
Feb 2004. Patients ceased clopine on 11/02/05 and restarted on 13/02/2005. she was taking 300mg/day clopine at the time of her 
death.  
History: OSA/daytime Somnolence/end stage airways disease, uncontrolled asthma, obstructive sleep apnoea.  Risk factor(s): 
cigarette smoking.

28/02/2005

22/03/2005
Causality possibleDeath, maybe drug 22/03/2005
14/07/1968DOB:

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:

Oral

TIOTROPIUM (Other drug)

0

Reason:

Stopped:Started:Batch:

Milligram Oral100.0

AMISULPRIDE (Other drug)

0

Reason:

Stopped:Started:Batch:

Milligram Oral40.0

OMEPRAZOLE (Other drug)

0

Reason:

Stopped:Started:Batch:

Milligram Oral20.0

PAROXETINE HYDROCHLORIDE (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1205593

Preferred Term Severity Report Description Treatment
Chronic obstructive pulmonary disease Lung infection nos. Ceased Clopine.
Lung infection Patient had respiratory failure due to end 

stage COAD. Patient had history of 
uncontrolled asthma, heavy smoking and 
obstructive sleep apnoea

Ceased Clopine.

Cardio-respiratory arrest
Somnolence



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 104 of 632

Case Number: Gender:
0.00Weight:

Treatment with Clopine began on 11/07/02 and was titrated to 400mg daily by Nov 2002, dose was reduced to 300mg daily from 
Feb 2004. Patients ceased clopine on 11/02/05 and restarted on 13/02/2005. she was taking 300mg/day clopine at the time of her 
death.  
History: OSA/daytime Somnolence/end stage airways disease, uncontrolled asthma, obstructive sleep apnoea.  Risk factor(s): 
cigarette smoking.

28/02/2005

22/03/2005
Causality possibleDeath, maybe drug 22/03/2005
14/07/1968DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

36Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Oral20.0

SALBUTAMOL (Other drug) Reason:

Stopped:Started:Batch:

Milligram60.0

ENOXAPARIN (Other drug) Reason:

Stopped:Started:Batch:

Milligram400.0

HYDROCORTISONE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Oral50.0

PREDNISONE (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1205593



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 105 of 632

Case Number: Gender:
0.00Weight:

Treatment with Clopine began on 11/07/02 and was titrated to 400mg daily by Nov 2002, dose was reduced to 300mg daily from 
Feb 2004. Patients ceased clopine on 11/02/05 and restarted on 13/02/2005. she was taking 300mg/day clopine at the time of her 
death.  
History: OSA/daytime Somnolence/end stage airways disease, uncontrolled asthma, obstructive sleep apnoea.  Risk factor(s): 
cigarette smoking.

28/02/2005

22/03/2005
Causality possibleDeath, maybe drug 22/03/2005
14/07/1968DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

36Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Oral1.5

AMOXYCILLIN SODIUM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOPINE (Suspected)

11/07/2002 11/02/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1205593



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 106 of 632

Case Number: Gender:
0.00Weight:28/02/2005

30/01/2005
Causality possibleNot yet recovered
06/09/1952DOB:

Causality:

M
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 225.0

CLOPINE (Suspected)

14/01/2005 03/02/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1205611

Preferred Term Severity Report Description Treatment
Troponin increased 0.15-0.3
Eosinophilia 0.9
C-reactive protein increased 170
Pyrexia 39.5
Myocarditis Patient developed myocarditis. Clopine therapy ceased.
Liver function test abnormal



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 107 of 632

Case Number: Gender:
0.00Weight:

Patient was still well with no fever or infective symptoms.  
further information indicated that patient made a full recovery

28/02/2005

08/02/2005
Causality possibleRecovered
12/03/1971DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

28/02/2005 Neutrophils 22/02/2005 3.65
28/02/2005 Neutrophils 18/02/2005 1.02
28/02/2005 Neutrophils 08/02/2005 1.97
28/02/2005 Neutrophils 15/02/2005 0.63
28/02/2005 White blood cells 22/02/2005 6.19
28/02/2005 White blood cells 18/02/2005 3.09
28/02/2005 White blood cells 15/02/2005 2.46

Laboratory Investigations:

33Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

VENLAFAXINE HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

RANITIDINE (Other drug) Reason:

Stopped:Started:Batch:

LAMOTRIGINE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 12.0

CLOZARIL (Suspected)

22/09/2004 10/02/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1205613

Preferred Term Severity Report Description Treatment
Neutropenia Required Visit 

to Doctor
Patient developed neutropenia and 
leucopenia.

Clozaril discontinued. 
Subcutaneous Granulocyt 
Cotony Stimulating Factor 
480ug given.

Leukopenia Required Visit 
to Doctor



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 108 of 632

Case Number: Gender:
0.00Weight:

Patient was still well with no fever or infective symptoms.  
further information indicated that patient made a full recovery

28/02/2005

08/02/2005
Causality possibleRecovered
12/03/1971DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

28/02/2005 White blood cells 08/02/2005 3.32

Laboratory Investigations:

33Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

VENLAFAXINE HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

RANITIDINE (Other drug) Reason:

Stopped:Started:Batch:

LAMOTRIGINE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 12.0

CLOZARIL (Suspected)

22/09/2004 10/02/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1205613



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 109 of 632

Case Number: Gender:
0.00Weight:28/02/2005

Causality possibleUnknown
14/02/1966DOB:

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 250.0

CLOPINE (Suspected)

25/01/2005 15/02/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1205614

Preferred Term Severity Report Description Treatment
Myocarditis Developed myocarditis. Ceased Clopine.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 110 of 632

Case Number: Gender:
0.00Weight:28/02/2005

15/08/2004
Causality possibleNot yet recovered
06/12/1964DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

28/02/2005 Echocardiogram 15/08/2004 showed a decrease in LV ejection fraction from 70% 
on 15/12/2003 to 50% on 15/08/2004.

Laboratory Investigations:

39Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOPINE (Suspected)

15/02/2004 02/03/2004 0

Reason:

Hospitalisation:

Report Details:
Seq: 1205617

Preferred Term Severity Report Description Treatment
Ejection fraction decreased Patient experienced decreased left 

ventricular ejection fraction and sinus 
tachycardia.

Sinus tachycardia



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 111 of 632

Case Number: Gender:
0.00Weight:01/03/2005

31/01/2005
Causality possibleUnknown
15/11/1983DOB:

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:

RISPERDAL (Other drug) Reason:

Stopped:Started:Batch:

SODIUM VALPROATE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

CLOZARIL (Suspected)

03/12/2004 28/01/2005

Reason:

Hospitalisation: Required a visit to the doctor

Report Details:
Seq: 1205683

Preferred Term Severity Report Description Treatment
Diabetes mellitus Diabetes mellitus. Clozaril ceased.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 112 of 632

Case Number: Gender:
0.00Weight:02/03/2005

Causality possibleNot yet recovered
04/09/1953DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

51Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 60.0

CITALOPRAM HYDROBROMIDE (Other drug)

15/06/2003

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

AMITRIPTYLINE HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

OralTablet

FERROUS SULPHATE (Suspected) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOPINE (Suspected)

16/11/2004 03/02/2005

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1205702

Preferred Term Severity Report Description Treatment
Constipation Severe Patient experienced severe constipation. Treated with enemas and oral 

laxatives twice daily.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 113 of 632

Case Number: Gender:
0.00Weight:03/03/2005

15/02/2005
Causality possibleNot yet recovered
29/12/1961DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

03/03/2005 Echocardiogram  18/02/05 Moderate dilated cardiomyopathy with left ventricular 
ejection 35-40%. background mild left ventricular hypertrophy 
with a moderate degree of asymmetric septal hypertrophy. 
Aortic stenosis without stenosis. Mild and secondary mitral 
regurgitation

03/03/2005 Electrocardiograph
y

Feb 2005 ECG: abnormal.

Laboratory Investigations:

43Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

RAMIPRIL (Other drug) Reason:

Stopped:Started:Batch:

SEROQUEL (Other drug) Reason:

Stopped:Started:Batch:

ATENOLOL (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 975.0

CLOZARIL (Suspected)

03/06/1998 29/03/2005 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1205737

Preferred Term Severity Report Description Treatment
Cardiomyopathy Caused or 

prolonged 
inpatient 
hospitalisation

Moderate dilated cardiomyopathy, 
echocardiogram abnormal, ejection 
fraction decreased, blood pressure 
increased 160/105, electrocardiogram 
abnormal.

Clozaril reduced to half,  will 
be competley weaned off in 
two weeks time.

Blood pressure increased Caused or 
prolonged 
inpatient 
hospitalisation

Echocardiogram abnormal Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 114 of 632

Case Number: Gender:
0.00Weight:03/03/2005

15/02/2005
Causality possibleNot yet recovered
29/12/1961DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

43Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

RAMIPRIL (Other drug) Reason:

Stopped:Started:Batch:

SEROQUEL (Other drug) Reason:

Stopped:Started:Batch:

ATENOLOL (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 975.0

CLOZARIL (Suspected)

03/06/1998 29/03/2005 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1205737

Preferred Term Severity Report Description Treatment
Ejection fraction decreased Caused or 

prolonged 
inpatient 
hospitalisation

Electrocardiogram abnormal Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 115 of 632

Case Number: Gender:
0.00Weight:04/03/2005

Causality possibleUnknown
12/12/1972DOB:

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 125.0

CLOPINE (Suspected)

24/01/2005 14/02/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1205751

Preferred Term Severity Report Description Treatment
Tachycardia Tachycardia. Ceased Clopine.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 116 of 632

Case Number: Gender:
0.00Weight:07/03/2005

Causality possibleUnknown
05/12/1975DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

07/03/2005 Neutrophils Patient's neutrophil count was within the normal limits at the 
time of the event.

07/03/2005 White blood cells Patient's white cell count was within the normal limits at the time 
of the event.

Laboratory Investigations:

29Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 12.0

CLOPINE (Suspected)

12/01/2005 18/02/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1205776

Preferred Term Severity Report Description Treatment
Chest pain Patient developed chest pain and 

cardiomyopathy.
Clopine ceased.

Cardiomyopathy



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 117 of 632

Case Number: Gender:
0.00Weight:07/03/2005

Causality possibleNot yet recovered
31/05/1983DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

07/03/2005 Cholesterol Cholesterol levels of 7.4.
07/03/2005 Triglyceride Triglycerides levels of 9.9.

Laboratory Investigations:

21Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 350.0

CLOZARIL (Suspected)

08/04/2003 16/11/2004

Reason:

Hospitalisation:

Report Details:
Seq: 1205808

Preferred Term Severity Report Description Treatment
Hyperlipidaemia Patient experienced hyperlipidaemia, 

weight gain, cholesterol levels increased 
and triglycerides levels increased.

Clozaril discontinued.

Blood cholesterol increased
Blood triglycerides increased
Weight increased



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 118 of 632

Case Number: Gender:
0.00Weight:

The patient had non-insulin dependent diabetes mellitus as well as a strong family history of diabetes.

08/03/2005

19/08/2004
Causality possibleNot yet recovered
29/07/1958DOB:

Causality:

M
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 500.0

CLOZARIL (Suspected)

16/04/1996 19/08/2004

Reason:

Hospitalisation:

Report Details:
Seq: 1205820

Preferred Term Severity Report Description Treatment
Liver function test abnormal Abnormal liver function test results.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 119 of 632

Case Number: Gender:
0.00Weight:

Clozaril reduced to 12.5mg/day on 14/02/05 from 600mg/day. Celebrex is drug interaction not suspected.

08/03/2005

Causality possibleUnknown
03/07/1937DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

08/03/2005 Serum drug level Clozaril level of  2700 (no units, normal range 'around 1000') 
and a Lithium level of 1.4 (no units, normal range 'around 1').

Laboratory Investigations:

67Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet

LITHIUM CARBONATE (Interaction) Reason:

Stopped:Started:Batch:

OralCapsule

CELEBREX (Interaction)

0

Reason:

Stopped:Started:Batch:

OralTablet

SERTRALINE HYDROCHLORIDE (Interaction) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

CLOZARIL (Interaction)

09/06/2000 07/02/2005 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1205831

Preferred Term Severity Report Description Treatment
Drug level above therapeutic Caused or 

prolonged 
inpatient 
hospitalisation

The patient developed high Clozaril and 
Lithium levels whilst on Clozaril and after 
having commenced Celebrex. He was also 
on a 'fair dose' of Sertraline at the time.

Sedation Caused or 
prolonged 
inpatient 
hospitalisation

patient experience high clozapine levels 
and sedation on low dose of clozaril.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 120 of 632

Case Number: Gender:
0.00Weight:

Clozaril reduced to 12.5mg/day on 14/02/05 from 600mg/day. Celebrex is drug interaction not suspected.

08/03/2005

Causality possibleUnknown
03/07/1937DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

67Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily12.0

CLOZARIL (Interaction)

14/02/2005 19/05/2005 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1205831



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 121 of 632

Case Number: Gender:
0.00Weight:08/03/2005

15/12/2004
Causality possibleNot yet recovered
02/04/1987DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

08/03/2005 Serum drug level (Recently) Clozapine serum level: 800 ng/ml.

Laboratory Investigations:

17Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralCapsule

FLUOXETINE HYDROCHLORIDE (Interaction) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 450.0

CLOZARIL (Interaction)

14/09/2004

Reason:

Hospitalisation:

Report Details:
Seq: 1205832

Preferred Term Severity Report Description Treatment
Drug level increased Required Visit 

to Doctor
The patient experienced dyskinesia and 
showed a 'recent' serum level of 800 
ng/ml, whilst on Clozaril as part of multiple 
therapy.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 122 of 632

Case Number: Gender:
0.00Weight:09/03/2005

24/02/2005
Causality possibleDeath 24/02/2005
05/03/1964DOB:

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:

Milligram Daily OralTablet 400.0

CLOPINE (Suspected)

18/06/2001 24/02/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1205884

Preferred Term Severity Report Description Treatment
Death Death Patient died during Clopine treatment.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 123 of 632

Case Number: Gender:
80.00Weight:09/03/2005

25/02/2004
Causality possibleRecovered 15/05/2004

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

09/03/2005 Neutrophils 25/02/2004 1.29
09/03/2005 Neutrophils 28/01/2004 2.10
09/03/2005 Neutrophils 01/03/2004 1.6
09/03/2005 Neutrophils 10/03/2004 1.1
09/03/2005 Neutrophils 11/03/2004 0.9
09/03/2005 Neutrophils 16/03/2004 0.6

Laboratory Investigations:

20YAge:

Additional Information:

Medicine Details:
Pulmonary tuberculosis

Stopped:Started:Batch:

ISONIAZID (Other drug) Reason:

Pulmonary tuberculosis

Stopped:Started:Batch:

RIFAMPICIN (Other drug) Reason:

Pulmonary tuberculosis

Stopped:Started:Batch:

ETHAMBUTOL HYDROCHLORIDE (Other drug) Reason:

Pulmonary tuberculosis

Stopped:Started:Batch:

PYRAZINAMIDE (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1205898

Preferred Term Severity Report Description Treatment
Neutropenia Life 

threatening
Neutropenia. G-CSF.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 124 of 632

Case Number: Gender:
80.00Weight:09/03/2005

25/02/2004
Causality possibleRecovered 15/05/2004

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

20YAge:

Additional Information:

Medicine Details:
Other prophylactic procedures

Stopped:Started:Batch:

PYRIDOXINE HYDROCHLORIDE (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 175.0

CLOZAPINE (Suspected)

15/03/2003 10/03/2004

Reason:

Hospitalisation:

Report Details:
Seq: 1205898



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 125 of 632

Case Number: Gender:
0.00Weight:

Patient has a history of cardiomyopathy to Clozapine.

10/03/2005

17/02/2005
Causality possibleRecovered 18/02/2005
06/12/1975DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

10/03/2005 Echocardiogram Post recovery echocardiogram - Normal.
10/03/2005 Troponin Normal.

Laboratory Investigations:

29Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

BENZTROPINE MESYLATE (Other drug) Reason:

Stopped:Started:Batch:

ASPIRIN (Other drug) Reason:

Stopped:Started:Batch:

ESOMEPRAZOLE MAGNESIUM TRIHYDRATE (Other drug) Reason:

Stopped:Started:Batch:

Bisoprolol Fumarate (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1205906

Preferred Term Severity Report Description Treatment
Chest pain The patient experienced chest pain and T 

wave inversion V1-6.
Electrocardiogram T wave inversion



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 126 of 632

Case Number: Gender:
0.00Weight:

Patient has a history of cardiomyopathy to Clozapine.

10/03/2005

17/02/2005
Causality possibleRecovered 18/02/2005
06/12/1975DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

29Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

PERINDOPRIL (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 125.0

CLOZAPINE (Suspected)

17/02/2005

Reason:

Stopped:Started:Batch:

Milligram Daily30.0

OLANZAPINE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1205906



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 127 of 632

Case Number: Gender:
0.00Weight:15/03/2005

20/04/2001
Causality possibleNot yet recovered
15/02/1982DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

15/03/2005 ALT = SGPT 0-45 umol/L 12/02/2004 77
15/03/2005 ALT = SGPT 0-45 umol/L 14/04/2004 164
15/03/2005 ALT = SGPT 0-45 umol/L 23/02/2005 98
15/03/2005 AST = SGOT 0-41 umol/L 12/02/2004 37
15/03/2005 AST = SGOT 0-41 umol/L 14/04/2004 87
15/03/2005 AST = SGOT 0-41 umol/L 23/02/2005 54
15/03/2005 GGT = SGGT = 

GGTP
0-70 U/L 12/02/2004 68

Laboratory Investigations:

19Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet

CLOZARIL (Suspected)

20/04/2001 20/01/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1206024

Preferred Term Severity Report Description Treatment
Weight increased The patient experienced weight gain of 

approximately 10kg since commencing 
Clozaril and a marked increase in liver 
enzymes.

Clozaril ceased.

Alanine aminotransferase increased
Aspartate aminotransferase increased
Gamma-glutamyltransferase increased
Hepatic enzyme increased



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 128 of 632

Case Number: Gender:
0.00Weight:15/03/2005

20/04/2001
Causality possibleNot yet recovered
15/02/1982DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

15/03/2005 GGT = SGGT = 
GGTP

0-70 U/L 14/04/2004 126
15/03/2005 GGT = SGGT = 

GGTP
0-70 U/L 23/02/2005 76

Laboratory Investigations:

19Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet

CLOZARIL (Suspected)

20/04/2001 20/01/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1206024



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 129 of 632

Case Number: Gender:
0.00Weight:15/03/2005

20/12/2004
Causality possibleUnknown
13/02/1977DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

15/03/2005 Echocardiogram Abnormal. Definite signs of developing cardiomyopahty. LV 
ejection fraction 40%. LV dilation, lV end dimension (diastole) = 
6.6cm and LV end dimension (systole) =5.2cm; Tivail Mitral 
regurgitation

15/03/2005 Electrocardiograph
y

14/02/2005 normal
15/03/2005 Eosinophils 0-0.05 20/12/2004 0.2
15/03/2005 Eosinophils 0-0.05 17/01/2005 0.1

Laboratory Investigations:

27Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

CLOZARIL (Suspected)

19/11/2003 30/03/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1206027

Preferred Term Severity Report Description Treatment
Myocarditis
Tachycardia Required 

Specialist 
Consultation

Patient experienced tachycardia on 
15/02/2005

Cardiomyopathy The patient showed definite signs of 
developing cardiomyopathy through an 
abnormal echo in February 2005

The patient was to be weaned 
off Clozaril at a rate of 100mg 
per day.

Ejection fraction decreased ejection fractuion of approximately 40%
Dilatation atrial left
Drug toxicity patient showing signs of clozapine toxicity



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 130 of 632

Case Number: Gender:
0.00Weight:15/03/2005

20/12/2004
Causality possibleUnknown
13/02/1977DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

15/03/2005 Eosinophils 0-0.05 14/02/2005 0.2
15/03/2005 Eosinophils 0-0.05 15/03/2005 0.1
15/03/2005 Troponin 06/09/2004 <0.15
15/03/2005 Troponin 14/02/2005 <0.15

Laboratory Investigations:

27Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

CLOZARIL (Suspected)

19/11/2003 30/03/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1206027

Preferred Term Severity Report Description Treatment
Eosinophil count increased Required 

Specialist 
Consultation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 131 of 632

Case Number: Gender:
95.00Weight:15/03/2005

03/02/2005
Causality possibleNot yet recovered
27/08/1964DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40Age:

Additional Information:

Medicine Details:
Convulsions

Stopped:Started:Batch:

Gram Daily2.0

EPILIM (Other drug)

L TERM

Reason:

Convulsions

Stopped:Started:Batch:

Milligram Daily800.0

TEGRETOL (Other drug)

L TERM

Reason:

Convulsions

Stopped:Started:Batch:

Milligram Daily2.0

RIVOTRIL (Other drug)

L TERM

Reason:

Hallucinations

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

CLOZAPINE (Suspected)

18/02/2004 07/02/2005 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1206042

Preferred Term Severity Report Description Treatment
Pyrexia Life 

threatening
Patient developed high temperature, 
malaise, tiredness, lack of coordination, 
renal failure, atypicial pneumonia, 
constipation.

Ventilated in transit, admitted 
to ICU, transfused to hospital 
for dialysis. taken off 
Clozapine.

Constipation Life 
threatening

Coordination abnormal Life 
threatening

Fatigue Life 
threatening

Malaise Life 
threatening



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 132 of 632

Case Number: Gender:
95.00Weight:15/03/2005

03/02/2005
Causality possibleNot yet recovered
27/08/1964DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

40Age:

Additional Information:

Medicine Details:
Convulsions

Stopped:Started:Batch:

Gram Daily2.0

EPILIM (Other drug)

L TERM

Reason:

Convulsions

Stopped:Started:Batch:

Milligram Daily800.0

TEGRETOL (Other drug)

L TERM

Reason:

Convulsions

Stopped:Started:Batch:

Milligram Daily2.0

RIVOTRIL (Other drug)

L TERM

Reason:

Hallucinations

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

CLOZAPINE (Suspected)

18/02/2004 07/02/2005 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1206042

Preferred Term Severity Report Description Treatment
Pneumonia primary atypical Life 

threatening
Renal failure Life 

threatening



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 133 of 632

Case Number: Gender:
0.00Weight:

history of smoker, drug abuser and treatment noncompliance.

16/03/2005

08/02/2005
Causality possibleRecovered
11/06/1981DOB:

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:

ATORVASTATIN (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 125.0

CLOZARIL (Suspected)

08/02/2005 28/02/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1206109

Preferred Term Severity Report Description Treatment
Myocarditis Patient developed myocarditis less than a 

month after commencing Clozaril.
Clozaril ceased.

Anxiety
Dyspnoea
Palpitations
Tachycardia
Troponin increased



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 134 of 632

Case Number: Gender:
0.00Weight:17/03/2005

Causality possibleUnknown
30/05/1959DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

17/03/2005 Creatine 
phosphokinase

CK - 630.

Laboratory Investigations:

45Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

CLOPINE (Suspected)

23/02/2005 28/02/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1206160

Preferred Term Severity Report Description Treatment
Hypertension Patient experienced hypertension, 

myositis and increased CK.
Clopine ceased.

Blood creatine phosphokinase increased
Myositis



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 135 of 632

Case Number: Gender:
0.00Weight:18/03/2005

Causality possibleUnknown
12/08/1975DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

18/03/2005 Neutrophils Within normal range.
18/03/2005 White blood cells Within normal range.

Laboratory Investigations:

29Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 12.0

CLOPINE (Suspected)

01/03/2005 04/03/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1206169

Preferred Term Severity Report Description Treatment
Orthostatic hypotension The patient experienced postural 

hypotension during Clopine treatment.
Clopine ceased.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 136 of 632

Case Number: Gender:
0.00Weight:

Also stated that the patient had 'complete system failure'.

18/03/2005

Causality possibleUnknown
27/08/1964DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

18/03/2005 Neutrophils Within normal range.
18/03/2005 White blood cells Within normal range.

Laboratory Investigations:

40Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

CLOPINE (Suspected)

19/01/2005 07/02/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1206171

Preferred Term Severity Report Description Treatment
Convulsion The patient experienced seizures during 

Clopine treatment.
Clopine ceased.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 137 of 632

Case Number: Gender:
0.00Weight:

Sequelae not described

18/03/2005

08/03/2005
Causality probableRecovered with sequelae

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

18/03/2005 Haematology Abnormal full blood picture - Low Hb, RCC, Hct & lymphocyte 
count. High WCC, RCDW, neutrophil count & monocyte count.

Laboratory Investigations:

15YAge:

Additional Information:

Medicine Details:

Stopped:Unknown Started:Batch:

Milligram 2 times OralTablet 150.0

CLOZAPINE (Suspected)

16/02/2005 11/03/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1206203

Preferred Term Severity Report Description Treatment
Convulsion Caused or 

prolonged 
inpatient 
hospitalisation

SUSPECTED - Patient was noted to be 
drowsy, sedated, incontinent of urine, 
drooling and vomiting. ? Seizure - awaiting 
EEG result.

Supportive measures.; Ceased 
clozapine

Sedation Caused or 
prolonged 
inpatient 
hospitalisation

Urinary incontinence Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 138 of 632

Case Number: Gender:
0.00Weight:

Sequelae not described

18/03/2005

08/03/2005
Causality probableRecovered with sequelae

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

15YAge:

Additional Information:

Medicine Details:

Stopped:Unknown Started:Batch:

Milligram 2 times OralTablet 150.0

CLOZAPINE (Suspected)

16/02/2005 11/03/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1206203

Preferred Term Severity Report Description Treatment
Vomiting Caused or 

prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 139 of 632

Case Number: Gender:
0.00Weight:

Clopine corrdinator stated the patient was very unwell and her death was not clozapine related.  
History: Intellectual disability, epilepsy, diffiuclt and agitated behaviour, schizophrenia, hypothyroidism.

29/03/2005

22/07/2004
Causality possibleDeath 17/07/2004
26/12/1951DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

52Age:

Additional Information:

Medicine Details:
Myxedema

Stopped:Started:Batch:

Microgram Daily OralTablet 100.0

THYROXINE SODIUM (Other drug)

18/07/2004

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

CLOPINE (Suspected)

12/04/2000 17/07/2004 0

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

Escitalopram (Suspected)

23/06/2004 18/07/2004 0

Reason:

Other&unspecified epilepsy

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

LAMOTRIGINE (Suspected)

23/07/2003 18/07/2004

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1206306

Preferred Term Severity Report Description Treatment
Constipation Death Severe intestinal perforation, septicaemia, 

pneumonia, constipation and bowel 
necrosis.

Gastrointestinal necrosis Death
Intestinal perforation Death
Pneumonia Death
Sepsis Death



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 140 of 632

Case Number: Gender:
0.00Weight:29/03/2005

09/03/2005
Causality possibleUnknown
19/10/1970DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

29/03/2005 Neutrophils 09/03/2005 11.3
29/03/2005 Neutrophils 16/03/2005 9.2
29/03/2005 Neutrophils 23/03/2005 5
29/03/2005 Neutrophils 30/03/2005 4.6
29/03/2005 Troponin Cardiac enzymes and troponin levels were normal.
29/03/2005 White blood cells 09/03/2005 15.5
29/03/2005 White blood cells 16/03/2005 14.1

Laboratory Investigations:

34Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 275.0

CLOPINE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1206318

Preferred Term Severity Report Description Treatment
Neutrophil count increased
White blood cell count increased



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 141 of 632

Case Number: Gender:
0.00Weight:29/03/2005

09/03/2005
Causality possibleUnknown
19/10/1970DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

29/03/2005 White blood cells 23/03/2005 8.9
29/03/2005 White blood cells 30/03/2005 7.5

Laboratory Investigations:

34Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 275.0

CLOPINE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1206318



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 142 of 632

Case Number: Gender:
0.00Weight:

Patient had previously taken Clozapine starting treatment on 11 April 1996.  Haematologist contacted for advice.

29/03/2005

10/03/2005
Causality possibleUnknown
17/10/1957DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

29/03/2005 Neutrophils 10/03/2005 1.9
29/03/2005 White blood cells 10/03/2005 2.9

Laboratory Investigations:

47Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOPINE (Suspected) Reason:

Hospitalisation: Required a specialist consultation

Report Details:
Seq: 1206319

Preferred Term Severity Report Description Treatment
Leukopenia Leucopenia



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 143 of 632

Case Number: Gender:
0.00Weight:31/03/2005

15/03/2005
Causality possibleUnknown
28/10/1969DOB:

Causality:

M
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 OralTablet 400.0

CLOZARIL (Suspected)

23/02/2005 11/03/2005

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1206366

Preferred Term Severity Report Description Treatment
Intestinal obstruction Caused or 

prolonged 
inpatient 
hospitalisation

The patient experienced bowel 
obstruction, nausea and vomiting while on 
Clozaril.

Nausea Caused or 
prolonged 
inpatient 
hospitalisation

Vomiting Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 144 of 632

Case Number: Gender:
0.00Weight:

medical history included COAD, heavy smoker.

31/03/2005

26/02/2005
Causality possibleDeath, maybe drug 26/02/2005
13/09/1942DOB:

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 200.0

CLOPINE (Suspected)

04/11/2004 26/02/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1206374

Preferred Term Severity Report Description Treatment
Crepitations Death wide spread crepitations in his lung
Depressed level of consciousness Death
Hypotension Death
Respiratory failure Death he was treated with 

azythromycin and ceftriaxone 
and intubated



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 145 of 632

Case Number: Gender:
0.00Weight:

Marked obesity of 150+kg with probable early diabetes mellitus.

02/04/2005

11/02/2005
Causality possibleDeath 18/02/2005
25/09/1963DOB:

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 375.0

CLOPINE (Suspected)

02/03/2001 11/02/2005 0

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

CITALOPRAM HYDROBROMIDE (Suspected)

04/07/2002 17/02/2005 0

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ATENOLOL (Suspected)

17/02/2005 0

Reason:

Stopped:Started:Batch:

Milligram Daily Oral100.0

ASPIRIN (Suspected)

17/02/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1206510

Preferred Term Severity Report Description Treatment
Death Death The patient died while on Clopine therapy.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 146 of 632

Case Number: Gender:
0.00Weight:02/04/2005

17/02/2005
Causality possibleDeath 17/02/2005
23/04/1954DOB:

Causality:

M
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 600.0

CLOPINE (Suspected)

14/05/2002 17/02/2005L TERM 0

Reason:

Hospitalisation:

Report Details:
Seq: 1206524

Preferred Term Severity Report Description Treatment
Death Death The patient died whilst on Clopine 

treatment.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 147 of 632

Case Number: Gender:
0.00Weight:02/04/2005

08/03/2005
Causality possibleUnknown
09/12/1965DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

02/04/2005 Neutrophils 23/08/1993 5.6
02/04/2005 Neutrophils 11/01/2005 7.6
02/04/2005 Neutrophils 08/03/2005 12.9
02/04/2005 Neutrophils 08/02/2005 8.1
02/04/2005 White blood cells 23/08/1993 9.3
02/04/2005 White blood cells 11/01/2005 10.9
02/04/2005 White blood cells 08/02/2005 11.5

Laboratory Investigations:

39Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

ATENOLOL (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 650.0

CLOZARIL (Suspected)

23/08/1993

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1206553

Preferred Term Severity Report Description Treatment
Psychotic disorder Caused or 

prolonged 
inpatient 
hospitalisation

The patient experienced leucocytosis and 
neutrophilia with increased psychosis and 
fever.

Leukocytosis Caused or 
prolonged 
inpatient 
hospitalisation

Neutrophilia Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 148 of 632

Case Number: Gender:
0.00Weight:02/04/2005

08/03/2005
Causality possibleUnknown
09/12/1965DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

02/04/2005 White blood cells 08/03/2005 16.6

Laboratory Investigations:

39Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

ATENOLOL (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 650.0

CLOZARIL (Suspected)

23/08/1993

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1206553

Preferred Term Severity Report Description Treatment
Pyrexia Caused or 

prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 149 of 632

Case Number: Gender:
0.00Weight:02/04/2005

Causality possibleUnknown
29/04/1978DOB:

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 250.0

CLOZARIL (Suspected)

31/10/2001 07/01/2005

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1206558

Preferred Term Severity Report Description Treatment
Cardiomyopathy Caused or 

prolonged 
inpatient 
hospitalisation

The patient developed cardiomyopathy 
whilst taking Clozaril.

Clozaril ceased.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 150 of 632

Case Number: Gender:
0.00Weight:04/04/2005

02/03/2005
Causality probableRecovered 16/03/2005
12/11/1965DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

04/04/2005 Electrocardiograph
y

Changes shown, abnormal Echo, LVF reduced and EF of 44%. 
Repeat ECG on 16/03 showed LV now normal in size and EF 
up to 59%

Laboratory Investigations:

39Age:

Additional Information:

Medicine Details:
Other diseases of esophagus

Stopped:Started:Batch:

Milligram Daily80.0

PANTOPRAZOLE (Other drug)

L TERM Contin

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily200.0

THIORIDAZINE HYDROCHLORIDE (Other drug)

24/02/2005L TERM

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily5.0

OLANZAPINE (Other drug)

16/02/2005L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

CLOZARIL (Suspected)

17/02/2005 09/03/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1206566

Preferred Term Severity Report Description Treatment
Myocarditis Life 

threatening
The patient was diagnosed with 
myocarditis shortly after commencing 
Clozaril. An electrocardiogram showed QT 
prolongation. Increases in creatine kinase 
and troponin T were present. An 
echocardiogram showed reduced left 
ventricular fraction shortening. A 
cardiology consult showed cardiomegaly. 
A gated heart pool scan showed an 
ejection fraction lower than baseline.

Clozaril ceased.

Blood creatine phosphokinase increasedLife 
threatening



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 151 of 632

Case Number: Gender:
0.00Weight:04/04/2005

02/03/2005
Causality probableRecovered 16/03/2005
12/11/1965DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

39Age:

Additional Information:

Medicine Details:
Other diseases of esophagus

Stopped:Started:Batch:

Milligram Daily80.0

PANTOPRAZOLE (Other drug)

L TERM Contin

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily200.0

THIORIDAZINE HYDROCHLORIDE (Other drug)

24/02/2005L TERM

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily5.0

OLANZAPINE (Other drug)

16/02/2005L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

CLOZARIL (Suspected)

17/02/2005 09/03/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1206566

Preferred Term Severity Report Description Treatment
Cardiac failure Life 

threatening
Cardiomegaly Life 

threatening
Chest pain Life 

threatening
Ejection fraction decreased Life 

threatening
Electrocardiogram QT prolonged Life 

threatening
Electrocardiogram abnormal Life 

threatening



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 152 of 632

Case Number: Gender:
0.00Weight:04/04/2005

02/03/2005
Causality probableRecovered 16/03/2005
12/11/1965DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

39Age:

Additional Information:

Medicine Details:
Other diseases of esophagus

Stopped:Started:Batch:

Milligram Daily80.0

PANTOPRAZOLE (Other drug)

L TERM Contin

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily200.0

THIORIDAZINE HYDROCHLORIDE (Other drug)

24/02/2005L TERM

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily5.0

OLANZAPINE (Other drug)

16/02/2005L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

CLOZARIL (Suspected)

17/02/2005 09/03/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1206566

Preferred Term Severity Report Description Treatment
Influenza like illness Life 

threatening
Pyrexia Life 

threatening
Tachycardia Life 

threatening
Troponin increased Life 

threatening



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 153 of 632

Case Number: Gender:
0.00Weight:04/04/2005

15/02/1999
Causality possibleUnknown
05/01/1974DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

04/04/2005 Echocardiogram (Nov 2000) Echocardiogram: diltated left ventricia, segmental 
left venticular systolic dysfunction;  normal atria and right 
ventricle; mild global impairment of right ventricular systolic 
function: normal valves.

Laboratory Investigations:

25Age:

Additional Information:

Medicine Details:
Othr&unspec metabolic diseases

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZARIL (Suspected)

20/10/1997 15/08/2001

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1206568

Preferred Term Severity Report Description Treatment
Diabetes mellitus insulin-dependentCaused or 

prolonged 
inpatient 
hospitalisation

The patient became overweight, 
experienced hypercholesterolaemia and 
non-insulin-dependent diabetes mellitus, 
chest pain, sinus tachycardia and was 
diagnosed with cardiomyopathy 
approximately 3 years after commencing 
Clozaril. He had a dilated left ventricle, 
segmental left ventricular systolic 
dysfunction with anteroseptal akinesis and 
moderate global impairment of the left 
ventric systolic function. Since ceasing 
Clozaril the patient experienced suicide 
attempts and ideation.

Coversyl 2mg and, at a later 
date, Risperidone initiated. 
Clozaril ceased.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 154 of 632

Case Number: Gender:
0.00Weight:04/04/2005

15/02/1999
Causality possibleUnknown
05/01/1974DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

25Age:

Additional Information:

Medicine Details:
Othr&unspec metabolic diseases

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZARIL (Suspected)

20/10/1997 15/08/2001

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1206568

Preferred Term Severity Report Description Treatment
Cardiomyopathy Caused or 

prolonged 
inpatient 
hospitalisation

Hypercholesterolaemia Caused or 
prolonged 
inpatient 
hospitalisation

Suicide attempt Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 155 of 632

Case Number: Gender:
0.00Weight:04/04/2005

15/02/1999
Causality possibleUnknown
05/01/1974DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

25Age:

Additional Information:

Medicine Details:
Othr&unspec metabolic diseases

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZARIL (Suspected)

20/10/1997 15/08/2001

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1206568

Preferred Term Severity Report Description Treatment
Weight increased Caused or 

prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 156 of 632

Case Number: Gender:
0.00Weight:04/04/2005

Causality possibleUnknown
DOB:

Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

04/04/2005 Other data (Mar 2005) clozapine level: 2222 ng/l

Laboratory Investigations:

99uAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 650.0

CLOZARIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1206576

Preferred Term Severity Report Description Treatment
Myoclonus The patient experienced a Clozapine level 

of 2222 ng/mL and may have experienced 
myoclonic jerks while receiving Clozaril.

Drug level increased



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 157 of 632

Case Number: Gender:
0.00Weight:

Patient was not symptomatic.Patient had a history of viral infection, alcohol abuse, drug abuse, and heavy smoker. Patient lived a 
sedentary lifestyle

04/04/2005

21/02/2005
Causality possibleUnknown
02/06/1969DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

04/04/2005 Creatine kinase 
MB

0-6 21/02/2005 1.27
04/04/2005 Creatine 

phosphokinase
40-200 21/02/2005 27

04/04/2005 Echocardiogram FEB 2005: cardiomyopath; no left ventricular hyperthrophy, 
moderate global systolic dysfunction; no left ventricular dilation; 
ventricular end dimension ( diastole): 5.5cm; localised 
segmental function normal

04/04/2005 Electrocardiograph
y

21/02/2005 Non- specifi 
S-T wave 

changes; sinus 
rhythm

Laboratory Investigations:

35Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

LAMOTRIGINE (Other drug) Reason:

Stopped:Started:Batch:

CLONAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

BENZTROPINE MESYLATE (Other drug) Reason:

Stopped:Started:Batch:

MULTIVITAMINS (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1206578

Preferred Term Severity Report Description Treatment
Cardiomyopathy An echocardiogram showed that the 

patient had developed cardiomyopathy 
approximately 10 years and 5 months after 
commencing Clozaril.

Electrocardiogram abnormal



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 158 of 632

Case Number: Gender:
0.00Weight:

Patient was not symptomatic.Patient had a history of viral infection, alcohol abuse, drug abuse, and heavy smoker. Patient lived a 
sedentary lifestyle

04/04/2005

21/02/2005
Causality possibleUnknown
02/06/1969DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

35Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

THIAMINE (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 650.0

CLOZARIL (Suspected)

27/10/1994

Reason:

Hospitalisation:

Report Details:
Seq: 1206578



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 159 of 632

Case Number: Gender:
0.00Weight:05/04/2005

05/03/2005
Causality possibleUnknown
12/10/1952DOB:

Causality:

M
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 600.0

CLOPINE (Suspected)

30/06/2001 05/03/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1206649

Preferred Term Severity Report Description Treatment
Convulsion The patient experienced seizures during 

Clopine treatment.
Clozapine dose reduced. 
Epilim commenced

Pneumonia Clopine ceased.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 160 of 632

Case Number: Gender:
0.00Weight:

Suspect drug certain rechallenge - when rechallenged patient experienced reactions again.

05/04/2005

08/03/2005
Causality certainUnknown
30/01/1990DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

05/04/2005 Haemoglobin HB - 117.
05/04/2005 Lymphocytes Decreased lymphocyte coutn - 1.39.
05/04/2005 Monocytes T monocyte count - 1.05.
05/04/2005 Neutrophils T neutorphil count - 13.06.
05/04/2005 Other data FBP - decreased and Increased RCDW - 0.16.
05/04/2005 Red blood cells Decreased RCC - 4.30.
05/04/2005 White blood cells Increased WCC - 15.64.

Laboratory Investigations:

15Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOPINE (Suspected)

16/02/2005 11/03/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1206652

Preferred Term Severity Report Description Treatment
Convulsion Caused or 

prolonged 
inpatient 
hospitalisation

The patient experienced seizures. He was 
noted to be drowsy, sedated, incontinent 
of urine, drooling and vomiting.

Drooling Caused or 
prolonged 
inpatient 
hospitalisation

Sedation Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 161 of 632

Case Number: Gender:
0.00Weight:

Suspect drug certain rechallenge - when rechallenged patient experienced reactions again.

05/04/2005

08/03/2005
Causality certainUnknown
30/01/1990DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

15Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOPINE (Suspected)

16/02/2005 11/03/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1206652

Preferred Term Severity Report Description Treatment
Somnolence Caused or 

prolonged 
inpatient 
hospitalisation

Urinary incontinence Caused or 
prolonged 
inpatient 
hospitalisation

Vomiting Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 162 of 632

Case Number: Gender:
0.00Weight:11/04/2005

07/03/2005
Causality possibleUnknown
03/04/1974DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

11/04/2005 Cholesterol 07/03/2005 10.2
11/04/2005 Serum glucose 07/03/052 - Fasting blood glucose:  Normal.
11/04/2005 Triglyceride 07/03/2005 10.3

Laboratory Investigations:

30Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 700.0

CLOZARIL (Suspected)

08/08/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1206848

Preferred Term Severity Report Description Treatment
Blood cholesterol increased Patient developed raised total cholesterol 

and triglyceride levels.
Blood triglycerides increased



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 163 of 632

Case Number: Gender:
0.00Weight:

also on tricotone cream, docusare and methol cream for psoriasis

11/04/2005

11/03/2005
Causality possibleUnknown
16/02/1931DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

74Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Millilitre/gram Topical50.0

METOPROLOL TARTRATE (Other drug) Reason:

Stopped:Started:Batch:

PERINDOPRIL (Other drug) Reason:

Stopped:Started:Batch:

ASASANTIN SR (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

CLOPINE (Suspected)

03/03/2005 15/03/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1206862

Preferred Term Severity Report Description Treatment
Pyrexia The patient experienced spiking 

temperatures during Clopine treatment.
Clopine ceased.

Myocarditis suspected
Cardiac enzymes increased
Drooling
Electrocardiogram ST-T change
Orthostatic hypotension
Urinary incontinence



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 164 of 632

Case Number: Gender:
0.00Weight:11/04/2005

15/03/2003
Causality possibleUnknown
22/02/1979DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

11/04/2005 Prolactin (Mar 2005) Prolactin:  >3000 (units not specified).

Laboratory Investigations:

24Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

OralTablet

CLOZARIL (Interaction)

23/01/2003

Reason:

Stopped:Started:Batch:

Milligram Oral800.0

SOLIAN (Interaction) Reason:

Hospitalisation:

Report Details:
Seq: 1206904

Preferred Term Severity Report Description Treatment
Galactorrhoea Patient experienced galactorrhoea in 

03/2003, oligomenorrhoea in 12/2003, 
amenorrhoea in 2004 and 
hyperprolactinaemia in 12/2004.

Amenorrhoea
Dysmenorrhoea
Hyperprolactinaemia
Oligomenorrhoea



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 165 of 632

Case Number: Gender:
0.00Weight:14/04/2005

15/03/2005
Causality possibleUnknown
09/02/1975DOB:

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)

25/02/2005

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1207007

Preferred Term Severity Report Description Treatment
Cardiomyopathy Caused or 

prolonged 
inpatient 
hospitalisation

Patient experienced elevated troponin 
levels and cardiomyopathy suspected.

Troponin increased Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 166 of 632

Case Number: Gender:
0.00Weight:14/04/2005

20/04/2004
Causality possibleUnknown
29/07/1972DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

14/04/2005 Echocardiogram 24/03/2005-Echocardiogram showed small localised perciardial 
effusion.

14/04/2005 Neutrophils 18/05/2004-Raised neutrophil count, slowly creeping up to 20.

Laboratory Investigations:

31Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

OralTablet

CLOZARIL (Suspected)

12/04/1996 0

Reason:

Hospitalisation:

Report Details:
Seq: 1207027

Preferred Term Severity Report Description Treatment
Pericardial effusion Patient developed a raised neutrophil 

count and showed small localised 
pericardial effusion.

Neutrophil count increased



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 167 of 632

Case Number: Gender:
0.00Weight:14/04/2005

Causality possibleUnknown
22/04/1976DOB:

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:

Milligram Daily OralTablet 50.0

CLOZARIL (Suspected)

18/02/2002 21/03/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1207028

Preferred Term Severity Report Description Treatment
Diabetes mellitus Patient developed diabetes and weight 

gain, whilst on Clozaril.
Clozaril ceased.

Weight increased



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 168 of 632

Case Number: Gender:
0.00Weight:14/04/2005

Causality possibleUnknown
12/02/1960DOB:

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 150.0

CLOZARIL (Suspected)

14/01/2004 09/03/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1207029

Preferred Term Severity Report Description Treatment
Diabetes mellitus Patient developed diabetes whilst on 

Clozaril.
Ceased Clozaril.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 169 of 632

Case Number: Gender:
0.00Weight:14/04/2005

11/03/2005
Causality possibleRecovered
16/02/1931DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

74Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 12.0

CLOZAPINE (Suspected)

03/03/2005 16/03/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1207037

Preferred Term Severity Report Description Treatment
Dizziness Caused or 

prolonged 
inpatient 
hospitalisation

Clozapine commenced 3/3/05. 
Complained of dizziness, drooling, 
postural hypotensive 11/03/05. 16/03/05 - 
fever, postural hypotensive, complained of 
dizziness --> Clozapine ceased 16/03/05

Clozapine ceased 16/03/05. 
Commenced Risperidone 
23/03/05

Drooling Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 170 of 632

Case Number: Gender:
0.00Weight:14/04/2005

11/03/2005
Causality possibleRecovered
16/02/1931DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

74Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 12.0

CLOZAPINE (Suspected)

03/03/2005 16/03/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1207037

Preferred Term Severity Report Description Treatment
Orthostatic hypotension Caused or 

prolonged 
inpatient 
hospitalisation

Pyrexia Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 171 of 632

Case Number: Gender:
0.00Weight:14/04/2005

15/10/2004
Causality possibleDeath, maybe drug 02/04/2005
27/01/1965DOB:

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 350.0

CLOPINE (Suspected)

30/04/2004 02/04/2005 0

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily Oral20.0

FLUOXETINE HYDROCHLORIDE (Suspected)

L TERM 0

Reason:

Schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

AMISULPRIDE (Suspected)

30/10/2002

Reason:

Hospitalisation:

Report Details:
Seq: 1207062

Preferred Term Severity Report Description Treatment
Death Death Diffuse large cell lymphoma.  The patient 

died from lymphoma whilst on Clopine 
treatment.

Angiocentric lymphoma Death



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 172 of 632

Case Number: Gender:
0.00Weight:18/04/2005

Causality possibleUnknown
19/01/1968DOB:

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 250.0

CLOPINE (Suspected)

05/01/2005 28/03/2005

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1207170

Preferred Term Severity Report Description Treatment
Vomiting Caused or 

prolonged 
inpatient 
hospitalisation

Patient experienced nausea and vomiting. Clopine treatment ceased.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 173 of 632

Case Number: Gender:
0.00Weight:18/04/2005

04/04/2005
Causality possibleNot yet recovered
06/09/1961DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

18/04/2005 Computerised 
axial tomography

bilateral upper lobe infiltrates
18/04/2005 Neutrophils 11/03/1998 5.8 Neutrophils 0.5 x 10^9/L.
18/04/2005 Neutrophils 04/04/2005 0.5 Neutrophils 0.5 x 10^9/L.
18/04/2005 Neutrophils 06/04/2005 0.4 Neutrophils 0.5 x 10^9/L.
18/04/2005 Neutrophils 14/04/2005 0.31 Neutrophils 0.5 x 10^9/L.
18/04/2005 Neutrophils 13/04/2005 0.35 Neutrophils 0.5 x 10^9/L.
18/04/2005 White blood cells 11/03/1998 9 WBC 1.8 x 10^9/L.

Laboratory Investigations:

43Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

PAROXETINE HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 700.0

CLOZARIL (Suspected)

11/03/1998 04/04/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1207178

Preferred Term Severity Report Description Treatment
Agranulocytosis Life 

threatening
Patient experienced neutropenia, 
agranulocytosis, leucopenia and fevers.

Clozaril ceased. Intravenous 
antibiotics. GCSF, 
amphotericin, bactrim and 
diuretics

Cardiac failure Life 
threatening

Cough Life 
threatening

Drug withdrawal syndrome Life 
threatening

Hypoxia Life 
threatening



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 174 of 632

Case Number: Gender:
0.00Weight:18/04/2005

04/04/2005
Causality possibleNot yet recovered
06/09/1961DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

18/04/2005 White blood cells 04/04/2005 0.5 WBC 1.8 x 10^9/L.
18/04/2005 White blood cells 06/04/2005 2.1 WBC 1.8 x 10^9/L.
18/04/2005 White blood cells 13/04/2005 0.7 WBC 1.8 x 10^9/L.
18/04/2005 White blood cells 14/04/2005 0.8 WBC 1.8 x 10^9/L.

Laboratory Investigations:

43Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

PAROXETINE HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 700.0

CLOZARIL (Suspected)

11/03/1998 04/04/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1207178

Preferred Term Severity Report Description Treatment
Leukopenia
Neutropenia
Pleural effusion Life 

threatening
Pyrexia
Sepsis Life 

threatening



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 175 of 632

Case Number: Gender:
0.00Weight:19/04/2005

16/03/2005
Causality possibleUnknown
01/06/1981DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

19/04/2005 Creatine 
phosphokinase

0-130 26/03/2005 134
19/04/2005 Creatine 

phosphokinase
0-130 27/03/2005 93

19/04/2005 Creatine 
phosphokinase

0-130 28/03/2005 143
19/04/2005 Echocardiogram 24/02/2005 .
19/04/2005 Echocardiogram 22/03/2005 moderate 

systolic 
dysfunction ( 
left ventricle);t 

ejection 
fraction 
35-40% 

echnical issues 
due to 

tachycardia

19/04/2005 Echocardiogram 29/03/2005 mildly imparied 
systolic 
function 
ejection 
fraction 
50-55%

Laboratory Investigations:

23Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

CLOZARIL (Suspected)

16/03/2005 24/03/2005

Reason:

Hospitalisation: Required a specialist consultation

Report Details:
Seq: 1207229

Preferred Term Severity Report Description Treatment
Heart rate increased Caused or 

prolonged 
inpatient 
hospitalisation

126 beats per minute within 30 mins of the 
first clozaril dose

Electrocardiogram abnormal Caused or 
prolonged 
inpatient 
hospitalisation

Patient experienced possible exacerbation 
of cardiomyopathy, hypotension, abnormal 
electrocardiogram and abnormal 
echocardiogram.

Clozaril ceased.

Cardiomyopathy Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 176 of 632

Case Number: Gender:
0.00Weight:19/04/2005

16/03/2005
Causality possibleUnknown
01/06/1981DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

19/04/2005 Electrocardiograph
y

24/02/2005 marked sinus 
bradycardia 
with marked 

sinus 
arrthymia, 

realy 
repolarization, 
abnormal ECG

March 2005: Baseline ECG; abnormal.  
March 2005: Baseline ECG; normal  
23 March 2005: ECG; abnormal

19/04/2005 Electrocardiograph
y

22/03/2005 non specific 
inferior T 

abnormalitis, 
anterior St 
elevation, 

boderline ECG

March 2005: Baseline ECG; abnormal.  
March 2005: Baseline ECG; normal  
23 March 2005: ECG; abnormal

Laboratory Investigations:

23Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

CLOZARIL (Suspected)

16/03/2005 24/03/2005

Reason:

Hospitalisation: Required a specialist consultation

Report Details:
Seq: 1207229

Preferred Term Severity Report Description Treatment
Ejection fraction decreased Caused or 

prolonged 
inpatient 
hospitalisation

Hypotension Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 177 of 632

Case Number: Gender:
0.00Weight:19/04/2005

16/03/2005
Causality possibleUnknown
01/06/1981DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

19/04/2005 Electrocardiograph
y

23/03/2005 abnormal March 2005: Baseline ECG; abnormal.  
March 2005: Baseline ECG; normal  
23 March 2005: ECG; abnormal

Laboratory Investigations:

23Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

CLOZARIL (Suspected)

16/03/2005 24/03/2005

Reason:

Hospitalisation: Required a specialist consultation

Report Details:
Seq: 1207229



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 178 of 632

Case Number: Gender:
0.00Weight:

Clozaril was discontinued on 8 April 2005 and the seizures resolved on cessation. No outcome was provided for the other events.

19/04/2005

Causality possibleUnknown
10/09/1971DOB:

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

CLOZARIL (Suspected)

20/12/2004 06/04/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1207234

Preferred Term Severity Report Description Treatment
Grand mal convulsion Patient experienced tonic, clonic and 

absence seizures, hypersalivation, 
nocturnal enuresis, constipation and 
sedation.

Clozaril ceased.

Constipation
Enuresis
Petit mal epilepsy
Salivary hypersecretion
Sedation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 179 of 632

Case Number: Gender:
60.00Weight:

Historical condition, heart disease congenital, complex congential disease.  
24D. Report Source Literature.  
Journal: Acta Paediatrica  
Author: Koves IH, Jarran FC, Cameron FJ  
Title:Antipsychotic medication and marked hyperprolactinaemia: iatros or true prolactinoma?  
Volume:93  Year:2004 Pages: 1543-1547

20/04/2005

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

20/04/2005 Magnetic 
Resonance 
Imaging

(date unknown) An MRI of her brain confirmed a 
macro-adenoma with pitultary gland (12 x12 x 8mm) with a 
convex upper margin, not reaching the optic chiasm but 
displacing the infundibulum slightly to the left side.

20/04/2005 Other data (date unknown) The investigations of her 
hypothalamic-pitultary-gonadal axis (HPQ) and thyroid status 
revealed auto-immune thyroiditis with hypothyroidism and a 
prolactin level of 195 ug/l (normal range:2-20 ug/l).

Laboratory Investigations:

16YAge:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 225.0

CLOZAPINE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1207269

Preferred Term Severity Report Description Treatment
Thyroiditis Caused or 

prolonged 
inpatient 
hospitalisation

Automimmune thyroiditis

Pituitary tumour benign Caused or 
prolonged 
inpatient 
hospitalisation

Patient experienced pituitary gland 
macroadenoma, blood protactin increased, 
coaellac, visual field defect, 
hypothyroidism and tremor.

Treated with cabergoline, 
Thyroxine, Clozapinr, 
temazepam, 
Ethinylo-Estradial, 
Norethisterone, Warfarin and 
Lisinopril.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 180 of 632

Case Number: Gender:
60.00Weight:

Historical condition, heart disease congenital, complex congential disease.  
24D. Report Source Literature.  
Journal: Acta Paediatrica  
Author: Koves IH, Jarran FC, Cameron FJ  
Title:Antipsychotic medication and marked hyperprolactinaemia: iatros or true prolactinoma?  
Volume:93  Year:2004 Pages: 1543-1547

20/04/2005

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

16YAge:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 225.0

CLOZAPINE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1207269

Preferred Term Severity Report Description Treatment
Blood prolactin increased Caused or 

prolonged 
inpatient 
hospitalisation

Hypothyroidism Caused or 
prolonged 
inpatient 
hospitalisation

Tremor Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 181 of 632

Case Number: Gender:
60.00Weight:

Historical condition, heart disease congenital, complex congential disease.  
24D. Report Source Literature.  
Journal: Acta Paediatrica  
Author: Koves IH, Jarran FC, Cameron FJ  
Title:Antipsychotic medication and marked hyperprolactinaemia: iatros or true prolactinoma?  
Volume:93  Year:2004 Pages: 1543-1547

20/04/2005

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

16YAge:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 225.0

CLOZAPINE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1207269

Preferred Term Severity Report Description Treatment
Visual field defect Caused or 

prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 182 of 632

Case Number: Gender:
0.00Weight:

The coroner stated that the heart valves and chambers appeared enlarged with microscopic evidence of hypertrophy and foci or 
fibrosis, and reported the cause of death as dilated cardiomyopathy and obesity. The hospital's histopathologist considered that 
an indeterminate cardiac event leading to acute pulmonary oedema was the likely cause of death. Published :  
Reinders J et al. Clozapine related myocardititis and cardiomyopathy in an Australian metropolitan psychiatric sevice. ANZ J 
Psych 2004 (38): 915-922.

20/04/2005

Causality possibleDeath, maybe drug
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

20/04/2005 Creatine kinase 
MB

Day 160
20/04/2005 Eosinophils 2.5-fold increase from baseline over days 20-48 of treatment.

Laboratory Investigations:

46YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet

CLOZARIL (Suspected)

S TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1207271

Preferred Term Severity Report Description Treatment
Cardiomyopathy Death The patient experienced dilated 

cardiomyopathy, obesity, increased 
eosinophils, increased creatine kinase and 
died suddenly 161 days after initiation of 
Clozaril. Her heart valves and chambers 
appeared enlarged with microscopic 
evidence of hypertrophy and foci or 
fibrosis.

Blood creatine phosphokinase increasedDeath
Eosinophil count increased Death
Obesity Death
Pulmonary oedema Death



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 183 of 632

Case Number: Gender:
60.00Weight:20/04/2005

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

20/04/2005 Other data (date unknown) Gastrointestinal investigations revealed coeliac 
disease that responded well to a gluten-free diet.

Laboratory Investigations:

16YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

WARFARIN SODIUM (Other drug) Reason:

Stopped:Started:Batch:

LISINOPRIL (Other drug) Reason:

Stopped:Started:Batch:

ETHINYLOESTRADIOL (Other drug) Reason:

Stopped:Started:Batch:

NORETHISTERONE (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1207273

Preferred Term Severity Report Description Treatment
Coeliac disease Caused or 

prolonged 
inpatient 
hospitalisation

Patient experienced frequent vomiting and 
nausea, menorrhagia.

Menorrhagia Caused or 
prolonged 
inpatient 
hospitalisation

Nausea Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 184 of 632

Case Number: Gender:
60.00Weight:20/04/2005

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

16YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

CABERGOLINE (Suspected) Reason:

Stopped:Started:Batch:

THYROXINE SODIUM (Suspected) Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 225.0

CLOZAPINE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1207273

Preferred Term Severity Report Description Treatment
Vomiting Caused or 

prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:43PM Database: pusime02 ADRS004 Page 185 of 632

Case Number: Gender:
0.00Weight:

Clozapine (manufacturer unknown) was commenced at a dose of 12.5 mg daily and increased progressively to 150 mg daily.  
Fifteen days after starting clozapine, she developed a fever of 39 degrees.

20/04/2005

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

20/04/2005 Other data (date unknown) investigations found evidence of "billiary 
sludge" on ultrasound scan, neutrophilia,  elevated alanine 
aminotransferase  (ALT), gamma-glutamyl transferase (GGT) 
and C-reactive protein.  
(date unknown) Serially monitored 24 h heart rate after the 
introduction of clozapine showed an increase in the 24 h mean 
from 87 to 126 bpm, a reduction of pulse variability and 
anormalies in sleep-wake regulation.

Laboratory Investigations:

58YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

TEMAZEPAM (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

CLOZAPINE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1207276

Preferred Term Severity Report Description Treatment
Cholangitis Caused or 

prolonged 
inpatient 
hospitalisation

Patient developed cholangitis, pyrexia, 
sinus tachycardia, circadian rhythm sleep 
disorder and liver function test abnormal.

Intravenous antibiotics.

Circadian rhythm sleep disorder Caused or 
prolonged 
inpatient 
hospitalisation

Liver function test abnormal Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 186 of 632

Case Number: Gender:
0.00Weight:

Clozapine (manufacturer unknown) was commenced at a dose of 12.5 mg daily and increased progressively to 150 mg daily.  
Fifteen days after starting clozapine, she developed a fever of 39 degrees.

20/04/2005

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

58YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

TEMAZEPAM (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

CLOZAPINE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1207276

Preferred Term Severity Report Description Treatment
Pyrexia Caused or 

prolonged 
inpatient 
hospitalisation

Sinus tachycardia Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 187 of 632

Case Number: Gender:
0.00Weight:

Further information stated that the patient had a history of cardiac condition including angina which was being treated with tritace

21/04/2005

25/02/2005
Causality possibleUnknown
10/01/1949DOB:

Causality:

F
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 Daily OralTablet 200.0

CLOPINE (Suspected)

25/02/2005 02/04/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1207323

Preferred Term Severity Report Description Treatment
Dyspnoea The patient experienced shortness of 

breath, panting and heart pain during 
Clopine treatment.

Clopine ceased.

Chest pain



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 188 of 632

Case Number: Gender:
0.00Weight:

the patient has history of hypertension and treated with antihypertensive medication and also has family history of diabetes

21/04/2005

01/01/2005
Causality possibleNot yet recovered
09/12/1949DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

55Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 12.0

CLOZARIL (Suspected)

29/01/2004 04/04/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1207334

Preferred Term Severity Report Description Treatment
Diabetes mellitus The patient experienced the onset of 

diabetes and lack of efficacy after 
commencing Clozaril.

Clozaril ceased.

Drug ineffective
Polydipsia
Polyuria



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 189 of 632

Case Number: Gender:
0.00Weight:21/04/2005

09/03/2005
Causality possibleRecovered
19/04/1949DOB:

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 OralTablet 100.0

QUETIAPINE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Oral75.0

EFEXOR (Suspected) Reason:

Stopped:Started:Batch:

VALIUM (Suspected) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1207335

Preferred Term Severity Report Description Treatment
Tardive dyskinesia Caused or 

prolonged 
inpatient 
hospitalisation

The patient experienced relapse 
psychosis, worsening of tardive dyskinesia 
and neutrophilia, vomiting, diarrhoea and 
leucocytosis and elevated liver enzymes. 
He may have been non-compliant with 
Clozaril treatment.

Clozaril dosage increased 
from 400mg/day to 
450mg/day. Started 
electro-convulsive therapy.

Diarrhoea Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 190 of 632

Case Number: Gender:
0.00Weight:21/04/2005

09/03/2005
Causality possibleRecovered
19/04/1949DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

55Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram OralTablet 100.0

QUETIAPINE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Oral75.0

EFEXOR (Suspected) Reason:

Stopped:Started:Batch:

VALIUM (Suspected) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1207335

Preferred Term Severity Report Description Treatment
Hepatic enzyme increased Caused or 

prolonged 
inpatient 
hospitalisation

Leukocytosis Caused or 
prolonged 
inpatient 
hospitalisation

Neutrophilia Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 191 of 632

Case Number: Gender:
0.00Weight:21/04/2005

09/03/2005
Causality possibleRecovered
19/04/1949DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

55Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram OralTablet 100.0

QUETIAPINE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Oral75.0

EFEXOR (Suspected) Reason:

Stopped:Started:Batch:

VALIUM (Suspected) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1207335

Preferred Term Severity Report Description Treatment
Vomiting Caused or 

prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 192 of 632

Case Number: Gender:
0.00Weight:21/04/2005

Causality possibleUnknown
26/06/1961DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

21/04/2005 Electrocardiograph
y

Widespread T-wave inversion.
21/04/2005 Other data Ejection fraction 37%.

Laboratory Investigations:

43Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet

CLOZARIL (Suspected)

13/09/2002 06/04/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1207342

Preferred Term Severity Report Description Treatment
Electrocardiogram abnormal The patient experienced left ventricular 

dysfunction with a possible underlying 
cardiomyopathy after commencing 
Clozaril. He also had symptoms of an 
abnormal ECG, was unable to walk on a 
treadmill, chest tightness, dyspnoea at low 
workload, widespread T-wave inversion 
and low ejection fraction.

Persantin infusion, Clozaril 
ceased.

Cardiomyopathy
Chest discomfort
Dyspnoea
Ejection fraction decreased



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 193 of 632

Case Number: Gender:
0.00Weight:21/04/2005

Causality possibleUnknown
26/06/1961DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

43Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet

CLOZARIL (Suspected)

13/09/2002 06/04/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1207342

Preferred Term Severity Report Description Treatment
Electrocardiogram T wave inversion
Left ventricular dysfunction



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 194 of 632

Case Number: Gender:
0.00Weight:

The reporter states that the patient is on a rather large dose of Indomethacin for gout. The patient's GP has been advised to take 
him off Indomethacin.

22/04/2005

12/04/2005
Causality possibleNot yet recovered
20/11/1968DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

36Age:

Additional Information:

Medicine Details:
Gout

Stopped:Started:Batch:

INDOMETHACIN (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOPINE (Suspected)

11/10/2004 S TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1207367

Preferred Term Severity Report Description Treatment
Drug interaction The patient experienced a possible drug 

interaction between Clopine and 
Indomethacin and has become 
increasingly unwell whilst on Clopine 
treatment.

Malaise



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 195 of 632

Case Number: Gender:
0.00Weight:

Male baby born on 08/04/2005.

03/05/2005

Causality possibleUnknown
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

99uAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet

CLOZARIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1207563

Preferred Term Severity Report Description Treatment
Drug exposure during pregnancy Baby was born with hearing difficulties in 

both ears after being exposed to Clozaril 
via the mother.

Deafness congenital



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 196 of 632

Case Number: Gender:
0.00Weight:

Medical condition. Hypotension and tachycardia.

04/05/2005

14/04/2005
Causality possibleUnknown
12/12/1933DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

04/05/2005 ALT = SGPT (17/04/2005) ALT: 100 (usually below 40)
04/05/2005 Creatine 

phosphokinase
(2005) Baseline CK: 160 and 17/04/2005 CK: 372

04/05/2005 GGT = SGGT = 
GGTP

(17/04/2005) GGT: 83 )doubled that at baseline)
04/05/2005 Platelets (2005) platelets: slightly low but were not out of normal range.

Laboratory Investigations:

71Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Oral

LIPITOR (Other drug) Reason:

Stopped:Started:Batch:

MULTIVITAMINS (Other drug) Reason:

Stopped:Started:Batch:

VENLAFAXINE HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

CALTRATE (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1207577

Preferred Term Severity Report Description Treatment
Pyrexia Patient developed fever 39 degrees 

celsius, chronic diarrhoea, elevated liver 
enzymes including elevated ALT, GGT, 
increased CK, and slightly low platelets.

Treatment included four hourly 
Paracetamol to control the 
raised body temperature. 
Clozaril ceased.

Diarrhoea
Hepatic enzyme increased



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 197 of 632

Case Number: Gender:
0.00Weight:

Medical condition. Hypotension and tachycardia.

04/05/2005

14/04/2005
Causality possibleUnknown
12/12/1933DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

71Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

FERROUS SULPHATE (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected)

31/03/2005 17/04/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1207577



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 198 of 632

Case Number: Gender:
0.00Weight:

The patient was noted to be a heavy drinker and smoker.Patient was also a polysubstance abuser

04/05/2005

26/03/2005
Causality possibleNot yet recovered
16/01/1979DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

04/05/2005 Serum drug level 400-1000 13/10/2004 830 Clozapine serum levels and trough Clozapine serum level.
04/05/2005 Serum drug level 400-1000 26/03/2005 1720 Clozapine serum levels and trough Clozapine serum level.
04/05/2005 Serum drug level 400-1000 29/03/2005 2010 Clozapine serum levels and trough Clozapine serum level.
04/05/2005 Serum drug level 400-1000 19/04/2005 1980 Clozapine serum levels and trough Clozapine serum level.
04/05/2005 Serum drug level 400-1000 04/05/2005 2140. Clozapine serum levels and trough Clozapine serum level.

Laboratory Investigations:

26Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

PROZAC (Interaction)

20/04/2005 0

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Interaction)

03/03/2003 0

Reason:

Stopped:Started:Batch:

DIAZEPAM (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1207579

Preferred Term Severity Report Description Treatment
Drug level above therapeutic Patient's dose was increased from 375mg 

nocte to 400mg nocte, described as being 
more than twice the therapeutic level.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 199 of 632

Case Number: Gender:
76.00Weight:

Medical history: smoker.

04/05/2005

12/04/2005
Causality possibleRecovered
31/01/1984DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

04/05/2005 Neutrophils 04/08/2005 7.1
04/05/2005 White blood cells 14/04/2005 11.4 4-11
04/05/2005 White blood cells 04/08/2005 13.9 4-11

Laboratory Investigations:

21Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

DIAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

TEMAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

OLANZAPINE (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 550.0

CLOZARIL (Suspected)

30/03/2004 Ongoing

Reason:

Hospitalisation:

Report Details:
Seq: 1207598

Preferred Term Severity Report Description Treatment
Tachycardia This smoker patient experiened 

tachycardia and had a heart rate up to 
124.

Neutrophil count increased
White blood cell count increased



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 200 of 632

Case Number: Gender:
0.00Weight:

Patient was asymptomatic

05/05/2005

21/01/2005
Causality possibleUnknown
08/09/1977DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

05/05/2005 Echocardiogram 25/01/2005 Left Ventricular 
ejection 
fraction 
35-50%

05/05/2005 Electrocardiograph
y

21/01/2005 Left bundle 
branch block05/05/2005 Eosinophils 00-0.5 12/02/2004 0.1%

05/05/2005 Other data 25/01/2005 Left ventricular 
dilation; LV 

end dimension 
(diastole)= 

5.7cm; LV end 
dimension 
(systole) 
=4.2cm; 

Valves were 
normal

Doppler Velocities
05/05/2005 Troponin <0.15 12/02/2004 <0.15

Laboratory Investigations:

27Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Abilify (Other drug) Reason:

Stopped:Started:Batch:

OralTablet

CLOZARIL (Suspected)

12/02/2004 14/04/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1207605

Preferred Term Severity Report Description Treatment
Cardiomyopathy Patient experienced signs of mild 

cardiomyopathy after commencing 
Clozaril.

Clozaril ceased.

Bundle branch block left
Dilatation ventricular
Ejection fraction decreased



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 201 of 632

Case Number: Gender:
0.00Weight:

Nil muscle rigidity.

05/05/2005

22/11/2004
Causality possibleUnknown

DOB:
Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

99uAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet

CLOZAPINE (Suspected)

17/11/2004

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

OLANZAPINE (Suspected)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 40.0

ATORVASTATIN (Suspected)

23/11/2004L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily Oral20.0

FLUOXETINE HYDROCHLORIDE (Suspected)

23/11/2004L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1207619

Preferred Term Severity Report Description Treatment
Pyrexia Patient developed fever, tiredness, 

lethargy, joint pain, headche, anorexia and 
muscle aches.

Fluid resus and Bromocriptine 
given.

Anorexia
Arthralgia
Fatigue
Headache
Myalgia



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 202 of 632

Case Number: Gender:
0.00Weight:

Nil muscle rigidity.

05/05/2005

22/11/2004
Causality possibleUnknown

DOB:
Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

99uAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralCapsule 20.0

CELEBREX (Suspected)

S TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1207619



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 203 of 632

Case Number: Gender:
0.00Weight:06/05/2005

Causality possibleUnknown
01/01/1947DOB:

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 50.0

CLOPINE (Suspected)

09/01/2002 11/08/2004

Reason:

Hospitalisation:

Report Details:
Seq: 1207643

Preferred Term Severity Report Description Treatment
Overdose The patient took an overdose during 

Clopine treatment.
Clopine ceased on 11/08/2004 
and recommenced on 
07/03/2005.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 204 of 632

Case Number: Gender:
0.00Weight:06/05/2005

14/04/2005
Causality possibleUnknown
08/06/1961DOB:

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:

METFORMIN HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

SERTRALINE HYDROCHLORIDE (Suspected)

0

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 350.0

CLOPINE (Suspected)

03/12/2001 0

Reason:

Hospitalisation:

Report Details:
Seq: 1207644

Preferred Term Severity Report Description Treatment
Convulsion Caused or 

prolonged 
inpatient 
hospitalisation

The patient experienced seizures during 
Clopine treatment.

Clozapine dose decreased.

Dystonia Caused or 
prolonged 
inpatient 
hospitalisation

experienced involuntary movement of 
arms and legs

Congentin 2mg



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 205 of 632

Case Number: Gender:
0.00Weight:

additional information revealed the patient was admitted to a mental health facility for 7 days during which time clopine was 
ceased. The clopine treatment was recommenced later.

06/05/2005

13/04/2005
Causality possibleUnknown
24/11/1960DOB:

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 300.0

CLOPINE (Suspected)

31/05/2004 13/04/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1207645

Preferred Term Severity Report Description Treatment
Overdose The patient started Clozapine treatment in 

October 1998 and was switched to 
Clopine of 31 May 2004. She experienced 
an overdose during Clopine treatment.

Clopine ceased on 13 April 
2005, but recommenced on 20 
April 2005.

Drug therapy changed



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 206 of 632

Case Number: Gender:
0.00Weight:

History of ischaemic heart disease. According to the reporter, the patient had recovered from the cardiac events.

05/05/2005

24/02/2005
Causality possibleUnknown
09/02/1975DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

05/05/2005 Creatine kinase 
MB

(<5 ug/L) 15/03/2005 8.77 on routine 3 weekly monitoring.
05/05/2005 Eosinophils (0-0.5) 21/03/2005 1.0x10^9/L
05/05/2005 Erythrocyte 

sedimentation rate
(2-10 mm in 1 

hour)
15/03/2005 23 mm in 1 

hour05/05/2005 Neutrophils 15/03/2005 8.0x10^9/L

Laboratory Investigations:

30Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 12.5

CLOZARIL (Suspected)

24/02/2005 14/03/2005 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1207650

Preferred Term Severity Report Description Treatment
Cardiomyopathy Caused or 

prolonged 
inpatient 
hospitalisation

Patient experienced a mild generalised 
cardiomegaly due to a mild enlargement of 
his left and right ventricles and stria, 
increased levels of troponin, mild 
abnormal septal motion of uncertain 
machanism and left atrium mildly 
enlarged. Patient experienced fatigue and 
a fall in blood pressure (most likely vagal), 
patient's left ventricle was borderline in 
size and his LV function was on lower limit 
of normal post-stress. Slightly patchy 
uptake of tracer seen throughout the 
myocardium, raising the possibility of an ...

Clozaril was ceased.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 207 of 632

Case Number: Gender:
0.00Weight:

History of ischaemic heart disease. According to the reporter, the patient had recovered from the cardiac events.

05/05/2005

24/02/2005
Causality possibleUnknown
09/02/1975DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

05/05/2005 Other data 15/02/05 Echocardiography test-assess of LV function 
(pre-clozapine): LV was mildy enlarged with normal systolic and 
diastolic functions. Mild left (24cm2) atrial enlargement. Mildly 
enlarged right atrium and ventricle with normal right ventricular 
systolic function. Conclusion: Mild generalised cardiomegaly 
with normal function.

05/05/2005 Troponin (< 0.10 ug/L) 15/03/2005 016 ug/L
05/05/2005 Troponin (< 0.10 ug/L) 15/03/2005 2.22 ug/L

Laboratory Investigations:

30Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 12.5

CLOZARIL (Suspected)

24/02/2005 14/03/2005 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1207650

Preferred Term Severity Report Description Treatment
... early cardiomyopathy.  
Blood creatine phoshokinase MB 
increased, red blood cell sedimentation 
rate increased, neurophil count increased, 
eosinophilia.

Blood creatine phosphokinase MB increasedCaused or 
prolonged 
inpatient 
hospitalisation

Blood pressure decreased Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 208 of 632

Case Number: Gender:
0.00Weight:

History of ischaemic heart disease. According to the reporter, the patient had recovered from the cardiac events.

05/05/2005

24/02/2005
Causality possibleUnknown
09/02/1975DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

30Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 12.5

CLOZARIL (Suspected)

24/02/2005 14/03/2005 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1207650

Preferred Term Severity Report Description Treatment
Cardiomegaly Caused or 

prolonged 
inpatient 
hospitalisation

Dilatation atrial Caused or 
prolonged 
inpatient 
hospitalisation

Eosinophilia Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 209 of 632

Case Number: Gender:
0.00Weight:

History of ischaemic heart disease. According to the reporter, the patient had recovered from the cardiac events.

05/05/2005

24/02/2005
Causality possibleUnknown
09/02/1975DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

30Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 12.5

CLOZARIL (Suspected)

24/02/2005 14/03/2005 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1207650

Preferred Term Severity Report Description Treatment
Fatigue Caused or 

prolonged 
inpatient 
hospitalisation

Myocarditis Caused or 
prolonged 
inpatient 
hospitalisation

Neutrophil count increased Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 210 of 632

Case Number: Gender:
0.00Weight:

History of ischaemic heart disease. According to the reporter, the patient had recovered from the cardiac events.

05/05/2005

24/02/2005
Causality possibleUnknown
09/02/1975DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

30Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 12.5

CLOZARIL (Suspected)

24/02/2005 14/03/2005 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1207650

Preferred Term Severity Report Description Treatment
Red blood cell sedimentation rate increasedCaused or 

prolonged 
inpatient 
hospitalisation

Ventricular dysfunction Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 211 of 632

Case Number: Gender:
0.00Weight:

patient was a nursing home resident.

06/05/2005

15/04/2005
Causality possibleDeath, maybe drug 15/04/2005
10/08/1960DOB:

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:

SODIUM VALPROATE (Other drug) Reason:

Stopped:Started:Batch:

PARACETAMOL (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOPINE (Suspected)

29/09/1997 15/04/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1207665

Preferred Term Severity Report Description Treatment
Death Death The patient died whilst on Clopine 

treatment.
Bronchopneumonia Death



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 212 of 632

Case Number: Gender:
0.00Weight:06/05/2005

24/04/2005
Causality possibleDeath, maybe drug 24/04/2005
07/11/1973DOB:

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:

AMISULPRIDE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

CLOPINE (Suspected)

20/12/2004

Reason:

Hospitalisation:

Report Details:
Seq: 1207666

Preferred Term Severity Report Description Treatment
Death Death The patient died whilst on Clopine 

treatment.
Completed suicide Death The patient ended his life by jumping from 

a height .



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 213 of 632

Case Number: Gender:
0.00Weight:

The dose at event onset was 50mg mane and 400mg nocte.

09/05/2005

Causality possibleUnknown
DOB:

Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

99UAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

FRUSEMIDE (Other drug) Reason:

Stopped:Started:Batch:

SPIRONOLACTONE (Other drug) Reason:

Stopped:Started:Batch:

SODIUM VALPROATE (Suspected) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 450.0

CLOZARIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1207722

Preferred Term Severity Report Description Treatment
Antipsychotic drug level increased Patient expereinced a high plasma level of 

1200 ng/ml. Suspected drug interaction.

Drug interaction



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 214 of 632

Case Number: Gender:
0.00Weight:

the patient was found dead on the bedroom floor. Post mortem results conformed coronary occlusion, atherosclerosis and 
enlarged ventricle.

12/05/2005

06/04/2005
Causality possibleDeath, maybe drug
05/04/1967DOB:

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 600.0

CLOPINE (Suspected)

11/05/2004 06/04/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1207764

Preferred Term Severity Report Description Treatment
Death Death Ptient died whilst on Clopine treatment.
Coronary artery occlusion Death



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 215 of 632

Case Number: Gender:
0.00Weight:

The patient had previously experienced neutropenia in 1997 and 2001.

12/05/2005

24/12/2004
Causality possibleUnknown
25/12/1969DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

12/05/2005 Haemoglobin 04/02/2005 119
12/05/2005 Neutrophils 04/02/2005 1.5
12/05/2005 Neutrophils 13/04/2005 1.3
12/05/2005 Platelets Plts: 129
12/05/2005 White blood cells 13/04/2005 2.60

Laboratory Investigations:

34Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 575.0

CLOZARIL (Suspected)

09/09/1993 05/02/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1207767

Preferred Term Severity Report Description Treatment
Bone marrow failure On 11 January 2005 the patient's 

neutrophil count and white blood cell count 
decreased. On 4 February he experienced 
decreased levels of haemoglobin. He was 
diagnosed with splemomegaly and 
suspected primary bone marrow disorder. 
He was pancytopenic and microcytic.

Clozaril ceased 5/2/2005.

Leukopenia Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 216 of 632

Case Number: Gender:
0.00Weight:

The patient had previously experienced neutropenia in 1997 and 2001.

12/05/2005

24/12/2004
Causality possibleUnknown
25/12/1969DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

34Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 575.0

CLOZARIL (Suspected)

09/09/1993 05/02/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1207767

Preferred Term Severity Report Description Treatment
Lymphocyte count decreased Caused or 

prolonged 
inpatient 
hospitalisation

Microcytic anaemia Caused or 
prolonged 
inpatient 
hospitalisation

Pancytopenia Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 217 of 632

Case Number: Gender:
0.00Weight:

The patient had previously experienced neutropenia in 1997 and 2001.

12/05/2005

24/12/2004
Causality possibleUnknown
25/12/1969DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

34Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 575.0

CLOZARIL (Suspected)

09/09/1993 05/02/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1207767

Preferred Term Severity Report Description Treatment
Splenomegaly Caused or 

prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 218 of 632

Case Number: Gender:
0.00Weight:13/05/2005

Causality possibleUnknown
25/01/1982DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

13/05/2005 C-Reactive Protein (0-5) 13/04/2005 36h
13/05/2005 Echocardiogram Normal LV and RV size and systolic function.  Mild amount of 

pericardial effusion notes around the RV free wall and 
posteriorly, measuring approx 1.0cm in diameter.

13/05/2005 Eosinophils <0.6 13/04/2005 0.2
13/05/2005 Erythrocyte 

sedimentation rate
(1-15) 13/04/2005 5

13/05/2005 Haematocrit (0.37-0.53) 13/04/2005 0.50

Laboratory Investigations:

23Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOPINE (Suspected)

12/10/2004

Reason:

Hospitalisation: Required a specialist consultation

Report Details:
Seq: 1207798

Preferred Term Severity Report Description Treatment
Echocardiogram abnormal The patient experienced an abnormal 

echocardiogram showing pericardial 
effusion whilst on Clopine treatment.

Pericardial effusion



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 219 of 632

Case Number: Gender:
0.00Weight:13/05/2005

Causality possibleUnknown
25/01/1982DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

13/05/2005 Haemoglobin (130-180) 13/04/2005 177
13/05/2005 Lymphocytes (1.0-4.0) 13/04/2005 2.3
13/05/2005 Monocytes <1.1 13/04/2005 1.1H
13/05/2005 Neutrophils (2.0-7.5) 13/04/2005 8.8H
13/05/2005 Other data MCV  13/04/2005 90 (80-100),  MCH 13/04/2005 31 (27-33), 

MCHC 13/04/2005 343 (310-355), RDW 13/04/2005 13 (10-16).

Laboratory Investigations:

23Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOPINE (Suspected)

12/10/2004

Reason:

Hospitalisation: Required a specialist consultation

Report Details:
Seq: 1207798



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 220 of 632

Case Number: Gender:
0.00Weight:13/05/2005

Causality possibleUnknown
25/01/1982DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

13/05/2005 Other data <0.3 13/04/2005 <0.1 Basophils
13/05/2005 Platelets (150-4500 13/04/2005 214
13/05/2005 Red blood cells (4.4-6.0) 13/04/2005 5.6
13/05/2005 Troponin (0-0-4.00) 13/04/2005 0.01
13/05/2005 White blood cells (4.0-11.0) 13/04/2005 12.4H

Laboratory Investigations:

23Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOPINE (Suspected)

12/10/2004

Reason:

Hospitalisation: Required a specialist consultation

Report Details:
Seq: 1207798



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 221 of 632

Case Number: Gender:
0.00Weight:13/05/2005

Causality possibleUnknown
30/12/1974DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

13/05/2005 Eosinophils Eosinophils - 3.9 (date not specified)
13/05/2005 Neutrophils 23/03/2005 8.6
13/05/2005 Neutrophils 29/03/2005 8.7
13/05/2005 Neutrophils 21/04/2005 12.6
13/05/2005 Neutrophils 13/04/2005 11.8
13/05/2005 Neutrophils 05/04/2005 9.5
13/05/2005 White blood cells 23/03/2005 13.3

Laboratory Investigations:

30Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OLANZAPINE (Other drug) Reason:

Stopped:Started:Batch:

FLUOXETINE HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

OralTablet

LITHIUM CARBONATE (Suspected)

0

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

23/03/2005 21/04/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1207806

Preferred Term Severity Report Description Treatment
White blood cell count increased The patient experienced eosinophilia and 

mildly elevated white blood cells shortly 
after commencing Clozaril.

Clozaril ceased.

Eosinophilia
Neutrophilia



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 222 of 632

Case Number: Gender:
0.00Weight:13/05/2005

Causality possibleUnknown
30/12/1974DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

13/05/2005 White blood cells 29/03/2005 13.9
13/05/2005 White blood cells 05/04/2005 14.9
13/05/2005 White blood cells 13/04/2005 17.8
13/05/2005 White blood cells 21/04/2005 21.7

Laboratory Investigations:

30Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OLANZAPINE (Other drug) Reason:

Stopped:Started:Batch:

FLUOXETINE HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

OralTablet

LITHIUM CARBONATE (Suspected)

0

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

23/03/2005 21/04/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1207806



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 223 of 632

Case Number: Gender:
0.00Weight:13/05/2005

Causality possibleUnknown
27/07/1977DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

13/05/2005 Echocardiogram left ventricular fraction reduced from 72% to 50%

Laboratory Investigations:

27Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 575.0

CLOPINE (Suspected)

26/03/2003

Reason:

Hospitalisation:

Report Details:
Seq: 1207807

Preferred Term Severity Report Description Treatment
Echocardiogram abnormal Patient experienced an abnormal 

echocardiogram whilst on Clopine 
treatment.

Ejection fraction decreased



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 224 of 632

Case Number: Gender:
0.00Weight:

This is the 1st of 3 highly probable cases.  
Journal: Australian and New Zealand Journal of Psychiatry  
Author: Jonathan Reinders, Psychiatrist  
Title: Clozapine-related myocarditis and cardiomyopathy in an Australian metropolitan psychiatric service  
Volume: 38 Year: 2004 Pages 915-922.

13/05/2005

Causality possibleUnknown
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

38YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

OralTablet

CLOZARIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1207814

Preferred Term Severity Report Description Treatment
Myocarditis Patient experienced Clozapine-related 

myocarditis, dysnoea, chest pain, pyrexia, 
cardiac failure, pleural effusion, 
cardiomegaly, echocardiogram abnormal, 
ejection fraction decreased, red blood cell 
sedimentation rate increased, C-reactive 
protein increased and eosinophil count 
increased.

C-reactive protein increased
Cardiac failure
Cardiomegaly
Chest pain



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 225 of 632

Case Number: Gender:
0.00Weight:

This is the 1st of 3 highly probable cases.  
Journal: Australian and New Zealand Journal of Psychiatry  
Author: Jonathan Reinders, Psychiatrist  
Title: Clozapine-related myocarditis and cardiomyopathy in an Australian metropolitan psychiatric service  
Volume: 38 Year: 2004 Pages 915-922.

13/05/2005

Causality possibleUnknown
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

38YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

OralTablet

CLOZARIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1207814

Preferred Term Severity Report Description Treatment
Dyspnoea
Echocardiogram abnormal
Ejection fraction decreased
Eosinophil count increased
Pleural effusion
Pyrexia
Red blood cell sedimentation rate increased



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 226 of 632

Case Number: Gender:
64.00Weight:16/05/2005

Causality possibleUnknown
30/01/1986DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

16/05/2005 Chest X-ray 14/04/2005 - normal
16/05/2005 Echocardiogram 13/04/2005 - normal

Laboratory Investigations:

19Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

VENLAFAXINE HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

Oral

SODIUM VALPROATE (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

CLOZARIL (Suspected)

02/01/2003

Reason:

Hospitalisation:

Report Details:
Seq: 1207851

Preferred Term Severity Report Description Treatment
Tachycardia Patient experienced persistent tachycardia 

(110-140 beats per minute), high density 
lipoprotein decreased (0.8mmol/L), 
Valproate level low (46 mg/L) osmolality 
low (269 mmol/kg), blood urea decreased 
(1.3mmol/L) .

Blood osmolarity decreased
Blood urea decreased
Drug level changed
High density lipoprotein decreased



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 227 of 632

Case Number: Gender:
0.00Weight:

Reporter stated that the patient was taking extra medication and becoming toxic.

16/05/2005

06/04/2005
Causality possibleRecovered
17/06/1977DOB:

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:

Milligram Daily OralTablet 450.0

CLOPINE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1207862

Preferred Term Severity Report Description Treatment
Drug level increased Caused or 

prolonged 
inpatient 
hospitalisation

Patient experienced high blood Clozapine 
levels and sedation during Clopine 
treatment.

Clopine ceased 06/04/05 and 
recommenced 19/04/05.

Sedation Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 228 of 632

Case Number: Gender:
0.00Weight:16/05/2005

03/04/2003
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

16/05/2005 Other data TTE (trans thoracic echocardiogram) - Grade 1 "LV" - pre 
Clozapine  
Grade 3 "LV" - 1 week post.

Laboratory Investigations:

75YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

TRITACE (Other drug) Reason:

Stopped:Started:Batch:

FRUSEMIDE (Other drug) Reason:

Stopped:Started:Batch:

GLYCERYL TRINITRATE (Other drug) Reason:

Stopped:Started:Batch:

THYROXINE SODIUM (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1207872

Preferred Term Severity Report Description Treatment
Pyrexia Caused or 

prolonged 
inpatient 
hospitalisation

The patient presented with fevers, 
lethargy, shortness of breath, hypoxia and 
elevated creatine kinase. She was 
diagnosed with Clozapine-induced 
myocarditis.

Clozapine ceased, monitored, 
started ACEI. Antibiotics for 
query infection.

Dyspnoea Caused or 
prolonged 
inpatient 
hospitalisation

Hypoxia Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 229 of 632

Case Number: Gender:
0.00Weight:16/05/2005

03/04/2003
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

75YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

LOSEC (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

OralTablet

CLOZAPINE (Suspected)

27/03/2003 03/04/2003 0

Reason:

Hospitalisation:

Report Details:
Seq: 1207872

Preferred Term Severity Report Description Treatment
Lethargy Caused or 

prolonged 
inpatient 
hospitalisation

Myocarditis Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 230 of 632

Case Number: Gender:
0.00Weight:

At the time of reporting the patient was continuing to display ongoing improvement in his motivation, ADLs (not defined) and 
mental state.  
Patient had a family history of cardiac problems

17/05/2005

07/04/2005
Causality possibleNot yet recovered
25/07/1976DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

17/05/2005 Echocardiogram 22/04/2005 Moderate 
diffuse systolic 
hypokinesis of 

the left 
ventricle; 
changes 

consistent with 
a drug-induced 

myocarditis.

17/05/2005 Echocardiogram 13/05/2005 Ejection 
fraction 40%17/05/2005 Other data Life Skills Profile (LSP) Score; improved from 21 to 14 over 

three months. Health of the Nation Outcome Scales (HONOS): 
Improved from 8 to 4 over three months.

Laboratory Investigations:

28Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Oral

OMEPRAZOLE (Other drug) Reason:

Stopped:Started:Batch:

OralTablet

LIPITOR (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 350.0

CLOZARIL (Suspected)

15/09/2004 0

Reason:

Hospitalisation:

Report Details:
Seq: 1207907

Preferred Term Severity Report Description Treatment
Myocarditis Patient developed a mild cardiomyopathy 

and drug-induced myocarditis 
approximately 7 and a half months after 
commencing Clozaril.

Cardiomyopathy
Ejection fraction decreased
Palpitations



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 231 of 632

Case Number: Gender:
0.00Weight:17/05/2005

24/03/2005
Causality possibleNot yet recovered
18/12/1966DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

38Age:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOPINE (Suspected)

04/12/2002

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1207943

Preferred Term Severity Report Description Treatment
Echocardiogram abnormal Caused or 

prolonged 
inpatient 
hospitalisation

Patient experienced an abnormal 
echocardiogram, severe loss of 
consciousness, collapse and chest pain.

Chest pain Caused or 
prolonged 
inpatient 
hospitalisation

Circulatory collapse Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 232 of 632

Case Number: Gender:
0.00Weight:17/05/2005

24/03/2005
Causality possibleNot yet recovered
18/12/1966DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

38Age:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOPINE (Suspected)

04/12/2002

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1207943

Preferred Term Severity Report Description Treatment
Loss of consciousness Caused or 

prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 233 of 632

Case Number: Gender:
0.00Weight:19/05/2005

Causality possibleRecovered
09/11/1979DOB:

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

CLOZAPINE (Suspected)

15/12/2004 29/12/2004

Reason:

Hospitalisation: Required a visit to the doctor

Report Details:
Seq: 1207975

Preferred Term Severity Report Description Treatment
Neutropenia



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 234 of 632

Case Number: Gender:
0.00Weight:19/05/2005

26/03/2005
Causality possibleRecovered
14/05/1934DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

70Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram OralTablet 40.0

OMEPRAZOLE (Other drug) Reason:

Stopped:Started:Batch:

Milligram OralTablet 5.0

AMLODIPINE (Other drug) Reason:

Stopped:Started:Batch:

Milligram OralTablet 40.0

ATORVASTATIN (Other drug) Reason:

Stopped:Started:Batch:

Milligram OralTablet 50.0

METOPROLOL TARTRATE (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1208019

Preferred Term Severity Report Description Treatment
Chest pain Caused or 

prolonged 
inpatient 
hospitalisation

The patient experienced cardiac 
complications whilst on Clopine 
treatment.She was admitted into ICU

Clopine ceased.

Electrocardiogram T wave abnormalCaused or 
prolonged 
inpatient 
hospitalisation

widespread T wave changes



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 235 of 632

Case Number: Gender:
0.00Weight:19/05/2005

26/03/2005
Causality possibleRecovered
14/05/1934DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

70Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

CLOPINE (Suspected)

01/09/2004 26/03/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1208019



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 236 of 632

Case Number: Gender:
0.00Weight:20/05/2005

23/04/2005
Causality possibleRecovered
13/03/1936DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

69Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 800.0

CLOPINE (Suspected)

L TERM 0

Reason:

Hospitalisation:

Report Details:
Seq: 1208030

Preferred Term Severity Report Description Treatment
Renal failure Caused or 

prolonged 
inpatient 
hospitalisation

The patient experienced renal failure, 
seizure, prostatic enlargement and 
increased Clozapine serum levels whilst 
on Clopine treatment.

Clopine ceased.

Benign prostatic hyperplasia Caused or 
prolonged 
inpatient 
hospitalisation

Convulsion Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 237 of 632

Case Number: Gender:
0.00Weight:20/05/2005

23/04/2005
Causality possibleRecovered
13/03/1936DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

69Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 800.0

CLOPINE (Suspected)

L TERM 0

Reason:

Hospitalisation:

Report Details:
Seq: 1208030

Preferred Term Severity Report Description Treatment
Drug level increased Caused or 

prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 238 of 632

Case Number: Gender:
0.00Weight:

PMHx: Type 2 DM, HTN , CCF

20/05/2005

23/04/2005
Causality possibleRecovered
27/05/1966DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

20/05/2005 C-Reactive Protein 212
20/05/2005 Echocardiogram 27/04/2005- ejection fraction 50-60%
20/05/2005 Erythrocyte 

sedimentation rate
97

20/05/2005 White blood cells 12.4

Laboratory Investigations:

38Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram OralTablet 1000.0

SODIUM VALPROATE (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Fortnightly IntramuscularInjection 50.0

Risperdal Consta (Other drug)

06/04/2005 0

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 6.0

RISPERIDONE (Other drug)

06/04/2005 0

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 5.0

RAMIPRIL (Other drug)

15/04/2005

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1208070

Preferred Term Severity Report Description Treatment
Myocarditis suspected.
Cardiomyopathy Admitted to 

Hospital
admitted to medical unit and IV 
therapy

Ejection fraction decreased Admitted to 
Hospital



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 239 of 632

Case Number: Gender:
0.00Weight:

PMHx: Type 2 DM, HTN , CCF

20/05/2005

23/04/2005
Causality possibleRecovered
27/05/1966DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

38Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 350.0

CLOPINE (Suspected)

09/04/2005 02/05/2005 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1208070



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 240 of 632

Case Number: Gender:
0.00Weight:23/05/2005

Causality possibleUnknown
15/05/1977DOB:

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:

LITHIUM CARBONATE (Other drug) Reason:

Stopped:Started:Batch:

OLANZAPINE (Other drug) Reason:

Stopped:Started:Batch:

EPILIM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 12.5

CLOZARIL (Suspected)

18/02/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1208107

Preferred Term Severity Report Description Treatment
Cardiac disorder Patient experienced some cardiac 

changes.
Cardiomyopathy suspected
Echocardiogram abnormal
Tachycardia



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 241 of 632

Case Number: Gender:
0.00Weight:23/05/2005

Causality possibleDeath, maybe drug 15/04/2005
15/08/1933DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

71Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOPINE (Suspected)

21/10/2004 15/04/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1208116

Preferred Term Severity Report Description Treatment
Cardiac failure Death Patient died from heart failure and 

pneumonia.
Pneumonia Death



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 242 of 632

Case Number: Gender:
60.00Weight:

There was no past medical history of clotting. This report is a duplicate of 208429.

24/05/2005

27/04/2005
Causality possibleNot yet recovered
14/07/1944DOB:

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:

Oral

EFEXOR (Other drug) Reason:

Stopped:Started:Batch:

Oral

AMISULPRIDE (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Gram Daily1.7

EPILIM (Other drug)

18/03/2005 0

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

CLOZARIL (Suspected)

14/04/2005 11/05/2005 0

Reason:

Hospitalisation: Hospitalisation prolonged

Report Details:
Seq: 1208139

Preferred Term Severity Report Description Treatment
Pulmonary embolism Caused or 

prolonged 
inpatient 
hospitalisation

Patient experienced bilateral pulmonary 
embolism, high temperature, an abnormal 
blood picture and renal impairment.

Given Warfarin.

Blood test abnormal Caused or 
prolonged 
inpatient 
hospitalisation

Nephritis interstitial Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 243 of 632

Case Number: Gender:
60.00Weight:

There was no past medical history of clotting. This report is a duplicate of 208429.

24/05/2005

27/04/2005
Causality possibleNot yet recovered
14/07/1944DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

60Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Oral

EFEXOR (Other drug) Reason:

Stopped:Started:Batch:

Oral

AMISULPRIDE (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Gram Daily1.7

EPILIM (Other drug)

18/03/2005 0

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

CLOZARIL (Suspected)

14/04/2005 11/05/2005 0

Reason:

Hospitalisation: Hospitalisation prolonged

Report Details:
Seq: 1208139

Preferred Term Severity Report Description Treatment
Pyrexia Caused or 

prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 244 of 632

Case Number: Gender:
0.00Weight:24/05/2005

03/05/2005
Causality possibleRecovered
16/05/1977DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

24/05/2005 Neutrophils 03/05/2005 1.73
24/05/2005 Neutrophils 13/04/2005 2.67
24/05/2005 Neutrophils 05/04/2005 2.1
24/05/2005 Neutrophils 05/05/2005 2.75
24/05/2005 Neutrophils 08/03/2005 3.63
24/05/2005 White blood cells 03/05/2005 2.88
24/05/2005 White blood cells 13/04/2005 4.24

Laboratory Investigations:

27Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOPINE (Suspected)

15/09/2003 04/05/2005L TERM Continuing.

Reason:

Hospitalisation:

Report Details:
Seq: 1208150

Preferred Term Severity Report Description Treatment
Leukopenia Patient experienced leucopenia and a low 

neutrophil count whilst on Clopine.
Neutrophil count decreased



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 245 of 632

Case Number: Gender:
0.00Weight:24/05/2005

03/05/2005
Causality possibleRecovered
16/05/1977DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

24/05/2005 White blood cells 05/04/2005 3.15
24/05/2005 White blood cells 08/03/2005 5.36
24/05/2005 White blood cells 05/05/2005 4.28

Laboratory Investigations:

27Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOPINE (Suspected)

15/09/2003 04/05/2005L TERM Continuing.

Reason:

Hospitalisation:

Report Details:
Seq: 1208150



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 246 of 632

Case Number: Gender:
0.00Weight:25/05/2005

13/04/2005
Causality possibleUnknown
01/01/1966DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

39Age:

Additional Information:

Medicine Details:
Diabetes mellitus

Stopped:Started:Batch:

Milligram OralTablet 1700.0

METFORMIN HYDROCHLORIDE (Other drug)

0

Reason:

Stopped:Started:Batch:

DIAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

Milligram OralTablet 20.0

SIMVASTATIN (Other drug)

0

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 800.0

CLOPINE (Suspected)

06/06/2003

Reason:

Hospitalisation: Required a specialist consultation

Report Details:
Seq: 1208151

Preferred Term Severity Report Description Treatment
Tachycardia Patient experienced tachycardia 

(100-120bmp, sometimes up to 140bpm) 
whilst on Clopine.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 247 of 632

Case Number: Gender:
0.00Weight:25/05/2005

02/05/2005
Causality possibleRecovered
22/11/1965DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

25/05/2005 Neutrophils 03/05/2005 1.0 06/05/2005- 2.7
25/05/2005 Neutrophils 02/05/2005 1.0 06/05/2005- 2.7
25/05/2005 Neutrophils 07/03/2005 6.3 06/05/2005- 2.7
25/05/2005 Neutrophils 04/04/2005 2.7 06/05/2005- 2.7
25/05/2005 White blood cells 03/05/2005 2.3 06/05/2005- 4.6
25/05/2005 White blood cells 02/05/2005 2.4 06/05/2005- 4.6
25/05/2005 White blood cells 04/04/2005 4.6 06/05/2005- 4.6

Laboratory Investigations:

39Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOPINE (Suspected)

17/06/2003 02/05/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1208152

Preferred Term Severity Report Description Treatment
Neutrophil count decreased Incapacity/dis

ability
Patient experienced leucopenia and a low 
neutrophil count whilst on Clopine.

Ceased Clopine.

Leukopenia Incapacity/dis
ability



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 248 of 632

Case Number: Gender:
0.00Weight:25/05/2005

02/05/2005
Causality possibleRecovered
22/11/1965DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

25/05/2005 White blood cells 07/03/2005 8.1 06/05/2005- 4.6

Laboratory Investigations:

39Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOPINE (Suspected)

17/06/2003 02/05/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1208152



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 249 of 632

Case Number: Gender:
0.00Weight:

The patient smoked and was overweight

27/05/2005

15/03/2005
Causality possibleUnknown
18/09/1968DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

27/05/2005 Biochemistry Triglycerides: 2.1; Glucose: 6.3; Cholesterol: 6.4
27/05/2005 Electrocardiograph

y
03/03/2005 normal 15/03/05-  ECG showed diffuse ST/T wave changes

Laboratory Investigations:

36Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 12.5

CLOZARIL (Suspected)

15/10/2001

Reason:

Hospitalisation:

Report Details:
Seq: 1208222

Preferred Term Severity Report Description Treatment
Electrocardiogram abnormal Patient experienced an abnormal ECG 

which showed diffuse ST/T waves 
changes, patient also experienced sinus 
tachycardia 120 bpm.

Sinus tachycardia



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 250 of 632

Case Number: Gender:
0.00Weight:

Patient history:  Cardiac failure NOS and Dyspnoea NOS.

27/05/2005

Causality possibleRecovered
12/10/1964DOB:

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 800.0

CLOZARIL (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1208223

Preferred Term Severity Report Description Treatment
Cardiomyopathy Patient experienced cardiomyopathy and 

an abnormal echocardiogram showing an 
ejection of 20%.

Discontinuation of Clozaril.

Echocardiogram abnormal
Ejection fraction decreased



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 251 of 632

Case Number: Gender:
0.00Weight:31/05/2005

07/02/2005
Causality possibleNot yet recovered
13/03/1936DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

31/05/2005 Neutrophils 06/05/2005 1.7
31/05/2005 Neutrophils 23/03/2005 2.5
31/05/2005 Neutrophils 23/02/2005 1.5
31/05/2005 Neutrophils 26/12/2004 2.8
31/05/2005 Neutrophils 10/02/2005 1.9
31/05/2005 White blood cells 06/05/2005 2.6
31/05/2005 White blood cells 23/03/2005 3.6

Laboratory Investigations:

68Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 800.0

CLOPINE (Suspected)

19/12/2003 0

Reason:

Hospitalisation:

Report Details:
Seq: 1208328

Preferred Term Severity Report Description Treatment
White blood cell count decreased The patient changed treatment from 

Clozapine to Clopine on 19/12/2003. On 7 
February 2005 he experienced a low 
('red') white cell count and low ('amber') 
neutrophil count.

Clopine ceased and restarted 
the following day. The dosage 
was later reduced to 200mg 
daily.

Neutrophil count decreased



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 252 of 632

Case Number: Gender:
0.00Weight:31/05/2005

07/02/2005
Causality possibleNot yet recovered
13/03/1936DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

31/05/2005 White blood cells 23/02/2005 2.4
31/05/2005 White blood cells 10/02/2005 2.9
31/05/2005 White blood cells 26/12/2004 3.8

Laboratory Investigations:

68Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 800.0

CLOPINE (Suspected)

19/12/2003 0

Reason:

Hospitalisation:

Report Details:
Seq: 1208328



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 253 of 632

Case Number: Gender:
0.00Weight:31/05/2005

09/05/2005
Causality possibleUnknown
22/01/1974DOB:

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:

Gram 1 time OralTablet 1.5

CLOZARIL (Suspected)

09/05/2005

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1208329

Preferred Term Severity Report Description Treatment
Tachycardia Caused or 

prolonged 
inpatient 
hospitalisation

The patient took an overdose of Clozaril 
and had tachycardia.

Intentional overdose Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 254 of 632

Case Number: Gender:
0.00Weight:01/06/2005

09/05/2005
Causality possibleRecovered 16/05/2005
06/12/1946DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

01/06/2005 Haemoglobin 05/05/2005 -
01/06/2005 Haemoglobin 12/05/2005 119
01/06/2005 Neutrophils 05/05/2005 1.80
01/06/2005 Neutrophils 12/05/2005 0.20
01/06/2005 Neutrophils 15/05/2005 3
01/06/2005 Platelets 05/05/2005 -
01/06/2005 Platelets 12/05/2005 207

Laboratory Investigations:

58Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 650.0

CLOZARIL (Suspected)

25/06/2001 12/05/2005

Reason:

Hospitalisation: Required a specialist consultation

Report Details:
Seq: 1208362

Preferred Term Severity Report Description Treatment
Loss of consciousness Caused or 

prolonged 
inpatient 
hospitalisation

15 minutes

Agranulocytosis Caused or 
prolonged 
inpatient 
hospitalisation

Patient developed agranulocytosis and 
showed mild anaemia.  Was found 
unconscious.

Clozaril was discontinued, 
urgent treatment with broad 
spectrum IV antibiotics were 
recommenced, GCSF was 
also given.

Anaemia Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 255 of 632

Case Number: Gender:
0.00Weight:01/06/2005

09/05/2005
Causality possibleRecovered 16/05/2005
06/12/1946DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

01/06/2005 White blood cells 05/05/2005 5.3 10^9/L
01/06/2005 White blood cells 12/05/2005 2.60 10^9/L
01/06/2005 White blood cells 15/05/2005 5.9 10^9/L

Laboratory Investigations:

58Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 650.0

CLOZARIL (Suspected)

25/06/2001 12/05/2005

Reason:

Hospitalisation: Required a specialist consultation

Report Details:
Seq: 1208362



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 256 of 632

Case Number: Gender:
0.00Weight:01/06/2005

Causality possibleUnknown
04/03/1972DOB:

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 Daily OralTablet 300.0

CLOZARIL (Suspected)

20/01/1999 09/05/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1208367

Preferred Term Severity Report Description Treatment
Cardiomyopathy Patient experienced cardiomyopathy.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 257 of 632

Case Number: Gender:
0.00Weight:01/06/2005

07/04/2005
Causality possibleUnknown
08/06/1960DOB:

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 12.5

CLOZARIL (Suspected)

02/04/2004 21/04/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1208368

Preferred Term Severity Report Description Treatment
Pericarditis Patient experienced pericarditis approx. 1 

year after commencing Clozaril
Clozaril was discontinued.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 258 of 632

Case Number: Gender:
0.00Weight:01/06/2005

06/05/2005
Causality possibleRecovered
06/03/1971DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

01/06/2005 Creatine 
phosphokinase

<200 12/05/2005 3960
01/06/2005 Creatine 

phosphokinase
<200 16/05/2005 1020

01/06/2005 Creatinine 72 - 120 12/05/2005 485
01/06/2005 Creatinine 72 - 120 16/05/2005 208
01/06/2005 Other data <10 11 May 2005 Urine myoglobin: 1730 u/g
01/06/2005 Other data 03/05/2005 clozapine: 990, norclozaapine: 260
01/06/2005 Other data 0.4-1.0 10/05/2005 lithium: 0.7

Laboratory Investigations:

34Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

LITHIUM CARBONATE (Other drug) Reason:

Stopped:Started:Batch:

SODIUM VALPROATE (Other drug) Reason:

Stopped:Started:Batch:

FLUVOXAMINE MALEATE (Other drug) Reason:

Stopped:Started:Batch:

OMEPRAZOLE (Other drug) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1208369

Preferred Term Severity Report Description Treatment
Renal failure Caused or 

prolonged 
inpatient 
hospitalisation

Patient developed tremor, sweating, 
vomiting, diarrhoea and dehydration, was 
admitted to hospital with suspected 
gastroenteritis and was later diagnosed 
with neuroieptic malgnant syndrome and 
renal failure. Patient showed a urine 
myoglobin level of 1739 u/g and the 
following day displayed a ck level of 3960 
and a creatinine level of 485

Blood creatine phosphokinase increasedCaused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 259 of 632

Case Number: Gender:
0.00Weight:01/06/2005

06/05/2005
Causality possibleRecovered
06/03/1971DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

34Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

IRBESARTAN (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 175.0

CLOZARIL (Suspected)

16/04/2005 11/05/2005 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1208369

Preferred Term Severity Report Description Treatment
Blood creatinine increased Life 

threatening
Dehydration Caused or 

prolonged 
inpatient 
hospitalisation

Diarrhoea Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 260 of 632

Case Number: Gender:
0.00Weight:01/06/2005

06/05/2005
Causality possibleRecovered
06/03/1971DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

34Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

LITHIUM CARBONATE (Other drug) Reason:

Stopped:Started:Batch:

SODIUM VALPROATE (Other drug) Reason:

Stopped:Started:Batch:

FLUVOXAMINE MALEATE (Other drug) Reason:

Stopped:Started:Batch:

OMEPRAZOLE (Other drug) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1208369

Preferred Term Severity Report Description Treatment
Gastroenteritis Caused or 

prolonged 
inpatient 
hospitalisation

Hyperhidrosis Caused or 
prolonged 
inpatient 
hospitalisation

Myoglobin urine present Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 261 of 632

Case Number: Gender:
0.00Weight:01/06/2005

06/05/2005
Causality possibleRecovered
06/03/1971DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

34Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

IRBESARTAN (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 175.0

CLOZARIL (Suspected)

16/04/2005 11/05/2005 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1208369

Preferred Term Severity Report Description Treatment
Neuroleptic malignant syndrome Caused or 

prolonged 
inpatient 
hospitalisation

Tremor Caused or 
prolonged 
inpatient 
hospitalisation

Vomiting Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 262 of 632

Case Number: Gender:
0.00Weight:01/06/2005

15/05/2005
Causality possibleNot yet recovered
23/09/1956DOB:

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 OralTablet 10.0

BENZHEXOL HYDROCHLORIDE (Other drug)

15/05/2001

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily Oral150.0

VENLAFAXINE HYDROCHLORIDE (Other drug)

26/11/2004

Reason:

Synovitis,bursitis&tenosynovit

Stopped:Started:Batch:

Milligram Daily Oral800.0

IBUPROFEN (Other drug)

30/11/2004

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOPINE (Suspected)

09/02/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1208379

Preferred Term Severity Report Description Treatment
Oedema peripheral The patient's dosage of Clopine was 

increased from 400mg daily to 500mg 
daily in March 2005. He experienced 
peripheral oedema and tachycardia of mild 
to moderate severity in early May.

Tachycardia



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 263 of 632

Case Number: Gender:
0.00Weight:01/06/2005

12/10/2004
Causality possibleUnknown
07/06/1966DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

01/06/2005 Neutrophils 12/10/2004 1.1
01/06/2005 Neutrophils 22/11/2004 1.1
01/06/2005 Neutrophils 30/01/2004 0.7
01/06/2005 Neutrophils 10/05/2005 1.8
01/06/2005 Neutrophils 27/01/2005 0.5
01/06/2005 White blood cells 12/10/2004 2.2
01/06/2005 White blood cells 22/11/2004 2.43

Laboratory Investigations:

38Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

INTERFERON ALFA-2A (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 350.0

CLOPINE (Suspected)

Contin

Reason:

Hospitalisation:

Report Details:
Seq: 1208382

Preferred Term Severity Report Description Treatment
Leukopenia The patient has been taking Clozapine 

since 10 November 1993, switching from 
Clopine to Clozaril and back. He has had a 
persistent red result since 12 October 
2004.

Fortnightly blood testing.

Neutropenia



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 264 of 632

Case Number: Gender:
0.00Weight:01/06/2005

12/10/2004
Causality possibleUnknown
07/06/1966DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

01/06/2005 White blood cells 30/01/2004 1.41
01/06/2005 White blood cells 27/01/2005 1.5
01/06/2005 White blood cells 10/05/2005 2.5

Laboratory Investigations:

38Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

INTERFERON ALFA-2A (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 350.0

CLOPINE (Suspected)

Contin

Reason:

Hospitalisation:

Report Details:
Seq: 1208382



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 265 of 632

Case Number: Gender:
0.00Weight:01/06/2005

15/02/2005
Causality possibleUnknown
10/10/1974DOB:

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:

SODIUM VALPROATE (Other drug) Reason:

Stopped:Started:Batch:

AMISULPRIDE (Other drug) Reason:

Stopped:Started:Batch:

CLOZARIL (Suspected)

0

Reason:

Hospitalisation:

Report Details:
Seq: 1208394

Preferred Term Severity Report Description Treatment
Tachycardia Patient experienced tachycardia (120 

bpm) approximately 10 years after 
commencing Clozaril.

Salivary hypersecretion
Therapeutic response decreased



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 266 of 632

Case Number: Gender:
0.00Weight:01/06/2005

15/12/2004
Causality possibleUnknown
22/11/1973DOB:

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:

Milligram Daily OralTablet 50.0

CLOZARIL (Suspected)

29/12/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1208395

Preferred Term Severity Report Description Treatment
Diabetes mellitus Patient experienced diabetes approx. 5 

years after commencing Clozaril.
Weight increased



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 267 of 632

Case Number: Gender:
0.00Weight:02/06/2005

Causality possibleRecovered
06/12/1971DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

02/06/2005 Electrocardiograph
y

T wave inversion
02/06/2005 Troponin <0.62

Laboratory Investigations:

33Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Intramuscular

CLOPIXOL (Other drug)

0

Reason:

Other&unspecified epilepsy

Stopped:Started:Batch:

Milligram Daily OralTablet 1700.0

SODIUM VALPROATE (Other drug) Reason:

Myxedema

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

THYROXINE SODIUM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

CLOPINE (Suspected)

20/04/2005 12/05/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1208405

Preferred Term Severity Report Description Treatment
Myocarditis The patient experienced suspected 

myocarditis.
Clopine ceased.

Blood creatine phosphokinase increased
Electrocardiogram T wave inversion
Malaise
Troponin increased



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 268 of 632

Case Number: Gender:
0.00Weight:

The patient was non-compliant and refused to continue treatment.

08/06/2005

22/03/2004
Causality probableRecovered 29/03/2004
27/02/1971DOB:

Causality:

M
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 325.0

CLOZARIL (Suspected)

16/10/2002 08/03/2004

Reason:

Hospitalisation:

Report Details:
Seq: 1208554

Preferred Term Severity Report Description Treatment
Hypotension Patient experienced hypotension and 

fainted ('dropped') in the kitchen at home.
Clozaril ceased. Commenced 
Aripiprazole.

Syncope



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 269 of 632

Case Number: Gender:
0.00Weight:

Past History: Schizoeffective disoder, breast cancer and depression

08/06/2005

24/04/2005
Causality possibleUnknown
16/09/1952DOB:

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 300.0

CLOPINE (Suspected)

18/04/2005 15/05/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1208579

Preferred Term Severity Report Description Treatment
Delirium Life 

threatening
Patient experienced delirium and 
inadequate response during Clopine 
treatment.

Disorientation Life 
threatening

Patient was stable until maintenance ECT 
was ceased, then following review and a 
second opinion the patient was placed on 
clozapine and ECT continued. Patient then 
experienced a three week history of 
disorientation and agitation, worse at night 
and assoicated with auditory 
hallucinations, visual illusions and 
hallucinations



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 270 of 632

Case Number: Gender:
0.00Weight:

Past History: Schizoeffective disoder, breast cancer and depression

08/06/2005

24/04/2005
Causality possibleUnknown
16/09/1952DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

52Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOPINE (Suspected)

18/04/2005 15/05/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1208579

Preferred Term Severity Report Description Treatment
Delusion Life 

threatening
Persecutory delusions.

Agitation Life 
threatening

Drug ineffective Life 
threatening

Hallucination, auditory Life 
threatening

Hallucination, visual Life 
threatening

Illusion Life 
threatening



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 271 of 632

Case Number: Gender:
0.00Weight:

Hisotyr:  Long history of schizophrenia.

08/06/2005

18/05/2005
Causality possibleRecovered 25/05/2005
29/12/1964DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

08/06/2005 Neutrophils 18/05/2005 0.1
08/06/2005 Neutrophils 19/05/2005 0.0
08/06/2005 Neutrophils 20/05/2005 0.0
08/06/2005 Neutrophils 25/05/2005 6.6
08/06/2005 Neutrophils 23/05/2005 15
08/06/2005 White blood cells 18/05/2005 1.1
08/06/2005 White blood cells 19/05/2005 2.2

Laboratory Investigations:

40Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOPINE (Suspected)

24/03/2005 18/05/2005

Reason:

Hospitalisation: Required a specialist consultation

Report Details:
Seq: 1208580

Preferred Term Severity Report Description Treatment
Neutropenia Caused or 

prolonged 
inpatient 
hospitalisation

Patient experienced neutropenia, 
leucopenia, sore throat and temperature of 
37 degrees.

IV antibiotics and hospitalised 
in the medical ward.

Leukopenia Caused or 
prolonged 
inpatient 
hospitalisation

Pharyngolaryngeal pain Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 272 of 632

Case Number: Gender:
0.00Weight:

Hisotyr:  Long history of schizophrenia.

08/06/2005

18/05/2005
Causality possibleRecovered 25/05/2005
29/12/1964DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

08/06/2005 White blood cells 20/05/2005 2.6
08/06/2005 White blood cells 23/05/2005 24.4
08/06/2005 White blood cells 25/05/2005 11.8

Laboratory Investigations:

40Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOPINE (Suspected)

24/03/2005 18/05/2005

Reason:

Hospitalisation: Required a specialist consultation

Report Details:
Seq: 1208580

Preferred Term Severity Report Description Treatment
Pyrexia Caused or 

prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 273 of 632

Case Number: Gender:
0.00Weight:10/06/2005

24/05/2005
Causality possibleNot yet recovered
23/04/1938DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

10/06/2005 Neutrophils 24/05/2005 0.9
10/06/2005 Neutrophils 26/04/2005 3.5
10/06/2005 Neutrophils 29/03/2005 5.7
10/06/2005 White blood cells 24/05/2005 2.2
10/06/2005 White blood cells 26/04/2005 5.6
10/06/2005 White blood cells 29/03/2005 7.8

Laboratory Investigations:

67Age:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 700.0

CLOPINE (Suspected)

03/12/2002 24/05/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1208658

Preferred Term Severity Report Description Treatment
Leukopenia Caused or 

prolonged 
inpatient 
hospitalisation

Patient experienced leucopenia and 
neutropenia whilst on Clopine.

Ceased Clopine.

Neutropenia Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 274 of 632

Case Number: Gender:
0.00Weight:10/06/2005

02/05/2005
Causality possibleRecovered
05/08/1952DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

52Age:

Additional Information:

Medicine Details:
Unspecifid affective psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 1500.0

LITHIUM CARBONATE (Other drug)

01/01/1998 0

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 2000.0

SODIUM VALPROATE (Other drug)

01/01/2003 01/03/2005 0

Reason:

Diabetes mellitus

Stopped:Started:Batch:

Milligram Daily OralTablet 320.0

GLICLAZIDE (Other drug)

01/01/2004

Reason:

Diabetes mellitus

Stopped:Started:Batch:

Milligram Daily OralTablet 3000.0

METFORMIN HYDROCHLORIDE (Other drug)

01/01/2003

Reason:

Hospitalisation:

Report Details:
Seq: 1208660

Preferred Term Severity Report Description Treatment
Diabetes mellitus inadequate controlHospitalisation 

Prolonged
NIDDM worsened with osculating blood 
sugars

Sedation Patient is sleeping for approximately 16-17 
hours per day and also swelled up.

Swelling



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 275 of 632

Case Number: Gender:
0.00Weight:10/06/2005

02/05/2005
Causality possibleRecovered
05/08/1952DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

52Age:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 125.0

CLOPINE (Suspected)

02/05/2005 25/05/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1208660



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 276 of 632

Case Number: Gender:
119.00Weight:

Abnormal ECho discovered on routine screening. A cardiologist was consulted and suggested that abnormal echo is unlikely to be 
linked to clozapine. Patient's past drug use: IV amphetamines and heavy alcohol use 150mg/day

14/06/2005

Causality possibleUnknown
15/08/1970DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

14/06/2005 Echocardiogram abnormal cardia echo.

Laboratory Investigations:

34Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

CLOPINE (Suspected)

09/04/2003

Reason:

Hospitalisation: Required a specialist consultation

Report Details:
Seq: 1208686

Preferred Term Severity Report Description Treatment
Echocardiogram abnormal Patient had an abnormal echocardiogram 

result from baseline whilst on Clopine. 
Patient is asymptomatic



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 277 of 632

Case Number: Gender:
0.00Weight:14/06/2005

Causality possibleUnknown
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

99UAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet

CLOZARIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1208689

Preferred Term Severity Report Description Treatment
Tachycardia Patient experienced tachycardia 140 bpm, 

approx. 2 days after commencing Clozaril.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 278 of 632

Case Number: Gender:
0.00Weight:14/06/2005

Causality possibleUnknown
20/08/1982DOB:

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 125.0

CLOPINE (Suspected)

06/05/2005 24/05/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1208690

Preferred Term Severity Report Description Treatment
Tachycardia Patient experienced tachycardia and 

postural hypotension during Clopine 
treatment.

Ceased Clopine.

Orthostatic hypotension



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 279 of 632

Case Number: Gender:
0.00Weight:16/06/2005

02/06/2005
Causality possibleRecovered 16/06/2005
28/09/1960DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

16/06/2005 Echocardiogram Showed global systolic dysfunction.

Laboratory Investigations:

44Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

RISPERIDONE (Other drug)

25/05/2005

Reason:

Stopped:Started:Batch:

AROPAX (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 125.0

CLOPINE (Suspected)

19/05/2005 04/06/2005 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1208716

Preferred Term Severity Report Description Treatment
Cardiomyopathy Life 

threatening
Presented at the reporting hospital after 
transfer with diarrhoea, poor oral intake 
and decreased blood pressure. No chest 
pain but CK and troponin levels both were 
elevated. CRP, ESR and lactate levels all 
were elevated also. Oxygen saturation 
was decreased.

Admitted to Intensive Care 
Unit. Suspected clopine 
induced cardiomyopathy. In 
case of diferential diagnosis 
(infection) treated with 
ceftriaxone, azithromycin and 
vancomycin.

Blood creatine phosphokinase increasedLife 
threatening

Blood lactic acid increased Life 
threatening

Blood pressure decreased Life 
threatening



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 280 of 632

Case Number: Gender:
0.00Weight:16/06/2005

02/06/2005
Causality possibleRecovered 16/06/2005
28/09/1960DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

44Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

RISPERIDONE (Other drug)

25/05/2005

Reason:

Stopped:Started:Batch:

AROPAX (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 125.0

CLOPINE (Suspected)

19/05/2005 04/06/2005 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1208716

Preferred Term Severity Report Description Treatment
C-reactive protein increased Life 

threatening
Confusional state Life 

threatening
Diarrhoea Life 

threatening
Echocardiogram abnormal Life 

threatening
Hypotension Life 

threatening
Myocarditis Life 

threatening



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 281 of 632

Case Number: Gender:
0.00Weight:16/06/2005

02/06/2005
Causality possibleRecovered 16/06/2005
28/09/1960DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

44Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

RISPERIDONE (Other drug)

25/05/2005

Reason:

Stopped:Started:Batch:

AROPAX (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 125.0

CLOPINE (Suspected)

19/05/2005 04/06/2005 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1208716

Preferred Term Severity Report Description Treatment
Oxygen saturation decreased Life 

threatening
Red blood cell sedimentation rate increasedLife 

threatening
Renal failure acute Life 

threatening
Troponin increased Life 

threatening



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 282 of 632

Case Number: Gender:
0.00Weight:16/06/2005

24/05/2005
Causality possibleUnknown
24/05/1972DOB:

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)

24/07/1998 04/11/1999

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1208731

Preferred Term Severity Report Description Treatment
Confusional state Caused or 

prolonged 
inpatient 
hospitalisation

Patient experienced a deterioration of 
mental state (confused behaviour) as a 
result of non compliance

Treatment noncompliance Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 283 of 632

Case Number: Gender:
0.00Weight:20/06/2005

15/05/2005
Causality possibleDeath, maybe drug 15/05/2005
11/09/1930DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

74Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

CLOPINE (Suspected)

27/06/2001 15/05/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1208769

Preferred Term Severity Report Description Treatment
Cerebral infarction Death The patient died due to a cerebral 

infarction.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 284 of 632

Case Number: Gender:
0.00Weight:

White blood cell count and neutrophil were within normal range.  
Died on 28/05/05 due to pneumonia and bronchitis.

21/06/2005

Causality possibleDeath, maybe drug 28/05/2005
29/07/1945DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

59Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

CIPRAMIL (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOPINE (Suspected)

14/10/2003 28/05/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1208818

Preferred Term Severity Report Description Treatment
Bronchitis Death The patient died on 28 May 2005 due to 

pneumonia and bronchitis whilst on 
Clopine treatment.

Pneumonia Death



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 285 of 632

Case Number: Gender:
0.00Weight:

History: Current condition alcoholism and heavy binge drinking.

21/06/2005

15/04/2005
Causality possibleUnknown
20/05/1976DOB:

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 600.0

CLOZARIL (Suspected)

06/05/1998

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1208831

Preferred Term Severity Report Description Treatment
Pancreatitis acute Caused or 

prolonged 
inpatient 
hospitalisation

The patient developed acute pancreatitis.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 286 of 632

Case Number: Gender:
0.00Weight:21/06/2005

20/05/2005
Causality probableUnknown
06/04/1980DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

21/06/2005 Blood pressure 11/05/2005 (sitting): 
128/7021/06/2005 Blood pressure 13/05/2005 (sitting): 83/50

21/06/2005 Blood pressure 27/05/2005 (sitting): 
120/8021/06/2005 Blood pressure 02/07/2005 (sitting): 
140/8021/06/2005 Neutrophils 14/06/2005 1.39

21/06/2005 Neutrophils 15/06/2005 1.63
21/06/2005 Neutrophils 20/06/2005 3.53

Laboratory Investigations:

25Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

AMISULPRIDE (Suspected) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 225.0

CLOZARIL (Suspected)

11/05/2005 14/06/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1208835

Preferred Term Severity Report Description Treatment
Tachycardia The patient experienced tachycardia (138 

bpm), a low grade temperature (38.8 
degrees C) and postural hypotension 
(83/50) approximately 3.5 weeks after 
commencing Clozaril.

Clozaril dose reduced to 
200mg daily.

Neutropenia
Orthostatic hypotension
Pyrexia



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 287 of 632

Case Number: Gender:
0.00Weight:21/06/2005

20/05/2005
Causality probableUnknown
06/04/1980DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

21/06/2005 Neutrophils 16/06/2005 2
21/06/2005 Other data 11/05/2005 4 Pulse rate
21/06/2005 Other data 13/05/2005 111 Pulse rate
21/06/2005 Other data 27/05/2005 112 Pulse rate
21/06/2005 Other data 02/07/2005 100 Pulse rate
21/06/2005 Other data 11/05/2005 35.8 degrees 

celsius
Body temperature

21/06/2005 Other data 13/05/2005 35.4 degrees 
celsius

Body temperature

Laboratory Investigations:

25Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

AMISULPRIDE (Suspected) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 225.0

CLOZARIL (Suspected)

11/05/2005 14/06/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1208835



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 288 of 632

Case Number: Gender:
0.00Weight:21/06/2005

20/05/2005
Causality probableUnknown
06/04/1980DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

21/06/2005 Other data 27/05/2005 38.8 degrees 
celsius

Body temperature
21/06/2005 Other data 02/07/2005 37.2 degrees 

celsius
Body temperature

Laboratory Investigations:

25Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

AMISULPRIDE (Suspected) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 225.0

CLOZARIL (Suspected)

11/05/2005 14/06/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1208835



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 289 of 632

Case Number: Gender:
0.00Weight:21/06/2005

Causality possibleUnknown
09/12/1969DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

21/06/2005 Neutrophils 20/05/2005 4.5
21/06/2005 Other data Other test results included GGT (80), ALT (58), AST (49), WCC 

(14.3), NC (10.1) and monocytes (1.1).

21/06/2005 White blood cells 20/05/2005 7.8

Laboratory Investigations:

35Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 12.5

CLOPINE (Suspected)

24/05/2005 30/05/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1208839

Preferred Term Severity Report Description Treatment
Blood creatine phosphokinase increased The patient experienced elevated total CK 

whilst on Clopine treatment, GGT 
increased, AST increased, ALT increased 
and leukocytosis.

Clopine ceased.

Alanine aminotransferase increased
Aspartate aminotransferase increased
Gamma-glutamyltransferase increased
Leukocytosis



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 290 of 632

Case Number: Gender:
0.00Weight:21/06/2005

17/05/2005
Causality possibleRecovered
16/11/1963DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

21/06/2005 Electrocardiograph
y

asymmetirc septal hypertrophy. mild left ventricular hypertrophy

Laboratory Investigations:

41Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 800.0

CLOZARIL (Suspected)

03/12/1993

Reason:

Hospitalisation:

Report Details:
Seq: 1208862

Preferred Term Severity Report Description Treatment
Cardiomyopathy Suspected cardiomyopathy.
Fatigue
Neutrophil count increased
Pyrexia
Tachycardia
Ventricular hypertrophy
White blood cell count increased



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 291 of 632

Case Number: Gender:
0.00Weight:21/06/2005

Causality possibleDeath, maybe drug 02/06/2005
24/09/1944DOB:

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 OralTablet 600.0

CLOPINE (Suspected)

0

Reason:

Hospitalisation:

Report Details:
Seq: 1208867

Preferred Term Severity Report Description Treatment
Bronchopneumonia Death The patient died due to bronchial 

pneumonia whilst on Clopine treatment.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 292 of 632

Case Number: Gender:
0.00Weight:

Report 212094 is the second sequence to this report and 216998 is the third sequence.

21/06/2005

Causality possibleUnknown
01/11/1956DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

21/06/2005 Electrocardiograph
y

With q wave infarct and non-specific ST segment changes on 
ECG.

Laboratory Investigations:

48Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

CLOPINE (Suspected)

05/04/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1208878

Preferred Term Severity Report Description Treatment
Myocardial ischaemia Patient experienced myocardial 

ischaemia, mild vetnricular hypertrophy, 
hypercholesterolaemia and renal 
implairment.

Hypercholesterolaemia
Renal impairment
Ventricular hypertrophy



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 293 of 632

Case Number: Gender:
0.00Weight:21/06/2005

31/05/2005
Causality possibleNot yet recovered
18/01/1984DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

21/06/2005 Neutrophils 31/05/2005 0.39 (08 Sep 2003-pre treatment) Neutrophil Cell Count 4.3 x 10^9/L

21/06/2005 Neutrophils 31/05/2005 0.41 (08 Sep 2003-pre treatment) Neutrophil Cell Count 4.3 x 10^9/L

21/06/2005 Neutrophils 01/06/2005 0.26 (08 Sep 2003-pre treatment) Neutrophil Cell Count 4.3 x 10^9/L

Laboratory Investigations:

21Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

DIAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

HALOPERIDOL (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZARIL (Suspected)

08/09/2003 31/05/2005

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

AMISULPRIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1208880

Preferred Term Severity Report Description Treatment
Agranulocytosis Patient experienced agranulocytosis, 

decreased white blood cell count, 
neutrophil count and therapy regimen 
changed - Amisulpride increased from 
200mg to 400mg.

Clozaril discontinued. 
Currently in haemtology ward 
for G-CVF and given IV 
antibiotics.

Leukopenia
Neutropenia
Therapy regimen changed



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 294 of 632

Case Number: Gender:
0.00Weight:21/06/2005

31/05/2005
Causality possibleNot yet recovered
18/01/1984DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

21/06/2005 Neutrophils 03/06/2005 0.01 (08 Sep 2003-pre treatment) Neutrophil Cell Count 4.3 x 10^9/L

21/06/2005 Neutrophils 05/06/2005 0.00 (08 Sep 2003-pre treatment) Neutrophil Cell Count 4.3 x 10^9/L

21/06/2005 Neutrophils 04/06/2005 0.01 (08 Sep 2003-pre treatment) Neutrophil Cell Count 4.3 x 10^9/L

Laboratory Investigations:

21Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

DIAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

HALOPERIDOL (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZARIL (Suspected)

08/09/2003 31/05/2005

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

AMISULPRIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1208880



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 295 of 632

Case Number: Gender:
0.00Weight:21/06/2005

31/05/2005
Causality possibleNot yet recovered
18/01/1984DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

21/06/2005 Neutrophils 02/06/2005 0.02 (08 Sep 2003-pre treatment) Neutrophil Cell Count 4.3 x 10^9/L

21/06/2005 White blood cells 31/05/2005 1.90 (08 Sep 2003- pre treatment) White Blood Cell count 7 x 10^9/L.

21/06/2005 White blood cells 31/05/2005 2.00 (08 Sep 2003- pre treatment) White Blood Cell count 7 x 10^9/L.

Laboratory Investigations:

21Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

DIAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

HALOPERIDOL (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZARIL (Suspected)

08/09/2003 31/05/2005

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

AMISULPRIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1208880



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 296 of 632

Case Number: Gender:
0.00Weight:21/06/2005

31/05/2005
Causality possibleNot yet recovered
18/01/1984DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

21/06/2005 White blood cells 01/06/2005 2.00 (08 Sep 2003- pre treatment) White Blood Cell count 7 x 10^9/L.

21/06/2005 White blood cells 02/06/2005 1.00 (08 Sep 2003- pre treatment) White Blood Cell count 7 x 10^9/L.

21/06/2005 White blood cells 03/06/2005 0.3 (08 Sep 2003- pre treatment) White Blood Cell count 7 x 10^9/L.

Laboratory Investigations:

21Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

DIAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

HALOPERIDOL (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZARIL (Suspected)

08/09/2003 31/05/2005

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

AMISULPRIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1208880



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 297 of 632

Case Number: Gender:
0.00Weight:21/06/2005

31/05/2005
Causality possibleNot yet recovered
18/01/1984DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

21/06/2005 White blood cells 04/06/2005 0.5 (08 Sep 2003- pre treatment) White Blood Cell count 7 x 10^9/L.

21/06/2005 White blood cells 05/06/2005 0.5 (08 Sep 2003- pre treatment) White Blood Cell count 7 x 10^9/L.

Laboratory Investigations:

21Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

DIAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

HALOPERIDOL (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZARIL (Suspected)

08/09/2003 31/05/2005

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

AMISULPRIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1208880



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 298 of 632

Case Number: Gender:
0.00Weight:22/06/2005

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:

OralTablet

CLOPINE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1208904

Preferred Term Severity Report Description Treatment
Drug toxicity Incapacity/dis

ability
The patient experienced persistent 
neurological damage whilst on Clopine. He 
is unable to speak. He stopped smoking 
abruptly, resulting in Clopine toxicity.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 299 of 632

Case Number: Gender:
0.00Weight:24/06/2005

02/06/2005
Causality possibleNot yet recovered
03/02/1978DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

24/06/2005 Creatine 
phosphokinase

02/06/2005 3350
24/06/2005 Creatine 

phosphokinase
03/06/2005 1700

24/06/2005 Creatine 
phosphokinase

07/06/2005 428

Laboratory Investigations:

27Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OLANZAPINE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 12.0

CLOZARIL (Suspected)

12/09/1998 15/05/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1209057

Preferred Term Severity Report Description Treatment
Blood creatine phosphokinase increased The patient ceased Clozaril due to 

compliance issues. He became psychotic 
and was physically aggressive. He also 
had a creatinine kinase of 3350.

Clozaril ceased.

Aggression
Psychotic disorder



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:44PM Database: pusime02 ADRS004 Page 300 of 632

Case Number: Gender:
0.00Weight:24/06/2005

10/05/2005
Causality possibleUnknown
19/02/1976DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

24/06/2005 Neutrophils 12/01/1996 9.2
24/06/2005 Neutrophils 11/05/2005 12.25
24/06/2005 Neutrophils 19/05/2005 7.29
24/06/2005 White blood cells 12/01/1996 12.7
24/06/2005 White blood cells 11/05/2005 14.9
24/06/2005 White blood cells 19/05/2005 9.4

Laboratory Investigations:

29Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 425.0

CLOZARIL (Suspected)

12/01/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1209060

Preferred Term Severity Report Description Treatment
Psychotic disorder Caused or 

prolonged 
inpatient 
hospitalisation

The patient showed signs of recurring 
psychosis after therapy interruption of 2-3 
days and also experienced increased 
white blood cells and increased 
neutrophils.

Clozaril temporarily interrupted 
before started back on 12.5mg 
and titrated up.

Drug withdrawal syndrome Caused or 
prolonged 
inpatient 
hospitalisation

Neutrophil count increased Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 301 of 632

Case Number: Gender:
0.00Weight:24/06/2005

10/05/2005
Causality possibleUnknown
19/02/1976DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

29Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 425.0

CLOZARIL (Suspected)

12/01/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1209060

Preferred Term Severity Report Description Treatment
Treatment noncompliance Caused or 

prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 302 of 632

Case Number: Gender:
0.00Weight:27/06/2005

02/06/2005
Causality possibleUnknown
11/02/1981DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

27/06/2005 Neutrophils 05/06/2005 1.3
27/06/2005 Neutrophils 02/06/2005 1.4
27/06/2005 Neutrophils 05/05/2005 3.8
27/06/2005 White blood cells 05/09/2005 2.6
27/06/2005 White blood cells 02/06/2005 2.3
27/06/2005 White blood cells 05/05/2005 5.3

Laboratory Investigations:

24Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 850.0

CLOPINE (Suspected)

09/12/2002 03/06/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1209145

Preferred Term Severity Report Description Treatment
Leukopenia The patient experienced leucopenia and 

low neutrophil count whilst on Clopine.
Clopine ceased.

Neutropenia



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 303 of 632

Case Number: Gender:
0.00Weight:

Report 116789 is the first sequence to this report.

27/06/2005

15/04/2005
Causality possibleRecovered
22/06/1957DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

27/06/2005 Creatine kinase 
MB

0-0.6 18/02/2005 7.01
27/06/2005 Creatine kinase 

MB
0-0.6 01/03/2005 5.5

27/06/2005 Creatine kinase 
MB

0-0.6 06/04/2005 3.52
27/06/2005 Creatine kinase 

MB
0-0.6 15/04/2005 7.21

Laboratory Investigations:

47Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

ATACAND (Other drug) Reason:

Stopped:Started:Batch:

AMISULPRIDE (Other drug) Reason:

Stopped:Started:Batch:

VENLAFAXINE HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

AMARYL (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1209147

Preferred Term Severity Report Description Treatment
Therapy regimen changed Caused or 

prolonged 
inpatient 
hospitalisation

The patient developed tachycardia 
(120bpm), difficulty breathing, 
hypotension, then collapse and loss of 
consciousness briefly.

Circulatory collapse Caused or 
prolonged 
inpatient 
hospitalisation

Dyspnoea Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 304 of 632

Case Number: Gender:
0.00Weight:

Report 116789 is the first sequence to this report.

27/06/2005

15/04/2005
Causality possibleRecovered
22/06/1957DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

47Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

CLOZARIL (Suspected)

15/04/2005 15/04/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1209147

Preferred Term Severity Report Description Treatment
Hypotension Caused or 

prolonged 
inpatient 
hospitalisation

Loss of consciousness Caused or 
prolonged 
inpatient 
hospitalisation

Tachycardia Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 305 of 632

Case Number: Gender:
0.00Weight:28/06/2005

Causality possibleUnknown
05/11/1965DOB:

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:

OralTablet

CLOZARIL (Suspected)

0

Reason:

Hospitalisation:

Report Details:
Seq: 1209172

Preferred Term Severity Report Description Treatment
Eosinophilia The patient developed eosinophilia and 

ECG changes after commencing Clozaril.
Electrocardiogram abnormal



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 306 of 632

Case Number: Gender:
0.00Weight:28/06/2005

15/05/2005
Causality possibleNot yet recovered
15/01/1982DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

28/06/2005 C-Reactive Protein <5.0 04/06/2005 11
28/06/2005 C-Reactive Protein <5.0 05/06/2005 6.8
28/06/2005 C-Reactive Protein <5.0 07/06/2005 <5.0
28/06/2005 C-Reactive Protein <5.0 14/06/2005 21
28/06/2005 C-Reactive Protein <5.0 06/06/2005 <5.0
28/06/2005 Creatine 

phosphokinase
<200 01/06/2005 71 u/L

28/06/2005 Creatine 
phosphokinase

<200 06/06/2005 1500 u/L

Laboratory Investigations:

23Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

13/05/2005 01/06/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1209174

Preferred Term Severity Report Description Treatment
Myocarditis Incapacity/dis

ability
The patient experienced tachycardia, 
elevated troponin levels (0.3) and elevated 
CK levels. The diagnosis was suspected 
myocarditis

Clozaril ceased.

Blood creatine phosphokinase increasedIncapacity/dis
ability

C-reactive protein increased Incapacity/dis
ability

Electrocardiogram abnormal Incapacity/dis
ability

Neutrophil count increased Incapacity/dis
ability



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 307 of 632

Case Number: Gender:
0.00Weight:28/06/2005

15/05/2005
Causality possibleNot yet recovered
15/01/1982DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

28/06/2005 Electrocardiograph
y

16/06/2005 Sinus bradycardia=87; probable right ventricular 
hypertrophy; St elevation; Sinus tachycardia=105bpm; diffuse 
non specific T abnormalities.

28/06/2005 Erythrocyte 
sedimentation rate

<10 03/06/2005 29mm/Hr
28/06/2005 Erythrocyte 

sedimentation rate
<10 07/06/2005 10

28/06/2005 Erythrocyte 
sedimentation rate

<10 14/06/2005 11
28/06/2005 Erythrocyte 

sedimentation rate
<10 06/06/2005 4

Laboratory Investigations:

23Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

13/05/2005 01/06/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1209174

Preferred Term Severity Report Description Treatment
Red blood cell sedimentation rate increasedIncapacity/dis

ability
Tachycardia Incapacity/dis

ability
Troponin increased Incapacity/dis

ability
White blood cell count increased Incapacity/dis

ability



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 308 of 632

Case Number: Gender:
0.00Weight:28/06/2005

15/05/2005
Causality possibleNot yet recovered
15/01/1982DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

28/06/2005 Neutrophils 25/05/2005 4.19
28/06/2005 Neutrophils 06/06/2005 13.42
28/06/2005 Neutrophils 07/06/2005 8.1
28/06/2005 Troponin 01/06/2005 0.3 (Date not specified) Troponin:  usual levels <0.2 (units not 

specified)

28/06/2005 Troponin 02/06/2005 0.4 (Date not specified) Troponin:  usual levels <0.2 (units not 
specified)

Laboratory Investigations:

23Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

13/05/2005 01/06/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1209174



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 309 of 632

Case Number: Gender:
0.00Weight:28/06/2005

15/05/2005
Causality possibleNot yet recovered
15/01/1982DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

28/06/2005 Troponin 03/06/2005 0.9 (Date not specified) Troponin:  usual levels <0.2 (units not 
specified)

28/06/2005 Troponin 04/06/2005 0.2 (Date not specified) Troponin:  usual levels <0.2 (units not 
specified)

28/06/2005 White blood cells 25/05/2005 7.3
28/06/2005 White blood cells 01/06/2005 15.4

Laboratory Investigations:

23Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

13/05/2005 01/06/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1209174



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 310 of 632

Case Number: Gender:
0.00Weight:29/06/2005

27/05/2005
Causality possibleRecovered
05/02/1980DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

29/06/2005 Neutrophils 17/02/2005 2.1
29/06/2005 Neutrophils 17/05/2005 2.0
29/06/2005 Neutrophils 19/05/2005 2.0
29/06/2005 Neutrophils 24/05/2005 1.9
29/06/2005 Neutrophils 31/05/2005 1.7
29/06/2005 Neutrophils 03/06/2005 1.8
29/06/2005 Neutrophils 06/06/2005 1.9

Laboratory Investigations:

25Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected)

17/02/2002 16/06/2005 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1209223

Preferred Term Severity Report Description Treatment
Neutropenia Caused or 

prolonged 
inpatient 
hospitalisation

The patient developed a red range 
neutropenia.

Clozaril ceased.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 311 of 632

Case Number: Gender:
0.00Weight:29/06/2005

27/05/2005
Causality possibleRecovered
05/02/1980DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

29/06/2005 Neutrophils 08/06/2005 1.4
29/06/2005 White blood cells 17/02/2005 5.30
29/06/2005 White blood cells 17/05/2005 6.0
29/06/2005 White blood cells 19/05/2005 5.9
29/06/2005 White blood cells 24/05/2005 5.6
29/06/2005 White blood cells 31/05/2005 6.2
29/06/2005 White blood cells 03/06/2005 5.9

Laboratory Investigations:

25Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected)

17/02/2002 16/06/2005 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1209223



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 312 of 632

Case Number: Gender:
0.00Weight:29/06/2005

27/05/2005
Causality possibleRecovered
05/02/1980DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

29/06/2005 White blood cells 06/06/2005 5.4
29/06/2005 White blood cells 08/06/2005 6

Laboratory Investigations:

25Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected)

17/02/2002 16/06/2005 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1209223



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 313 of 632

Case Number: Gender:
0.00Weight:29/06/2005

26/04/2005
Causality possibleUnknown
23/02/1970DOB:

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:

Milligram Daily OralTablet 12.5

CLOZARIL (Suspected)

10/06/2004 21/05/2005

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1209225

Preferred Term Severity Report Description Treatment
Cardiomyopathy Caused or 

prolonged 
inpatient 
hospitalisation

The patient experienced abnormal 
echocardiogram and cardiomyopathy.

Clozaril ceased.

Echocardiogram abnormal Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 314 of 632

Case Number: Gender:
0.00Weight:

Report 210231 is the first sequence to this report.

29/06/2005

31/05/2005
Causality possibleUnknown
18/04/1988DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

29/06/2005 Creatine 
phosphokinase

31/05/2005 1400 pretreatment -100
29/06/2005 Creatine 

phosphokinase
08/06/2005 500 pretreatment -100

29/06/2005 Creatine 
phosphokinase

15/06/2005 10,700 pretreatment -100
29/06/2005 Creatine 

phosphokinase
24/06/2005 90 pretreatment -100

Laboratory Investigations:

17Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Oral

STELAZINE (Suspected) Reason:

Stopped:Started:Batch:

OralTablet

LITHIUM CARBONATE (Suspected) Reason:

Stopped:Started:Batch:

BIPERIDEN HYDROCHLORIDE (Suspected)

0

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

CLOZAPINE (Suspected)

22/04/2005 01/06/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1209226

Preferred Term Severity Report Description Treatment
Neuroleptic malignant syndrome Caused or 

prolonged 
inpatient 
hospitalisation

The patient also experienced possible 
neuroleptic malignant syndrome.

Transaminases increased The patient experienced elevated 
creatinine kinase after commencing 
Clozaril and mild elevation of liver function 
tests.

Clozaril ceased.

Blood creatine phosphokinase increased



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 315 of 632

Case Number: Gender:
0.00Weight:

The patinet has a history opf schizophrenia, depression,increased cholesterol and is a smoker.  
The patient made a full recovery.

29/06/2005

19/05/2005
Causality possibleRecovered
23/04/1973DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

29/06/2005 Creatine 
phosphokinase

23/05/2005 2250
29/06/2005 Creatine 

phosphokinase
25/05/2005 487

29/06/2005 Creatinine 05/05/2005 76
29/06/2005 Haemoglobin 25/05/2005 130
29/06/2005 Urea 25/05/2005 2.1
29/06/2005 White blood cells 20/05/2005 11.5

Laboratory Investigations:

32Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Oral4.0

RISPERIDONE (Other drug)

15/05/2001 19/05/2005

Reason:

Stopped:Started:Batch:

Milligram Oral50.0

SERTRALINE HYDROCHLORIDE (Other drug)

15/05/2001 19/05/2005

Reason:

Stopped:Started:Batch:

ZOCOR (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOPINE (Suspected)

07/05/2003 19/05/2005

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1209239

Preferred Term Severity Report Description Treatment
Neuroleptic malignant syndrome Caused or 

prolonged 
inpatient 
hospitalisation

The patient experienced suspected 
neuroleptic malignant syndrome and 
weight gain whilst on Clopine treatment. 
He was found confused and agitated at 
home and had not been taking 
antipsychotics for a few days. His GCS 
was 14, he had blunt affect and slow 
speech on admission.

Antipsychotics ceased and 
commenced on IV Saline and 
Sodium Bicarbonate. Valium 
provided PRN for agitation.

Agitation Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 316 of 632

Case Number: Gender:
0.00Weight:

The patinet has a history opf schizophrenia, depression,increased cholesterol and is a smoker.  
The patient made a full recovery.

29/06/2005

19/05/2005
Causality possibleRecovered
23/04/1973DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

32Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Oral4.0

RISPERIDONE (Other drug)

15/05/2001 19/05/2005

Reason:

Stopped:Started:Batch:

Milligram Oral50.0

SERTRALINE HYDROCHLORIDE (Other drug)

15/05/2001 19/05/2005

Reason:

Stopped:Started:Batch:

ZOCOR (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOPINE (Suspected)

07/05/2003 19/05/2005

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1209239

Preferred Term Severity Report Description Treatment
Blood creatine phosphokinase increasedCaused or 

prolonged 
inpatient 
hospitalisation

Confusional state Caused or 
prolonged 
inpatient 
hospitalisation

Weight increased Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 317 of 632

Case Number: Gender:
0.00Weight:30/06/2005

23/05/2005
Causality possibleNot yet recovered
18/01/1973DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

30/06/2005 Neutrophils 06/05/2005 2.5
30/06/2005 Neutrophils 15/06/2005 1.2
30/06/2005 Neutrophils 16/06/2005 1.8
30/06/2005 Neutrophils 23/06/2005 1.1
30/06/2005 Neutrophils 18/06/2005 4.2
30/06/2005 Neutrophils 17/06/2005 1.43
30/06/2005 White blood cells 06/05/2005 5.7

Laboratory Investigations:

32Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

CLOZARIL (Suspected)

13/05/2005 15/06/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1209328

Preferred Term Severity Report Description Treatment
Neutropenia Caused or 

prolonged 
inpatient 
hospitalisation

The patient experienced fever, vomiting 
and diarrhoea approximately 10 days after 
commencing Clozaril. He experienced 
neutropenia on 15 June 2005.

Diarrhoea Caused or 
prolonged 
inpatient 
hospitalisation

Pneumonia primary atypical Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 318 of 632

Case Number: Gender:
0.00Weight:30/06/2005

23/05/2005
Causality possibleNot yet recovered
18/01/1973DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

30/06/2005 White blood cells 15/06/2005 4.1
30/06/2005 White blood cells 16/06/2005 3.8
30/06/2005 White blood cells 17/06/2005 4.3
30/06/2005 White blood cells 18/06/2005 12.4
30/06/2005 White blood cells 23/06/2005 4.9

Laboratory Investigations:

32Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

CLOZARIL (Suspected)

13/05/2005 15/06/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1209328

Preferred Term Severity Report Description Treatment
Pyrexia Caused or 

prolonged 
inpatient 
hospitalisation

Vomiting Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 319 of 632

Case Number: Gender:
0.00Weight:

Doctor siad he had titrated the patient faster than usual as the patient was in a controlled enviroment in a community center

30/06/2005

11/06/2005
Causality possibleRecovered
23/11/1960DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

30/06/2005 Creatine kinase 
MB

(Date unknown) CKMB - normal.
30/06/2005 Creatine 

phosphokinase
(Date unknwon) CK - slightly raised.

30/06/2005 Troponin (Date unknown) Troponin - 0.1, (Date unknown) Troponin - 
raised.

Laboratory Investigations:

44Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

SODIUM VALPROATE (Other drug) Reason:

Stopped:Started:Batch:

SEROQUEL (Other drug)

0

Reason:

Stopped:Started:Batch:

BENZTROPINE MESYLATE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 12.5

CLOZARIL (Suspected)

24/05/2005 11/06/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1209331

Preferred Term Severity Report Description Treatment
Tachycardia Caused or 

prolonged 
inpatient 
hospitalisation

120bpm

Blood creatine phosphokinase increasedCaused or 
prolonged 
inpatient 
hospitalisation

The patient experienced a sore throat 
approximately 3 weeks after starting 
Clozaril and had raised troponin levels. 
Her creatinine kinase was slightly raised.

Clozaril ceased.

Pharyngolaryngeal pain Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 320 of 632

Case Number: Gender:
0.00Weight:

Doctor siad he had titrated the patient faster than usual as the patient was in a controlled enviroment in a community center

30/06/2005

11/06/2005
Causality possibleRecovered
23/11/1960DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

44Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

SODIUM VALPROATE (Other drug) Reason:

Stopped:Started:Batch:

SEROQUEL (Other drug)

0

Reason:

Stopped:Started:Batch:

BENZTROPINE MESYLATE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 12.5

CLOZARIL (Suspected)

24/05/2005 11/06/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1209331

Preferred Term Severity Report Description Treatment
Salivary hypersecretion Caused or 

prolonged 
inpatient 
hospitalisation

Troponin increased Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 321 of 632

Case Number: Gender:
0.00Weight:

Patient history:  Alcohol abuse and THC, ecstasy and Ampetamine abuse.

30/06/2005

16/03/2005
Causality possibleUnknown
15/08/1974DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

30/06/2005 Creatine kinase 
MB

09/06/2005 1.17
30/06/2005 Creatine 

phosphokinase
09/06/2005 97

30/06/2005 Echocardiogram (DAte unknown)  Pre-Clozaril Echocardiogram:  grade 1 LVF of 
greater than 59%.  
19/05/05 Echoardiogram:  Substantial reduction in LVF, global 
hypokinesis and ejection fraction of 20-39%.

30/06/2005 Neutrophils 07/06/2005 7.7

Laboratory Investigations:

30Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

RISPERIDONE (Other drug) Reason:

Stopped:Started:Batch:

PANTOPRAZOLE (Other drug) Reason:

Stopped:Started:Batch:

BUSPIRONE HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

LITHIUM CARBONATE (Suspected)

0

Reason:

Hospitalisation:

Report Details:
Seq: 1209338

Preferred Term Severity Report Description Treatment
Drug level increased He also experienced neutropenia, high 

level of lithium and hypertension.
Neutrophilia



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 322 of 632

Case Number: Gender:
0.00Weight:

Patient history:  Alcohol abuse and THC, ecstasy and Ampetamine abuse.

30/06/2005

16/03/2005
Causality possibleUnknown
15/08/1974DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

30/06/2005 Other data 06/06/05 - Cardiac enzymes normal.
30/06/2005 Serum drug level 09/06/2005 1.2 Lithium level.
30/06/2005 Troponin 09/06/05 Troponin I >0.3.

Laboratory Investigations:

30Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected)

29/01/2004

Reason:

Hospitalisation:

Report Details:
Seq: 1209338



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 323 of 632

Case Number: Gender:
0.00Weight:01/07/2005

06/06/2005
Causality possibleRecovered
14/11/1953DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

01/07/2005 Echocardiogram Baseline echocardiograph showed sinus bradycardia, boderline 
dilated LV with normal conractibility, mildly dilated RV,very mild 
biatrial dilation and mild AR.

Laboratory Investigations:

51Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram OralTablet 2.0

BENZTROPINE MESYLATE (Other drug)

06/06/2005 0

Reason:

Stopped:Started:Batch:

Milligram OralTablet 800.0

SODIUM VALPROATE (Other drug) Reason:

Stopped:Started:Batch:

Milligram OralTablet 800.0

QUETIAPINE (Other drug) Reason:

Stopped:Started:Batch:

Milligram OralTablet 1600.0

AMISULPRIDE (Other drug) Reason:

Hospitalisation: Required a specialist consultation

Report Details:
Seq: 1209368

Preferred Term Severity Report Description Treatment
Ejection fraction decreased Caused or 

prolonged 
inpatient 
hospitalisation

Echo showed reduced ejection fraction 
(35%)

Myocarditis Caused or 
prolonged 
inpatient 
hospitalisation

suspected

Atrial fibrillation Caused or 
prolonged 
inpatient 
hospitalisation

Ceased Clopine. Amiodarone 
and warfarin initiated



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 324 of 632

Case Number: Gender:
0.00Weight:01/07/2005

06/06/2005
Causality possibleRecovered
14/11/1953DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

51Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Oral25.0

DICLOFENAC SODIUM (Other drug)

06/06/2005

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

CLOPINE (Suspected)

17/05/2005 07/06/2005

Reason:

Hospitalisation: Required a specialist consultation

Report Details:
Seq: 1209368

Preferred Term Severity Report Description Treatment
Dyspnoea Caused or 

prolonged 
inpatient 
hospitalisation

Tachycardia Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 325 of 632

Case Number: Gender:
0.00Weight:01/07/2005

Causality possibleRecovered without treatment
12/02/1985DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

20Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Abilify (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 175.0

CLOPINE (Suspected)

05/12/2003 16/03/2006 0

Reason:

Hospitalisation:

Report Details:
Seq: 1209373

Preferred Term Severity Report Description Treatment
Weight increased 40kg over 2 years
Diabetes mellitus Patient experienced diabetes mellitus and 

weight gain whilst on Clopine.
Clopine is due to cease in 
August 2005.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 326 of 632

Case Number: Gender:
0.00Weight:01/07/2005

07/06/2005
Causality possibleNot yet recovered
04/10/1959DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

01/07/2005 Electrocardiograph
y

08/06/2005 sinus 
tachycardia, 
Heart rate 

122/min, left 
ward axis, 
otherwise 

normal

01/07/2005 Troponin <0.1 08/07/2005 1

Laboratory Investigations:

45Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

MODECATE (Other drug) Reason:

Stopped:Started:Batch:

SEROQUEL (Other drug) Reason:

Stopped:Started:Batch:

BENZTROPINE MESYLATE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOPINE (Suspected)

27/05/2005 10/06/2005 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1209375

Preferred Term Severity Report Description Treatment
Myocarditis The patient developed suspected 

myocarditis.
Clopine ceased.

Pulmonary oedema
Troponin increased Caused or 

prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 327 of 632

Case Number: Gender:
0.00Weight:

PMHx Heavy drinker, smoker, family history of coronary heart disease.

01/07/2005

04/06/2005
Causality possibleNot yet recovered
17/06/1967DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

01/07/2005 Creatine 
phosphokinase

04/06/2005 288
01/07/2005 Creatine 

phosphokinase
05/06/2005 478

01/07/2005 Creatine 
phosphokinase

09/06/2005 1753
01/07/2005 Echocardiogram 07/06/2005 left ventricle 

moderately 
dilated, 
ejection 

fraction 35%

01/07/2005 Echocardiogram 13/06/2005 left ventricle 
mildly dilated, 

ejection 
fraction 40%

01/07/2005 Troponin 19/05/2005 <0.1
01/07/2005 Troponin 05/06/2005 0.37

Laboratory Investigations:

37Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram OralTablet 200.0

AMISULPRIDE (Other drug)

15/06/2001 31/05/2005 0

Reason:

Stopped:Started:Batch:

Milligram OralTablet 1000.0

SODIUM VALPROATE (Other drug)

12/05/2005 06/06/2005

Reason:

Stopped:Started:Batch:

Milligram IntramuscularInjection 40.0

FLUPENTHIXOL DECANOATE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOPINE (Suspected)

25/05/2005 03/06/2005

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1209376

Preferred Term Severity Report Description Treatment
Myocarditis Caused or 

prolonged 
inpatient 
hospitalisation

 Patient developed diarrhoea, vomiting 
and high fever, with a pulse rate increase 
to 120. His oxygen saturation dropped 
down to 93% and BP decreased to 82/50. 
He was transferred to ICU with suspectdd 
sepsis, acute renal dysfunction and 
respiratory insufficiency. ECG showed 
possible myocarditis changes. Patient also 
abuses alcohol, therefore a possible 
diagnosis was also alcholic 
cardiomyopathy

Norfloxacin 400mg Bd 
commenced and then 
Gentamicin coomenced. 
Transferred to medical ward 
and then ICU. Clopine ceased.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 328 of 632

Case Number: Gender:
0.00Weight:

PMHx Heavy drinker, smoker, family history of coronary heart disease.

01/07/2005

04/06/2005
Causality possibleNot yet recovered
17/06/1967DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

01/07/2005 Troponin 09/06/2005 0.54

Laboratory Investigations:

37Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram OralTablet 200.0

AMISULPRIDE (Other drug)

15/06/2001 31/05/2005 0

Reason:

Stopped:Started:Batch:

Milligram OralTablet 1000.0

SODIUM VALPROATE (Other drug)

12/05/2005 06/06/2005

Reason:

Stopped:Started:Batch:

Milligram IntramuscularInjection 40.0

FLUPENTHIXOL DECANOATE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOPINE (Suspected)

25/05/2005 03/06/2005

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1209376

Preferred Term Severity Report Description Treatment
Blood creatine phosphokinase increasedCaused or 

prolonged 
inpatient 
hospitalisation

Diarrhoea Caused or 
prolonged 
inpatient 
hospitalisation

Pyrexia Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 329 of 632

Case Number: Gender:
0.00Weight:

PMHx Heavy drinker, smoker, family history of coronary heart disease.

01/07/2005

04/06/2005
Causality possibleNot yet recovered
17/06/1967DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

37Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram OralTablet 200.0

AMISULPRIDE (Other drug)

15/06/2001 31/05/2005 0

Reason:

Stopped:Started:Batch:

Milligram OralTablet 1000.0

SODIUM VALPROATE (Other drug)

12/05/2005 06/06/2005

Reason:

Stopped:Started:Batch:

Milligram IntramuscularInjection 40.0

FLUPENTHIXOL DECANOATE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOPINE (Suspected)

25/05/2005 03/06/2005

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1209376

Preferred Term Severity Report Description Treatment
Troponin increased Caused or 

prolonged 
inpatient 
hospitalisation

Vomiting Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 330 of 632

Case Number: Gender:
0.00Weight:

History:  schizophrenia, epilepsy, chronic renal failure.

04/07/2005

13/05/2005
Causality possibleDeath, maybe drug 20/06/2005
04/04/1946DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

04/07/2005 Creatinine 50-110 06/04/2005 200
04/07/2005 Creatinine 50-110 16/06/2005 235
04/07/2005 Potassium 3.5-5.6 06/04/2005 5.9
04/07/2005 Potassium 3.5-5.6 16/06/2005 5.9
04/07/2005 Urea 2.1-9.0 06/04/2005 11.0
04/07/2005 Urea 2.1-9.0 16/06/2005 16.5

Laboratory Investigations:

59Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Oral

ASPIRIN (Suspected)

0

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Oral

CHLORPROMAZINE HYDROCHLORIDE (Suspected)

0

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Oral

EPROSARTAN MESYLATE (Suspected)

0

Reason:

Other&unspecified epilepsy

Stopped:Started:Batch:

Oral

SODIUM VALPROATE (Suspected)

0

Reason:

Hospitalisation:

Report Details:
Seq: 1209423

Preferred Term Severity Report Description Treatment
Renal failure acute Death The patient died, from pneumonia (and 

renal failure with hyperkalaemia)
Clopine ceased on 19 June 
2004.

Pneumonia Death The patient died, possibly of a chest 
infection.

Clopine ceased on 19 June 
2004.

Hyperkalaemia Death



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 331 of 632

Case Number: Gender:
0.00Weight:

History:  schizophrenia, epilepsy, chronic renal failure.

04/07/2005

13/05/2005
Causality possibleDeath, maybe drug 20/06/2005
04/04/1946DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

59Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 350.0

CLOPINE (Suspected)

07/06/2004 19/06/2004

Reason:

Hospitalisation:

Report Details:
Seq: 1209423



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 332 of 632

Case Number: Gender:
0.00Weight:04/07/2005

24/06/2005
Causality possibleDeath 24/06/2005
04/07/1938DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

66Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOPINE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1209436

Preferred Term Severity Report Description Treatment
Death Death The patient died whilst on Clopine 

treatment.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 333 of 632

Case Number: Gender:
0.00Weight:04/07/2005

21/06/2005
Causality possibleDeath, maybe drug 21/06/2005
01/09/1977DOB:

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:

Milligram Daily OralTablet 500.0

CLOPINE (Suspected)

10/12/2004 21/06/2005

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily Oral45.0

MIRTAZAPINE (Suspected)

15/01/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1209438

Preferred Term Severity Report Description Treatment
Myocardial infarction Death The patient experience an acute 

myocardial infarction and died whilst on 
Clopine treatment.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 334 of 632

Case Number: Gender:
0.00Weight:05/07/2005

30/05/2005
Causality possibleUnknown
05/11/1965DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

05/07/2005 Electrocardiograph
y

(Date unknown) ECG:  inverted T wave.
05/07/2005 Eosinophils (Date unknown) Eosinophils:  increased.
05/07/2005 Neutrophils 02/05/2005 6.4
05/07/2005 Neutrophils 30/05/2005 10.90
05/07/2005 Neutrophils 06/06/2005 8.30
05/07/2005 White blood cells 02/05/2005 9.7
05/07/2005 White blood cells 30/05/2005 16.30

Laboratory Investigations:

39Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

ATENOLOL (Other drug) Reason:

Stopped:Started:Batch:

ZOCOR (Other drug) Reason:

Stopped:Started:Batch:

ASPIRIN (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

CLOZARIL (Suspected)

09/05/2005 07/06/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1209478

Preferred Term Severity Report Description Treatment
Pericarditis Patient developed complications with 

pericarditis, ECG changes, increased 
white cell count, increased neutrophil 
count, tachycardia and increased 
eosinophil count.

Clozaril discontinued.

Electrocardiogram T wave inversion
Eosinophil count increased
Neutrophil count increased
Tachycardia
White blood cell count increased



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 335 of 632

Case Number: Gender:
0.00Weight:05/07/2005

30/05/2005
Causality possibleUnknown
05/11/1965DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

05/07/2005 White blood cells 06/06/2005 15.70

Laboratory Investigations:

39Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

ATENOLOL (Other drug) Reason:

Stopped:Started:Batch:

ZOCOR (Other drug) Reason:

Stopped:Started:Batch:

ASPIRIN (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

CLOZARIL (Suspected)

09/05/2005 07/06/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1209478



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 336 of 632

Case Number: Gender:
0.00Weight:05/07/2005

19/05/2005
Causality possibleRecovered
23/04/1973DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

05/07/2005 Creatine 
phosphokinase

20/05/2005 1430
05/07/2005 Creatine 

phosphokinase
23/05/2005 2250

05/07/2005 Creatine 
phosphokinase

25/05/2005 467
05/07/2005 Creatinine 20/05/2005 101
05/07/2005 Creatinine 25/05/2005 76
05/07/2005 Other data 20/05/2005 291 Lactic Dehydrogenase.
05/07/2005 Urea 25/05/2005 2.1

Laboratory Investigations:

32Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet

ZOCOR (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

OralTablet

CLOZAPINE (Suspected)

07/05/2003

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 4.0

RISPERDAL (Suspected)

15/05/2001 19/05/2005

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

SERTRALINE HYDROCHLORIDE (Suspected)

15/05/2001

Reason:

Hospitalisation:

Report Details:
Seq: 1209481

Preferred Term Severity Report Description Treatment
Neuroleptic malignant syndrome Caused or 

prolonged 
inpatient 
hospitalisation

The patient was found confused and 
agitated at home by a family member and 
had not been compliant with his 
antipsychotic medications for a few days. 
The GCS score was 14; he had a blunt 
affect and slow speech on admission. 
Suspected neuroleptic malignant 
syndrome and weight increased.

Treated with IV Saline, Sodium 
Bicarbonate and Valium. All 
Antipsychotic medications 
discontinued.

Blood creatine phosphokinase increasedCaused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 337 of 632

Case Number: Gender:
0.00Weight:05/07/2005

19/05/2005
Causality possibleRecovered
23/04/1973DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

05/07/2005 White blood cells 20/05/2005 11.5

Laboratory Investigations:

32Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet

ZOCOR (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

OralTablet

CLOZAPINE (Suspected)

07/05/2003

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 4.0

RISPERDAL (Suspected)

15/05/2001 19/05/2005

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

SERTRALINE HYDROCHLORIDE (Suspected)

15/05/2001

Reason:

Hospitalisation:

Report Details:
Seq: 1209481

Preferred Term Severity Report Description Treatment
Weight increased Caused or 

prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 338 of 632

Case Number: Gender:
0.00Weight:05/07/2005

23/05/2005
Causality possibleRecovered
26/09/1979DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

05/07/2005 Neutrophils 09/06/2005 4.37
05/07/2005 Neutrophils 31/05/2005 7.19
05/07/2005 Neutrophils 16/05/2005 7.8
05/07/2005 Neutrophils 23/05/2005 10.53
05/07/2005 White blood cells 09/06/2005 7.8
05/07/2005 White blood cells 31/05/2005 10.9
05/07/2005 White blood cells 23/05/2005 13.0

Laboratory Investigations:

25Age:

Additional Information:

Medicine Details:
Otr&unsp vertebrogen pain synd

Stopped:Started:Batch:

TopicalGel

VOLTAREN EMULGEL (Other drug) Reason:

Otr spec symp psychopathol nec

Stopped:Started:Batch:

Milligram Oral100.0

QUETIAPINE (Other drug)

03/05/2005

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOPINE (Suspected)

04/05/2005 23/05/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1209489

Preferred Term Severity Report Description Treatment
Pneumonia Caused or 

prolonged 
inpatient 
hospitalisation

Patient developed pneumonia and 
neutrophilia.

Treated with Antibiotics and 
Bronchodilators. Clopine 
ceased.

Neutrophilia Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 339 of 632

Case Number: Gender:
0.00Weight:05/07/2005

23/05/2005
Causality possibleRecovered
26/09/1979DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

05/07/2005 White blood cells 16/05/2005 11.3

Laboratory Investigations:

25Age:

Additional Information:

Medicine Details:
Otr&unsp vertebrogen pain synd

Stopped:Started:Batch:

TopicalGel

VOLTAREN EMULGEL (Other drug) Reason:

Otr spec symp psychopathol nec

Stopped:Started:Batch:

Milligram Oral100.0

QUETIAPINE (Other drug)

03/05/2005

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOPINE (Suspected)

04/05/2005 23/05/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1209489



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 340 of 632

Case Number: Gender:
0.00Weight:

History: Patient heavy smoker, non complent.

05/07/2005

Causality possibleUnknown
19/11/1959DOB:

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 400.0

CLOPINE (Suspected)

20/04/2005 14/06/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1209490

Preferred Term Severity Report Description Treatment
Pneumonia Patient developed pneumonia and 

respiratory problems.
Clopine ceased.

Respiratory disorder



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 341 of 632

Case Number: Gender:
0.00Weight:

Also taking other antipsychotics

06/07/2005

12/05/2005
Causality possibleUnknown
13/11/1972DOB:

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:

TEMAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

OralTablet

CLOZARIL (Suspected)

09/05/2005 12/05/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1209537

Preferred Term Severity Report Description Treatment
Ileus paralytic Patient experienced paralytic ileus. Clozaril discontinued.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 342 of 632

Case Number: Gender:
0.00Weight:07/07/2005

20/06/2005
Causality possibleRecovered
15/05/1921DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

07/07/2005 Neutrophils 09/06/2005 3.2 Daily dose 162.5mg.
07/07/2005 Neutrophils 16/06/2005 2.3 Daily dose 162.5mg.
07/07/2005 Neutrophils 20/06/2005 1.8 Daily dose 162.5mg.
07/07/2005 Neutrophils 28/06/2005 2.9 Daily dose 162.5mg.
07/07/2005 Neutrophils 24/06/2005 1.4 Daily dose 162.5mg.
07/07/2005 Neutrophils 22/06/2005 1.4 Daily dose 162.5mg.
07/07/2005 White blood cells 09/06/2005 3.9 Daily dose 162.5mg.

Laboratory Investigations:

84Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

VENTOLIN (Other drug)

0

Reason:

Stopped:Started:Batch:

Milligram OralTablet 70.0

ALENDRONATE SODIUM (Other drug) Reason:

Stopped:Started:Batch:

COLOXYL WITH SENNA (Other drug)

0

Reason:

Stopped:Started:Batch:

ATROVENT (Other drug) Reason:

Hospitalisation: Required a specialist consultation

Report Details:
Seq: 1209597

Preferred Term Severity Report Description Treatment
Neutrophil count decreased Patient developed leucopenia and low 

neutrophils.
Clopine ceased.

White blood cell count decreased



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 343 of 632

Case Number: Gender:
0.00Weight:07/07/2005

20/06/2005
Causality possibleRecovered
15/05/1921DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

07/07/2005 White blood cells 16/06/2005 3.2 Daily dose 162.5mg.
07/07/2005 White blood cells 20/06/2005 2.4 Daily dose 162.5mg.
07/07/2005 White blood cells 22/06/2005 2.7 Daily dose 162.5mg.
07/07/2005 White blood cells 24/06/2005 2.2 Daily dose 162.5mg.
07/07/2005 White blood cells 28/06/2005 3.8 Daily dose 162.5mg.

Laboratory Investigations:

84Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

ESOMEPRAZOLE MAGNESIUM TRIHYDRATE (Other drug) Reason:

Stopped:Started:Batch:

CARBIMAZOLE (Other drug) Reason:

Stopped:Started:Batch:

DIGOXIN (Other drug) Reason:

Stopped:Started:Batch:

CLOPIDOGREL (Other drug) Reason:

Hospitalisation: Required a specialist consultation

Report Details:
Seq: 1209597



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 344 of 632

Case Number: Gender:
0.00Weight:07/07/2005

20/06/2005
Causality possibleRecovered
15/05/1921DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

84Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

ASPIRIN (Other drug) Reason:

Stopped:Started:Batch:

RISPERIDONE (Other drug) Reason:

Stopped:Started:Batch:

OXAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 162.5

CLOPINE (Suspected)

12/04/2005 20/06/2005

Reason:

Hospitalisation: Required a specialist consultation

Report Details:
Seq: 1209597



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 345 of 632

Case Number: Gender:
0.00Weight:

The patient had a previous event involving neutropenia whilst on Clopine (CTN. 9718). The patient also showed poor compliance

08/07/2005

08/05/2005
Causality possibleRecovered
25/04/1982DOB:

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:

Milligram Daily OralTablet 200.0

CLOPINE (Suspected)

07/12/2004 08/06/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1209626

Preferred Term Severity Report Description Treatment
Orthostatic hypotension The patient experienced postural 

hypotension whilst on Clopine treatment.
Clopine ceased.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 346 of 632

Case Number: Gender:
0.00Weight:08/07/2005

07/06/2005
Causality possibleUnknown
30/01/1967DOB:

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:

QUETIAPINE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 12.5

CLOZARIL (Suspected)

22/04/2005 19/07/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1209640

Preferred Term Severity Report Description Treatment
Hyperglycaemia The patient experienced persistent reflux 

oesophagitis after commencing Clozaril 
and had 'massive' weight gain and 
hyperglycaemia.

Given oral hypoglycaemic 
agent.

Oesophagitis
Weight increased



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 347 of 632

Case Number: Gender:
0.00Weight:08/07/2005

Causality possibleUnknown
30/05/1972DOB:

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 Daily OralTablet 200.0

CLOPINE (Suspected)

06/06/2005 24/06/2005

Reason:

Hospitalisation: Required a specialist consultation

Report Details:
Seq: 1209653

Preferred Term Severity Report Description Treatment
Echocardiogram abnormal Patient experienced an abnormal ECHO 

result whilst on Clopine treatment.
Clopine ceased.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 348 of 632

Case Number: Gender:
0.00Weight:08/07/2005

17/06/2005
Causality possibleRecovered 20/06/2005
21/04/1953DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

08/07/2005 Neutrophils 20/06/2005 2.5
08/07/2005 Neutrophils 17/06/2005 2.2
08/07/2005 Neutrophils 11/06/2005 2.6
08/07/2005 White blood cells 20/06/2005 3.7
08/07/2005 White blood cells 17/06/2005 2.8
08/07/2005 White blood cells 11/06/2005 3.8

Laboratory Investigations:

52Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOPINE (Suspected)

12/07/2001 L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1209663

Preferred Term Severity Report Description Treatment
White blood cell count decreased Patient experienced leucopenia whilst on 

Clopine treatment.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 349 of 632

Case Number: Gender:
0.00Weight:12/07/2005

Causality possibleUnknown
26/07/1973DOB:

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 200.0

CLOPINE (Suspected)

07/04/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1209763

Preferred Term Severity Report Description Treatment
Polycystic ovaries Incapacity/dis

ability
The patient experienced polycystic 
ovaries, diabetes and pulmonary 
embolism whilst on Clopine treatment.

Diabetes mellitus Incapacity/dis
ability

Pulmonary embolism Incapacity/dis
ability



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 350 of 632

Case Number: Gender:
0.00Weight:

This patient had hepaitic C.

12/07/2005

22/06/2005
Causality possibleNot yet recovered
04/06/1965DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

12/07/2005 Calcium 2.2-2.6 15/07/2005 2.1
12/07/2005 Creatine 

phosphokinase
<230 15/07/2005 273

12/07/2005 Creatine 
phosphokinase

<230 19/07/2005 605
12/07/2005 Creatine 

phosphokinase
<230 17/07/2005 678

12/07/2005 Haematocrit 0.38-0.54 15/07/2005 0.33
12/07/2005 Haematocrit 0.38-0.54 17/07/2005 0.39
12/07/2005 Haematocrit 0.38-0.54 19/07/2005 0.38

Laboratory Investigations:

40Age:

Additional Information:

Medicine Details:
Other diseases of liver

Stopped:Started:Batch:

Injection

INTERFERON ALFA-2A (Suspected)

10/06/2005

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

17/05/2002 15/06/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1209771

Preferred Term Severity Report Description Treatment
Neutropenia The patient was noted to have leukopenia 

and neutropenia approximately 3 years 
after commencing Clozaril.

Clozaril ceased.

Blood calcium decreased Caused or 
prolonged 
inpatient 
hospitalisation

Blood creatine phosphokinase increasedCaused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 351 of 632

Case Number: Gender:
0.00Weight:

This patient had hepaitic C.

12/07/2005

22/06/2005
Causality possibleNot yet recovered
04/06/1965DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

12/07/2005 Haematocrit 0.38-0.54 20/07/2005 0.34
12/07/2005 Haemoglobin 130-180 15/07/2005 113
12/07/2005 Haemoglobin 130-180 20/07/2005 118
12/07/2005 Haemoglobin 130-180 19/07/2005 126
12/07/2005 Neutrophils 14/05/2002 4.5
12/07/2005 Neutrophils 22/06/2005 1.2
12/07/2005 Neutrophils 27/06/2005 1.2

Laboratory Investigations:

40Age:

Additional Information:

Medicine Details:
Other diseases of liver

Stopped:Started:Batch:

Injection

INTERFERON ALFA-2A (Suspected)

10/06/2005

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

17/05/2002 15/06/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1209771

Preferred Term Severity Report Description Treatment
Haemoglobin decreased Caused or 

prolonged 
inpatient 
hospitalisation

Leukopenia
Platelet count decreased
Red cell distribution width increasedCaused or 

prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 352 of 632

Case Number: Gender:
0.00Weight:

This patient had hepaitic C.

12/07/2005

22/06/2005
Causality possibleNot yet recovered
04/06/1965DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

12/07/2005 Neutrophils 20/07/2005 1.49
12/07/2005 Neutrophils 11/07/2005 1.1
12/07/2005 Other data <15% 17/07/2005 17% red cell distribution
12/07/2005 Other data <15% 19/07/2005 17.7% red cell distribution
12/07/2005 Other data <15% 20/07/2005 17.1% red cell distribution
12/07/2005 Platelets may/jun-normal; then 122
12/07/2005 Red blood cells 4.5-6.2 15/07/2005 3.48

Laboratory Investigations:

40Age:

Additional Information:

Medicine Details:
Other diseases of liver

Stopped:Started:Batch:

Injection

INTERFERON ALFA-2A (Suspected)

10/06/2005

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

17/05/2002 15/06/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1209771



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 353 of 632

Case Number: Gender:
0.00Weight:

This patient had hepaitic C.

12/07/2005

22/06/2005
Causality possibleNot yet recovered
04/06/1965DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

12/07/2005 Red blood cells 4.5-6.2 17/07/2005 4.11
12/07/2005 Red blood cells 4.5-6.2 19/07/2005 4.09
12/07/2005 Red blood cells 4.5-6.2 20/07/2005 3.84
12/07/2005 White blood cells 14/05/2002 6.8
12/07/2005 White blood cells 22/06/2005 2.8
12/07/2005 White blood cells 27/06/2005 2.7
12/07/2005 White blood cells 11/07/2005 1.1

Laboratory Investigations:

40Age:

Additional Information:

Medicine Details:
Other diseases of liver

Stopped:Started:Batch:

Injection

INTERFERON ALFA-2A (Suspected)

10/06/2005

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

17/05/2002 15/06/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1209771



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 354 of 632

Case Number: Gender:
0.00Weight:

This patient had hepaitic C.

12/07/2005

22/06/2005
Causality possibleNot yet recovered
04/06/1965DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

12/07/2005 White blood cells 20/07/2005 2.8

Laboratory Investigations:

40Age:

Additional Information:

Medicine Details:
Other diseases of liver

Stopped:Started:Batch:

Injection

INTERFERON ALFA-2A (Suspected)

10/06/2005

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

17/05/2002 15/06/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1209771



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 355 of 632

Case Number: Gender:
0.00Weight:13/07/2005

28/06/2005
Causality possibleUnknown
17/10/1987DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

13/07/2005 Neutrophils 02/05/2005 2.5
13/07/2005 Neutrophils 30/05/2005 2.2
13/07/2005 Neutrophils 28/06/2005 1.8
13/07/2005 Neutrophils 30/06/2005 2.1
13/07/2005 Neutrophils 28/08/2005 1.5
13/07/2005 Neutrophils 15/08/2005 1.9
13/07/2005 Neutrophils 08/08/2005 1.4

Laboratory Investigations:

17Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

THYROXINE SODIUM (Other drug)

0

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 125.0

CLOPINE (Suspected)

21/01/2004 0

Reason:

Hospitalisation:

Report Details:
Seq: 1209786

Preferred Term Severity Report Description Treatment
Neutrophil count decreased The patient experienced leucopenia and a 

low neutrophil count whilst on Clopine 
treatment.

Clopine ceased.

Neutrophil count decreased
White blood cell count decreased



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 356 of 632

Case Number: Gender:
0.00Weight:13/07/2005

28/06/2005
Causality possibleUnknown
17/10/1987DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

13/07/2005 Neutrophils 04/07/2005 2.1
13/07/2005 White blood cells 02/05/2005 4.0
13/07/2005 White blood cells 30/05/2005 4.0
13/07/2005 White blood cells 28/06/2005 2.9
13/07/2005 White blood cells 30/06/2005 3.1
13/07/2005 White blood cells 04/07/2005 2.8
13/07/2005 White blood cells 08/08/2005 2.9

Laboratory Investigations:

17Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

THYROXINE SODIUM (Other drug)

0

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 125.0

CLOPINE (Suspected)

21/01/2004 0

Reason:

Hospitalisation:

Report Details:
Seq: 1209786



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 357 of 632

Case Number: Gender:
0.00Weight:13/07/2005

28/06/2005
Causality possibleUnknown
17/10/1987DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

13/07/2005 White blood cells 15/08/2005 3.2
13/07/2005 White blood cells 28/08/2005 3.0

Laboratory Investigations:

17Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

THYROXINE SODIUM (Other drug)

0

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 125.0

CLOPINE (Suspected)

21/01/2004 0

Reason:

Hospitalisation:

Report Details:
Seq: 1209786



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 358 of 632

Case Number: Gender:
0.00Weight:13/07/2005

16/06/2005
Causality possibleUnknown
04/03/1971DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

34Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ZOLOFT (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

CLOPINE (Suspected)

01/01/2001

Reason:

Hospitalisation:

Report Details:
Seq: 1209787

Preferred Term Severity Report Description Treatment
Lymphadenopathy Patient experienced tender cervial 

lymphadenopathy whilst on clopine 
treatment. Patient has a history of viral 
infection ( 2 weeks before) but felt fine 
now



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 359 of 632

Case Number: Gender:
0.00Weight:13/07/2005

Causality possibleUnknown
27/05/1976DOB:

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:

VENLAFAXINE HYDROCHLORIDE (Suspected) Reason:

Stopped:Started:Batch:

Oral

AMISULPRIDE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

CLOPINE (Suspected)

08/06/2004

Reason:

Hospitalisation:

Report Details:
Seq: 1209811

Preferred Term Severity Report Description Treatment
Hypertension The patient experienced hypertension and 

possible drug interaction whilst on Clopine 
treatment. Patient presented with high 
blood pressure of (140/105). Baseline 
blood pressure was (140/70).



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 360 of 632

Case Number: Gender:
0.00Weight:

Patient was titrated as high as (700mg from 05/04/04 to 08/06/04).

13/07/2005

27/06/2005
Causality possibleUnknown
04/01/1980DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

13/07/2005 Creatine 
phosphokinase

CK level is reported as 5340 U/L
13/07/2005 Electrocardiograph

y
ECG abnormal showing sinus tachycardia, and right atrial 
enlargement

Laboratory Investigations:

25Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOPINE (Suspected)

20/02/2004

Reason:

Hospitalisation: Required a specialist consultation

Report Details:
Seq: 1209813

Preferred Term Severity Report Description Treatment
Blood creatine phosphokinase increased The patient developed elevated CK levels 

whilst on Clopine treatment. He is 
asymptomatic.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 361 of 632

Case Number: Gender:
0.00Weight:13/07/2005

23/02/2005
Causality possibleNot yet recovered
17/09/1966DOB:

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

CLOZARIL (Suspected)

22/02/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1209815

Preferred Term Severity Report Description Treatment
Tachycardia Patient experienced tachycardia 160 and 

120 beats per minute and high blood 
pressure 190/90 after commencing 
Clozaril.

Hypertension



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 362 of 632

Case Number: Gender:
0.00Weight:

PMHx: Hypertension, Dermatitis.  History of prominent trundal obesity, smoking and cardiac disease.

14/07/2005

25/06/2005
Causality possibleUnknown
12/09/1963DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

14/07/2005 Blood pressure 25/06/2005 170 Diastolic.
14/07/2005 Blood pressure 07/07/2005 stabilised Diastolic.
14/07/2005 Echocardiogram Aug 2005: Echocardiogram: essentially normal with a left 

ventricular ejection fraction of 75%.  
Dec 2005: Echocardiogram: significant deterioration in cardiac 
function including left ventricular systolic and diastolic 
dysfunction.

Laboratory Investigations:

41Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OLANZAPINE (Other drug) Reason:

Stopped:Started:Batch:

VALIUM (Other drug) Reason:

Stopped:Started:Batch:

MULTIVITAMINS (Other drug) Reason:

Stopped:Started:Batch:

RAMIPRIL (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1209836

Preferred Term Severity Report Description Treatment
Tachycardia Patient experienced tachycardia (heart 

rate 138 beats per minute), hypertension 
(diastolic blood pressure 179), and was 
noted to have an elevated eosinophil 
count.

Dyspnoea
Ejection fraction decreased
Eosinophil count increased
Hypertension



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 363 of 632

Case Number: Gender:
0.00Weight:

PMHx: Hypertension, Dermatitis.  History of prominent trundal obesity, smoking and cardiac disease.

14/07/2005

25/06/2005
Causality possibleUnknown
12/09/1963DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

14/07/2005 Eosinophils 28/06/2005 1.22 Pre-treatment 1.02.
14/07/2005 Eosinophils 25/06/2005 1.27 Pre-treatment 1.02.
14/07/2005 Eosinophils 07/07/2005 1.13 Pre-treatment 1.02.
14/07/2005 Eosinophils 28/06/2005 1.22 Pre-treatment 1.02.
14/07/2005 Other data 25/06/2005 138 Heart rate
14/07/2005 Other data 07/07/2005 stabilised Heart rate

Laboratory Investigations:

41Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

CLOZARIL (Suspected)

22/06/2005 22/05/2006 Continuing.

Reason:

Hospitalisation:

Report Details:
Seq: 1209836



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 364 of 632

Case Number: Gender:
0.00Weight:14/07/2005

27/06/2005
Causality possibleUnknown
28/11/1974DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

14/07/2005 Neutrophils 03/12/2001 3.1
14/07/2005 Neutrophils 27/06/2005 1.9
14/07/2005 White blood cells 03/12/2001 5.3
14/07/2005 White blood cells 27/06/2005 4.7

Laboratory Investigations:

30Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

11/12/2001 L TERM

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1209845

Preferred Term Severity Report Description Treatment
Convulsion Caused or 

prolonged 
inpatient 
hospitalisation

Patient experienced seizure like activity 
approx. 4 years after commencing 
Clozaril, also experienced neutropenia and 
white blood cell count decreased.

Neutrophil count decreased Caused or 
prolonged 
inpatient 
hospitalisation

White blood cell count decreased Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 365 of 632

Case Number: Gender:
0.00Weight:19/07/2005

30/05/2000
Causality possibleUnknown
11/09/1947DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

19/07/2005 Cholesterol 3.5 - 5.4 21/05/2005 5.8
19/07/2005 Echocardiogram 30/05/2000 - Mild concentric left ventricular hypertrophy. 

01/05/2001 - Normal ventricular size and function. 23/05/2005 - 
Left ventricle: mildly dilated, mildly increased wall thickness, 
concentric hypertrophy, lower normal contraction, mild 
hypokinesis, ? early cardiomyopathy, 13/07/2006 - mildly dilated 
left ventricle with mild regional impairment of systolic function 
and reduced ejection fraction - not rlated to clozapine?

Laboratory Investigations:

52Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZARIL (Suspected)

29/09/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1209979

Preferred Term Severity Report Description Treatment
Cardiomyopathy Patient displayed mild concentric left 

ventricular hypertrophy (including mildly 
increased left ventricular wall thickness) 
and trivial tricuspid reurgltation on 
echocardiogram, 8 months after 
commencing Clozaril, and a mildly dilated 
left ventricle, mildly increased left 
ventricular wall thickness, concentric 
hypertrophy, mild hypokinesis and "query 
early cardiomyopathy" on 
echocardiogram, approx. 6 years after 
commencing Clozaril. The patient also 
displayed elevated GGT, high fasting 
glucose levels, high cholesterol, ...



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 366 of 632

Case Number: Gender:
0.00Weight:19/07/2005

30/05/2000
Causality possibleUnknown
11/09/1947DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

19/07/2005 GGT = SGGT = 
GGTP

<50 16/05/2005 53
19/07/2005 GGT = SGGT = 

GGTP
<50 21/05/2005 54

19/07/2005 High density 
lipoprotein

>1.0 16/05/2005 0.9
19/07/2005 Low density 

lipoprotein
2.1 - 4.0 16/05/2005 1.2

19/07/2005 Serum glucose 3.4 - 5.4 16/05/2005 5.6
19/07/2005 Serum glucose 3.4 - 5.4 21/05/2005 6.5
19/07/2005 Triglyceride 0.1 - 2.0 16/05/2005 2.6

Laboratory Investigations:

52Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZARIL (Suspected)

29/09/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1209979

Preferred Term Severity Report Description Treatment
... high triglycerides, low high density 
lipoprotein (HDL) cholesterol, high 
cholesterol/HDL ratio and high very low 
-density lipoprotein (VLDL).

Blood cholesterol increased
Blood triglycerides increased
Dilatation ventricular
Echocardiogram abnormal
Gamma-glutamyltransferase increased
High density lipoprotein decreased
Tricuspid valve incompetence
Ventricular hypertrophy



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 367 of 632

Case Number: Gender:
0.00Weight:19/07/2005

30/05/2000
Causality possibleUnknown
11/09/1947DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

19/07/2005 Triglyceride 0.1 - 2.0 21/05/2005 3.7

Laboratory Investigations:

52Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZARIL (Suspected)

29/09/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1209979

Preferred Term Severity Report Description Treatment
Ventricular hypokinesia



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 368 of 632

Case Number: Gender:
0.00Weight:

Cert: Rechallenge

25/07/2005

04/07/2005
Causality certainRecovered
20/09/1932DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

25/07/2005 Neutrophils 23/06/2005 3.06
25/07/2005 Neutrophils 27/06/2005 4.1
25/07/2005 Neutrophils 07/07/2005 0.3
25/07/2005 Neutrophils 03/07/2005 0.0001
25/07/2005 Neutrophils 03/08/2005 9
25/07/2005 Neutrophils 13/07/2005 0.0001
25/07/2005 Neutrophils 05/07/2005 0.2

Laboratory Investigations:

72Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

LITHIUM CARBONATE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 350.0

CLOPINE (Suspected)

07/06/2005 04/07/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1210068

Preferred Term Severity Report Description Treatment
Leukopenia Patient experienced leucopenia and 

neutropenia.
Clopine ceased.

Neutropenia



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 369 of 632

Case Number: Gender:
0.00Weight:

Cert: Rechallenge

25/07/2005

04/07/2005
Causality certainRecovered
20/09/1932DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

25/07/2005 White blood cells 23/06/2005 6.7
25/07/2005 White blood cells 27/06/2005 6.5
25/07/2005 White blood cells 04/07/2005 1.5
25/07/2005 White blood cells 05/07/2005 2.9
25/07/2005 White blood cells 03/07/2005 1.5
25/07/2005 White blood cells 13/07/2005 0.4
25/07/2005 White blood cells 03/08/2005 14

Laboratory Investigations:

72Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

LITHIUM CARBONATE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 350.0

CLOPINE (Suspected)

07/06/2005 04/07/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1210068



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 370 of 632

Case Number: Gender:
0.00Weight:25/07/2005

27/05/2005
Causality possibleRecovered 08/07/2005
10/07/1981DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

25/07/2005 Troponin Date not specified - 1.02: 8/07/2005 - 0.15.

Laboratory Investigations:

23Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Escitalopram (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

16/06/2005 07/07/2005

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1210089

Preferred Term Severity Report Description Treatment
Orthostatic hypotension Caused or 

prolonged 
inpatient 
hospitalisation

Patient developed postural hypotension, 
resting tachycardia which became severe 
and raised troponin level.

Ceased Clozaril.

Myocarditis Caused or 
prolonged 
inpatient 
hospitalisation

suspected

Syncope Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 371 of 632

Case Number: Gender:
0.00Weight:25/07/2005

27/05/2005
Causality possibleRecovered 08/07/2005
10/07/1981DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

23Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Escitalopram (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

16/06/2005 07/07/2005

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1210089

Preferred Term Severity Report Description Treatment
Tachycardia Caused or 

prolonged 
inpatient 
hospitalisation

Troponin increased Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 372 of 632

Case Number: Gender:
0.00Weight:25/07/2005

15/01/2005
Causality possibleUnknown
10/07/1944DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

25/07/2005 Other data 15/12/2004 460 Clozapine level
25/07/2005 Other data 15/01/2005 180 Clozapine level
25/07/2005 Other data 15/02/2005 170 Clozapine level

Laboratory Investigations:

60Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Oral

RULIDE (Interaction)

S TERM

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 700.0

CLOZARIL (Interaction)

08/10/1993 L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily300.0

DILANTIN (Interaction)

15/01/2005 S TERM

Reason:

Stopped:Started:Batch:

VALIUM (Other drug) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1210090

Preferred Term Severity Report Description Treatment
Drug interaction Caused or 

prolonged 
inpatient 
hospitalisation

Patient experienced drug interaction, 
impulsive behaviour, highly irritable, quite 
psychotic.

Abnormal behaviour Caused or 
prolonged 
inpatient 
hospitalisation

Drug level decreased Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 373 of 632

Case Number: Gender:
0.00Weight:25/07/2005

15/01/2005
Causality possibleUnknown
10/07/1944DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

60Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralCapsule

GOPTEN (Other drug) Reason:

Stopped:Started:Batch:

OralTablet

NORVASC (Other drug) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1210090

Preferred Term Severity Report Description Treatment
Impulsive behaviour Caused or 

prolonged 
inpatient 
hospitalisation

Irritability Caused or 
prolonged 
inpatient 
hospitalisation

Psychotic disorder Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 374 of 632

Case Number: Gender:
0.00Weight:26/07/2005

02/06/2005
Causality possibleUnknown
12/01/1952DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

53Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

CLOZARIL (Suspected)

10/05/2005 02/06/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1210095

Preferred Term Severity Report Description Treatment
Echocardiogram abnormal Patient experienced abnormal 

echocardiogram, elevated troponin and 
cardiac arrest.

Ceased Clozaril.

Cardiac arrest Incapacity/dis
ability

Troponin increased



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 375 of 632

Case Number: Gender:
0.00Weight:26/07/2005

08/07/2005
Causality possibleRecovered
21/03/1973DOB:

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 300.0

CLOPINE (Suspected)

22/06/2005 09/07/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1210120

Preferred Term Severity Report Description Treatment
Pyrexia Caused or 

prolonged 
inpatient 
hospitalisation

Patient developed generalised aches and 
soreness with temperatures up to 39 
degrees

Clopine ceased.

Influenza like illness Caused or 
prolonged 
inpatient 
hospitalisation

Myalgia Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 376 of 632

Case Number: Gender:
0.00Weight:26/07/2005

08/07/2005
Causality possibleRecovered
21/03/1973DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

32Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOPINE (Suspected)

22/06/2005 09/07/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1210120

Preferred Term Severity Report Description Treatment
Viral infection Caused or 

prolonged 
inpatient 
hospitalisation

Clopine ceased.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 377 of 632

Case Number: Gender:
0.00Weight:27/07/2005

28/05/2005
Causality possibleUnknown
19/10/1976DOB:

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 500.0

CLOPINE (Suspected)

28/05/2005 20/06/2005 0

Reason:

Hospitalisation: Treated in Accident/Emergency Department

Report Details:
Seq: 1210159

Preferred Term Severity Report Description Treatment
Grand mal convulsion Patient switched to Clopine treatment on 

28/05/05. Patient experienced partial 
motor seizures for w few months and then 
experienced a grnad mal seizure

Clopine ceased.

Partial seizures
Therapy regimen changed



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 378 of 632

Case Number: Gender:
0.00Weight:

Long history of psychosis.

27/07/2005

13/07/2005
Causality possibleRecovered
29/02/1980DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

27/07/2005 Neutrophils 24/05/2005 2.89
27/07/2005 Neutrophils 15/06/2005 4.12
27/07/2005 Neutrophils 12/07/2005 1.01
27/07/2005 Neutrophils 17/07/2005 2.95
27/07/2005 Neutrophils 13/07/2005 0.57
27/07/2005 White blood cells 24/05/2005 6.6
27/07/2005 White blood cells 15/06/2005 7.0

Laboratory Investigations:

25Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOPINE (Suspected)

11/10/2004 13/07/2005 0

Reason:

Ac upr resp inf,mult,unsp stes

Stopped:Started:Batch:

Milligram Daily200.0

AMOXYCILLIN SODIUM (Suspected)

08/07/2005 13/07/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1210207

Preferred Term Severity Report Description Treatment
Leukopenia The patient experienced leucopenia and 

low neutrophil count.
Clopine ceased.

Neutropenia



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 379 of 632

Case Number: Gender:
0.00Weight:

Long history of psychosis.

27/07/2005

13/07/2005
Causality possibleRecovered
29/02/1980DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

27/07/2005 White blood cells 12/07/2005 2.7
27/07/2005 White blood cells 13/07/2005 2.5
27/07/2005 White blood cells 17/07/2005 5.8

Laboratory Investigations:

25Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOPINE (Suspected)

11/10/2004 13/07/2005 0

Reason:

Ac upr resp inf,mult,unsp stes

Stopped:Started:Batch:

Milligram Daily200.0

AMOXYCILLIN SODIUM (Suspected)

08/07/2005 13/07/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1210207



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 380 of 632

Case Number: Gender:
0.00Weight:

Historical condition: Chilidhood asthma and Seizures during clozapine treatment.

28/07/2005

27/06/2005
Causality possibleUnknown
12/04/1970DOB:

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:

SODIUM VALPROATE (Other drug) Reason:

Stopped:Started:Batch:

CLONAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

RISPERIDONE (Suspected) Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 125.0

CLOZARIL (Suspected)

05/07/1999 12/07/2005 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1210218

Preferred Term Severity Report Description Treatment
Myocarditis Life 

threatening
The patient experienced suspected 
myocarditis and raised CK levels after 
commencing Clozaril. The patient also 
experienced fever dyspnoea, and events 
were complicated by suspected 
neuroleptic malignant syndrome

Clozaril , Risperidone ceased. 
Olanzapine initiated

Blood creatine phosphokinase increasedCaused or 
prolonged 
inpatient 
hospitalisation

Dyspnoea Life 
threatening



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 381 of 632

Case Number: Gender:
0.00Weight:

Historical condition: Chilidhood asthma and Seizures during clozapine treatment.

28/07/2005

27/06/2005
Causality possibleUnknown
12/04/1970DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

35Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

SODIUM VALPROATE (Other drug) Reason:

Stopped:Started:Batch:

CLONAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

RISPERIDONE (Suspected) Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 125.0

CLOZARIL (Suspected)

05/07/1999 12/07/2005 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1210218

Preferred Term Severity Report Description Treatment
Pyrexia Life 

threatening



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 382 of 632

Case Number: Gender:
0.00Weight:

Report 209226 is the second sequence to this report.

28/07/2005

22/04/2005
Causality possibleUnknown
18/04/1988DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

17Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram10.0

STELAZINE (Suspected)

01/06/2005 0

Reason:

Stopped:Started:Batch:

Milligram8.0

BIPERIDEN HYDROCHLORIDE (Suspected)

01/06/2005 0

Reason:

Stopped:Started:Batch:

Milligram2500.0

LITHIUM CARBONATE (Suspected)

01/06/2005 0

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZAPINE (Suspected)

22/04/2005 01/06/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1210231

Preferred Term Severity Report Description Treatment
Hypertension The patient experienced hypertension and 

tachycardia whilst on Clozapine treatment.

Blood creatine phosphokinase increased
Tachycardia



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 383 of 632

Case Number: Gender:
0.00Weight:28/07/2005

07/07/2005
Causality possibleUnknown
21/04/1976DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

28/07/2005 Electroencephalog
raphy

Oct 2004 - EEG:  Normal.  
Jul 2005 - EEG:  Encephalopathy.

28/07/2005 Serum drug level 07/07/2005 420 Date unknown - Clozapine level:  580 (normal).

Laboratory Investigations:

29Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZARIL (Suspected)

05/11/2004

Reason:

Hospitalisation:

Report Details:
Seq: 1210235

Preferred Term Severity Report Description Treatment
Convulsion Caused or 

prolonged 
inpatient 
hospitalisation

This patient experienced a seizure and 
was hospitalised on 07/07/05 after his 
Clozaril dose was increased to 500mg 
daily. The dose was reduced to 475mg 
daily and the patient had a second 
seizure. This was then further reduced to 
450mg daily

Treatment included Sodium 
Valproate.

Encephalopathy Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 384 of 632

Case Number: Gender:
0.00Weight:28/07/2005

07/07/2005
Causality possibleUnknown
21/04/1976DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

29Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZARIL (Suspected)

05/11/2004

Reason:

Hospitalisation:

Report Details:
Seq: 1210235

Preferred Term Severity Report Description Treatment
Therapy regimen changed Caused or 

prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 385 of 632

Case Number: Gender:
0.00Weight:

The patient, although he said he was not smoking, was still taking the patches off some days (query fluctuating nicotine levels.)

28/07/2005

26/06/2005
Causality possibleUnknown
17/03/1955DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

28/07/2005 Neutrophils 31/05/2005 8.86
28/07/2005 Neutrophils 28/06/2005 7.24
28/07/2005 Other data 15/07/2005 1100ng/mL- 

nicotine patch 
recommenced 

at this time

Clozaril level - March 2005 600ng/ml, June 2005 level following 
the discontinuation of Nicotine patches: 1000ng/ml.   
18 July 2005 - Norclozapine lever: 580ng/ml

Laboratory Investigations:

50Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OMEPRAZOLE (Other drug) Reason:

Smoker

Stopped:Started:Batch:

Patch, dermal

NICOTINE (Suspected)

0

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 650.0

CLOZARIL (Suspected)

08/05/2003 L TERM

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1210246

Preferred Term Severity Report Description Treatment
Myoclonus Caused or 

prolonged 
inpatient 
hospitalisation

Patient experienced myoclonic jerks, the 
patient's Clozaril plasma level was 
600ng/ml in Mar 2005 and 1000 ng/ml 
following the cesssation of the nicotine 
patches. White blood cell count increased, 
shingles in the eye and neutrophil count 
increased.

IV Acyclovir and Cephalexin.

Drug level fluctuating Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 386 of 632

Case Number: Gender:
0.00Weight:

The patient, although he said he was not smoking, was still taking the patches off some days (query fluctuating nicotine levels.)

28/07/2005

26/06/2005
Causality possibleUnknown
17/03/1955DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

28/07/2005 Other data 18/07/2005 1170ng/mL Clozaril level - March 2005 600ng/ml, June 2005 level following 
the discontinuation of Nicotine patches: 1000ng/ml.   
18 July 2005 - Norclozapine lever: 580ng/ml

28/07/2005 Other data 07/09/2005 1000 Clozaril level - March 2005 600ng/ml, June 2005 level following 
the discontinuation of Nicotine patches: 1000ng/ml.   
18 July 2005 - Norclozapine lever: 580ng/ml

Laboratory Investigations:

50Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OMEPRAZOLE (Other drug) Reason:

Smoker

Stopped:Started:Batch:

Patch, dermal

NICOTINE (Suspected)

0

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 650.0

CLOZARIL (Suspected)

08/05/2003 L TERM

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1210246

Preferred Term Severity Report Description Treatment
Drug level increased Caused or 

prolonged 
inpatient 
hospitalisation

Herpes zoster Caused or 
prolonged 
inpatient 
hospitalisation

Neutrophil count increased Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 387 of 632

Case Number: Gender:
0.00Weight:

The patient, although he said he was not smoking, was still taking the patches off some days (query fluctuating nicotine levels.)

28/07/2005

26/06/2005
Causality possibleUnknown
17/03/1955DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

28/07/2005 Other data 20/09/2005 850 Clozaril level - March 2005 600ng/ml, June 2005 level following 
the discontinuation of Nicotine patches: 1000ng/ml.   
18 July 2005 - Norclozapine lever: 580ng/ml

28/07/2005 Other data 01/08/2005 610 Clozaril level - March 2005 600ng/ml, June 2005 level following 
the discontinuation of Nicotine patches: 1000ng/ml.   
18 July 2005 - Norclozapine lever: 580ng/ml

28/07/2005 White blood cells 31/05/2005 11.50

Laboratory Investigations:

50Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OMEPRAZOLE (Other drug) Reason:

Smoker

Stopped:Started:Batch:

Patch, dermal

NICOTINE (Suspected)

0

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 650.0

CLOZARIL (Suspected)

08/05/2003 L TERM

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1210246

Preferred Term Severity Report Description Treatment
White blood cell count increased Caused or 

prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 388 of 632

Case Number: Gender:
0.00Weight:

The patient, although he said he was not smoking, was still taking the patches off some days (query fluctuating nicotine levels.)

28/07/2005

26/06/2005
Causality possibleUnknown
17/03/1955DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

28/07/2005 White blood cells 28/05/2005 8.40

Laboratory Investigations:

50Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OMEPRAZOLE (Other drug) Reason:

Smoker

Stopped:Started:Batch:

Patch, dermal

NICOTINE (Suspected)

0

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 650.0

CLOZARIL (Suspected)

08/05/2003 L TERM

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1210246



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 389 of 632

Case Number: Gender:
0.00Weight:28/07/2005

28/06/2005
Causality possibleUnknown
29/04/1960DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

28/07/2005 AST = SGOT 8 times normal.
28/07/2005 SAP = ALP 10 times normal.

Laboratory Investigations:

45Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 375.0

CLOZARIL (Suspected)

17/07/2001 L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1210248

Preferred Term Severity Report Description Treatment
Blood alkaline phosphatase increased Patient developed ALP 10 times normal, 

AST 8 times normal, shingles on the face.
Paracetamol.

Aspartate aminotransferase increased
Herpes zoster



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 390 of 632

Case Number: Gender:
0.00Weight:

PNHx:  Schizoaffective disorder, polysubstance abuse.  ADRs:  Olanzapine, Haloperidol (NMS to both). Also taking sodium 
valproate, amisulpride, paracetamol, salbutamol, budesonide.

01/08/2005

06/07/2005
Causality possibleRecovered 17/07/2005
23/08/1983DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

01/08/2005 C-Reactive Protein 12/07/2005 210
01/08/2005 C-Reactive Protein 20/07/2005 240
01/08/2005 Echocardiogram 15/07/2005 small 

percardial 
separation/effu

sion
01/08/2005 Electrocardiograph

y
12/07/2005 sinus 

tachycardia, 
non specific ST 

& T wave 
abnormality

01/08/2005 Eosinophils 0.57x10^9
01/08/2005 Serum drug level Clozapine: 824 mcg/l on 12/07/05
01/08/2005 Troponin 12/07/2005 0.32

Laboratory Investigations:

21Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 12.5

CLOZARIL (Suspected)

21/06/2005 12/07/2005 0

Reason:

Hospitalisation: Required a specialist consultation

Report Details:
Seq: 1210291

Preferred Term Severity Report Description Treatment
Myocarditis Caused or 

prolonged 
inpatient 
hospitalisation

The patient became pyrexic (35.8-39.2) 
with sustained tachycardia on 06/07/2005 
and on 12/07/2005 was found to have 
elevated troponin assoicated with elevated 
eosinophil count. He had been 
experiencing sharp chest painsat night 
and hot and cold feelings for several days 
around this time. The patient was 
transferred to a medical hospital on 
14/07/2005 for further investigation, where 
he was given a provisional diagnosis of 
suspected clozapine myocarditis.

Clozapine ceased, valproate 
and amisulpride prescribed on 
discharged



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 391 of 632

Case Number: Gender:
0.00Weight:

PNHx:  Schizoaffective disorder, polysubstance abuse.  ADRs:  Olanzapine, Haloperidol (NMS to both). Also taking sodium 
valproate, amisulpride, paracetamol, salbutamol, budesonide.

01/08/2005

06/07/2005
Causality possibleRecovered 17/07/2005
23/08/1983DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

01/08/2005 Troponin 13/07/2005 0.1

Laboratory Investigations:

21Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 12.5

CLOZARIL (Suspected)

21/06/2005 12/07/2005 0

Reason:

Hospitalisation: Required a specialist consultation

Report Details:
Seq: 1210291

Preferred Term Severity Report Description Treatment
C-reactive protein increased Caused or 

prolonged 
inpatient 
hospitalisation

Chest pain
Dyspnoea
Electrocardiogram T wave inversionCaused or 

prolonged 
inpatient 
hospitalisation

Eosinophilia



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 392 of 632

Case Number: Gender:
0.00Weight:

PNHx:  Schizoaffective disorder, polysubstance abuse.  ADRs:  Olanzapine, Haloperidol (NMS to both). Also taking sodium 
valproate, amisulpride, paracetamol, salbutamol, budesonide.

01/08/2005

06/07/2005
Causality possibleRecovered 17/07/2005
23/08/1983DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

21Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 12.5

CLOZARIL (Suspected)

21/06/2005 12/07/2005 0

Reason:

Hospitalisation: Required a specialist consultation

Report Details:
Seq: 1210291

Preferred Term Severity Report Description Treatment
Feeling hot and cold Caused or 

prolonged 
inpatient 
hospitalisation

Pericardial effusion
Pleural effusion Caused or 

prolonged 
inpatient 
hospitalisation

Pyrexia
Tachycardia
Troponin increased



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 393 of 632

Case Number: Gender:
0.00Weight:01/08/2005

13/07/2005
Causality possibleDeath 13/07/2005
01/04/1956DOB:

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 300.0

CLOPINE (Suspected)

03/06/2005 13/07/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1210292

Preferred Term Severity Report Description Treatment
Death Death Patient died while on Clopine.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 394 of 632

Case Number: Gender:
0.00Weight:01/08/2005

Causality possibleUnknown
27/02/1973DOB:

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

CLOPINE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1210299

Preferred Term Severity Report Description Treatment
Pericardial effusion Patient experienced pericardial effusion 

whilst on Clopine.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 395 of 632

Case Number: Gender:
0.00Weight:04/08/2005

19/07/2005
Causality possibleRecovered
01/09/1971DOB:

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 Daily OralTablet 475.0

CLOZARIL (Suspected)

09/10/2001

Reason:

Hospitalisation:

Report Details:
Seq: 1210391

Preferred Term Severity Report Description Treatment
Tachycardia Caused or 

prolonged 
inpatient 
hospitalisation

The patient experienced persistent 
tachycardia and was admitted to the 
intensive care unit with chest pain. He was 
noted to have raised blood pressure, 
raised pulse, raised CK-MB and raised 
troponin. The diagnosis was non-ST 
elevation myocardial infarction.

Clozaril was reduced from 475 
mg daily to 437.5 mg daily, 
then put back up to 475 mg 
daily.

Blood pressure increased Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 396 of 632

Case Number: Gender:
0.00Weight:04/08/2005

19/07/2005
Causality possibleRecovered
01/09/1971DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

33Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 475.0

CLOZARIL (Suspected)

09/10/2001

Reason:

Hospitalisation:

Report Details:
Seq: 1210391

Preferred Term Severity Report Description Treatment
Myocardial infarction Caused or 

prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 397 of 632

Case Number: Gender:
0.00Weight:04/08/2005

11/07/2005
Causality possibleUnknown
02/04/1968DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

04/08/2005 Electrocardiograph
y

11 Jul 2005 - Electocardiogram:  Non-specific T wave flattening 
in leads I, aVL and V6; no change from previous ECG on 4 Jul 
2005.  
18 Jul 2005 - Electrocardiogram:  QRST contour abnormality 
consistent with inferior infarct, probably old.

04/08/2005 Troponin <0.15 18/07/2005 0.15
04/08/2005 Troponin <0.15 19/07/2005 0.18

Laboratory Investigations:

37Age:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

24/06/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1210392

Preferred Term Severity Report Description Treatment
Troponin I increased The patient experienced non-specific 

T-wave flattening on electrocardiogram, 
QRST contour abnormally consistent with 
inferior infarct on electrocardiogram, 
troponin of 0.15 ug/L, slurred speech, 
changes in blood pressure and a pain in 
the chest.

Blood pressure fluctuation
Chest pain
Dysarthria
Electrocardiogram abnormal



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 398 of 632

Case Number: Gender:
0.00Weight:04/08/2005

11/07/2005
Causality possibleUnknown
02/04/1968DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

04/08/2005 Troponin <0.15 20/07/2005 0.15

Laboratory Investigations:

37Age:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

24/06/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1210392



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 399 of 632

Case Number: Gender:
0.00Weight:04/08/2005

09/05/2005
Causality possibleNot yet recovered
11/03/1983DOB:

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 400.0

CLOZARIL (Suspected)

06/05/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1210393

Preferred Term Severity Report Description Treatment
Hypertension The patient became hypertensive three 

days after commencing Clozaril and 
tachycardic with a pulse rate consistently 
greater than 100 beats per minute.

reduce dose of clozaril

Tachycardia



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 400 of 632

Case Number: Gender:
0.00Weight:

Patient has previously had low neutrophil counts on several occasions.

04/08/2005

12/07/2005
Causality possibleNot yet recovered
26/08/1973DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

04/08/2005 Neutrophils 24/07/2005 2.85
04/08/2005 Neutrophils 22/07/2005 1.24
04/08/2005 Neutrophils 12/07/2005 1.93
04/08/2005 Neutrophils 29/07/2005 2.81
04/08/2005 Neutrophils 05/07/2005 2.56
04/08/2005 White blood cells 24/07/2005 4.1
04/08/2005 White blood cells 22/07/2005 2.4

Laboratory Investigations:

31Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOPINE (Suspected)

28/08/2001 01/07/2005

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1210401

Preferred Term Severity Report Description Treatment
Neutrophil count decreased Caused or 

prolonged 
inpatient 
hospitalisation

The patient experienced flu-like 
symptoms, chest infection (possibly 
pneumonia), leucopenia and low 
neutrophil count after ceasing Clopine.

Influenza like illness Caused or 
prolonged 
inpatient 
hospitalisation

Lower respiratory tract infection Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 401 of 632

Case Number: Gender:
0.00Weight:

Patient has previously had low neutrophil counts on several occasions.

04/08/2005

12/07/2005
Causality possibleNot yet recovered
26/08/1973DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

04/08/2005 White blood cells 12/07/2005 3.1
04/08/2005 White blood cells 05/07/2005 3.6
04/08/2005 White blood cells 29/06/2005 4.1

Laboratory Investigations:

31Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOPINE (Suspected)

28/08/2001 01/07/2005

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1210401

Preferred Term Severity Report Description Treatment
White blood cell count decreased Caused or 

prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 402 of 632

Case Number: Gender:
0.00Weight:04/08/2005

19/07/2005
Causality possibleRecovered
07/03/1986DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

04/08/2005 Neutrophils 20/07/2005 0.7
04/08/2005 Neutrophils 19/07/2005 1.0
04/08/2005 Neutrophils 27/07/2005 3.3
04/08/2005 Neutrophils 14/07/2005 2.2
04/08/2005 White blood cells 20/07/2005 1.8
04/08/2005 White blood cells 19/07/2005 2.0
04/08/2005 White blood cells 14/07/2005 3.7

Laboratory Investigations:

19Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOPINE (Suspected)

21/03/2005 19/07/2005

Reason:

Stopped:Started:Batch:

Gram Daily OralTablet 1.0

LITHIUM CARBONATE (Suspected)

28/06/2005 S TERM 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1210408

Preferred Term Severity Report Description Treatment
Agranulocytosis Caused or 

prolonged 
inpatient 
hospitalisation

Agranulocytosis suspected, neutrophil 
count decreased and white blood cell 
count decreased.

Clopine discontinued.

Neutrophil count decreased Caused or 
prolonged 
inpatient 
hospitalisation

White blood cell count decreased Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 403 of 632

Case Number: Gender:
0.00Weight:04/08/2005

19/07/2005
Causality possibleRecovered
07/03/1986DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

04/08/2005 White blood cells 27/07/2005 4.7

Laboratory Investigations:

19Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOPINE (Suspected)

21/03/2005 19/07/2005

Reason:

Stopped:Started:Batch:

Gram Daily OralTablet 1.0

LITHIUM CARBONATE (Suspected)

28/06/2005 S TERM 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1210408



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 404 of 632

Case Number: Gender:
0.00Weight:05/08/2005

31/01/2005
Causality possibleRecovered
15/11/1983DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

05/08/2005 Other data 31/01/05 - pCO2 - 11.3 and pO2 - 211.5.  
Anion gap (7-17) 31/01/05 - 25, 01/02/05 - 18 and 02/02/05 - 
17.

05/08/2005 Potassium 7-17 31/01/2005 3.9
05/08/2005 Potassium 7-17 01/02/2005 4.1
05/08/2005 Potassium 7-17 02/02/2005 2.8
05/08/2005 Serum glucose 3.8-5.5 31/01/2005 16.4

Laboratory Investigations:

21Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram2.0

SODIUM VALPROATE (Other drug) Reason:

Stopped:Started:Batch:

Milligram150.0

DEPO-PROVERA (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZAPINE (Suspected)

06/12/2004 31/01/2005

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1210417

Preferred Term Severity Report Description Treatment
Hyperglycaemia Caused or 

prolonged 
inpatient 
hospitalisation

The patient experienced hyperglycaemia 
and diabetic ketoacidosis.

Clozapine ceased. Treated 
with Actrapid insulin infusion.

Diabetic ketoacidosis Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 405 of 632

Case Number: Gender:
0.00Weight:05/08/2005

31/01/2005
Causality possibleRecovered
15/11/1983DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

05/08/2005 Serum glucose 3.8-5.5 01/02/2005 13.9
05/08/2005 Serum glucose 3.8-5.5 02/02/2005 14.5
05/08/2005 bicarbonate 22-32 31/01/2005 5
05/08/2005 bicarbonate 22-32 01/02/2005 9
05/08/2005 bicarbonate 22-32 02/02/2005 17
05/08/2005 pH 31/01/2005 7.176

Laboratory Investigations:

21Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram2.0

SODIUM VALPROATE (Other drug) Reason:

Stopped:Started:Batch:

Milligram150.0

DEPO-PROVERA (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZAPINE (Suspected)

06/12/2004 31/01/2005

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1210417



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 406 of 632

Case Number: Gender:
0.00Weight:05/08/2005

18/07/2005
Causality possibleRecovered
09/11/1955DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

05/08/2005 Neutrophils 21/07/2005 1.5
05/08/2005 Neutrophils 18/07/2005 1.6
05/08/2005 Neutrophils 20/06/2005 4.1
05/08/2005 Neutrophils 25/07/2005 6.4
05/08/2005 Neutrophils 14/06/2005 3.8
05/08/2005 White blood cells 21/07/2005 2.9
05/08/2005 White blood cells 18/07/2005 3.0

Laboratory Investigations:

49Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram OralTablet 1400.0

SODIUM VALPROATE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 450.0

CLOPINE (Suspected)

08/02/2005 S TERM Continuing.

Reason:

Hospitalisation: Required a specialist consultation

Report Details:
Seq: 1210450

Preferred Term Severity Report Description Treatment
Neutrophil count decreased Patient developed leucopenia and reduced 

neutrophils.
White blood cell count decreased



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 407 of 632

Case Number: Gender:
0.00Weight:05/08/2005

18/07/2005
Causality possibleRecovered
09/11/1955DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

05/08/2005 White blood cells 20/06/2005 5.6
05/08/2005 White blood cells 14/06/2005 5.3
05/08/2005 White blood cells 25/07/2005 6.4

Laboratory Investigations:

49Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram OralTablet 1400.0

SODIUM VALPROATE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 450.0

CLOPINE (Suspected)

08/02/2005 S TERM Continuing.

Reason:

Hospitalisation: Required a specialist consultation

Report Details:
Seq: 1210450



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 408 of 632

Case Number: Gender:
0.00Weight:

History:  Patient had 7 year exposure to Clozapine with no previous history of low WCC or NC.

05/08/2005

04/04/2005
Causality possibleRecovered 21/04/2005
06/09/1961DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

05/08/2005 Neutrophils 26/04/2005 40.02
05/08/2005 Neutrophils 21/07/2002 3.33
05/08/2005 Neutrophils 12/07/2005 0.17
05/08/2005 Neutrophils 07/03/2005 3.20
05/08/2005 Neutrophils 04/04/2005 0.50
05/08/2005 White blood cells 26/04/2005 50.90
05/08/2005 White blood cells 21/04/2005 5.50

Laboratory Investigations:

43Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram100.0

AMISULPRIDE (Other drug) Reason:

Stopped:Started:Batch:

Milligram20.0

PAROXETINE HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

Milligram5.0

DIAZEPAM (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 700.0

CLOZAPINE (Suspected)

11/03/1998 04/04/2005 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1210459

Preferred Term Severity Report Description Treatment
Agranulocytosis Life 

threatening
Patient developed agranulocytosis. Clozapine ceased, admitted to 

haematology unit.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 409 of 632

Case Number: Gender:
0.00Weight:

History:  Patient had 7 year exposure to Clozapine with no previous history of low WCC or NC.

05/08/2005

04/04/2005
Causality possibleRecovered 21/04/2005
06/09/1961DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

05/08/2005 White blood cells 12/04/2005 0.60
05/08/2005 White blood cells 04/04/2005 1.80
05/08/2005 White blood cells 07/03/2005 5.10

Laboratory Investigations:

43Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram100.0

AMISULPRIDE (Other drug) Reason:

Stopped:Started:Batch:

Milligram20.0

PAROXETINE HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

Milligram5.0

DIAZEPAM (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 700.0

CLOZAPINE (Suspected)

11/03/1998 04/04/2005 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1210459



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 410 of 632

Case Number: Gender:
0.00Weight:08/08/2005

Causality possibleUnknown
28/11/1980DOB:

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 300.0

CLOPINE (Suspected)

06/02/2004

Reason:

Hospitalisation:

Report Details:
Seq: 1210510

Preferred Term Severity Report Description Treatment
Pancreatitis Patient experienced pancreatitis and has 

had his gallbladder removed whilst on 
Clopine treatment.

Gallbladder disorder



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 411 of 632

Case Number: Gender:
0.00Weight:10/08/2005

08/07/2004
Causality possibleRecovered
16/08/1955DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

48Age:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

OralTablet

CLOZAPINE (Suspected)

03/06/2004 26/07/2004

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 30.0

Abilify (Suspected)

03/06/2004 26/07/2004

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1210553

Preferred Term Severity Report Description Treatment
Dysuria Caused or 

prolonged 
inpatient 
hospitalisation

Patient developed difficulty in passing 
urine.

Abilify was ceased.

Urinary retention Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 412 of 632

Case Number: Gender:
0.00Weight:12/08/2005

30/10/2002
Causality possibleRecovered

DOB:
Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

OralTablet

CLOZAPINE (Suspected)

30/10/2002

Reason:

Hospitalisation:

Report Details:
Seq: 1210646

Preferred Term Severity Report Description Treatment
Neutropenia Patient developed suspected neutropenia 

whilst on Clozapine.
Ceased Clozapine, notify 
CPMS, daily FBE, admission 
to psychiatry JCB 1. Liaise 
with haematrology team.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 413 of 632

Case Number: Gender:
0.00Weight:

The coroner advises in his reply to Mayne Pharma that he does not feel it is appropriate to provide autopsy information to drug 
company.  
History of Epilepsy.  Concomitant disease(s): schizophrenia, sleep apnoea, hyperlipidemia and obesity.

12/08/2005

Causality possibleDeath, maybe drug 30/07/2005
10/11/1971DOB:

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:

Gram1.5

DIAFORMIN (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOPINE (Suspected)

12/06/2001 30/07/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1210656

Preferred Term Severity Report Description Treatment
Sudden death Death Patient who died suddenly possibly due to 

a clozapine overdose.
Clopine ceased.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 414 of 632

Case Number: Gender:
0.00Weight:16/08/2005

Causality possibleRecovered
30/05/1979DOB:

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

CLOPINE (Suspected)

10/05/2005 22/07/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1210770

Preferred Term Severity Report Description Treatment
Diabetes mellitus Patient developed diabetes and metabolic 

syndrome.
Clopine ceased.

Metabolic syndrome



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 415 of 632

Case Number: Gender:
0.00Weight:16/08/2005

25/07/2005
Causality probableRecovered
17/09/1982DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

16/08/2005 Neutrophils 21/07/2005 2.0 (x^10 9/L)
16/08/2005 Neutrophils 25/07/2005 1.4
16/08/2005 Neutrophils 26/07/2005 0.74
16/08/2005 Neutrophils 01/08/2005 2.0
16/08/2005 Neutrophils 29/07/2005 1.3
16/08/2005 Neutrophils 27/07/2005 0.7
16/08/2005 White blood cells 21/07/2005 4.6 (x 10^9/L)

Laboratory Investigations:

22Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOPINE (Suspected)

15/07/2004 26/07/2005

Reason:

Hospitalisation: Required a specialist consultation

Report Details:
Seq: 1210802

Preferred Term Severity Report Description Treatment
Leukopenia The patient experienced leucopenia and 

neutropenia whilst on Clopine.
Ceased Clopine. Repeat blood 
tests were organized.

Neutropenia
Pharyngeal oedema
Sluggishness



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 416 of 632

Case Number: Gender:
0.00Weight:16/08/2005

25/07/2005
Causality probableRecovered
17/09/1982DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

16/08/2005 White blood cells 25/07/2005 3.2
16/08/2005 White blood cells 26/07/2005 2.3
16/08/2005 White blood cells 27/07/2005 3.2
16/08/2005 White blood cells 29/07/2005 3.7
16/08/2005 White blood cells 01/08/2005 4.2

Laboratory Investigations:

22Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOPINE (Suspected)

15/07/2004 26/07/2005

Reason:

Hospitalisation: Required a specialist consultation

Report Details:
Seq: 1210802



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 417 of 632

Case Number: Gender:
0.00Weight:16/08/2005

28/07/2005
Causality possibleRecovered
22/09/1977DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

16/08/2005 Electrocardiograph
y

28/07/2005 atrial 
fibrillation, 

abnormal right 
axis deviation/ 
QRS axis>100

28/07/2005 - Atrial fibrillation, atriall arrhythmias, ECG changes.

16/08/2005 Electrocardiograph
y

21/07/2005 sinus rhythm, 
normal 

electrocardiogr
am

28/07/2005 - Atrial fibrillation, atriall arrhythmias, ECG changes.

Laboratory Investigations:

27Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OLANZAPINE (Other drug) Reason:

Stopped:Started:Batch:

FLUANXOL (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

CLOZARIL (Suspected)

15/07/2005 28/07/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1210813

Preferred Term Severity Report Description Treatment
Arrhythmia The patient experienced atrial arrhythmias 

14 days after commencing Clozaril.
Clozaril ceased.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 418 of 632

Case Number: Gender:
0.00Weight:17/08/2005

Causality possibleUnknown
11/05/1946DOB:

Causality:

F
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 650.0

CLOPINE (Suspected)

07/09/1995 27/07/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1210817

Preferred Term Severity Report Description Treatment
Echocardiogram abnormal Patient experienced cardiac complications. Clopine ceased.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 419 of 632

Case Number: Gender:
0.00Weight:17/08/2005

28/07/2005
Causality probableRecovered 03/08/2005
18/03/1959DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

17/08/2005 Creatine kinase 
MB

3.7
17/08/2005 Creatine 

phosphokinase
193

17/08/2005 Electrocardiograph
y

Sinus tachycardia.
17/08/2005 Other data Temperature 38, Pulse rate 120.
17/08/2005 Troponin 0.11

Laboratory Investigations:

46Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZAPINE (Suspected)

26/07/2005 28/07/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1210829

Preferred Term Severity Report Description Treatment
Body temperature increased Caused or 

prolonged 
inpatient 
hospitalisation

The patient developed a high temperature, 
pulse rate of 120, sinus tachycardia, 
increased creatinine kinase and increased 
troponin.

In CCU for one week.

Blood creatine phosphokinase increasedCaused or 
prolonged 
inpatient 
hospitalisation

Sinus tachycardia Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 420 of 632

Case Number: Gender:
0.00Weight:17/08/2005

28/07/2005
Causality probableRecovered 03/08/2005
18/03/1959DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

46Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZAPINE (Suspected)

26/07/2005 28/07/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1210829

Preferred Term Severity Report Description Treatment
Troponin increased Caused or 

prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 421 of 632

Case Number: Gender:
0.00Weight:17/08/2005

15/07/2005
Causality possibleUnknown
27/08/1981DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

23Age:

Additional Information:

Medicine Details:
Unspecified neurosis

Stopped:Started:Batch:

Milligram Daily OralTablet 550.0

CLOZARIL (Interaction)

07/09/2003

Reason:

Stopped:Started:Batch:

Milligram Daily OralCapsule 225.0

EFEXOR-XR (Interaction) Reason:

Hospitalisation:

Report Details:
Seq: 1210842

Preferred Term Severity Report Description Treatment
Myoclonus Incapacity/dis

ability
Patient was experiencing myoclonic jerks 
(up to a couple of times each day) 
approximately 1 year and 11 months after 
commencing Clozaril. Patient had also 
gained 30kg of weight.

Weight increased Incapacity/dis
ability



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 422 of 632

Case Number: Gender:
0.00Weight:18/08/2005

02/08/2005
Causality possibleNot yet recovered
21/10/1980DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

18/08/2005 Echocardiogram (Aug 2005) Echocardiogram: Hyperkinesis of the left ventricualr 
wall by 40%, ejection fraction 44%

18/08/2005 Electrocardiograph
y

(Aug 2005) ECG: Hyperkinesis of the left ventricular wall by 
40%, ejection fraction 44%.

18/08/2005 Other data (Aug 2005) Pulse: 140 beats per minute.
18/08/2005 Troponin 15/07/2005 < 0.04 

(baseline)18/08/2005 Troponin 02/08/2005 0.79 (units not 
specified)

Laboratory Investigations:

24Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 175.0

CLOZARIL (Suspected)

19/07/2005

Reason:

Hospitalisation: Required a specialist consultation

Report Details:
Seq: 1210882

Preferred Term Severity Report Description Treatment
Myocarditis Caused or 

prolonged 
inpatient 
hospitalisation

The patient was noted to have troponin 
increased, ventricular hyperkinesis, 
ejection fraction decreased and heart rate 
increased approximately 14 days post 
initiation of Clozaril. The diagnosis was 
suspected myocarditis.

Clozaril ceased.

Ejection fraction decreased Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 423 of 632

Case Number: Gender:
0.00Weight:18/08/2005

02/08/2005
Causality possibleNot yet recovered
21/10/1980DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

24Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 175.0

CLOZARIL (Suspected)

19/07/2005

Reason:

Hospitalisation: Required a specialist consultation

Report Details:
Seq: 1210882

Preferred Term Severity Report Description Treatment
Heart rate increased Caused or 

prolonged 
inpatient 
hospitalisation

Troponin increased Caused or 
prolonged 
inpatient 
hospitalisation

Ventricular hyperkinesia Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 424 of 632

Case Number: Gender:
0.00Weight:18/08/2005

02/08/2005
Causality possibleRecovered 09/08/2005
07/02/1978DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

18/08/2005 Neutrophils 16/06/2005 pre-treatment 
3.7 x 10^9/L18/08/2005 Neutrophils 26/07/2005 2.60 x 10^9/L

18/08/2005 Neutrophils 02/08/2005 0.10 x 10^9/L
18/08/2005 Neutrophils 03/08/2005 0.00 x 10^9/L
18/08/2005 Neutrophils 08/08/2005 0.60 x 10^9/L
18/08/2005 Neutrophils 06/08/2005 0.30 x 10^9/L
18/08/2005 Neutrophils 05/08/2005 0.00 x 10^9/L

Laboratory Investigations:

27Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 225.0

CLOZARIL (Suspected)

16/06/2005 02/08/2005 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1210892

Preferred Term Severity Report Description Treatment
Pyrexia Caused or 

prolonged 
inpatient 
hospitalisation

This patient experienced agranulocytosis, 
flu-like symptoms, temperature spikes and 
tachycardia.

Clozaril discontinued. Treated 
with Piperacillin, gentamicin 
and fluids in the high 
dependency ward.

Agranulocytosis Caused or 
prolonged 
inpatient 
hospitalisation

Influenza like illness Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 425 of 632

Case Number: Gender:
0.00Weight:18/08/2005

02/08/2005
Causality possibleRecovered 09/08/2005
07/02/1978DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

18/08/2005 Neutrophils 04/08/2005 0.20 x 10^9/L
18/08/2005 White blood cells 16/06/2005 pre-treatment 

5.20 x 10^9/L18/08/2005 White blood cells 26/07/2005 4.30 x 10^9/L
18/08/2005 White blood cells 02/08/2005 1.50 x 10^9/L
18/08/2005 White blood cells 03/08/2005 1.50 x 10^9/L
18/08/2005 White blood cells 04/08/2005 1.60 x 10^9/L
18/08/2005 White blood cells 05/08/2005 1.70 x 10^9/L

Laboratory Investigations:

27Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 225.0

CLOZARIL (Suspected)

16/06/2005 02/08/2005 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1210892

Preferred Term Severity Report Description Treatment
Mucosal inflammation Caused or 

prolonged 
inpatient 
hospitalisation

Tachycardia Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 426 of 632

Case Number: Gender:
0.00Weight:18/08/2005

02/08/2005
Causality possibleRecovered 09/08/2005
07/02/1978DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

18/08/2005 White blood cells 06/08/2005 1.70 x 10^9/L
18/08/2005 White blood cells 08/08/2005 2.90 x 10^9/L

Laboratory Investigations:

27Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 225.0

CLOZARIL (Suspected)

16/06/2005 02/08/2005 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1210892



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:45PM Database: pusime02 ADRS004 Page 427 of 632

Case Number: Gender:
0.00Weight:18/08/2005

Causality possibleUnknown
20/10/1965DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

39Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

AROPAX (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

CLOPINE (Suspected)

13/01/1999 02/08/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1210918

Preferred Term Severity Report Description Treatment
Condition aggravated Patient has been increasing difficulty 

waking up in the morning and day time 
drowsiness. Patient has been 
experiencing these events for 4 years and 
symptoms are getting worse.

Diabetes mellitus The patient developed diabetes mellitus 
and sleepiness/drowsiness whilst taking 
Clopine.

Clopine ceased.

Somnolence



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 428 of 632

Case Number: Gender:
0.00Weight:22/08/2005

15/03/2005
Causality possibleUnknown
08/02/1974DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

22/08/2005 Echocardiogram 16/06/2005. mildly dilated left ventricle with global hypokinesia 
and abnormal LV relaxation. ejection fraction was 35-40%

Laboratory Investigations:

31Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

CLOPINE (Suspected)

15/03/2002 28/11/2005L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1210967

Preferred Term Severity Report Description Treatment
Left ventricular dysfunction The patient developed left ventricular 

dysfunction whilst on Clopine treatment.
Cardiomyopathy



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 429 of 632

Case Number: Gender:
0.00Weight:22/08/2005

Causality possibleRecovered
18/01/1980DOB:

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:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

02/11/2000 15/10/2001

Reason:

Hospitalisation: Required a visit to the doctor

Report Details:
Seq: 1210968

Preferred Term Severity Report Description Treatment
Hypotension Patient experienced a drop in blood 

pressure to 55/10, severe hypersalivation. 
was often very cold and shivery, had no 
energy and would sleep up to 20 hours per 
day.

Ceased Clozaril and started on 
Risperidone.

Asthenia
Feeling cold
Hypersomnia
Salivary hypersecretion



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 430 of 632

Case Number: Gender:
0.00Weight:22/08/2005

15/05/2005
Causality possibleRecovered
23/07/1970DOB:

Causality:

F
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 700.0

CLOPINE (Suspected)

16/12/2002 Continuing.

Reason:

Hospitalisation:

Report Details:
Seq: 1210970

Preferred Term Severity Report Description Treatment
Sinus tachycardia The patient switched from Clozapine 

treatment to Clopine on 16 December 
2002. A recent ECG showed widespread T 
wave flattening and rhythm showed sinus 
tachycardia.

Electrocardiogram T wave amplitude decreased



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 431 of 632

Case Number: Gender:
90.00Weight:22/08/2005

Causality possibleNot yet recovered
25/05/1983DOB:

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 200.0

CLOPINE (Suspected)

06/07/2005 17/07/2005 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1210971

Preferred Term Severity Report Description Treatment
Myocarditis The patient experienced suspected 

myocarditis.
Clopine ceased.

C-reactive protein increased Admitted to 
Hospital

Cardiac failure congestive
Chest pain
Ejection fraction decreased
Troponin I increased



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 432 of 632

Case Number: Gender:
0.00Weight:22/08/2005

02/08/2005
Causality possibleUnknown
25/11/1969DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

22/08/2005 Electrocardiograph
y

04/08/2005 tachycardia 
223bpm, T 

wave flattening22/08/2005 Troponin <1.0ug/L 03/08/2005 5.4

Laboratory Investigations:

35Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

18/07/2005 04/08/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1210993

Preferred Term Severity Report Description Treatment
Tachycardia The patient experienced tachycardia, was 

noted to have unspecific changes on 
electrocardiogram, raised troponin and 
creatine phosphokinase and pyrexia 
shortly after commencing Clozaril.

Clozaril ceased.

Blood creatine phosphokinase increased
Electrocardiogram abnormal
Pyrexia
Troponin increased



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 433 of 632

Case Number: Gender:
0.00Weight:24/08/2005

02/08/2005
Causality possibleRecovered
02/10/1963DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

24/08/2005 Creatine kinase 
MB

CKMB =  5
24/08/2005 Creatine 

phosphokinase
CK = 1135, when re-tested CK = 298

24/08/2005 Electrocardiograph
y

ECG showed sinus tachycardia and left ventricular 
abnormalities.

24/08/2005 Troponin Troponin =  0.1

Laboratory Investigations:

41Age:

Additional Information:

Medicine Details:
Anxiety neurosis

Stopped:Started:Batch:

Milligram0.5

ALPRAZOLAM (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralOral application 20.0

OLANZAPINE (Other drug)

L TERM 0

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily Oral30.0

MIRTAZAPINE (Other drug)

contin

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOPINE (Suspected)

18/07/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1211027

Preferred Term Severity Report Description Treatment
Sinus tachycardia Patient experienced sinus tachycardia, left 

atrial abnormality, Blood creatin 
phosphokinase increased, troponin raised.

Blood creatine phosphokinase increased
Electrocardiogram abnormal
Troponin increased



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 434 of 632

Case Number: Gender:
0.00Weight:

The patient has been on Clopine for a minimum of 18 weeks and was withdrawn from therapy five days ago.

25/08/2005

Causality possibleUnknown
07/06/1972DOB:

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 Daily OralTablet 400.0

CLOPINE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1211075

Preferred Term Severity Report Description Treatment
Pleural effusion The patient experienced pleural effusion 

whilst on Clopine treatement.
Clopine ceased.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 435 of 632

Case Number: Gender:
0.00Weight:25/08/2005

05/08/2005
Causality possibleRecovered
21/04/1969DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

25/08/2005 Troponin 18/07/2005 0.01
25/08/2005 Troponin 05/08/2005 0.23
25/08/2005 Troponin 08/08/2005 0.01

Laboratory Investigations:

36Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOPINE (Suspected)

21/07/2005 08/08/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1211093

Preferred Term Severity Report Description Treatment
Tachycardia Patient experienced tachycardia (100-120) 

and a transient rise in troponin level with 
levels at day 15=0.23.

Troponin increased



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 436 of 632

Case Number: Gender:
0.00Weight:25/08/2005

08/08/2005
Causality possibleUnknown
27/02/1959DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

46Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram OralTablet 6.0

LORAZEPAM (Other drug)

0

Reason:

Stopped:Started:Batch:

CLONAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

Gram OralTablet 4.0

PARACETAMOL (Other drug) Reason:

Stopped:Started:Batch:

Milligram OralTablet 20.0

OLANZAPINE (Suspected)

0

Reason:

Hospitalisation:

Report Details:
Seq: 1211097

Preferred Term Severity Report Description Treatment
Tachycardia Patient experienced tachycardia 90-110, 

elevated creatinine kinase reported as 
246, suspected neuroleptic malignant 
syndrome.

Clopine withheld.

Blood creatine phosphokinase increased
Neuroleptic malignant syndrome
Pyrexia



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 437 of 632

Case Number: Gender:
0.00Weight:25/08/2005

08/08/2005
Causality possibleUnknown
27/02/1959DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

46Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram OralTablet 15.0

Aripiprazole (Suspected)

0

Reason:

Stopped:Started:Batch:

QUETIAPINE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 125.0

CLOPINE (Suspected)

26/07/2005 09/08/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1211097



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 438 of 632

Case Number: Gender:
0.00Weight:25/08/2005

15/02/2005
Causality possibleNot yet recovered
06/05/1981DOB:

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 350.0

CLOPINE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1211103

Preferred Term Severity Report Description Treatment
Diabetes mellitus Patient developed diabetes mellitus and 

weight gain.
Ceased Clopine, Actrapid 
given for increased blood 
sugar levels.

Weight increased



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 439 of 632

Case Number: Gender:
0.00Weight:26/08/2005

15/05/2005
Causality possibleUnknown
14/03/1985DOB:

Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

20Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

SERTRALINE HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

AMISULPRIDE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

CLOZARIL (Suspected)

0

Reason:

Hospitalisation: Required a specialist consultation

Report Details:
Seq: 1211134

Preferred Term Severity Report Description Treatment
Abdominal discomfort The patient developed 'gastro upset' and 

vomiting whilst receiving Clozaril.
Treated with Omeprazole.

Vomiting



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 440 of 632

Case Number: Gender:
0.00Weight:30/08/2005

Causality possibleUnknown
22/10/1951DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

30/08/2005 Eosinophils Eosinophil = 0.04.
30/08/2005 Haemoglobin HB= 108.

Laboratory Investigations:

53Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 700.0

CLOPINE (Suspected)

13/10/2004

Reason:

Hospitalisation:

Report Details:
Seq: 1211194

Preferred Term Severity Report Description Treatment
Haemorrhage The patient experienced intestinal 

bleeding and a low haemoglobin count 
whilst on Clopine treatment.

Haemoglobin decreased



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 441 of 632

Case Number: Gender:
0.00Weight:

ECG showed Right bundle branch block, which was present prior to commencing clozapine.

30/08/2005

18/08/2005
Causality possibleUnknown
15/08/1973DOB:

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 12.5

CLOPINE (Suspected)

18/08/2005 18/08/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1211195

Preferred Term Severity Report Description Treatment
Cardiac disorder The patient experienced cardiac 

complications on the day he commenced 
Clopine treatment.

Clopine ceased.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 442 of 632

Case Number: Gender:
0.00Weight:31/08/2005

15/06/2005
Causality possibleUnknown
05/06/1981DOB:

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 350.0

CLOPINE (Suspected)

09/06/2005 21/07/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1211245

Preferred Term Severity Report Description Treatment
Chest pain The patient experienced chest pain and 

non-compliance.
Clopine ceased.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 443 of 632

Case Number: Gender:
0.00Weight:31/08/2005

26/08/2005
Causality probableRecovered
26/04/1956DOB:

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 1 time OralTablet 12.5

CLOZAPINE (Suspected)

26/08/2005 29/08/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1211251

Preferred Term Severity Report Description Treatment
Muscle rigidity Incapacity/dis

ability
rigidity, dystonia,(opisthitomnus, 
hypotension, headache

Drug dose reduced by half 
then ceased; bentropine po 
given

Dystonia Incapacity/dis
ability

Headache Incapacity/dis
ability

Hypotension Incapacity/dis
ability



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 444 of 632

Case Number: Gender:
91.00Weight:01/09/2005

20/07/2005
Causality possibleNot yet recovered
26/09/1974DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

01/09/2005 White blood cells WBC 10.9 Neutraphils 6.77 (20/7/05)

Laboratory Investigations:

30Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram 1 time OralCapsule 40.0

LOVAN (Other drug) Reason:

Stopped:Started:Batch:

Milligram 1 time OralTablet 20.0

PROZAC (Other drug) Reason:

Stopped:numerous Started:Batch:

Milligram 1 time OralTablet 300.0

CLOPINE (Suspected)

04/05/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1211305

Preferred Term Severity Report Description Treatment
Parotitis Incapacity/dis

ability
Parotiditis caused by clozapine titration 
(approx 300mg dose)

benztropine 2mg m



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 445 of 632

Case Number: Gender:
0.00Weight:

Patient was also on "alot of herbal concoctions".

02/09/2005

22/08/2005
Causality possibleDeath 22/08/2005
07/08/1976DOB:

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 200.0

CLOPINE (Suspected)

24/09/2003 22/08/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1211315

Preferred Term Severity Report Description Treatment
Death Death The patient died whilst on Clopine therapy.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 446 of 632

Case Number: Gender:
65.00Weight:

duplicate of 210447

05/09/2005

18/07/2005
Causality possibleDeath, maybe drug 30/09/2005
03/05/1943DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

05/09/2005 Electrocardiograph
y

18/01/2005 dilated 
cardiomyopath

y

LVEF 29% (N>55%) Left ventricle: dilated LV with moderate to 
severe reduction in global contractility. No left ventricular 
hypertrophy. Mild left atrial enlargement. Dilated IVC. No other 
structural abnormality. Mild mitral regurgitation. Appearance 
suggestive of dilated cardiomyopathy.  
24/01/2005: LVEF: 45% (>55%).  Normal-sized left ventricle 
with mildly impaired contractility; apical akinesis; mild LVF.  
Normal values. Mitral inflow pattern suggests LV ...

Laboratory Investigations:

62Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

ASTRIX 100 (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 2.0

COVERSYL (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily InhalationInhalation 10.0

Chem Mart Salbutamol (Other drug)

0

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

SLOW-K (Other drug)

0

Reason:

Hospitalisation: Hospitalisation prolonged

Report Details:
Seq: 1211354

Preferred Term Severity Report Description Treatment
Cardiomyopathy Caused or 

prolonged 
inpatient 
hospitalisation

? cardiomyopathy/decreased ejection 
fraction

clozapine ceased

Cardiomegaly Caused or 
prolonged 
inpatient 
hospitalisation

mild cardiomegaly

Ejection fraction decreased Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 447 of 632

Case Number: Gender:
65.00Weight:

duplicate of 210447

05/09/2005

18/07/2005
Causality possibleDeath, maybe drug 30/09/2005
03/05/1943DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

... diastolic dysfuntion.
05/09/2005 Other data 18/01/2005 cardiomegaly There is mild cardiomegaly.  There is a small right pleural 

effusion with loss of volume at the right lung base.  Bands of 
atelectasis are seen in the right mid zone and in the left mid and 
lower zone.  The lungs otherwise are clear.  The pulmonary 
vasculature appears normal.

Laboratory Investigations:

62Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Microgram Daily OralTablet 250.0

LANOXIN (Other drug)

0

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

Chem Mart Citalopram (Other drug) Reason:

Stopped:Started:Batch:

Gram Daily InhalationInhalation 2.0

Chem Mart Ipratropium (Other drug) Reason:

Stopped:Started:Batch:

Microgram Daily InhalationInhalation 500.0

FLIXOTIDE (Other drug) Reason:

Hospitalisation: Hospitalisation prolonged

Report Details:
Seq: 1211354



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 448 of 632

Case Number: Gender:
65.00Weight:

duplicate of 210447

05/09/2005

18/07/2005
Causality possibleDeath, maybe drug 30/09/2005
03/05/1943DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

62Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Microgram Daily InhalationCapsule 18.0

SPIRIVA (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 80.0

CHEM MART Frusemide (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOPINE (Suspected)

05/05/2003 20/07/2005 0

Reason:

Hospitalisation: Hospitalisation prolonged

Report Details:
Seq: 1211354



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 449 of 632

Case Number: Gender:
0.00Weight:06/09/2005

21/08/2005
Causality possibleRecovered
21/09/1981DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

06/09/2005 Other data Clozapine 0.18, Norclozapine 0.12
06/09/2005 Prolactin <400 22/08/2005 444

Laboratory Investigations:

23Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OLANZAPINE (Suspected)

0

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

28/07/2005 21/08/2005

Reason:

Hospitalisation: Treated in Accident/Emergency Department

Report Details:
Seq: 1211380

Preferred Term Severity Report Description Treatment
Convulsion The patient had a seizure, was found 

frothing at the mouth and had 
unresponsive pupils approximately four 
weeks after commencing Clozaril. He had 
not received his previous evening dose as, 
according to his mother, he had been in a 
'bad mood' and upset.

Taken to casualty department 
for post-ictal monitoring.

Blood prolactin increased
Drug withdrawal syndrome
Foaming at mouth



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 450 of 632

Case Number: Gender:
0.00Weight:

PMHx, COAD, GORD, osteoporosis  
Report 218792 is the second sequence to this report.

05/09/2005

15/08/2005
Causality possibleUnknown
24/01/1939DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

05/09/2005 Neutrophils 28/07/2005 3.14 x10^9
05/09/2005 Neutrophils 22/08/2005 1.95 x10^9
05/09/2005 Neutrophils 23/08/2005 2.95 x10^9
05/09/2005 Troponin Troponin peaked at 0.2 (unints not provided).
05/09/2005 White blood cells 28/07/2005 5.64 x10^9
05/09/2005 White blood cells 22/08/2005 3.0 x10^9
05/09/2005 White blood cells 23/08/2005 3.2 x10^9

Laboratory Investigations:

66Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OSTELIN 1000 (Other drug) Reason:

Stopped:Started:Batch:

CALTRATE (Other drug) Reason:

Stopped:Started:Batch:

LACTULOSE (Other drug) Reason:

Stopped:Started:Batch:

ASPIRIN (Other drug) Reason:

Hospitalisation: Required a specialist consultation

Report Details:
Seq: 1211382

Preferred Term Severity Report Description Treatment
Haemophilus infection Caused or 

prolonged 
inpatient 
hospitalisation

Pateint experienced a haemophilus 
influenzae respiratory infection with 
exacerbation of bronchiectasis and fevers, 
and an elevated troponin level.

Cardiologist consulted, oral 
antibiotics, Clozaril ceased 
and olanzapine started.

Myocarditis Caused or 
prolonged 
inpatient 
hospitalisation

Patient diagnosed with suspected 
myocarditis in aug 2005

Bronchiectasis Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 451 of 632

Case Number: Gender:
0.00Weight:

PMHx, COAD, GORD, osteoporosis  
Report 218792 is the second sequence to this report.

05/09/2005

15/08/2005
Causality possibleUnknown
24/01/1939DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

66Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

THIAMINE (Other drug) Reason:

Stopped:Started:Batch:

OMEPRAZOLE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

CLOZARIL (Suspected)

28/07/2005 22/08/2005 0

Reason:

Hospitalisation: Required a specialist consultation

Report Details:
Seq: 1211382

Preferred Term Severity Report Description Treatment
Neutrophil count decreased Caused or 

prolonged 
inpatient 
hospitalisation

Pyrexia Caused or 
prolonged 
inpatient 
hospitalisation

Troponin increased Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 452 of 632

Case Number: Gender:
0.00Weight:

PMHx, COAD, GORD, osteoporosis  
Report 218792 is the second sequence to this report.

05/09/2005

15/08/2005
Causality possibleUnknown
24/01/1939DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

66Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OSTELIN 1000 (Other drug) Reason:

Stopped:Started:Batch:

CALTRATE (Other drug) Reason:

Stopped:Started:Batch:

LACTULOSE (Other drug) Reason:

Stopped:Started:Batch:

ASPIRIN (Other drug) Reason:

Hospitalisation: Required a specialist consultation

Report Details:
Seq: 1211382

Preferred Term Severity Report Description Treatment
White blood cell count decreased Caused or 

prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 453 of 632

Case Number: Gender:
0.00Weight:

PMHx, COAD, GORD, osteoporosis  
Report 218792 is the second sequence to this report.

05/09/2005

15/08/2005
Causality possibleUnknown
24/01/1939DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

66Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

THIAMINE (Other drug) Reason:

Stopped:Started:Batch:

OMEPRAZOLE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

CLOZARIL (Suspected)

28/07/2005 22/08/2005 0

Reason:

Hospitalisation: Required a specialist consultation

Report Details:
Seq: 1211382



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 454 of 632

Case Number: Gender:
0.00Weight:

Previously experienced fever, neutropenia, hyponatremia with clozapine given with fluphenazine and risperidone.

07/09/2005

23/08/2005
Causality possibleUnknown
23/03/1953DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

07/09/2005 C-Reactive Protein 24/08/2005 112.5
07/09/2005 C-Reactive Protein 25/08/2005 112.3
07/09/2005 C-Reactive Protein 26/08/2005 110.7
07/09/2005 C-Reactive Protein 29/08/2005 52.7
07/09/2005 Creatine 

phosphokinase
26/08/2005 163

07/09/2005 Potassium 18/03/2005 3
07/09/2005 Potassium 25/08/2005 3.6

Laboratory Investigations:

52Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram OralTablet 8.0

RISPERIDONE (Other drug)

16/08/2005

Reason:

Stopped:Started:Batch:

Milligram OralTablet 20.0

TEMAZEPAM (Other drug)

16/08/2005

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

CLOPINE (Suspected)

02/03/2005 25/08/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1211486

Preferred Term Severity Report Description Treatment
Hyponatraemia The patient experienced hyponatraemia, 

elevated CRP, elevated temperature and a 
sore throat. Her temperature was 38-39 
degrees.

Clopine ceased.

C-reactive protein increased
Hypokalaemia
Pharyngolaryngeal pain
Pyrexia



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 455 of 632

Case Number: Gender:
0.00Weight:

Previously experienced fever, neutropenia, hyponatremia with clozapine given with fluphenazine and risperidone.

07/09/2005

23/08/2005
Causality possibleUnknown
23/03/1953DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

07/09/2005 Potassium 26/08/2005 3.8
07/09/2005 Potassium 24/08/2005 3.8
07/09/2005 Sodium 18/03/2005 129
07/09/2005 Sodium 24/08/2005 132
07/09/2005 Sodium 25/08/2005 132
07/09/2005 Sodium 26/08/2005 128

Laboratory Investigations:

52Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram OralTablet 8.0

RISPERIDONE (Other drug)

16/08/2005

Reason:

Stopped:Started:Batch:

Milligram OralTablet 20.0

TEMAZEPAM (Other drug)

16/08/2005

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

CLOPINE (Suspected)

02/03/2005 25/08/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1211486



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 456 of 632

Case Number: Gender:
0.00Weight:09/09/2005

20/07/2005
Causality possibleNot yet recovered
20/07/1970DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35Age:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZAPINE (Suspected)

20/06/2005

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

QUETIAPINE (Suspected)

15/07/2005 19/07/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1211549

Preferred Term Severity Report Description Treatment
Dyskinesia Caused or 

prolonged 
inpatient 
hospitalisation

The patient experienced involuntary jaw 
movements, a rigid jaw and 'went stiff as a 
board'.

Clozapine dose reduced.

Drug withdrawal syndrome Caused or 
prolonged 
inpatient 
hospitalisation

Hypertonia Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 457 of 632

Case Number: Gender:
0.00Weight:09/09/2005

25/08/2005
Causality probableRecovered with sequelae
21/01/1987DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

18Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

RISPERIDONE (Other drug)

24/08/2005 0

Reason:

Stopped:Started:Batch:

Milligram5.0

DIAZEPAM (Other drug)

22/08/2005

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected)

09/08/2005 25/08/2005 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1211563

Preferred Term Severity Report Description Treatment
Myocarditis Life 

threatening
The patient experienced chest pain, 
tachycardia, hypotension, a rise in 
troponin level and was diagnosed with 
myocarditis 16 days after commencing 
Clozaril.

Clozaril ceased, given 
intensive care monitoring.

Chest pain Life 
threatening

Tachycardia Life 
threatening

Troponin increased Life 
threatening



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 458 of 632

Case Number: Gender:
0.00Weight:12/09/2005

29/08/2005
Causality possibleRecovered
19/09/1980DOB:

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 1 time OralTablet 200.0

CLOPINE (Suspected)

18/08/2005 29/08/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1211599

Preferred Term Severity Report Description Treatment
Weight increased Caused or 

prolonged 
inpatient 
hospitalisation

Weight gain - 6kg Ceased Clopine



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 459 of 632

Case Number: Gender:
0.00Weight:13/09/2005

Causality possibleUnknown
12/06/1975DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

13/09/2005 Electrocardiograph
y

Showed similar results to an ECG in 2003 when pericarditis had 
been diagnosed.

Laboratory Investigations:

30Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OLANZAPINE (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 550.0

CLOZARIL (Suspected)

18/03/2005 18/07/2005

Reason:

Hospitalisation: Required a specialist consultation

Report Details:
Seq: 1211640

Preferred Term Severity Report Description Treatment
Chest pain Caused or 

prolonged 
inpatient 
hospitalisation

The patient experienced suspected 
pericarditis, chest pain and gastric pain.

Clozaril ceased.

Abdominal pain upper Caused or 
prolonged 
inpatient 
hospitalisation

Haematemesis Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 460 of 632

Case Number: Gender:
0.00Weight:13/09/2005

Causality possibleUnknown
12/06/1975DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

30Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OLANZAPINE (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 550.0

CLOZARIL (Suspected)

18/03/2005 18/07/2005

Reason:

Hospitalisation: Required a specialist consultation

Report Details:
Seq: 1211640

Preferred Term Severity Report Description Treatment
Pericarditis Caused or 

prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 461 of 632

Case Number: Gender:
0.00Weight:13/09/2005

31/08/2005
Causality probableRecovered 16/09/2005
21/01/1984DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

13/09/2005 Creatine kinase 
MB

28/08/2005 20
13/09/2005 Creatine kinase 

MB
29/08/2005 -

13/09/2005 Creatine kinase 
MB

03/09/2005 -
13/09/2005 Creatine kinase 

MB
02/09/2005 -

13/09/2005 Creatine 
phosphokinase

1 - 200 28/08/2005 461
13/09/2005 Creatine 

phosphokinase
1 - 200 29/08/2005 256

13/09/2005 Creatine 
phosphokinase

1 - 200 03/09/2005 -

Laboratory Investigations:

21Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

CLOZARIL (Suspected)

12/08/2005 28/08/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1211642

Preferred Term Severity Report Description Treatment
Myocarditis Caused or 

prolonged 
inpatient 
hospitalisation

The patient experienced aches, pain and 
fever, was noted to have a troponin rise of 
11, a creatine kinase-MB rise of 20, an 
elongation of ST wave and was diagnosed 
with myocarditis soon after commencing 
Clozaril.

Clozaril expected to be 
ceased.

Blood creatine phosphokinase increasedCaused or 
prolonged 
inpatient 
hospitalisation

Electrocardiogram ST segment abnormal
Leukopenia



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 462 of 632

Case Number: Gender:
0.00Weight:13/09/2005

31/08/2005
Causality probableRecovered 16/09/2005
21/01/1984DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

13/09/2005 Creatine 
phosphokinase

1 - 200 30/08/2005 149
13/09/2005 Echocardiogram August 2005 - Confirmed myocarditis.  

29 August 2005 - Severe LV dysfunction in global pattern with 
dilatation.  The diagnosis was severe myocarditis likely 
secondary to clozapine.  
5 September 2005 - Significant improvement with LV ejection 
fraction of 45%.

Laboratory Investigations:

21Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

CLOZARIL (Suspected)

12/08/2005 28/08/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1211642

Preferred Term Severity Report Description Treatment
Pain
Pericarditis Caused or 

prolonged 
inpatient 
hospitalisation

Pyrexia
Thrombocytopenia
Troponin increased



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 463 of 632

Case Number: Gender:
0.00Weight:13/09/2005

31/08/2005
Causality probableRecovered 16/09/2005
21/01/1984DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

13/09/2005 Electrocardiograph
y

August 2005 - Elongation of ST wave.  
31 August 2005 - ST elevation V1-3, T-wave inversion V4-6 
which was considered to be consistent with evolution of 
myocartitis.

13/09/2005 Platelets 130 - 134 28/08/2005 -
13/09/2005 Platelets 130 - 134 03/09/2005 149
13/09/2005 Platelets 130 - 134 02/09/2005 -

Laboratory Investigations:

21Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

CLOZARIL (Suspected)

12/08/2005 28/08/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1211642



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 464 of 632

Case Number: Gender:
0.00Weight:13/09/2005

31/08/2005
Causality probableRecovered 16/09/2005
21/01/1984DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

13/09/2005 Platelets 130 - 134 29/08/2005 -
13/09/2005 Troponin 28/08/2005 11
13/09/2005 Troponin 29/08/2005 6
13/09/2005 Troponin 02/09/2005 0.07
13/09/2005 Troponin 03/09/2005 0.05
13/09/2005 White blood cells 28/08/2005 12.5

Laboratory Investigations:

21Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

CLOZARIL (Suspected)

12/08/2005 28/08/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1211642



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 465 of 632

Case Number: Gender:
0.00Weight:

Current condition: Diabetes Mellitus insulin-depended. The cancer was diagnosed in 2004. The patient had been receiving 
chemotherapy, but this stopped 4 months prior to his death.   
Patient was also on insulin treatment.

19/09/2005

Causality possibleDeath, maybe drug 30/06/2005
18/01/1939DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

66Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected)

12/11/1998 L TERM 0

Reason:

Hospitalisation:

Report Details:
Seq: 1211726

Preferred Term Severity Report Description Treatment
Diabetes mellitus insulin-dependentDeath Patient had been ill with cancer for some 

time and also had unstable diabetes.
Neoplasm malignant Death



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 466 of 632

Case Number: Gender:
0.00Weight:19/09/2005

28/08/2005
Causality possibleUnknown
09/09/1945DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

19/09/2005 Blood pressure Aug 2005 - Distolic blood pressure - 130/90.  
Aug 2005 - Diatolic blood pressure: unrecordable.  
Aug 2005 - Diastolic blood pressure:  60/40.

Laboratory Investigations:

59Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

BENZTROPINE MESYLATE (Other drug) Reason:

Stopped:Started:Batch:

EFEXOR (Other drug) Reason:

Stopped:Started:Batch:

SOLIAN (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

CLOZARIL (Suspected)

24/08/2005 Continuing.

Reason:

Hospitalisation:

Report Details:
Seq: 1211746

Preferred Term Severity Report Description Treatment
Blood pressure decreased The patient's blood pressure dropped 

markedly and the diastolic blood pressure 
was so low as to be unrecordable.

Clozaril was continuing at a 
reduced dose of 50mg/day, 
and another antipsychotic 
medicaltion (unspecified) was 
also being used.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 467 of 632

Case Number: Gender:
0.00Weight:19/09/2005

Causality possibleUnknown
11/06/1965DOB:

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:

Dose Unspecified OralTablet

CLOZAPINE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1211755

Preferred Term Severity Report Description Treatment
Myocarditis Life 

threatening
Clozapine induced Myocarditis Drug stopped



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 468 of 632

Case Number: Gender:
0.00Weight:20/09/2005

23/08/2005
Causality possibleUnknown
04/11/1961DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

20/09/2005 Electrocardiograph
y

13/10/2004 impaired left 
ventricular 
diastolic 

function. left 
ventricle 
systolic 

function was 
boderline 

mildly 
depressed

20/09/2005 Electrocardiograph
y

23/08/2005 mildly dilated 
left ventricle 

and left atrium. 
Aortic root and 

ascending 
aorta were 

mildly dilated, 
suggestive of 

diastolic 
dysfunction.

Laboratory Investigations:

43Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 350.0

CLOPINE (Suspected)

15/10/2004

Reason:

Hospitalisation:

Report Details:
Seq: 1211767

Preferred Term Severity Report Description Treatment
Left ventricular dysfunction Patient had an echo on 25/08/05 which 

revealed reduced function in his left 
ventricle.

Clopine will be ceased in a 
gradual step-down over 5 days 
from 26/08/05 to 02/09/05.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 469 of 632

Case Number: Gender:
42.00Weight:20/09/2005

25/08/2005
Causality possibleNot yet recovered
26/04/1956DOB:

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 12.5

CLOZARIL (Suspected)

25/08/2005 28/08/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1211773

Preferred Term Severity Report Description Treatment
Dystonia Caused or 

prolonged 
inpatient 
hospitalisation

The patient experienced dystonia of the 
tongue, could not drink and had trouble 
swallowing, had stiffness of the joints and 
was hypotensive and excessively sedated 
after receiving her first 12.5mg dose of 
Clozaril.

Clozaril dose halved, then 
ceased, given oral Benztropine 
and discharged on 
Amisulpride.

Dysphagia Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 470 of 632

Case Number: Gender:
42.00Weight:20/09/2005

25/08/2005
Causality possibleNot yet recovered
26/04/1956DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

49Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 12.5

CLOZARIL (Suspected)

25/08/2005 28/08/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1211773

Preferred Term Severity Report Description Treatment
Hypotension Caused or 

prolonged 
inpatient 
hospitalisation

Joint stiffness Caused or 
prolonged 
inpatient 
hospitalisation

Sedation Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 471 of 632

Case Number: Gender:
0.00Weight:

Cert: Rechallenge

20/09/2005

15/03/2005
Causality certainUnknown
01/05/1984DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

20Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

EFEXOR (Other drug) Reason:

Stopped:Started:Batch:

ZOPICLONE (Other drug) Reason:

Stopped:Started:Batch:

OralTablet

CLOZARIL (Suspected)

02/03/2005 08/08/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1211774

Preferred Term Severity Report Description Treatment
Weight increased The patient experienced a weight gain of 

20 kilograms in the six months since 
commencement of Clozaril and lack of 
efficacy of Clozaril.

Clozaril ceased.

Drug ineffective



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 472 of 632

Case Number: Gender:
0.00Weight:20/09/2005

Causality possibleUnknown
09/01/1985DOB:

Causality:

F
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

CLOPINE (Suspected)

13/09/2004 0

Reason:

Hospitalisation:

Report Details:
Seq: 1211775

Preferred Term Severity Report Description Treatment
Abdominal distension Patient experienced a bloated stomach 

whilst on Clopine treatment. The reporter 
states that the patient looked like she was 
6 months pregnant.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 473 of 632

Case Number: Gender:
0.00Weight:20/09/2005

22/08/2005
Causality possibleRecovered 30/08/2005

DOB:
Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

99uAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OSTELIN 1000 (Other drug) Reason:

Stopped:Started:Batch:

CALTRATE (Other drug) Reason:

Stopped:Started:Batch:

ASPIRIN (Other drug) Reason:

Stopped:Started:Batch:

Oral

THIAMINE (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1211778

Preferred Term Severity Report Description Treatment
Pyrexia Caused or 

prolonged 
inpatient 
hospitalisation

Patient experienced fever and chest pain

Myocardial infarction Caused or 
prolonged 
inpatient 
hospitalisation

The patient experienced an acute 
myocardial infarction, suspected 
myocarditis and was noted to have raised 
creatine kinase-MB and suspected 
neutropenia while receiving Olanzapine.

clexane and metoprolol

Blood creatine phosphokinase MB increased



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 474 of 632

Case Number: Gender:
0.00Weight:20/09/2005

22/08/2005
Causality possibleRecovered 30/08/2005

DOB:
Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

99uAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OMEPRAZOLE (Other drug) Reason:

Stopped:Started:Batch:

SPIRIVA (Other drug) Reason:

Stopped:Started:Batch:

COLOXYL WITH SENNA (Other drug) Reason:

Stopped:Started:Batch:

LACTULOSE (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1211778

Preferred Term Severity Report Description Treatment
Chest pain Caused or 

prolonged 
inpatient 
hospitalisation

Myocarditis
Neutropenia



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 475 of 632

Case Number: Gender:
0.00Weight:20/09/2005

22/08/2005
Causality possibleRecovered 30/08/2005

DOB:
Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

99uAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OLANZAPINE (Other drug) Reason:

Stopped:Started:Batch:

CARBAMAZEPINE (Other drug) Reason:

Stopped:Started:Batch:

OralTablet

CLOZARIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1211778



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 476 of 632

Case Number: Gender:
0.00Weight:

Patient had a history of overdosing on Zyprexa 240mg (olanzapine) and Cogentin 100mg (benztropine) with lethal intent in 
January 2005, which resulted in admission to ICU.

21/09/2005

17/08/2005
Causality possibleDeath, maybe drug 17/08/2005
22/11/1962DOB:

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 As necessary Oral2.0

BENZTROPINE MESYLATE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 450.0

CLOPINE (Suspected)

09/02/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1211808

Preferred Term Severity Report Description Treatment
Death Patient died.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 477 of 632

Case Number: Gender:
0.00Weight:22/09/2005

Causality possibleUnknown
07/04/1926DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

79Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOPINE (Suspected)

0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1211851

Preferred Term Severity Report Description Treatment
Pneumonia Patient developed sepsis. Ceased Clopine



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 478 of 632

Case Number: Gender:
0.00Weight:

PMHx: Intentional self injury, history of swallowing draino and other toxic substances

22/09/2005

Causality possibleUnknown
29/08/1971DOB:

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

CLOZARIL (Suspected)

15/08/2005 Continuing.

Reason:

Hospitalisation:

Report Details:
Seq: 1211869

Preferred Term Severity Report Description Treatment
Pancreatitis Patient experienced blood in her stolls and 

was diagnosed with suspected pancreatitis

Orthostatic hypotension The patient was noted to have pronounced 
orthostatic hypotension while receiving 
Clozaril.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 479 of 632

Case Number: Gender:
0.00Weight:23/09/2005

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

99uAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected)

06/05/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1211900

Preferred Term Severity Report Description Treatment
Diabetes mellitus non-insulin-dependent The patient had developed high blood 

sugar levels and type II (non-insulin 
dependent) diabetes after commencing 
Clozaril. She had recorded a Clozaril level 
of 1140 ng/ml and was not responding 
optimally on her current dose of 200 
mg/day.

Treated with Diamicron MR. 
Clozaril dose reduced to 
150mg/day.

Drug level above therapeutic



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 480 of 632

Case Number: Gender:
0.00Weight:23/09/2005

21/08/2005
Causality possibleNot yet recovered
14/04/1949DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

23/09/2005 C-Reactive Protein <10 25/08/2005 100
23/09/2005 Haemoglobin 135-175 23/08/2005 133
23/09/2005 Haemoglobin 135-175 25/08/2005 126
23/09/2005 Phosphate 0.48mmol/L

Laboratory Investigations:

56Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Oral

SODIUM VALPROATE (Other drug) Reason:

Stopped:Started:Batch:

RISPERIDONE (Other drug) Reason:

Stopped:Started:Batch:

Oral

CLONAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 125.0

CLOZARIL (Suspected)

08/08/2005 S TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1211904

Preferred Term Severity Report Description Treatment
Pyrexia The patient experienced spiking 

temperature, fever, high blood pressure, 
headache, shaking and feeling 'drunk', his 
neutrophils were slightly high, 
lymphocytes, sodium chloride and 
phosphate were low and C-reactive 
protein was 12 on day 14 of Clozaril 
treatment.

Hypertension peak 207/87 on 21/08/2005
Haemoglobin decreased
Headache
Hypophosphataemia



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 481 of 632

Case Number: Gender:
0.00Weight:23/09/2005

21/08/2005
Causality possibleNot yet recovered
14/04/1949DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

56Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Oral

SODIUM VALPROATE (Other drug) Reason:

Stopped:Started:Batch:

RISPERIDONE (Other drug) Reason:

Stopped:Started:Batch:

Oral

CLONAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 125.0

CLOZARIL (Suspected)

08/08/2005 S TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1211904

Preferred Term Severity Report Description Treatment
Neutrophil count increased
Tremor



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 482 of 632

Case Number: Gender:
0.00Weight:23/09/2005

Causality possibleRecovered
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

99uAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet

Abilify (Suspected) Reason:

Stopped:Started:Batch:

OralTablet

CLOZAPINE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1211932

Preferred Term Severity Report Description Treatment
Neuroleptic malignant syndrome The patient developed neuroleptic 

malignant syndrome while undergoing 
therapy with Aripiprazole and Clozapine.

Clozapine ceased.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 483 of 632

Case Number: Gender:
0.00Weight:26/09/2005

09/09/2005
Causality possibleUnknown
25/07/1952DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

53Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

17/01/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1211953

Preferred Term Severity Report Description Treatment
Convulsion Patient experienced hyponatreamia 

leading to seizures, less than 8 months 
after commencing Clozaril.

Hyponatraemia



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 484 of 632

Case Number: Gender:
0.00Weight:26/09/2005

15/06/2005
Causality possibleNot yet recovered
30/04/1948DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

26/09/2005 Creatine 
phosphokinase

CK - 1.76 (units not provided).

Laboratory Investigations:

57Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

SODIUM VALPROATE (Other drug) Reason:

Stopped:Started:Batch:

OralTablet

CLOZARIL (Suspected) Reason:

Stopped:Started:Batch:

QUETIAPINE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1211957

Preferred Term Severity Report Description Treatment
Convulsion Caused or 

prolonged 
inpatient 
hospitalisation

Patient experienced an episode of delirium 
and seizures. A second seizure with 
delirium occurred, and a blood creatine 
phosphokinase increased.

Clozaril ceased. Patient 
commenced on Quetiapine 
and Phenytoin.

Ammonia increased Caused or 
prolonged 
inpatient 
hospitalisation

Blood creatine phosphokinase increasedCaused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 485 of 632

Case Number: Gender:
0.00Weight:26/09/2005

15/06/2005
Causality possibleNot yet recovered
30/04/1948DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

57Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

SODIUM VALPROATE (Other drug) Reason:

Stopped:Started:Batch:

OralTablet

CLOZARIL (Suspected) Reason:

Stopped:Started:Batch:

QUETIAPINE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1211957

Preferred Term Severity Report Description Treatment
Delirium Caused or 

prolonged 
inpatient 
hospitalisation

Neuroleptic malignant syndrome Caused or 
prolonged 
inpatient 
hospitalisation

Psychotic disorder Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 486 of 632

Case Number: Gender:
0.00Weight:26/09/2005

15/06/2005
Causality possibleUnknown
27/03/1959DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

46Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

DIAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

Diclofenac Potassium (Other drug) Reason:

Stopped:Started:Batch:

VOLTAREN (Other drug) Reason:

Stopped:Started:Batch:

VALIUM (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1211963

Preferred Term Severity Report Description Treatment
Diastolic dysfunction The patient's ECG showed mild diastolic 

dysfunction and abnormal relaxation 
pattern.

Electrocardiogram abnormal



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 487 of 632

Case Number: Gender:
0.00Weight:26/09/2005

15/06/2005
Causality possibleUnknown
27/03/1959DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

46Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOPINE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1211963



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 488 of 632

Case Number: Gender:
0.00Weight:26/09/2005

Causality possibleUnknown
06/08/1969DOB:

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:

Milligram Daily OralTablet 325.0

CLOPINE (Suspected)

04/10/2003

Reason:

Hospitalisation:

Report Details:
Seq: 1211986

Preferred Term Severity Report Description Treatment
Diabetes mellitus Patient developed diabetes whilst on 

Clopine a few years ago.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 489 of 632

Case Number: Gender:
0.00Weight:26/09/2005

Causality possibleUnknown
07/02/1953DOB:

Causality:

M
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 350.0

CLOPINE (Suspected)

20/07/2004 28/07/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1211987

Preferred Term Severity Report Description Treatment
Diabetes mellitus Patient experienced aggravation of his 

diabetes.
Clozapine was tapered then 
ceased.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 490 of 632

Case Number: Gender:
0.00Weight:27/09/2005

Causality possibleUnknown
02/10/1980DOB:

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 275.0

CLOPINE (Suspected)

23/03/2005 12/08/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1212017

Preferred Term Severity Report Description Treatment
Tachycardia The patient experienced persistent 

tachycardia.
Ceased Clopine.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 491 of 632

Case Number: Gender:
0.00Weight:

Report 208878 is the first sequence to this report and 216998 is the third sequence.

29/09/2005

09/09/2005
Causality possibleUnknown
01/11/1956DOB:

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 400.0

CLOPINE (Suspected)

24/05/2005

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1212094

Preferred Term Severity Report Description Treatment
Overdose Caused or 

prolonged 
inpatient 
hospitalisation

Patient overdosed on Clopine.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 492 of 632

Case Number: Gender:
0.00Weight:29/09/2005

15/09/2005
Causality possibleUnknown
20/09/1967DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

29/09/2005 Electrocardiograph
y

ST elevation, V2 and V3 changes.

Laboratory Investigations:

37Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 137.5

CLOZARIL (Suspected)

18/03/2004

Reason:

Hospitalisation: Required a specialist consultation

Report Details:
Seq: 1212103

Preferred Term Severity Report Description Treatment
Fatigue

The patient presented with fatigue, was 
pale

Electrocardiogram abnormal The patient presented with fatigue. was 
pale and electrocardiogram abnormal.

Pallor



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 493 of 632

Case Number: Gender:
0.00Weight:

Received Clozaril for the first time from May to Aug 2000.  Patient was given approx 250 mg Clozaril on 1 Sept 2005 on a flight 
back to Australia.

04/10/2005

01/09/2005
Causality possibleUnknown
23/03/1981DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

04/10/2005 Creatine 
phosphokinase

<201 01/09/2005 254
04/10/2005 Electrocardiograph

y
Telemetry showed ECG changes, sinus tachycardia, elevated 
CK, elevated LDH.

Laboratory Investigations:

24Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

CHLORPROMAZINE HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

DIAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

RISPERIDONE (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram OralTablet 225.0

CLOZARIL (Suspected)

31/08/2005 01/09/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1212150

Preferred Term Severity Report Description Treatment
Electrocardiogram abnormal Patient experienced ECG changes, sinus 

tachycardia, elevated CK, elevated LDH 
and agitation.

Agitation
Blood creatine phosphokinase increased
Blood lactate dehydrogenase increased
Sinus tachycardia



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 494 of 632

Case Number: Gender:
0.00Weight:05/10/2005

16/09/2005
Causality possibleDeath, maybe drug 16/09/2005
02/02/1969DOB:

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:

Milligram Daily OralTablet 400.0

CLOPINE (Suspected)

12/04/2005 16/09/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1212182

Preferred Term Severity Report Description Treatment
Death Caused or 

prolonged 
inpatient 
hospitalisation

Patient died of unknown cause.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 495 of 632

Case Number: Gender:
0.00Weight:05/10/2005

19/09/2005
Causality possibleDeath, maybe drug 19/09/2005
02/08/1953DOB:

Causality:

M
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 275.0

CLOPINE (Suspected)

08/10/2003 19/09/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1212191

Preferred Term Severity Report Description Treatment
Myocardial ischaemia Death Patient died while on Clopine of unknown 

cause.
Anxiety Death
Myocardial infarction Death
Panic attack Death
Tachycardia Death



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 496 of 632

Case Number: Gender:
0.00Weight:

Febrile convulsion as infant

06/10/2005

26/08/2005
Causality possibleUnknown
24/09/1980DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

06/10/2005 Electroencephalog
raphy

alpha activity at 8cps was symmetrical and attenuated on eye 
opening. Widespread slow activity was intermixed at 2-6cps. 
Generalised paroxysmal episodes of synchronous and 
symmetrical 3-4cps higher amplitude alow activity seen at reat, 
accompanied by very low amplitude bilateral spikes which were 
more prominent bifrontally. Cardiac rhythm strip;tachycarida 120 
rising to 132 with hyperventilation

06/10/2005 Neutrophils 28/11/2005 1.42

Laboratory Investigations:

24Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZARIL (Suspected)

25/07/2005 15/09/2005 0

Reason:

Stopped:Started:Batch:

Milligram Daily15.0

OLANZAPINE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1212267

Preferred Term Severity Report Description Treatment
Convulsion Patient experienced a seizure and showed 

changes on electroencephalogram 
indicative of abnormal generalised 
epilepsy.  Also developed neutropenia and 
leucopenia.

Patient weaned off Olanzapine 
slowly. Sodium valproate as 
anticonvulsant

Leukopenia
Neutropenia



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 497 of 632

Case Number: Gender:
0.00Weight:

Febrile convulsion as infant

06/10/2005

26/08/2005
Causality possibleUnknown
24/09/1980DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

06/10/2005 Serum drug level Sep 2005, Clozapine level 890 ng/ml and Sep 2005 Clozapine 
level 460 ng/ml.

06/10/2005 White blood cells 28/11/2005 3.30

Laboratory Investigations:

24Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZARIL (Suspected)

25/07/2005 15/09/2005 0

Reason:

Stopped:Started:Batch:

Milligram Daily15.0

OLANZAPINE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1212267



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 498 of 632

Case Number: Gender:
0.00Weight:06/10/2005

17/08/2005
Causality possibleRecovered
04/12/1929DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

06/10/2005 C-Reactive Protein CRP was raised 177.5 mg/L

Laboratory Investigations:

75Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

ATENOLOL (Other drug) Reason:

Stopped:Started:Batch:

ALLOPURINOL (Other drug) Reason:

Stopped:Started:Batch:

MIRTAZAPINE (Other drug) Reason:

Stopped:Started:Batch:

QUETIAPINE (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1212270

Preferred Term Severity Report Description Treatment
Pneumonia Patient ceased Clopine treatment due to 

developing pneumonia and experiencing a 
small rise in troponin levels which settled 
within 24 hours.

Clopine ceased.

C-reactive protein increased
Troponin increased



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 499 of 632

Case Number: Gender:
0.00Weight:06/10/2005

17/08/2005
Causality possibleRecovered
04/12/1929DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

75Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

CLOPINE (Suspected)

02/08/2005 05/09/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1212270



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 500 of 632

Case Number: Gender:
0.00Weight:06/10/2005

06/09/2005
Causality possibleUnknown
22/02/1979DOB:

Causality:

M
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:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected)

16/08/2005 07/09/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1212279

Preferred Term Severity Report Description Treatment
Blood creatine phosphokinase increased 232
Myocarditis Patient experienced myocarditis shortly 

after commencing Clozaril.   
Initially reported that patient experienced 
endocarditis shortly after commencing 
Clozaril.

Clozaril discontinued. 
Switched to another 
antipsychotic medication.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 501 of 632

Case Number: Gender:
0.00Weight:07/10/2005

10/09/2005
Causality possibleRecovered
01/06/1960DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

45Age:

Additional Information:

Medicine Details:
Asthma

Stopped:Started:Batch:

InhalationInhalation

FLUTICASONE PROPIONATE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Oral150.0

CHLORPROMAZINE HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

InhalationInhalation

SALBUTAMOL (Other drug) Reason:

Stopped:Started:Batch:

Milligram700.0

SODIUM VALPROATE (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1212295

Preferred Term Severity Report Description Treatment
Body temperature increased Patient experienced decreased 

haemoglobin and increased temperature.
Clopine ceased.

Blood pressure increased
Haemoglobin decreased
Renal impairment
Tremor



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 502 of 632

Case Number: Gender:
0.00Weight:07/10/2005

10/09/2005
Causality possibleRecovered
01/06/1960DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

45Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Oral

COVERSYL PLUS (Other drug) Reason:

Myxedema

Stopped:Started:Batch:

Milligram Daily50.0

THYROXINE SODIUM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

CLOPINE (Suspected)

19/08/2005 14/09/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1212295



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 503 of 632

Case Number: Gender:
0.00Weight:07/10/2005

11/09/2005
Causality possibleRecovered
24/09/1987DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

17Age:

Additional Information:

Medicine Details:
Anxiety neurosis

Stopped:Started:Batch:

Milligram OralTablet 4.0

PAXAM (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

CLOPINE (Suspected)

01/09/2005 11/09/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1212297

Preferred Term Severity Report Description Treatment
Blood pressure diastolic increased Patient experienced high blood pressure 

while on Clopine.
Clopine ceased.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 504 of 632

Case Number: Gender:
0.00Weight:07/10/2005

Causality possibleUnknown
03/12/1973DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

07/10/2005 Pharmacokinetics (Date not specified) Clozapine level:800ng/ml  
(Date not specified) Clozapine level:350 ng/ml  
(Date not specified) Clozapine level:99 ng/ml.

Laboratory Investigations:

31Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 750.0

CLOZARIL (Suspected)

22/04/2004 Contin

Reason:

Hospitalisation:

Report Details:
Seq: 1212311

Preferred Term Severity Report Description Treatment
Drug level decreased Caused or 

prolonged 
inpatient 
hospitalisation

The patient was hospitalised due to a 
deterioration in mental state, and was 
found with extra tablets and suspected to 
be non-compliant. The patient had also 
started smoking approximately over the 
time period of the drop in clozapine levels 
from 600 ng/ml to 350 ng/ml.  However, no 
further changed in smoking had occurred 
to account for further drop over the next 
month to 99 ng/ml. Patient had also been 
losing weight since being in hospital 
(possibly due to the change in diet).



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 505 of 632

Case Number: Gender:
0.00Weight:07/10/2005

Causality possibleUnknown
03/12/1973DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

31Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 750.0

CLOZARIL (Suspected)

22/04/2004 Contin

Reason:

Hospitalisation:

Report Details:
Seq: 1212311

Preferred Term Severity Report Description Treatment
Mental impairment Caused or 

prolonged 
inpatient 
hospitalisation

Treatment noncompliance Caused or 
prolonged 
inpatient 
hospitalisation

Weight decreased Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 506 of 632

Case Number: Gender:
0.00Weight:

Report 204636 is the first sequence to this report.

07/10/2005

Causality possibleUnknown
17/02/1945DOB:

Causality:

M
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 OralTablet 50.0

CLOPINE (Suspected)

10/12/2004 19/09/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1212321

Preferred Term Severity Report Description Treatment
Lower respiratory tract infection Patient developed chest infection whilst on 

Clopine.
Patient stopped Clopine.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 507 of 632

Case Number: Gender:
0.00Weight:10/10/2005

24/09/2005
Causality possibleDeath, maybe drug 24/09/2005
20/05/1968DOB:

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 500.0

CLOPINE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1212349

Preferred Term Severity Report Description Treatment
Respiratory failure Death Patient died due to respiratory failure.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 508 of 632

Case Number: Gender:
0.00Weight:12/10/2005

Causality possibleNot yet recovered
16/08/1964DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

41Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 125.0

CLOPINE (Suspected)

21/07/2005 Continuing.

Reason:

Hospitalisation:

Report Details:
Seq: 1212466

Preferred Term Severity Report Description Treatment
Tachycardia The patient experienced tachycardia whilst 

on Clopine treatment.Echocardiogram was 
normal but ECG showed sinus tachycardia



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 509 of 632

Case Number: Gender:
0.00Weight:13/10/2005

15/09/2005
Causality possibleUnknown
21/06/1980DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

13/10/2005 C-Reactive Protein 27/09/2005 31
13/10/2005 Echocardiogram 27/09/05 - Echocardiogram:  normal apart from sinus 

tachycardia.

13/10/2005 Troponin 26/09/2005 0.21 Troponin I.
13/10/2005 Troponin 27/09/2005 0.03 Troponin I.

Laboratory Investigations:

25Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 350.0

CLOZARIL (Suspected)

30/01/2005 27/09/2005 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1212519

Preferred Term Severity Report Description Treatment
Troponin I increased Caused or 

prolonged 
inpatient 
hospitalisation

Patient experienced palpitations, elevated 
Tropin, C-reative protein increased.

Clozaril ceased.

C-reactive protein increased Caused or 
prolonged 
inpatient 
hospitalisation

Sinus tachycardia Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 510 of 632

Case Number: Gender:
0.00Weight:14/10/2005

12/07/2004
Causality possibleNot yet recovered
02/02/1956DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

14/10/2005 ALT = SGPT <51 12/08/2005 334
14/10/2005 AST = SGOT <41 12/08/2005 148
14/10/2005 Calcium 12/08/2005 2.66
14/10/2005 GGT = SGGT = 

GGTP
<50 12/08/2005 248

14/10/2005 Magnetic 
Resonance 
Imaging

17 August 2005: Ventricular system mildly prominent for age: 
mild cerebral volume loss for age.

14/10/2005 Neutrophils 17/09/1996 1.5

Laboratory Investigations:

48Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet

PAROXETINE HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

Oral

SODIUM VALPROATE (Suspected) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZARIL (Suspected)

01/07/2004 10/08/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1212594

Preferred Term Severity Report Description Treatment
Neutropenia Patient experienced headaches, vomiting 

and nausea, weight gain, was noted to 
have neutropenia, mild cerebral volume 
loss of age - cerebral atrophy, memory 
loss, fatty liver, cholestasis, 
hypercalcaemia and agranulocytosis.

Clozaril ceased and restarted. 
Sodium Valproate ceased.

Agranulocytosis
Cerebral atrophy
Cholestasis
Drug ineffective
Headache
Hepatic steatosis



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 511 of 632

Case Number: Gender:
0.00Weight:14/10/2005

12/07/2004
Causality possibleNot yet recovered
02/02/1956DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

14/10/2005 Neutrophils 09/08/2005 1.6
14/10/2005 Other data An upper abdomen ultrasound on 14 July 2005 showed 

hyperechoic parenchymal appearances in the liver, perhaps due 
to fatty alteration in the liver or hepatic parenchymal 
abnormality. The conclusion was hepatic steatosis.

14/10/2005 Other data 30-120 12/08/2005 170 Alk. Phos.

Laboratory Investigations:

48Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet

PAROXETINE HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

Oral

SODIUM VALPROATE (Suspected) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOZARIL (Suspected)

01/07/2004 10/08/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1212594

Preferred Term Severity Report Description Treatment
Hypercalcaemia
Memory impairment
Psychotic disorder



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 512 of 632

Case Number: Gender:
0.00Weight:17/10/2005

15/08/2005
Causality possibleUnknown
27/01/1949DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

17/10/2005 Echocardiogram Parameter: TRANSTHORACIC ECHOCARDIOGRAM  
Value: mild left ventricular hypertrophy.

Laboratory Investigations:

56Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOPINE (Suspected)

01/01/2002 0

Reason:

Hospitalisation:

Report Details:
Seq: 1212628

Preferred Term Severity Report Description Treatment
Left ventricular hypertrophy The patient experienced mild left 

ventricular hypertrophy.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 513 of 632

Case Number: Gender:
0.00Weight:17/10/2005

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

99uAge:

Additional Information:

Medicine Details:
Unspecified neurosis

Stopped:Started:Batch:

Oral

EPILIM (Suspected)

0

Reason:

Unspecified neurosis

Stopped:Started:Batch:

OralTablet

CLOZARIL (Suspected)

0

Reason:

Hospitalisation:

Report Details:
Seq: 1212640

Preferred Term Severity Report Description Treatment
Hepatomegaly The patient experienced abnormal white 

cell counts and "low platelets and enlarged 
liver".

All medications ceased.

Platelet count decreased



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 514 of 632

Case Number: Gender:
0.00Weight:18/10/2005

13/05/2005
Causality possibleNot yet recovered
06/04/1980DOB:

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 25.0

CLOZAPINE (Suspected)

11/05/2005 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1212658

Preferred Term Severity Report Description Treatment
Tachycardia Caused or 

prolonged 
inpatient 
hospitalisation

When Clozapine therapy was increased to 
50mg daily the patient experienced 
tachycardia. When Clozaipine was taken 
at 100mg daily the patient experienced a 
temperature of 38.8C.

Clozapine withheld.

Pyrexia Caused or 
prolonged 
inpatient 
hospitalisation

Therapy regimen changed Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 515 of 632

Case Number: Gender:
0.00Weight:18/10/2005

13/08/2005
Causality possibleUnknown
17/12/1955DOB:

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 Oral2.0

BENZTROPINE MESYLATE (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

CLOPINE (Suspected)

01/01/2002 Continuing.

Reason:

Hospitalisation:

Report Details:
Seq: 1212661

Preferred Term Severity Report Description Treatment
Electrocardiogram T wave amplitude decreased The patient experienced T wave flattening.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 516 of 632

Case Number: Gender:
81.00Weight:26/10/2005

26/09/2005
Causality probableRecovered 26/10/2005
05/12/1938DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

66Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram800.0

SODIUM VALPROATE (Other drug)

12/08/2005 0

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 112.5

CLOZARIL (Suspected)

07/09/2005 26/09/2005 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1212868

Preferred Term Severity Report Description Treatment
Myocarditis Patient experienced myocarditis, low 

grade fever, raised troponin and raised 
eosinophils.

Treatment included 
prednisolone. Clozaril 
discontinued

Diarrhoea Caused or 
prolonged 
inpatient 
hospitalisation

Electrocardiogram abnormal Caused or 
prolonged 
inpatient 
hospitalisation

Eosinophil count increased



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 517 of 632

Case Number: Gender:
81.00Weight:26/10/2005

26/09/2005
Causality probableRecovered 26/10/2005
05/12/1938DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

66Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram800.0

SODIUM VALPROATE (Other drug)

12/08/2005 0

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 112.5

CLOZARIL (Suspected)

07/09/2005 26/09/2005 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1212868

Preferred Term Severity Report Description Treatment
Pyrexia
Troponin increased



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 518 of 632

Case Number: Gender:
0.00Weight:26/10/2005

09/11/2004
Causality possibleUnknown
12/05/1963DOB:

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 25.0

CLOZARIL (Suspected)

07/02/2003 04/10/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1212877

Preferred Term Severity Report Description Treatment
Diabetes mellitus non-insulin-dependent The patient was diagnosed with 

non-insulin dependent diabetes mellitus 
after commencing Clozaril.

Included education, diet, 
weight loss program, and 
increasing the quetiapine 
dose. Clozaril was withdrawn 
slowly over months, and 
ceased



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 519 of 632

Case Number: Gender:
0.00Weight:26/10/2005

10/10/2005
Causality possibleRecovered
30/05/1989DOB:

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:

CLONAZEPAM (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOPINE (Suspected)

23/09/2003

Reason:

Hospitalisation:

Report Details:
Seq: 1212893

Preferred Term Severity Report Description Treatment
Convulsion The patient missed two days of her 

Clonazepam therapy. On 10 October 2005 
she took a lunch time dose and 
subsequently had a fit, described by her 
family as follows - she walked around in a 
circle, eyes rolling back, fell and hit her 
head but remained conscious.

Drug withdrawal syndrome



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 520 of 632

Case Number: Gender:
0.00Weight:27/10/2005

30/07/2002
Causality possibleUnknown
09/11/1975DOB:

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:

Milligram Daily OralTablet 550.0

CLOZARIL (Suspected)

04/10/1996 11/07/2005

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1212908

Preferred Term Severity Report Description Treatment
Neutropenia Caused or 

prolonged 
inpatient 
hospitalisation

Chronic immune neutropenia. ocurred 
again on 6/02/2006



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 521 of 632

Case Number: Gender:
0.00Weight:27/10/2005

30/07/2002
Causality possibleUnknown
09/11/1975DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

26Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 550.0

CLOZARIL (Suspected)

04/10/1996 11/07/2005

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1212908

Preferred Term Severity Report Description Treatment
Agitation Caused or 

prolonged 
inpatient 
hospitalisation

Patient experienced intermittent 
neutropenia and thrombocytopenia over 
several years of Clozaril treatment. 
Following the cessation of Clozaril patient 
also experienced a deterioration in her 
psychiatric and mental condition with 
agitation, inappropriate affect, apathy, 
social avoidant behaviour, memory 
impairment, cholinergic rebound 
symptoms and difficulty sleeping. Prior to 
ceaseing Clozaril the patient had also had 
had a throat infection and was receiving 
antibiotics.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 522 of 632

Case Number: Gender:
0.00Weight:27/10/2005

30/07/2002
Causality possibleUnknown
09/11/1975DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

26Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 550.0

CLOZARIL (Suspected)

04/10/1996 11/07/2005

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1212908

Preferred Term Severity Report Description Treatment
Apathy Caused or 

prolonged 
inpatient 
hospitalisation

Atrial hypertrophy Caused or 
prolonged 
inpatient 
hospitalisation

Cholinergic syndrome Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 523 of 632

Case Number: Gender:
0.00Weight:27/10/2005

30/07/2002
Causality possibleUnknown
09/11/1975DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

26Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 550.0

CLOZARIL (Suspected)

04/10/1996 11/07/2005

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1212908

Preferred Term Severity Report Description Treatment
Inappropriate affect Caused or 

prolonged 
inpatient 
hospitalisation

Insomnia Caused or 
prolonged 
inpatient 
hospitalisation

Leukopenia Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 524 of 632

Case Number: Gender:
0.00Weight:27/10/2005

30/07/2002
Causality possibleUnknown
09/11/1975DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

26Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 550.0

CLOZARIL (Suspected)

04/10/1996 11/07/2005

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1212908

Preferred Term Severity Report Description Treatment
Memory impairment Caused or 

prolonged 
inpatient 
hospitalisation

Pharyngitis Caused or 
prolonged 
inpatient 
hospitalisation

Social avoidant behaviour Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 525 of 632

Case Number: Gender:
0.00Weight:27/10/2005

30/07/2002
Causality possibleUnknown
09/11/1975DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

26Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 550.0

CLOZARIL (Suspected)

04/10/1996 11/07/2005

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1212908

Preferred Term Severity Report Description Treatment
Thrombocytopenia Caused or 

prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 526 of 632

Case Number: Gender:
0.00Weight:27/10/2005

11/10/2005
Causality possibleDeath, maybe drug 11/10/2005
21/09/1972DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

33Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram225.0

VENLAFAXINE HYDROCHLORIDE (Other drug) Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Oral200.0

AMISULPRIDE (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 350.0

CLOPINE (Suspected)

30/08/2005 11/10/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1212927

Preferred Term Severity Report Description Treatment
Completed suicide Death The patient committed suicide by hanging 

himself.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 527 of 632

Case Number: Gender:
0.00Weight:27/10/2005

19/08/2005
Causality probableRecovered
30/03/1970DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

27/10/2005 C-Reactive Protein Aug 2005:  C-reactive protein - 233.
27/10/2005 Lymphocytes 1.0-4.0 22/08/2005 0.3
27/10/2005 Monocytes 0.2-1.0 22/08/2005 0.1
27/10/2005 Platelets 150-400 22/08/2005 46 Date unknown:  Pre-treatment - 157.

Laboratory Investigations:

35Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

LAMOTRIGINE (Other drug) Reason:

Stopped:Started:Batch:

SODIUM VALPROATE (Other drug) Reason:

Stopped:Started:Batch:

OLANZAPINE (Other drug) Reason:

Unspecified neurosis

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected)

11/08/2005 22/08/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1212931

Preferred Term Severity Report Description Treatment
C-reactive protein increased The patient experienced 

thrombocytopenia, raised C-reactive 
protein, low lymphocytes, low monocytes, 
was febrile and lethargic, and had a cough 
less than 12 days after commencing 
Clozaril. She was diagnosed with a 
possible chest/respiratory sepsis.

Commenced Timentin, 
Gentamycin, IV fluids and 
antibiotics. Clozaril ceased.

Lymphopenia
Monocytopenia
Sepsis
Thrombocytopenia



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 528 of 632

Case Number: Gender:
64.00Weight:27/10/2005

06/09/2005
Causality possibleUnknown
10/04/1979DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

27/10/2005 Echocardiogram Echocrdiogram dated 06 Sep 2005 to have some left ventricular 
dysfunction (mildly reduced systolic function, trivial pulmonary 
and tricuspid regurgitation, and mildly hypokinetic mid-distal 
anterior and lateral walls.

Laboratory Investigations:

26Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

ZOLOFT (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 450.0

CLOZARIL (Suspected)

19/02/2004 Continuing.

Reason:

Hospitalisation:

Report Details:
Seq: 1212932

Preferred Term Severity Report Description Treatment
Left ventricular dysfunction Despite Clozaril therapy the patient still 

had symptoms of schizophrenia present - 
marked thought disorder, poverty of 
thought, blunted affect, auditory 
hallucinations and psychosocial decline, 
was noted on echocardiogram dated 6 
September 2005 to have some left 
ventricular dysfunction (mildly reduced 
systolic function, trivial pulmonary and 
tricuspid regurgitation, and mildly 
hypokinetic mid-distal anterior and lateral 
walls) and was noted on 
electrocardiogram to have minimal ST 
elevation.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 529 of 632

Case Number: Gender:
64.00Weight:27/10/2005

06/09/2005
Causality possibleUnknown
10/04/1979DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

26Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

ZOLOFT (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 450.0

CLOZARIL (Suspected)

19/02/2004 Continuing.

Reason:

Hospitalisation:

Report Details:
Seq: 1212932

Preferred Term Severity Report Description Treatment
Drug ineffective
Electrocardiogram ST segment elevation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:46PM Database: pusime02 ADRS004 Page 530 of 632

Case Number: Gender:
0.00Weight:

Historical conditions - One prior convulsion in 2002.

28/10/2005

18/08/2005
Causality possibleRecovered
03/10/1973DOB:

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:

AMITRIPTYLINE HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

01/07/2005 28/08/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1212953

Preferred Term Severity Report Description Treatment
Convulsion The patient experienced seizures while 

receiving Clozaril.
Clozaril ceased.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 531 of 632

Case Number: Gender:
0.00Weight:31/10/2005

Causality possibleUnknown
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

27YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OralTablet

CLOPINE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1213010

Preferred Term Severity Report Description Treatment
Hypertension The patient is suffering from acute 

hypertension, BP 190/110.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 532 of 632

Case Number: Gender:
0.00Weight:01/11/2005

Causality possibleUnknown
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

43YAge:

Additional Information:

Medicine Details:
Unspecified neurosis

Stopped:Started:Batch:

OralTablet

CLOZAPINE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1213035

Preferred Term Severity Report Description Treatment
Aphasia The patient experienced progressive 

extrapyramidal movement disorder and 
facial twitching during attempts to speak. 
He was persistently slow in his 
movements and speech, withdrawn, 
stooped in posture, with reduced facial 
expression and blink rate, had mild 
akathisia on standing, his expressive 
language is abnormal, with paraphrasic 
errors and effortful speech. He performed 
poorly with simple calculation and was 
unable to remember any of three objects 
at 3 minutes. He had generalised 
bradykinesia and ...



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 533 of 632

Case Number: Gender:
0.00Weight:01/11/2005

Causality possibleUnknown
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

43YAge:

Additional Information:

Medicine Details:
Unspecified neurosis

Stopped:Started:Batch:

OralTablet

CLOZAPINE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1213035

Preferred Term Severity Report Description Treatment
... limb rigidity. The reflexes were 
symmetrically brisk and the plantar 
responses were equivocal. During speech, 
he developed myoclonus of the right lower 
side of his face.

Akathisia
Catatonia
Muscle rigidity
Myoclonus



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 534 of 632

Case Number: Gender:
0.00Weight:

History:  Treatment resistant schizophrenia, pre-existing borderline intellectual disability, chilhood spilepsy and major depression.

04/11/2005

01/06/2004
Causality possibleNot yet recovered
02/04/1983DOB:

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 800.0

CLOPINE (Suspected)

22/02/2003 01/06/2004 0

Reason:

Hospitalisation:

Report Details:
Seq: 1213098

Preferred Term Severity Report Description Treatment
Convulsion
Neutropenia



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 535 of 632

Case Number: Gender:
0.00Weight:04/11/2005

01/10/2005
Causality possibleUnknown
22/02/1978DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

27Age:

Additional Information:

Medicine Details:
Contraception

Stopped:Started:Batch:

SubcutaneousInjection

DEPO-PROVERA (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOPINE (Suspected)

09/10/2003 0

Reason:

Hospitalisation:

Report Details:
Seq: 1213100

Preferred Term Severity Report Description Treatment
Tachycardia The patient's heart beat has increased to a 

rate of 100 - 150 bpm.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 536 of 632

Case Number: Gender:
0.00Weight:

Patient also taking Maxolon and Thyroxine.

04/11/2005

22/09/2005
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

45YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OLANZAPINE (Other drug) Reason:

Stopped:Started:Batch:

CARBAMAZEPINE (Other drug) Reason:

Stopped:Started:Batch:

SODIUM VALPROATE (Other drug) Reason:

Stopped:Started:Batch:

CHLORPROMAZINE HYDROCHLORIDE (Other drug) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1213116

Preferred Term Severity Report Description Treatment
Anaemia Caused or 

prolonged 
inpatient 
hospitalisation

The patient experienced anaemia, tremor, 
increased blood pressure and reduced 
renal function - rapid deterioration.

Given 2 litre blood, transferred 
to Perth Hospital.

Blood pressure increased Caused or 
prolonged 
inpatient 
hospitalisation

Tremor Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 537 of 632

Case Number: Gender:
0.00Weight:

Patient also taking Maxolon and Thyroxine.

04/11/2005

22/09/2005
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

45YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

FLIXOTIDE (Other drug) Reason:

Stopped:Started:Batch:

SALBUTAMOL (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZAPINE (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1213116



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 538 of 632

Case Number: Gender:
0.00Weight:

Patient also taking Parachoc.

04/11/2005

18/10/2005
Causality possibleNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

04/11/2005 Prolactin 4700

Laboratory Investigations:

38YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

CLOMIPRAMINE HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

CLONAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

LACTULOSE (Other drug) Reason:

Stopped:Started:Batch:

SODIUM VALPROATE (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1213117

Preferred Term Severity Report Description Treatment
Galactorrhoea Caused or 

prolonged 
inpatient 
hospitalisation

The patient was lactating. Amisulpride dose reduced.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 539 of 632

Case Number: Gender:
0.00Weight:

Patient also taking Parachoc.

04/11/2005

18/10/2005
Causality possibleNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

38YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

COLOXYL WITH SENNA (Other drug) Reason:

Stopped:Started:Batch:

ASCORBIC ACID (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily Oral800.0

SOLIAN (Suspected)

08/10/2005

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZAPINE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1213117



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 540 of 632

Case Number: Gender:
0.00Weight:

History: 26 year history of schizophrenia; depression; subdural haemorrhage; previously on clozapine (1995).

08/11/2005

Causality possibleUnknown
04/08/1946DOB:

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:

20.0

CITALOPRAM HYDROBROMIDE (Other drug) Reason:

Stopped:Started:Batch:

SODIUM VALPROATE (Other drug) Reason:

Stopped:Started:Batch:

CLONAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOPINE (Suspected)

05/10/2004

Reason:

Hospitalisation:

Report Details:
Seq: 1213222

Preferred Term Severity Report Description Treatment
Atrioventricular block first degree Patient experienced a sinus rhythm with a 

query first degree AV block whilst on 
Clopine.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 541 of 632

Case Number: Gender:
0.00Weight:

Current condition - epilepsy.

09/11/2005

14/10/2005
Causality possibleRecovered
31/07/1958DOB:

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:

Milligram Daily OralTablet 600.0

CLOZARIL (Suspected)

21/09/2001 0

Reason:

Hospitalisation:

Report Details:
Seq: 1213241

Preferred Term Severity Report Description Treatment
Convulsion Caused or 

prolonged 
inpatient 
hospitalisation

Patient suffered seizures.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 542 of 632

Case Number: Gender:
0.00Weight:09/11/2005

Causality possibleNot yet recovered
02/04/1943DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

09/11/2005 Computerised 
axial tomography

Ct scan and venogram showed a large bladder.
09/11/2005 Neutrophils 12/11/2003 3.85
09/11/2005 Neutrophils 28/07/2005 1.5
09/11/2005 Neutrophils 27/07/2005 1.4
09/11/2005 White blood cells 12/11/2005 5.59
09/11/2005 White blood cells 27/07/2005 2.90
09/11/2005 White blood cells 28/07/2005 3.6

Laboratory Investigations:

62Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

12/11/2003

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1213246

Preferred Term Severity Report Description Treatment
Neutropenia Caused or 

prolonged 
inpatient 
hospitalisation

Patient developed neutropenia, oedema 
peripheral, abdominal distension, 
prostatism, white blood cell count 
decreased and sore throat. Patient also 
suffered a deterioration in his mental state 
following cessation of Clozaril.

Clozaril ceased.

Abdominal distension Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 543 of 632

Case Number: Gender:
0.00Weight:09/11/2005

Causality possibleNot yet recovered
02/04/1943DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

62Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

12/11/2003

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1213246

Preferred Term Severity Report Description Treatment
Oedema peripheral Caused or 

prolonged 
inpatient 
hospitalisation

Pharyngolaryngeal pain Caused or 
prolonged 
inpatient 
hospitalisation

Prostatism Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 544 of 632

Case Number: Gender:
0.00Weight:09/11/2005

Causality possibleNot yet recovered
02/04/1943DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

62Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

12/11/2003

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1213246

Preferred Term Severity Report Description Treatment
White blood cell count decreased Caused or 

prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 545 of 632

Case Number: Gender:
0.00Weight:

Concomitant diesease: Ceullulitis of legs, leg oedema. ALcohol dependence, gout

09/11/2005

21/10/2005
Causality possibleUnknown
24/02/1959DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

09/11/2005 Echocardiogram Hypokinesia of the inferior septum
09/11/2005 Troponin 22/10/2005 1.33
09/11/2005 Troponin 23/10/2005 0.58
09/11/2005 Troponin 21/10/2005 0.47

Laboratory Investigations:

46Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

OLANZAPINE (Other drug) Reason:

Stopped:Started:Batch:

DIAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

THIAMINE (Other drug) Reason:

Stopped:Started:Batch:

ZYPREXA (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1213263

Preferred Term Severity Report Description Treatment
Troponin increased Caused or 

prolonged 
inpatient 
hospitalisation

Patient experienced an increase in 
troponin levels and temperature. The 
patients body temperature got as high as 
38.9.

Admitted to CCU for 1 day.

Body temperature increased Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 546 of 632

Case Number: Gender:
0.00Weight:

Concomitant diesease: Ceullulitis of legs, leg oedema. ALcohol dependence, gout

09/11/2005

21/10/2005
Causality possibleUnknown
24/02/1959DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

46Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOPINE (Suspected)

03/10/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1213263



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 547 of 632

Case Number: Gender:
76.00Weight:09/11/2005

12/10/2005
Causality possibleRecovered
12/05/1971DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

09/11/2005 Neutrophils 12/10/2005 1.48
09/11/2005 Neutrophils 12/10/2005 2.80
09/11/2005 Neutrophils 22/10/2005 2.99
09/11/2005 Neutrophils 19/10/2005 2.99
09/11/2005 White blood cells 12/10/2005 4.14
09/11/2005 White blood cells 12/10/2005 6.34
09/11/2005 White blood cells 19/10/2005 5.87

Laboratory Investigations:

34Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

CLOPINE (Suspected)

21/07/2004

Reason:

Hospitalisation:

Report Details:
Seq: 1213268

Preferred Term Severity Report Description Treatment
Neutropenia The patient's blood test returned with 

neutrophils in the "red" range. Two hours 
later gave normal results which have been 
maintained since.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 548 of 632

Case Number: Gender:
76.00Weight:09/11/2005

12/10/2005
Causality possibleRecovered
12/05/1971DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

09/11/2005 White blood cells 22/10/2005 6.29

Laboratory Investigations:

34Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

CLOPINE (Suspected)

21/07/2004

Reason:

Hospitalisation:

Report Details:
Seq: 1213268



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 549 of 632

Case Number: Gender:
0.00Weight:09/11/2005

Causality possibleUnknown
06/04/1973DOB:

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 300.0

CLOPINE (Suspected)

31/08/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1213275

Preferred Term Severity Report Description Treatment
Tachycardia Patient experienced tachycardia, heart 

rate got as high as 140 beats per minute 
and the drop in postural blood pressure 
was described as severe.

Orthostatic hypotension



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 550 of 632

Case Number: Gender:
0.00Weight:09/11/2005

23/10/2005
Causality possibleRecovered 26/10/2005
06/04/1979DOB:

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:

EPILIM (Other drug) Reason:

Stopped:Started:Batch:

EFEXOR (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

CLOZARIL (Suspected)

29/09/2005 23/10/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1213291

Preferred Term Severity Report Description Treatment
Platelet count decreased Cloaril recommenced 31/10/2005. 

Patient's platelet went down from 145 to 
83.

Troponin increased The patient experienced suspected 
myocarditis with chest pain, tachycardia, 
fever and raised troponin.

Clozaril ceased.

Chest pain
Myocarditis
Pyrexia
Tachycardia



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 551 of 632

Case Number: Gender:
0.00Weight:11/11/2005

Causality possibleRecovered 06/09/2005
06/06/1959DOB:

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

CLOZARIL (Suspected)

19/12/2001 06/09/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1213346

Preferred Term Severity Report Description Treatment
Cardiomyopathy Patient experienced cardiomyopathy 

suspected after commencing Clozaril.
Clozaril was discontinued.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 552 of 632

Case Number: Gender:
0.00Weight:

PMHx, Hypertension, Diabetes Mellitus, Increased cholesterol

14/11/2005

15/10/2005
Causality possibleRecovered
05/07/1968DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

14/11/2005 Creatine 
phosphokinase

360
14/11/2005 Troponin 24/10/2005 0.12
14/11/2005 White blood cells 24/10/2005 16 pre treatment 13.4

Laboratory Investigations:

37Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

EPILIM (Other drug) Reason:

Stopped:Started:Batch:

AVAPRO (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

CLOZARIL (Suspected)

10/10/2005 24/10/2005 0

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 45.0

Abilify (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1213368

Preferred Term Severity Report Description Treatment
Hypotension Caused or 

prolonged 
inpatient 
hospitalisation

The patient was hypotensive, pale, cold 
and sweaty, complaining of diarrhoea and 
with low Oxygen levels two weeks after 
commencing Clozaril. She also had mild 
renal failure secondary to dehydration.

Dehydration Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 553 of 632

Case Number: Gender:
0.00Weight:

PMHx, Hypertension, Diabetes Mellitus, Increased cholesterol

14/11/2005

15/10/2005
Causality possibleRecovered
05/07/1968DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

37Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

EPILIM (Other drug) Reason:

Stopped:Started:Batch:

AVAPRO (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

CLOZARIL (Suspected)

10/10/2005 24/10/2005 0

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 45.0

Abilify (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1213368

Preferred Term Severity Report Description Treatment
Diarrhoea Caused or 

prolonged 
inpatient 
hospitalisation

Drug ineffective Caused or 
prolonged 
inpatient 
hospitalisation

Hyperhidrosis Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 554 of 632

Case Number: Gender:
0.00Weight:

PMHx, Hypertension, Diabetes Mellitus, Increased cholesterol

14/11/2005

15/10/2005
Causality possibleRecovered
05/07/1968DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

37Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

EPILIM (Other drug) Reason:

Stopped:Started:Batch:

AVAPRO (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

CLOZARIL (Suspected)

10/10/2005 24/10/2005 0

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 45.0

Abilify (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1213368

Preferred Term Severity Report Description Treatment
Nasopharyngitis Caused or 

prolonged 
inpatient 
hospitalisation

Oxygen saturation decreased Caused or 
prolonged 
inpatient 
hospitalisation

Pallor Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 555 of 632

Case Number: Gender:
0.00Weight:14/11/2005

24/10/2005
Causality possibleDeath, maybe drug 24/10/2005
05/03/1952DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

53Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

CLOPINE (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1213382

Preferred Term Severity Report Description Treatment
Death Death Death unexplained.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 556 of 632

Case Number: Gender:
0.00Weight:

Further to the confirmation of grade 2 cardiomyopathy and the advice of the cardiologist on 26 Oct 2005, the Clozaril dose was 
reduced from 200mg/day to 150mg/day.  
History of : heavy cigarette smoker. drug dependance, Occasional THC use.

16/11/2005

17/05/2005
Causality possibleNot yet recovered
20/04/1973DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

16/11/2005 Echocardiogram An Echocardiogrem on 22/09/2005 had shown abnormal septal 
and atipical motion, resulting in reduced systolic function and 
mild global hypokinesis (left ventricle); appearing changed since 
Feb 2005. The echocardiogram had been repeated on 10 Oct 
2005, and this had shown mild global hypokinesis (left 
ventricle); unchanged since May 2005. A further 
electrocardiogram on 26 Oct 2005 showed sinus tachycardia.

Laboratory Investigations:

32Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected)

17/05/2005 23/08/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1213470

Preferred Term Severity Report Description Treatment
Cardiomyopathy The patient experienced an "indigestion" 

feeling at night, mild deterioration in his 
mental state and was diagnosed by a 
cardiologist with a grade 2 
cardiomyopathy, he had abnormal septal 
and apical motion, resulting in reduced 
systolic function and mild global 
hypokinesis and sinus tachycardia.

Clozaril dosage reduced from 
200mg daily to 150mg daily.

Drug level below therapeutic
Dyspepsia
Ventricular hypokinesia



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 557 of 632

Case Number: Gender:
0.00Weight:16/11/2005

28/10/2005
Causality possibleRecovered
12/05/1955DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

16/11/2005 C-Reactive Protein <8mg/L 29/10/2005 113
16/11/2005 Echocardiogram On 31 Oct 2005 echocardiogram showed Clozapine induced 

myocarditis and the left ventricle showed mild global 
hypokinesis in a setting of sinus tachycardia (heart rate 120 
bpm

16/11/2005 Troponin <0.1ug/L 28/10/2005 0.10
16/11/2005 Troponin <0.1ug/L 31/10/2005 0.33

Laboratory Investigations:

50Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

METFORMIN HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

PERINDOPRIL (Other drug) Reason:

Stopped:Started:Batch:

ERGOCALCIFEROL (Other drug) Reason:

Stopped:Started:Batch:

CALTRATE (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1213475

Preferred Term Severity Report Description Treatment
Echocardiogram abnormal Caused or 

prolonged 
inpatient 
hospitalisation

Present presented with myocarditis, 
sudden onset palpitations, tachycardia, 
sweating dyspnoea and lightheadedness, 
was also mildly febrile and had bilateral 
ankle oedema (pitting), white blood cell 
count increased, neutrophil count 
increased, eosinophil count increased, 
troponin I increased, C-reactive protein 
increased, red blood cell sedimentation 
rate abnormal, lymphocyte morphology 
abnormal.

Ceased Clozaril



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 558 of 632

Case Number: Gender:
0.00Weight:16/11/2005

28/10/2005
Causality possibleRecovered
12/05/1955DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

50Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

ATORVASTATIN (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected)

10/10/2005 28/10/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1213475

Preferred Term Severity Report Description Treatment
C-reactive protein increased Caused or 

prolonged 
inpatient 
hospitalisation

Dizziness Caused or 
prolonged 
inpatient 
hospitalisation

Dyspnoea Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 559 of 632

Case Number: Gender:
0.00Weight:16/11/2005

28/10/2005
Causality possibleRecovered
12/05/1955DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

50Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

METFORMIN HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

PERINDOPRIL (Other drug) Reason:

Stopped:Started:Batch:

ERGOCALCIFEROL (Other drug) Reason:

Stopped:Started:Batch:

CALTRATE (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1213475

Preferred Term Severity Report Description Treatment
Eosinophil count increased Caused or 

prolonged 
inpatient 
hospitalisation

Hyperhidrosis Caused or 
prolonged 
inpatient 
hospitalisation

Lymphocyte morphology abnormal Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 560 of 632

Case Number: Gender:
0.00Weight:16/11/2005

28/10/2005
Causality possibleRecovered
12/05/1955DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

50Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

ATORVASTATIN (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected)

10/10/2005 28/10/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1213475

Preferred Term Severity Report Description Treatment
Myocarditis Caused or 

prolonged 
inpatient 
hospitalisation

Neutrophil count increased Caused or 
prolonged 
inpatient 
hospitalisation

Oedema peripheral Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 561 of 632

Case Number: Gender:
0.00Weight:16/11/2005

28/10/2005
Causality possibleRecovered
12/05/1955DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

50Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

METFORMIN HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

PERINDOPRIL (Other drug) Reason:

Stopped:Started:Batch:

ERGOCALCIFEROL (Other drug) Reason:

Stopped:Started:Batch:

CALTRATE (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1213475

Preferred Term Severity Report Description Treatment
Palpitations Caused or 

prolonged 
inpatient 
hospitalisation

Red blood cell sedimentation rate abnormalCaused or 
prolonged 
inpatient 
hospitalisation

Sinus tachycardia Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 562 of 632

Case Number: Gender:
0.00Weight:16/11/2005

28/10/2005
Causality possibleRecovered
12/05/1955DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

50Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

ATORVASTATIN (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected)

10/10/2005 28/10/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1213475

Preferred Term Severity Report Description Treatment
Troponin I increased Caused or 

prolonged 
inpatient 
hospitalisation

Ventricular hypokinesia Caused or 
prolonged 
inpatient 
hospitalisation

White blood cell count increased Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 563 of 632

Case Number: Gender:
0.00Weight:

Current condition: hyperparathyroidism.

16/11/2005

15/11/2004
Causality possibleUnknown
28/06/1948DOB:

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:

BENZTROPINE MESYLATE (Other drug) Reason:

Stopped:Started:Batch:

ASPIRIN (Other drug) Reason:

Stopped:Started:Batch:

RAMIPRIL (Other drug) Reason:

Stopped:Started:Batch:

DIAFORMIN (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1213493

Preferred Term Severity Report Description Treatment
Weight decreased Patient with diabetes, had lost 14kg, had a 

body-mass index of 17, had experienced 
nausea, constipation, was drowsy and 
vague with moderate cognitive 
impairment.

Constipation
Mental impairment
Nausea



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 564 of 632

Case Number: Gender:
0.00Weight:

Current condition: hyperparathyroidism.

16/11/2005

15/11/2004
Causality possibleUnknown
28/06/1948DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

56Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

DIAMICRON (Other drug) Reason:

Stopped:Started:Batch:

LIPITOR (Other drug) Reason:

Stopped:Started:Batch:

NEXIUM (Other drug) Reason:

Stopped:Started:Batch:

ZANIDIP (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1213493



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 565 of 632

Case Number: Gender:
0.00Weight:

Current condition: hyperparathyroidism.

16/11/2005

15/11/2004
Causality possibleUnknown
28/06/1948DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

56Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

13/08/2004

Reason:

Hospitalisation:

Report Details:
Seq: 1213493



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 566 of 632

Case Number: Gender:
0.00Weight:

Clozapine was ceased temporarily then restarted with very slow titration.

17/11/2005

24/05/2005
Causality possibleRecovered
20/10/1982DOB:

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 OralTablet 400.0

QUETIAPINE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZAPINE (Suspected)

06/05/2005 24/05/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1213541

Preferred Term Severity Report Description Treatment
Dizziness The patient experienced dizziness, 

postural drop, malaise and fatigue.
Clozapine ceased temporarily. 
Restarted with very slow 
titration.

Fatigue
Malaise
Posture abnormal



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 567 of 632

Case Number: Gender:
0.00Weight:17/11/2005

Causality possibleUnknown
07/02/1981DOB:

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 200.0

CLOPINE (Suspected)

13/08/2004 04/11/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1213543

Preferred Term Severity Report Description Treatment
Myocarditis Patient developed myocarditis whilst 

taking Clopine.
Ceased Clopine.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 568 of 632

Case Number: Gender:
0.00Weight:21/11/2005

30/07/2005
Causality probableRecovered 06/08/2005

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

21/11/2005 C-Reactive Protein CRP - 157.
21/11/2005 Echocardiogram Echo - mild global LV hypokinesia.
21/11/2005 Erythrocyte 

sedimentation rate
ESR - 81.

21/11/2005 Fibrinogen Fibrinogen - 6.9.
21/11/2005 Troponin Trop - 5.4.

Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

CLOZAPINE (Suspected)

10/07/2005 04/08/2005

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1213619

Preferred Term Severity Report Description Treatment
Pyrexia Caused or 

prolonged 
inpatient 
hospitalisation

The patient developed low grade fever, 
tachycardia, hypotension and chest 
discomfort.

Chest discomfort Caused or 
prolonged 
inpatient 
hospitalisation

Hypotension Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 569 of 632

Case Number: Gender:
0.00Weight:21/11/2005

30/07/2005
Causality probableRecovered 06/08/2005

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

CLOZAPINE (Suspected)

10/07/2005 04/08/2005

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1213619

Preferred Term Severity Report Description Treatment
Myocarditis Caused or 

prolonged 
inpatient 
hospitalisation

Tachycardia Caused or 
prolonged 
inpatient 
hospitalisation

Troponin increased Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 570 of 632

Case Number: Gender:
0.00Weight:

Journal:  Australia & New Zealand Journal of Psychiatry.  
Author:  Sarma S, Ward W, O'Brien J, Frost ADJ.  
Title:  Severe hyponatraemia associated with desmopression nasal spray to threat Clozapine-induced nocturnal enuresis.  
Volume:  39(10), Year:  2005, Pages:  949.

21/11/2005

03/04/2004
Causality possibleRecovered
28/05/1956DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

21/11/2005 Other data Glasgow Coma Scale (GCS) 13, GCS dropped to 10.
21/11/2005 Serum drug level Clozapine level was 760 ug/L.
21/11/2005 Sodium 135-145. Sodium level on admission 140 mmol/l and 111 mmol/l.

Laboratory Investigations:

47Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily700.0

CLOZAPINE (Suspected) Reason:

Incontinence of urine

Stopped:Started:Batch:

Microgram Daily NasalSpray, nasal 10.0

DESMOPRESSIN (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1213620

Preferred Term Severity Report Description Treatment
Agitation Caused or 

prolonged 
inpatient 
hospitalisation

Patient began to experience episodes of 
nocturnal enuresis, he was commenced 
on desmopressin nasal spray, the 
following day he was observed to be 
behaving unusually, he was confused and 
extremely agitated, trying to remove his 
clothes and climbing in and out of bed with 
an unsteady gait. His speech was 
incomprehensiblel, on examination, he 
was diaphoretic and tachycardia with rapid 
respirations and a Glasgow Corna Scale 
of 13. His pupils and reflexes were 
sluggish and he was disorientated to 
person, place and time. He ...

Transferred to ICU and was 
sedated. Desmopressin was 
ceased.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 571 of 632

Case Number: Gender:
0.00Weight:

Journal:  Australia & New Zealand Journal of Psychiatry.  
Author:  Sarma S, Ward W, O'Brien J, Frost ADJ.  
Title:  Severe hyponatraemia associated with desmopression nasal spray to threat Clozapine-induced nocturnal enuresis.  
Volume:  39(10), Year:  2005, Pages:  949.

21/11/2005

03/04/2004
Causality possibleRecovered
28/05/1956DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

47Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily700.0

CLOZAPINE (Suspected) Reason:

Incontinence of urine

Stopped:Started:Batch:

Microgram Daily NasalSpray, nasal 10.0

DESMOPRESSIN (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1213620

Preferred Term Severity Report Description Treatment
... vomited several times. Sodium level 
111 mmol/L

Abnormal behaviour Caused or 
prolonged 
inpatient 
hospitalisation

Confusional state Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 572 of 632

Case Number: Gender:
0.00Weight:

Journal:  Australia & New Zealand Journal of Psychiatry.  
Author:  Sarma S, Ward W, O'Brien J, Frost ADJ.  
Title:  Severe hyponatraemia associated with desmopression nasal spray to threat Clozapine-induced nocturnal enuresis.  
Volume:  39(10), Year:  2005, Pages:  949.

21/11/2005

03/04/2004
Causality possibleRecovered
28/05/1956DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

47Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily700.0

CLOZAPINE (Suspected) Reason:

Incontinence of urine

Stopped:Started:Batch:

Microgram Daily NasalSpray, nasal 10.0

DESMOPRESSIN (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1213620

Preferred Term Severity Report Description Treatment
Disorientation Caused or 

prolonged 
inpatient 
hospitalisation

Enuresis Caused or 
prolonged 
inpatient 
hospitalisation

Gait disturbance Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 573 of 632

Case Number: Gender:
0.00Weight:

Journal:  Australia & New Zealand Journal of Psychiatry.  
Author:  Sarma S, Ward W, O'Brien J, Frost ADJ.  
Title:  Severe hyponatraemia associated with desmopression nasal spray to threat Clozapine-induced nocturnal enuresis.  
Volume:  39(10), Year:  2005, Pages:  949.

21/11/2005

03/04/2004
Causality possibleRecovered
28/05/1956DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

47Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily700.0

CLOZAPINE (Suspected) Reason:

Incontinence of urine

Stopped:Started:Batch:

Microgram Daily NasalSpray, nasal 10.0

DESMOPRESSIN (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1213620

Preferred Term Severity Report Description Treatment
Glasgow coma scale abnormal Caused or 

prolonged 
inpatient 
hospitalisation

Hyperhidrosis Caused or 
prolonged 
inpatient 
hospitalisation

Hyponatraemia Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 574 of 632

Case Number: Gender:
0.00Weight:

Journal:  Australia & New Zealand Journal of Psychiatry.  
Author:  Sarma S, Ward W, O'Brien J, Frost ADJ.  
Title:  Severe hyponatraemia associated with desmopression nasal spray to threat Clozapine-induced nocturnal enuresis.  
Volume:  39(10), Year:  2005, Pages:  949.

21/11/2005

03/04/2004
Causality possibleRecovered
28/05/1956DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

47Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily700.0

CLOZAPINE (Suspected) Reason:

Incontinence of urine

Stopped:Started:Batch:

Microgram Daily NasalSpray, nasal 10.0

DESMOPRESSIN (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1213620

Preferred Term Severity Report Description Treatment
Hyporeflexia Caused or 

prolonged 
inpatient 
hospitalisation

Incoherent Caused or 
prolonged 
inpatient 
hospitalisation

Polydipsia psychogenic Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 575 of 632

Case Number: Gender:
0.00Weight:

Journal:  Australia & New Zealand Journal of Psychiatry.  
Author:  Sarma S, Ward W, O'Brien J, Frost ADJ.  
Title:  Severe hyponatraemia associated with desmopression nasal spray to threat Clozapine-induced nocturnal enuresis.  
Volume:  39(10), Year:  2005, Pages:  949.

21/11/2005

03/04/2004
Causality possibleRecovered
28/05/1956DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

47Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily700.0

CLOZAPINE (Suspected) Reason:

Incontinence of urine

Stopped:Started:Batch:

Microgram Daily NasalSpray, nasal 10.0

DESMOPRESSIN (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1213620

Preferred Term Severity Report Description Treatment
Psychotic disorder Caused or 

prolonged 
inpatient 
hospitalisation

Pupillary reflex impaired Caused or 
prolonged 
inpatient 
hospitalisation

Respiratory rate increased Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 576 of 632

Case Number: Gender:
0.00Weight:

Journal:  Australia & New Zealand Journal of Psychiatry.  
Author:  Sarma S, Ward W, O'Brien J, Frost ADJ.  
Title:  Severe hyponatraemia associated with desmopression nasal spray to threat Clozapine-induced nocturnal enuresis.  
Volume:  39(10), Year:  2005, Pages:  949.

21/11/2005

03/04/2004
Causality possibleRecovered
28/05/1956DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

47Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily700.0

CLOZAPINE (Suspected) Reason:

Incontinence of urine

Stopped:Started:Batch:

Microgram Daily NasalSpray, nasal 10.0

DESMOPRESSIN (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1213620

Preferred Term Severity Report Description Treatment
Sedation Caused or 

prolonged 
inpatient 
hospitalisation

Tachycardia Caused or 
prolonged 
inpatient 
hospitalisation

Vomiting Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 577 of 632

Case Number: Gender:
0.00Weight:22/11/2005

Causality possibleUnknown
10/11/1962DOB:

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:

Milligram Daily OralTablet 200.0

CLOPINE (Suspected)

21/10/2005 04/11/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1213634

Preferred Term Severity Report Description Treatment
Myocarditis Patient experienced myocarditis. Clopine ceased.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 578 of 632

Case Number: Gender:
0.00Weight:22/11/2005

Causality possibleUnknown
01/08/1986DOB:

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 25.0

CLOPINE (Suspected)

24/10/2005 08/11/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1213635

Preferred Term Severity Report Description Treatment
Blood creatine phosphokinase increased Patient experienced increase in CK levels 

and symptoms of possible neuromalignant 
syndrome.

Ceased Clopine.

Neuroleptic malignant syndrome



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 579 of 632

Case Number: Gender:
0.00Weight:22/11/2005

31/10/2005
Causality possibleUnknown
04/09/1975DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

22/11/2005 Electrocardiograph
y

Showed R axis deviation.
22/11/2005 Neutrophils 31/10/2005 14.4
22/11/2005 Neutrophils 10/10/2005 9.7
22/11/2005 White blood cells 31/10/2005 17
22/11/2005 White blood cells 10/10/2005 11.7

Laboratory Investigations:

30Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 12.5

CLOZARIL (Suspected)

30/06/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1213638

Preferred Term Severity Report Description Treatment
Neutrophil count increased Patient experienced a heart rate of 147 

Beats Per Minute. The white cell count 
was also increased to (17) and neutrophil 
count was increased to (14.4) on the 
30/10/05 which were considered to be 
caused by an infection and not Clozaril. 
Patient was afebrile and asysptomatic. An 
ECG showed R axis deviation.

Electrocardiogram abnormal
Leukocytosis
Tachycardia



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 580 of 632

Case Number: Gender:
0.00Weight:23/11/2005

07/04/2005
Causality possibleNot yet recovered
31/07/1981DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

23/11/2005 Neutrophils 31/03/2005 3.1
23/11/2005 Neutrophils 12/05/2005 1.5
23/11/2005 Neutrophils 11/11/2005 0.8
23/11/2005 Neutrophils 09/11/2005 1.7
23/11/2005 White blood cells 31/03/2005 4.6
23/11/2005 White blood cells 12/05/2005 2.9
23/11/2005 White blood cells 09/11/2005 2.7

Laboratory Investigations:

23Age:

Additional Information:

Medicine Details:
Agranulocytosis

Stopped:Started:Batch:

OralTablet

LITHIUM CARBONATE (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 350.0

CLOPINE (Suspected)

16/04/2003 11/11/2005L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1213687

Preferred Term Severity Report Description Treatment
Neutropenia The patient experienced a low neutrophil 

count and white cell count during Clopine 
treatment.

Clopine ceased.

Leukopenia



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 581 of 632

Case Number: Gender:
0.00Weight:23/11/2005

07/04/2005
Causality possibleNot yet recovered
31/07/1981DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

23/11/2005 White blood cells 11/11/2005 2.3

Laboratory Investigations:

23Age:

Additional Information:

Medicine Details:
Agranulocytosis

Stopped:Started:Batch:

OralTablet

LITHIUM CARBONATE (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 350.0

CLOPINE (Suspected)

16/04/2003 11/11/2005L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1213687



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 582 of 632

Case Number: Gender:
0.00Weight:23/11/2005

Causality possibleUnknown
21/09/1921DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

84Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

CLOZARIL (Suspected)

13/06/1996 07/11/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1213708

Preferred Term Severity Report Description Treatment
Cardiomyopathy The patient experienced cardiomyopathy. Clozaril ceased.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 583 of 632

Case Number: Gender:
71.00Weight:

Patient history - schizoaffective disorder, treatment resistant psychosis, diabetes and past cardiovascular incidents.

23/11/2005

05/11/2005
Causality possibleNot yet recovered
07/06/1937DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

23/11/2005 Computerised 
axial tomography

Head of pancreas necrosis; retroperitoneal fluid.
23/11/2005 Echocardiogram LV dilation and failure.

Laboratory Investigations:

68Age:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

IntramuscularInjection

ZUCLOPENTHIXOL DECANOATE (Other drug)

01/11/2005

Reason:

Schizo-affective type psychos

Stopped:Started:Batch:

Oral

SODIUM VALPROATE (Suspected) Reason:

Schizo-affective type psychos

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOPINE (Suspected)

S TERM 0

Reason:

Hospitalisation:

Report Details:
Seq: 1213732

Preferred Term Severity Report Description Treatment
Pyrexia Caused or 

prolonged 
inpatient 
hospitalisation

The patient developed acute pancreatitis, 
relapsing febrile illness and left ventricular 
heart failure.

Clopine ceased.

Left ventricular failure Caused or 
prolonged 
inpatient 
hospitalisation

Pancreatitis acute Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 584 of 632

Case Number: Gender:
0.00Weight:24/11/2005

08/11/2005
Causality possibleUnknown
20/02/1981DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

24/11/2005 Creatine 
phosphokinase

<241 08/11/2005 105
24/11/2005 Creatine 

phosphokinase
<241 09/11/2005 6820

Laboratory Investigations:

24Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

SERTRALINE HYDROCHLORIDE (Suspected)

0

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

CLOZARIL (Suspected)

12/10/2005 08/11/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1213738

Preferred Term Severity Report Description Treatment
Neuroleptic malignant syndrome Caused or 

prolonged 
inpatient 
hospitalisation

The patient suffered suspected neuroleptic 
malignant syndrome soon after 
commencing Clozaril.

Clozaril ceased. Diazepam 
prescribed for muscle aches 
and agitation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 585 of 632

Case Number: Gender:
0.00Weight:24/11/2005

Causality possibleUnknown
12/10/1954DOB:

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 375.0

CLOPINE (Suspected)

21/10/2005 16/11/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1213746

Preferred Term Severity Report Description Treatment
Chest pain Patient experienced chest pains due to 

Clopine treatment.
Clopine ceased.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 586 of 632

Case Number: Gender:
0.00Weight:24/11/2005

10/11/2005
Causality possibleRecovered
13/07/1978DOB:

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:

Milligram15.0

HALOPERIDOL (Other drug) Reason:

Stopped:Started:Batch:

Milligram2.0

BENZTROPINE MESYLATE (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 387.5

CLOPINE (Suspected)

13/09/2005 10/12/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1213751

Preferred Term Severity Report Description Treatment
Cardiac function disturbance postoperative Patient experienced cardiac complications 

due to Clopine treatment. Also 
experienced suspected myocarditis and 
ejection fraction decreased.

Clopine ceased.

Ejection fraction decreased
Myocarditis



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 587 of 632

Case Number: Gender:
0.00Weight:28/11/2005

02/10/2005
Causality possibleUnknown
13/01/1966DOB:

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)

25/05/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1213814

Preferred Term Severity Report Description Treatment
Ejection fraction decreased The patient experienced a decrease in 

ejection fraction by 12% after commencing 
Clozaril and shortness of breath. He also 
had a mild decrease in systolic function.

Discontinue Clozaril, than 
repeat the echocardiogram a 
few weeks after discontinuing, 
then repeat again a month or 
so later.

Dyspnoea



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 588 of 632

Case Number: Gender:
0.00Weight:28/11/2005

16/11/2005
Causality possibleUnknown
25/04/1976DOB:

Causality:

F
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 Oral300.0

CLOZARIL (Suspected)

25/10/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1213833

Preferred Term Severity Report Description Treatment
Malaise Patient felt unwell, had nausea and was 

anxious but was afebrile, experienced 
tachycardia (132 bpm).

Anxiety
Nausea
Tachycardia



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 589 of 632

Case Number: Gender:
0.00Weight:29/11/2005

14/11/2005
Causality possibleUnknown
01/03/1962DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

29/11/2005 Haemoglobin 135-175g/L 14/11/2005 122
29/11/2005 Lymphocytes 1.00-3.50 14/11/2005 - 41.4%; 4.1 x 10^9/L
29/11/2005 Other data 0.4-0.5 L/L 14/11/2005 0.38 RCV
29/11/2005 Other data 80-98 14/11/2005 50.1 MCV
29/11/2005 Other data 11.5-15.5% 14/11/2005 16.7 RDW
29/11/2005 Other data 27-33pg 14/11/2005 19.2 MCH
29/11/2005 Red blood cells 4.5-5.0 x 

10^12/L
14/11/2005 0.38

Laboratory Investigations:

43Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 12.5

CLOZARIL (Suspected)

07/08/2004 L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1213884

Preferred Term Severity Report Description Treatment
Microcytic anaemia The patient experienced slight 

anisocytosis, moderate polkllocytosis, 
moderate numbers of tear drop 
poikilocytosis, occasional elliptocytes, 
basophilic stippling was present with some 
erythrocytes, occasional fragmented red 
cells, moderate microcytosis, slight 
microcytic anaemia and slight 
lymphocytosis after commencing Clozaril.

Anisocytosis
Basophilia
Lymphocytosis



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 590 of 632

Case Number: Gender:
0.00Weight:29/11/2005

14/11/2005
Causality possibleUnknown
01/03/1962DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

43Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 12.5

CLOZARIL (Suspected)

07/08/2004 L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1213884

Preferred Term Severity Report Description Treatment
Microcytosis
Poikilocytosis
Red blood cell elliptocytes present



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 591 of 632

Case Number: Gender:
74.00Weight:30/11/2005

27/10/2005
Causality possibleUnknown
26/10/1949DOB:

Causality:

F
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 Daily OralTablet 300.0

CLOZAPINE (Suspected) Reason:

Excessive menstruation

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

LIVIAL (Suspected)

28/10/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1213903

Preferred Term Severity Report Description Treatment
Weight increased Caused or 

prolonged 
inpatient 
hospitalisation

The patient experienced lobular 
carcinoma, multifocal, one axillary node, 
right breast, oestrogen and progesterone 
receptor positive, Her-receptor negative. 
Insulin-resistance with weight gain 
developing into diabetes unresponsive to 
exercise and diet, highest blood sugar 
level 14.

Metformin for insulin resistant 
diabetes, surgery, 
radiotherapy, Tamoxifen.

Breast cancer female Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 592 of 632

Case Number: Gender:
74.00Weight:30/11/2005

27/10/2005
Causality possibleUnknown
26/10/1949DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

56Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZAPINE (Suspected) Reason:

Excessive menstruation

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

LIVIAL (Suspected)

28/10/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1213903

Preferred Term Severity Report Description Treatment
Insulin resistance Caused or 

prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 593 of 632

Case Number: Gender:
0.00Weight:05/12/2005

04/08/2003
Causality possibleUnknown
28/10/1974DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

05/12/2005 Platelets 150-450 29/10/2003 135
05/12/2005 Platelets 150-450 29/09/2003 138
05/12/2005 Platelets 150-450 01/09/2003 152
05/12/2005 Platelets 150-450 04/08/2003 143
05/12/2005 Platelets 150-450 07/07/2003 155
05/12/2005 Platelets 150-450 24/11/2005 77

Laboratory Investigations:

28Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

AMITRIPTYLINE HYDROCHLORIDE (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 450.0

CLOZARIL (Suspected)

11/12/2001

Reason:

Hospitalisation:

Report Details:
Seq: 1213982

Preferred Term Severity Report Description Treatment
Hepatitis The patient developed a steady decline in 

his platelet count while on Clozaril. He was 
reported to have hepatitis and was being 
investigated for hypersplenism. He also 
had thrombocytopenia.

Platelet count decreased
Thrombocytopenia



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 594 of 632

Case Number: Gender:
0.00Weight:05/12/2005

Causality possibleUnknown
10/02/1981DOB:

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 OralTablet 250.0

CLOPINE (Suspected)

24/10/2005 09/11/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1213986

Preferred Term Severity Report Description Treatment
Myocarditis The patient experienced suspected 

myocarditis.
Ceased Clopine.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 595 of 632

Case Number: Gender:
0.00Weight:05/12/2005

Causality possibleUnknown
26/11/1969DOB:

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:

Milligram Daily OralTablet 650.0

CLOPINE (Suspected)

09/01/2002

Reason:

Hospitalisation:

Report Details:
Seq: 1213987

Preferred Term Severity Report Description Treatment
Loss of consciousness The patient experienced blackouts and 

incontinence whilst on Clopine treatment.
Urinary incontinence



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 596 of 632

Case Number: Gender:
0.00Weight:05/12/2005

Causality possibleUnknown
09/03/1983DOB:

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 750.0

CLOPINE (Suspected)

24/06/2004

Reason:

Hospitalisation:

Report Details:
Seq: 1213989

Preferred Term Severity Report Description Treatment
Loss of consciousness The patient experienced frequent 

blackouts for at least 2 months whilst on 
Clopine treatment.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 597 of 632

Case Number: Gender:
0.00Weight:05/12/2005

Causality possibleUnknown
10/11/1981DOB:

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 225.0

CLOPINE (Suspected)

19/10/2005 17/11/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1213990

Preferred Term Severity Report Description Treatment
Left ventricular dysfunction The patient experienced tachycardia and 

left ventricular impairment.
Clopine ceased.

Tachycardia



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 598 of 632

Case Number: Gender:
0.00Weight:05/12/2005

07/09/2005
Causality possibleUnknown
04/09/1981DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

05/12/2005 Neutrophils 07/09/2005 1.10
05/12/2005 Neutrophils 08/09/2005 2.90
05/12/2005 Neutrophils 03/10/2005 1.30
05/12/2005 Neutrophils 07/10/2005 1.00
05/12/2005 Neutrophils 27/10/2005 1.10
05/12/2005 Neutrophils 17/10/2005 1.00
05/12/2005 Neutrophils 10/10/2005 1.50

Laboratory Investigations:

24Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

INTERFERON ALFA-2A (Suspected)

15/08/2005 0

Reason:

Stopped:Started:Batch:

RIBAVIRIN (Suspected)

15/08/2005

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 12.5

CLOZARIL (Suspected)

02/05/2002 Continuing.

Reason:

Hospitalisation:

Report Details:
Seq: 1213992

Preferred Term Severity Report Description Treatment
Neutropenia Life 

threatening
The patient experienced neutropenia and 
leucopenia after commencing Clozaril.

Treatment included Interferon.

Agranulocytosis Life 
threatening

Leukopenia Life 
threatening



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 599 of 632

Case Number: Gender:
0.00Weight:05/12/2005

07/09/2005
Causality possibleUnknown
04/09/1981DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

05/12/2005 Neutrophils 05/10/2005 1.10
05/12/2005 Neutrophils 02/11/2005 0.90
05/12/2005 Neutrophils 21/11/2005 0.60
05/12/2005 Neutrophils 19/11/2005 0.30
05/12/2005 Neutrophils 17/11/2005 0.50
05/12/2005 Neutrophils 15/11/2005 0.60
05/12/2005 Neutrophils 09/11/2005 1.00

Laboratory Investigations:

24Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

INTERFERON ALFA-2A (Suspected)

15/08/2005 0

Reason:

Stopped:Started:Batch:

RIBAVIRIN (Suspected)

15/08/2005

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 12.5

CLOZARIL (Suspected)

02/05/2002 Continuing.

Reason:

Hospitalisation:

Report Details:
Seq: 1213992



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 600 of 632

Case Number: Gender:
0.00Weight:05/12/2005

07/09/2005
Causality possibleUnknown
04/09/1981DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

05/12/2005 Neutrophils 07/11/2005 0.70
05/12/2005 White blood cells 07/09/2005 3.10
05/12/2005 White blood cells 08/09/2005 5.60
05/12/2005 White blood cells 03/10/2005 3.60
05/12/2005 White blood cells 05/10/2005 3.70
05/12/2005 White blood cells 07/10/2005 3.30
05/12/2005 White blood cells 10/10/2005 4.20

Laboratory Investigations:

24Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

INTERFERON ALFA-2A (Suspected)

15/08/2005 0

Reason:

Stopped:Started:Batch:

RIBAVIRIN (Suspected)

15/08/2005

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 12.5

CLOZARIL (Suspected)

02/05/2002 Continuing.

Reason:

Hospitalisation:

Report Details:
Seq: 1213992



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 601 of 632

Case Number: Gender:
0.00Weight:05/12/2005

07/09/2005
Causality possibleUnknown
04/09/1981DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

05/12/2005 White blood cells 17/10/2005 3.00
05/12/2005 White blood cells 27/10/2005 2.90
05/12/2005 White blood cells 02/11/2005 2.80
05/12/2005 White blood cells 07/11/2005 2.40
05/12/2005 White blood cells 09/11/2005 2.80
05/12/2005 White blood cells 15/11/2005 2.20
05/12/2005 White blood cells 17/11/2005 1.90

Laboratory Investigations:

24Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

INTERFERON ALFA-2A (Suspected)

15/08/2005 0

Reason:

Stopped:Started:Batch:

RIBAVIRIN (Suspected)

15/08/2005

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 12.5

CLOZARIL (Suspected)

02/05/2002 Continuing.

Reason:

Hospitalisation:

Report Details:
Seq: 1213992



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 602 of 632

Case Number: Gender:
0.00Weight:05/12/2005

07/09/2005
Causality possibleUnknown
04/09/1981DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

05/12/2005 White blood cells 19/11/2005 2.10
05/12/2005 White blood cells 21/11/2005 1.60

Laboratory Investigations:

24Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

INTERFERON ALFA-2A (Suspected)

15/08/2005 0

Reason:

Stopped:Started:Batch:

RIBAVIRIN (Suspected)

15/08/2005

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 12.5

CLOZARIL (Suspected)

02/05/2002 Continuing.

Reason:

Hospitalisation:

Report Details:
Seq: 1213992



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 603 of 632

Case Number: Gender:
0.00Weight:

Patient also smoking around 20 cigarettes per day

05/12/2005

17/11/2005
Causality possibleRecovered
09/03/1963DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

05/12/2005 Serum drug level (Date unknown)  Clozaril Level:  >1500 ng/ml.  
(Date unknown) Lithium level:  1.01.

Laboratory Investigations:

42Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

LITHIUM CARBONATE (Other drug) Reason:

Stopped:Started:Batch:

EPILIM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 900.0

CLOZARIL (Suspected)

11/10/2004 0

Reason:

Hospitalisation:

Report Details:
Seq: 1213993

Preferred Term Severity Report Description Treatment
Drug level above therapeutic The patient experienced vomiting, 

confusion, fluctuating consciousness and 
trouble with coordination. Her Clozaril level 
was 1500ng/ml and the reporter suspected 
an overdose.

Confusional state
Coordination abnormal
Overdose
Vomiting



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 604 of 632

Case Number: Gender:
0.00Weight:05/12/2005

Causality possibleUnknown
10/01/1955DOB:

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 12.0

CLOZARIL (Suspected)

13/03/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1213994

Preferred Term Severity Report Description Treatment
Anaemia The patient experienced anaemia. Treatment included blood 

transfusions.
Lung neoplasm malignant lung cancer



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 605 of 632

Case Number: Gender:
85.00Weight:06/12/2005

14/11/2005
Causality probableRecovered 15/11/2005
15/09/1964DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

06/12/2005 Creatine 
phosphokinase

Plasma CK of 293 (unit unkown).

Laboratory Investigations:

41Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily Oral8.0

REBOXETINE MESYLATE (Other drug)

S TERM Continuing.

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 175.0

CLOPINE (Suspected)

24/10/2005 14/11/2005

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1214060

Preferred Term Severity Report Description Treatment
Myocarditis Caused or 

prolonged 
inpatient 
hospitalisation

Patient experienced myocarditis with fever 
38.5 C and tachycardia (<130), plasma CK 
of 293 (unit unknown).

Ceased Clopine.

Blood creatine phosphokinase increased
Pyrexia
Tachycardia



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 606 of 632

Case Number: Gender:
0.00Weight:

autopsy not received by 07/04/06

07/12/2005

29/10/2005
Causality possibleDeath, maybe drug 29/10/2005
11/12/1954DOB:

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:

Milligram1500.0

SODIUM VALPROATE (Other drug) Reason:

Stopped:Started:Batch:

Milligram5.0

HALOPERIDOL (Other drug) Reason:

Stopped:Started:Batch:

Milligram0.5

CLONAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 800.0

CLOPINE (Suspected)

0

Reason:

Hospitalisation:

Report Details:
Seq: 1214072

Preferred Term Severity Report Description Treatment
Death Death Death
Pyrexia Death



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 607 of 632

Case Number: Gender:
0.00Weight:08/12/2005

24/10/2005
Causality possibleUnknown
04/09/1975DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

08/12/2005 Echocardiogram Normal (date unkown).
08/12/2005 Electrocardiograph

y
ECG:  R axis deviation (date unknown).

08/12/2005 Neutrophils 24/10/2005 14.4
08/12/2005 Neutrophils 31/10/2005 9.7
08/12/2005 Other data 24/10/2005 140 Heart rate.
08/12/2005 Other data 31/10/2005 147 Heart rate.
08/12/2005 White blood cells 31/10/2005 17

Laboratory Investigations:

30Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 12.5

CLOZARIL (Suspected)

30/06/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1214111

Preferred Term Severity Report Description Treatment
Heart rate increased The patient experienced a heart rate of 

147 bpm after commencing Clozaril. His 
white cell count was also increased to 17 
and neutrophil count was increased to 
14.4. An ECG showed R axis deviation.

Electrocardiogram abnormal
Neutrophil count increased
White blood cell count increased



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 608 of 632

Case Number: Gender:
0.00Weight:08/12/2005

24/10/2005
Causality possibleUnknown
04/09/1975DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

08/12/2005 White blood cells 10/10/2005 11.7

Laboratory Investigations:

30Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 12.5

CLOZARIL (Suspected)

30/06/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1214111



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 609 of 632

Case Number: Gender:
0.00Weight:

Follow-up received on 12 Dec 2005 from the physician:  this patient experienced cardiac complications.

08/12/2005

22/11/2005
Causality possibleRecovered
14/09/1931DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

08/12/2005 Troponin 0.04 to 004

Laboratory Investigations:

74Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

CLOZARIL (Suspected)

22/10/2005 16/12/2005 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1214143

Preferred Term Severity Report Description Treatment
Troponin increased Caused or 

prolonged 
inpatient 
hospitalisation

The patient experienced cardiac 
complications, elevated troponin, fever, 
high temperature, raised erythrocyte 
sedimenation rate and raised C-reactive 
protein while receiving Clozaril. 
Echocardiogram was NADon 19/12/2005 
Patient rechallenged with low dose and 
became hypotensive ( 70/50) and 
bradycardic (rate 60). decreased 
conscious state, faecal and urinary 
incontinence and vomiting.

Clozaril ceased.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 610 of 632

Case Number: Gender:
0.00Weight:

Follow-up received on 12 Dec 2005 from the physician:  this patient experienced cardiac complications.

08/12/2005

22/11/2005
Causality possibleRecovered
14/09/1931DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

74Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

CLOZARIL (Suspected)

22/10/2005 16/12/2005 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1214143

Preferred Term Severity Report Description Treatment
Bradycardia Caused or 

prolonged 
inpatient 
hospitalisation

C-reactive protein increased Caused or 
prolonged 
inpatient 
hospitalisation

Depressed level of consciousness Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 611 of 632

Case Number: Gender:
0.00Weight:

Follow-up received on 12 Dec 2005 from the physician:  this patient experienced cardiac complications.

08/12/2005

22/11/2005
Causality possibleRecovered
14/09/1931DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

74Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

CLOZARIL (Suspected)

22/10/2005 16/12/2005 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1214143

Preferred Term Severity Report Description Treatment
Faecal incontinence Caused or 

prolonged 
inpatient 
hospitalisation

Haematocrit decreased Caused or 
prolonged 
inpatient 
hospitalisation

Haemoglobin decreased Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 612 of 632

Case Number: Gender:
0.00Weight:

Follow-up received on 12 Dec 2005 from the physician:  this patient experienced cardiac complications.

08/12/2005

22/11/2005
Causality possibleRecovered
14/09/1931DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

74Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

CLOZARIL (Suspected)

22/10/2005 16/12/2005 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1214143

Preferred Term Severity Report Description Treatment
Hypotension Caused or 

prolonged 
inpatient 
hospitalisation

Lymphocyte morphology abnormal Caused or 
prolonged 
inpatient 
hospitalisation

Mean cell volume decreased Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 613 of 632

Case Number: Gender:
0.00Weight:

Follow-up received on 12 Dec 2005 from the physician:  this patient experienced cardiac complications.

08/12/2005

22/11/2005
Causality possibleRecovered
14/09/1931DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

74Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

CLOZARIL (Suspected)

22/10/2005 16/12/2005 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1214143

Preferred Term Severity Report Description Treatment
Pyrexia Caused or 

prolonged 
inpatient 
hospitalisation

Red blood cell sedimentation rate increasedCaused or 
prolonged 
inpatient 
hospitalisation

Urinary incontinence Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 614 of 632

Case Number: Gender:
0.00Weight:

Follow-up received on 12 Dec 2005 from the physician:  this patient experienced cardiac complications.

08/12/2005

22/11/2005
Causality possibleRecovered
14/09/1931DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

74Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

CLOZARIL (Suspected)

22/10/2005 16/12/2005 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1214143

Preferred Term Severity Report Description Treatment
Vomiting Caused or 

prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 615 of 632

Case Number: Gender:
0.00Weight:12/12/2005

22/11/2005
Causality possibleNot yet recovered
28/03/1973DOB:

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 150.0

CLOPINE (Suspected)

10/11/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1214226

Preferred Term Severity Report Description Treatment
Chest pain The patient has been experiencing 

intermittent low to moderate grade fever 
for 12 days since commencement date, 
flu-like symptoms and complained of chest 
pain.

Panadol.

Influenza like illness
Pyrexia



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 616 of 632

Case Number: Gender:
0.00Weight:12/12/2005

14/01/2002
Causality possibleUnknown
16/05/1972DOB:

Causality:

F
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 800.0

CLOZARIL (Suspected)

07/08/2001 15/11/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1214227

Preferred Term Severity Report Description Treatment
Bundle branch block right The patient became non-compliant with 

Clozaril. She demonstrated a deterioration 
of her mental state and was floridly 
psychotic with severe formal thought 
disorder. An abnormal electrocardiogram 
showed right bundle branch block. She 
also experienced an increase in creatine 
kinase and a decrease in platelets.

Clozaril recommenced.

Acute psychosis
Blood creatine phosphokinase increased
Platelet count decreased



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 617 of 632

Case Number: Gender:
0.00Weight:

The patient has a family history of ischaemic heart disease.  The patient's personal history includes: smoker, overweight, 
hypertensive and raised TG's.

13/12/2005

18/11/2005
Causality possibleRecovered
11/06/1972DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

33Age:

Additional Information:

Medicine Details:
Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily Oral75.0

ATENOLOL (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

CLOPINE (Suspected)

20/10/2003 Continuing.

Reason:

Hospitalisation:

Report Details:
Seq: 1214262

Preferred Term Severity Report Description Treatment
Chest pain Patient experienced severe chest pains 

and an ECG revealing widespread T-wave 
inversion whilst on Clopine treatment.

Electrocardiogram T wave inversion



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 618 of 632

Case Number: Gender:
0.00Weight:13/12/2005

15/11/2005
Causality possibleNot yet recovered
17/02/1937DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

68Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram20.0

PRAVACHOL (Other drug)

0

Reason:

Congestive heart failure

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

LASIX (Other drug)

0

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 5.0

NORVASC (Other drug)

0

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

CLOPINE (Suspected)

27/10/2005 Continuing.

Reason:

Hospitalisation:

Report Details:
Seq: 1214263

Preferred Term Severity Report Description Treatment
Blood glucose increased Caused or 

prolonged 
inpatient 
hospitalisation

The patient experienced increased blood 
glucose levels whilst on Clopine treatment.

Malaise Caused or 
prolonged 
inpatient 
hospitalisation



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 619 of 632

Case Number: Gender:
0.00Weight:13/12/2005

Causality possibleUnknown
11/11/1970DOB:

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:

Milligram Daily OralTablet 150.0

CLOPINE (Suspected)

20/10/1004

Reason:

Hospitalisation:

Report Details:
Seq: 1214264

Preferred Term Severity Report Description Treatment
Troponin increased Patient experienced high troponin level 

during treatment with Clopine.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 620 of 632

Case Number: Gender:
0.00Weight:13/12/2005

Causality possibleNot yet recovered
26/10/1949DOB:

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:

THYROXINE SODIUM (Other drug) Reason:

Stopped:Started:Batch:

LIVIAL (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CLOZARIL (Suspected)

12/05/1999 0

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1214266

Preferred Term Severity Report Description Treatment
Insulin resistance Caused or 

prolonged 
inpatient 
hospitalisation

Patient had Insulin resistance. Requiring Metformin.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 621 of 632

Case Number: Gender:
0.00Weight:14/12/2005

Causality possibleUnknown
13/04/1977DOB:

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 250.0

CLOPINE (Suspected)

06/09/2005 13/12/2005

Reason:

Hospitalisation:

Report Details:
Seq: 1214310

Preferred Term Severity Report Description Treatment
Heart rate increased The patient experienced an elevated heart 

rate and low blood pressure whilst on 
Clopine treatment.

Cardiomyopathy
Hypotension



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 622 of 632

Case Number: Gender:
0.00Weight:16/12/2005

29/11/2005
Causality possibleRecovered 09/12/2005
14/06/1954DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

16/12/2005 Neutrophils 07/12/2005 0.4
16/12/2005 Neutrophils 30/11/2005 2.1
16/12/2005 Neutrophils 29/11/2005 1.3
16/12/2005 Neutrophils 09/12/2005 2.54
16/12/2005 Neutrophils 01/11/2005 4.2
16/12/2005 White blood cells 07/12/2005 2.2
16/12/2005 White blood cells 30/11/2005 3.8

Laboratory Investigations:

51Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram20.0

OLANZAPINE (Other drug)

0

Reason:

Stopped:Started:Batch:

Milligram OralTablet 40.0

PAROXETINE HYDROCHLORIDE (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 800.0

CLOPINE (Suspected)

26/03/2002 08/12/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1214387

Preferred Term Severity Report Description Treatment
Leukopenia Patient experienced leucopenia and 

neutropenia.
Neutropenia



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 623 of 632

Case Number: Gender:
0.00Weight:16/12/2005

29/11/2005
Causality possibleRecovered 09/12/2005
14/06/1954DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

16/12/2005 White blood cells 29/11/2005 2.8
16/12/2005 White blood cells 01/11/2005 7.3
16/12/2005 White blood cells 09/12/2005 6.04

Laboratory Investigations:

51Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram20.0

OLANZAPINE (Other drug)

0

Reason:

Stopped:Started:Batch:

Milligram OralTablet 40.0

PAROXETINE HYDROCHLORIDE (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 800.0

CLOPINE (Suspected)

26/03/2002 08/12/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1214387



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 624 of 632

Case Number: Gender:
0.00Weight:19/12/2005

24/11/2005
Causality possibleRecovered
11/07/1955DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

19/12/2005 Sodium 24/11/2005 112

Laboratory Investigations:

50Age:

Additional Information:

Medicine Details:
Diabetes mellitus

Stopped:Started:Batch:

Milligram OralTablet 1500.0

CLONAZEPAM (Other drug) Reason:

Diabetes mellitus

Stopped:Started:Batch:

Milligram OralTablet 2.0

GLIMEPIRIDE (Other drug) Reason:

Diabetes mellitus

Stopped:Started:Batch:

Gram Daily Oral1.5

METFORMIN HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

Milligram OralTablet 1200.0

CARBAMAZEPINE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1214392

Preferred Term Severity Report Description Treatment
Convulsion Patient experienced seizures. Clopine was ceased 

temporarily.
Hyponatraemia the patient experienced a tonic-clonic 

seizure and this was thought to be 
secondary to hyponatremia which was 
thought to be secondary to 
carbamazepine.

Clopine was ceased 
temporarily. Sodium valproate 
initiated



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 625 of 632

Case Number: Gender:
0.00Weight:19/12/2005

24/11/2005
Causality possibleRecovered
11/07/1955DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

50Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 350.0

CLOPINE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1214392



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 626 of 632

Case Number: Gender:
0.00Weight:19/12/2005

05/12/2005
Causality probableRecovered
25/10/1986DOB:

Causality:

M
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 150.0

CLOPINE (Suspected)

04/10/2005 15/12/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1214401

Preferred Term Severity Report Description Treatment
Neutropenia Neutropenia - 1.45 * 10^9/L Clopine was ceased



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 627 of 632

Case Number: Gender:
0.00Weight:19/12/2005

30/11/2005
Causality possibleRecovered
17/08/1961DOB:

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 100.0

CLOZARIL (Suspected)

18/11/2005 01/12/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1214402

Preferred Term Severity Report Description Treatment
Tachycardia The patient experienced tachycardia 

shortly after commencing Clozaril.
Clozaril ceased.

Bundle branch block
Heart rate increased



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 628 of 632

Case Number: Gender:
0.00Weight:19/12/2005

15/09/2005
Causality possibleNot yet recovered
07/03/1954DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

19/12/2005 Lymphocytes 29 November 2005: Immunophenotypic analysis of the 
peripheral blood lymphocytes demonstrates a B-cell 
proliferation with aberrant CD5 antigen positivity and 
co-expression of CD23.  There is no detectable tight chain cell 
surface immunoglobulin expression.  These findings are 
suggestive of B-cell chronic lymphocytic leukaemia.  

Total Lymphocyte Count: ...

Laboratory Investigations:

51Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Oral1500.0

SODIUM VALPROATE (Other drug)

01/04/2000 0

Reason:

Stopped:Started:Batch:

Milligram Oral4.0

RISPERIDONE (Other drug)

01/10/2005

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOPINE (Suspected)

0

Reason:

Hospitalisation:

Report Details:
Seq: 1214405

Preferred Term Severity Report Description Treatment
Chronic lymphocytic leukaemia Patient who has ben diagnosed with 

B-Cell chronic lymphocytic leukaemia 
whilst on Clopine.



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 629 of 632

Case Number: Gender:
0.00Weight:19/12/2005

15/09/2005
Causality possibleNot yet recovered
07/03/1954DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

... 5.10 (1.5-4.0)  
Total B Lymphocytes:      2.70 (0.04-0.50)  
CD4/CD8 Ratio:              3.10 (1.0-3.0)  
Natural Killer Cells:           0.56 (0.04-0.40)

19/12/2005 White blood cells 4.0-11.0 29/11/2005 11.70
19/12/2005 leucocytes The patient has leucocyte surface marker characteristics of 

B-cells.

Laboratory Investigations:

51Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Oral1500.0

SODIUM VALPROATE (Other drug)

01/04/2000 0

Reason:

Stopped:Started:Batch:

Milligram Oral4.0

RISPERIDONE (Other drug)

01/10/2005

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CLOPINE (Suspected)

0

Reason:

Hospitalisation:

Report Details:
Seq: 1214405



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 630 of 632

Case Number: Gender:
0.00Weight:22/12/2005

08/11/2005
Causality possibleRecovered
22/08/1967DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

22/12/2005 Eosinophils (Date unknown)  Eosinophils:  2.1 (elevated).

Laboratory Investigations:

38Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

EPILIM (Other drug) Reason:

Stopped:Started:Batch:

PROLADONE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 12.5

CLOZARIL (Suspected)

27/10/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1214494

Preferred Term Severity Report Description Treatment
Chest pain Patient experienced chest pain and 

elevated eosinophils.
Eosinophil count increased



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 631 of 632

Case Number: Gender:
0.00Weight:22/12/2005

05/12/2005
Causality possibleRecovered 03/01/2006
09/10/1985DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

22/12/2005 Neutrophils 13/12/2005 0.8
22/12/2005 Neutrophils 09/12/2005 1.3
22/12/2005 Neutrophils 05/12/2005 1.3
22/12/2005 Neutrophils 03/01/2006 4.7
22/12/2005 Neutrophils 30/12/2005 1.7
22/12/2005 White blood cells 13/12/2005 3.3
22/12/2005 White blood cells 09/12/2005 3.4

Laboratory Investigations:

20Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

CLOPINE (Suspected)

13/10/2005 13/12/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1214496

Preferred Term Severity Report Description Treatment
Neutropenia Patient developed neutropenia and low 

white cell count.
Ceased Clopine.

Leukopenia



  Date Range: 1 Jan 2005 To 31 Dec 2005  Unclear causality excluded  GM medicines Only  Tradenames: 
CLOPINE,CLOZAPINE,CLOZARIL

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 05/06/2007 12:47PM Database: pusime02 ADRS004 Page 632 of 632

Case Number: Gender:
0.00Weight:22/12/2005

05/12/2005
Causality possibleRecovered 03/01/2006
09/10/1985DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

22/12/2005 White blood cells 05/12/2005 3.2
22/12/2005 White blood cells 30/12/2005 4.8
22/12/2005 White blood cells 03/01/2006 7.4

Laboratory Investigations:

20Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

CLOPINE (Suspected)

13/10/2005 13/12/2005 0

Reason:

Hospitalisation:

Report Details:
Seq: 1214496


	204001
	1

	204059
	1

	204064
	1

	204064
	1

	204064
	1

	204128
	1

	204137
	1

	204138
	1

	204167
	1

	204167
	1

	204167
	1

	204183
	1

	204183
	1

	204190
	1

	204190
	1

	204204
	1

	204261
	1

	204282
	1

	204283
	1

	204283
	1

	204376
	1

	204393
	1

	204393
	1

	204393
	1

	204393
	1

	204397
	1

	204397
	1

	204397
	1

	204397
	1

	204431
	1

	204452
	1

	204452
	1

	204474
	1

	204479
	1

	204532
	1

	204576
	1

	204634
	1

	204636
	1

	204636
	1

	204689
	1

	204693
	1

	204693
	1

	204746
	1

	204749
	1

	204752
	1

	204773
	1

	204773
	1

	204785
	1

	204799
	1

	204799
	1

	204799
	1

	204804
	1

	204804
	1

	204845
	1

	204881
	1

	204891
	1

	204893
	1

	204959
	1

	205025
	1

	205025
	1

	205030
	1

	205030
	1

	205052
	1

	205056
	1

	205072
	1

	205072
	1

	205072
	1

	205083
	1

	205086
	1

	205089
	1

	205089
	1

	205156
	1

	205162
	1

	205199
	1

	205199
	1

	205217
	1

	205276
	1

	205304
	1

	205304
	1

	205304
	1

	205306
	1

	205306
	1

	205306
	1

	205306
	1

	205309
	1

	205330
	1

	205334
	1

	205334
	1

	205347
	1

	205347
	1

	205349
	1

	205395
	1

	205396
	1

	205405
	1

	205425
	1

	205425
	1

	205437
	1

	205437
	1

	205563
	1

	205563
	1

	205567
	1

	205579
	1

	205593
	1

	205593
	1

	205593
	1

	205611
	1

	205613
	1

	205613
	1

	205614
	1

	205617
	1

	205683
	1

	205702
	1

	205737
	1

	205737
	1

	205751
	1

	205776
	1

	205808
	1

	205820
	1

	205831
	1

	205831
	1

	205832
	1

	205884
	1

	205898
	1

	205898
	1

	205906
	1

	205906
	1

	206024
	1

	206024
	1

	206027
	1

	206027
	1

	206042
	1

	206042
	1

	206109
	1

	206160
	1

	206169
	1

	206171
	1

	206203
	1

	206203
	1

	206306
	1

	206318
	1

	206318
	1

	206319
	1

	206366
	1

	206374
	1

	206510
	1

	206524
	1

	206553
	1

	206553
	1

	206558
	1

	206566
	1

	206566
	1

	206566
	1

	206568
	1

	206568
	1

	206568
	1

	206576
	1

	206578
	1

	206578
	1

	206649
	1

	206652
	1

	206652
	1

	206848
	1

	206862
	1

	206904
	1

	207007
	1

	207027
	1

	207028
	1

	207029
	1

	207037
	1

	207037
	1

	207062
	1

	207170
	1

	207178
	1

	207178
	1

	207229
	1

	207229
	1

	207229
	1

	207234
	1

	207269
	1

	207269
	1

	207269
	1

	207271
	1

	207273
	1

	207273
	1

	207276
	1

	207276
	1

	207323
	1

	207334
	1

	207335
	1

	207335
	1

	207335
	1

	207342
	1

	207342
	1

	207367
	1

	207563
	1

	207577
	1

	207577
	1

	207579
	1

	207598
	1

	207605
	1

	207619
	1

	207619
	1

	207643
	1

	207644
	1

	207645
	1

	207650
	1

	207650
	1

	207650
	1

	207650
	1

	207650
	1

	207665
	1

	207666
	1

	207722
	1

	207764
	1

	207767
	1

	207767
	1

	207767
	1

	207798
	1

	207798
	1

	207798
	1

	207806
	1

	207806
	1

	207807
	1

	207814
	1

	207814
	1

	207851
	1

	207862
	1

	207872
	1

	207872
	1

	207907
	1

	207943
	1

	207943
	1

	207975
	1

	208019
	1

	208019
	1

	208030
	1

	208030
	1

	208070
	1

	208070
	1

	208107
	1

	208116
	1

	208139
	1

	208139
	1

	208150
	1

	208150
	1

	208151
	1

	208152
	1

	208152
	1

	208222
	1

	208223
	1

	208328
	1

	208328
	1

	208329
	1

	208362
	1

	208362
	1

	208367
	1

	208368
	1

	208369
	1

	208369
	1

	208369
	1

	208369
	1

	208379
	1

	208382
	1

	208382
	1

	208394
	1

	208395
	1

	208405
	1

	208554
	1

	208579
	1

	208579
	1

	208580
	1

	208580
	1

	208658
	1

	208660
	1

	208660
	1

	208686
	1

	208689
	1

	208690
	1

	208716
	1

	208716
	1

	208716
	1

	208731
	1

	208769
	1

	208818
	1

	208831
	1

	208835
	1

	208835
	1

	208835
	1

	208839
	1

	208862
	1

	208867
	1

	208878
	1

	208880
	1

	208880
	1

	208880
	1

	208880
	1

	208880
	1

	208904
	1

	209057
	1

	209060
	1

	209060
	1

	209145
	1

	209147
	1

	209147
	1

	209172
	1

	209174
	1

	209174
	1

	209174
	1

	209174
	1

	209223
	1

	209223
	1

	209223
	1

	209225
	1

	209226
	1

	209239
	1

	209239
	1

	209328
	1

	209328
	1

	209331
	1

	209331
	1

	209338
	1

	209338
	1

	209368
	1

	209368
	1

	209373
	1

	209375
	1

	209376
	1

	209376
	1

	209376
	1

	209423
	1

	209423
	1

	209436
	1

	209438
	1

	209478
	1

	209478
	1

	209481
	1

	209481
	1

	209489
	1

	209489
	1

	209490
	1

	209537
	1

	209597
	1

	209597
	1

	209597
	1

	209626
	1

	209640
	1

	209653
	1

	209663
	1

	209763
	1

	209771
	1

	209771
	1

	209771
	1

	209771
	1

	209771
	1

	209786
	1

	209786
	1

	209786
	1

	209787
	1

	209811
	1

	209813
	1

	209815
	1

	209836
	1

	209836
	1

	209845
	1

	209979
	1

	209979
	1

	209979
	1

	210068
	1

	210068
	1

	210089
	1

	210089
	1

	210090
	1

	210090
	1

	210095
	1

	210120
	1

	210120
	1

	210159
	1

	210207
	1

	210207
	1

	210218
	1

	210218
	1

	210231
	1

	210235
	1

	210235
	1

	210246
	1

	210246
	1

	210246
	1

	210246
	1

	210248
	1

	210291
	1

	210291
	1

	210291
	1

	210292
	1

	210299
	1

	210391
	1

	210391
	1

	210392
	1

	210392
	1

	210393
	1

	210401
	1

	210401
	1

	210408
	1

	210408
	1

	210417
	1

	210417
	1

	210450
	1

	210450
	1

	210459
	1

	210459
	1

	210510
	1

	210553
	1

	210646
	1

	210656
	1

	210770
	1

	210802
	1

	210802
	1

	210813
	1

	210817
	1

	210829
	1

	210829
	1

	210842
	1

	210882
	1

	210882
	1

	210892
	1

	210892
	1

	210892
	1

	210918
	1

	210967
	1

	210968
	1

	210970
	1

	210971
	1

	210993
	1

	211027
	1

	211075
	1

	211093
	1

	211097
	1

	211097
	1

	211103
	1

	211134
	1

	211194
	1

	211195
	1

	211245
	1

	211251
	1

	211305
	1

	211315
	1

	211354
	1

	211354
	1

	211354
	1

	211380
	1

	211382
	1

	211382
	1

	211382
	1

	211382
	1

	211486
	1

	211486
	1

	211549
	1

	211563
	1

	211599
	1

	211640
	1

	211640
	1

	211642
	1

	211642
	1

	211642
	1

	211642
	1

	211726
	1

	211746
	1

	211755
	1

	211767
	1

	211773
	1

	211773
	1

	211774
	1

	211775
	1

	211778
	1

	211778
	1

	211778
	1

	211808
	1

	211851
	1

	211869
	1

	211900
	1

	211904
	1

	211904
	1

	211932
	1

	211953
	1

	211957
	1

	211957
	1

	211963
	1

	211963
	1

	211986
	1

	211987
	1

	212017
	1

	212094
	1

	212103
	1

	212150
	1

	212182
	1

	212191
	1

	212267
	1

	212267
	1

	212270
	1

	212270
	1

	212279
	1

	212295
	1

	212295
	1

	212297
	1

	212311
	1

	212311
	1

	212321
	1

	212349
	1

	212466
	1

	212519
	1

	212594
	1

	212594
	1

	212628
	1

	212640
	1

	212658
	1

	212661
	1

	212868
	1

	212868
	1

	212877
	1

	212893
	1

	212908
	1

	212908
	1

	212908
	1

	212908
	1

	212908
	1

	212908
	1

	212927
	1

	212931
	1

	212932
	1

	212932
	1

	212953
	1

	213010
	1

	213035
	1

	213035
	1

	213098
	1

	213100
	1

	213116
	1

	213116
	1

	213117
	1

	213117
	1

	213222
	1

	213241
	1

	213246
	1

	213246
	1

	213246
	1

	213263
	1

	213263
	1

	213268
	1

	213268
	1

	213275
	1

	213291
	1

	213346
	1

	213368
	1

	213368
	1

	213368
	1

	213382
	1

	213470
	1

	213475
	1

	213475
	1

	213475
	1

	213475
	1

	213475
	1

	213475
	1

	213493
	1

	213493
	1

	213493
	1

	213541
	1

	213543
	1

	213619
	1

	213619
	1

	213620
	1

	213620
	1

	213620
	1

	213620
	1

	213620
	1

	213620
	1

	213620
	1

	213634
	1

	213635
	1

	213638
	1

	213687
	1

	213687
	1

	213708
	1

	213732
	1

	213738
	1

	213746
	1

	213751
	1

	213814
	1

	213833
	1

	213884
	1

	213884
	1

	213903
	1

	213903
	1

	213982
	1

	213986
	1

	213987
	1

	213989
	1

	213990
	1

	213992
	1

	213992
	1

	213992
	1

	213992
	1

	213992
	1

	213993
	1

	213994
	1

	214060
	1

	214072
	1

	214111
	1

	214111
	1

	214143
	1

	214143
	1

	214143
	1

	214143
	1

	214143
	1

	214143
	1

	214226
	1

	214227
	1

	214262
	1

	214263
	1

	214264
	1

	214266
	1

	214310
	1

	214387
	1

	214387
	1

	214392
	1

	214392
	1

	214401
	1

	214402
	1

	214405
	1

	214405
	1

	214494
	1

	214496
	1

	214496
	1


