
  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 1 of 96

Case Number: Gender:
36.00Weight:

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

25/06/1988

20/06/1988
Causality possibleDeath

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:
Unspec vitamin deficien states

Stopped:Started:Batch:

0.0

ELEVIT RDI (Suspected)

01/03/1988

Reason:

Unspec vitamin deficien states

Stopped:Started:Batch:

0.0

FERRO-GRADUMET (Suspected)

01/03/1988

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram 2 times IntramuscularInjection 12.0

MODECATE (Suspected)

15/06/1988 16/06/1988

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily4.0

COGENTIN (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 155009

Preferred Term Severity Report Description Treatment
Consciousness fluctuating Life 

threatening
Extrapyramidal disorder
Hyperventilation
Sudden death
Tremor



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 2 of 96

Case Number: Gender:
36.00Weight:

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

25/06/1988

20/06/1988
Causality possibleDeath

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:
Chron isch heart dis no hyper

Stopped:Started:Batch:

Milligram Daily37.0

CAPTOPRIL (Suspected)

01/01/1988

Reason:

Chron isch heart dis no hyper

Stopped:Started:Batch:

Milligram Daily160.0

LASIX (Suspected)

01/01/1988

Reason:

Chron isch heart dis no hyper

Stopped:Started:Batch:

Dose Unspecified Daily1.0

CHLOTRIDE (Suspected)

01/01/1988

Reason:

Hospitalisation:

Report Details:
Seq: 155009



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 3 of 96

Case Number: Gender:
Weight:12/09/1988

Causality possibleUnknown
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Other atyp forms schizophrenia

Stopped:Started:Batch:

Milligram Weekly75.0

FLUPHENAZINE DECANOATE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 156427

Preferred Term Severity Report Description Treatment
Extrapyramidal disorder



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 4 of 96

Case Number: Gender:
Weight:12/09/1988

Causality possibleUnknown
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

0.0

FLUPHENAZINE DECANOATE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 156428

Preferred Term Severity Report Description Treatment
Hyperkinesia



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 5 of 96

Case Number: Gender:
63.00Weight:14/09/1988

11/09/1988
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Immunology Asot  < 200

Laboratory Investigations:

34YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily IntramuscularInjection 12.0

MODECATE (Suspected)

06/09/1988

Reason:

Hospitalisation:

Report Details:
Seq: 156659

Preferred Term Severity Report Description Treatment
Arthritis
Pruritus
Rash Antihistamines orally/cold 

packs baths.



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 6 of 96

Case Number: Gender:
Weight:

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

14/10/1988

31/07/1988
Causality possibleUnknown

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

36YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Weekly IntramuscularInjection 100.0

MODECATE (Suspected)

01/01/1979 CONTIN

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

MELLERIL (Suspected)

01/11/1983

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

MELLERIL (Suspected)

01/11/1984 28/09/1988

Reason:

Hospitalisation:

Report Details:
Seq: 156794

Preferred Term Severity Report Description Treatment
Retinal pigmentation



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 7 of 96

Case Number: Gender:
Weight:19/09/1988

08/09/1988
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

28YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Total IntramuscularInjection 75.0

MODECATE (Suspected)

08/08/1988 22/08/1988

Reason:

Hospitalisation:

Report Details:
Seq: 157229

Preferred Term Severity Report Description Treatment
Dysphagia
Hypertonia
Salivary hypersecretion



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 8 of 96

Case Number: Gender:
Weight:26/04/1989

23/02/1989
Causality possibleRecovered with sequelae

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

34YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CHLORPROMAZINE HYDROCHLORIDE (Suspected)

07/02/1989 23/02/1989

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily30.0

FLUPHENAZINE NOS (Suspected)

27/01/1989 23/02/1989

Reason:

Hospitalisation:

Report Details:
Seq: 159989

Preferred Term Severity Report Description Treatment
Neuroleptic malignant syndrome Paralyzed and ventilated.        

sequelae: disseminated 
intravascular coagulation



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 9 of 96

Case Number: Gender:
Weight:13/09/1989

07/09/1989
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:
Paralysis agitans

Stopped:Started:Batch:

Milligram Monthly25.0

MODECATE (Suspected) Reason:

Other&unspecified epilepsy

Stopped:Started:Batch:

Milligram Daily400.0

TEGRETOL (Suspected) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily5.0

PROCYCLIDINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 162499

Preferred Term Severity Report Description Treatment
Coordination abnormal
Somnolence
Vomiting 2 doses of activated charcoal.



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 10 of 96

Case Number: Gender:
Weight:14/08/1989

11/07/1989
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

66YAge:

Additional Information:

Medicine Details:
Unspecifid affective psychosis

Stopped:Started:Batch:

Gram Daily OralTablet 1.0

LITHIUM CARBONATE (Suspected)

17/07/1989

Reason:

Unspecifid affective psychosis

Stopped:Started:Batch:

Milligram Daily125.0

DOXEPIN HYDROCHLORIDE (Suspected)

17/07/1989

Reason:

Unspecifid affective psychosis

Stopped:Started:Batch:

Milligram Daily0.5

HALOPERIDOL (Suspected)

17/07/1989

Reason:

Otr respiratory systm diseases

Stopped:Started:Batch:

Milligram Daily600.0

THEO-DUR (Suspected)

17/07/1989

Reason:

Hospitalisation:

Report Details:
Seq: 162669

Preferred Term Severity Report Description Treatment
Consciousness fluctuating Rehydration
Dehydration
Hypernatraemia
Renal impairment



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 11 of 96

Case Number: Gender:
Weight:14/08/1989

11/07/1989
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

66YAge:

Additional Information:

Medicine Details:
Unspecifid affective psychosis

Stopped:Started:Batch:

Milligram Alternate weeks IntramuscularInjection 6.2

MODECATE (Suspected)

17/07/1989

Reason:

Hospitalisation:

Report Details:
Seq: 162669



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 12 of 96

Case Number: Gender:
70.00Weight:06/10/1990

15/09/1990
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

IntravenousInjection 0.0

HEROIN (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Milligram 1 time IntramuscularInjection 12.0

MODECATE (Suspected)

14/09/1990

Reason:

Hospitalisation:

Report Details:
Seq: 167786

Preferred Term Severity Report Description Treatment
Agitation
Dysarthria
Dysphonia
Dystonia
Oedema Cogentin 2mg im.



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 13 of 96

Case Number: Gender:
80.00Weight:30/10/1990

06/08/1990
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

47YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

0.0

STELAZINE (Suspected) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily100.0

CHLORPROMAZINE HYDROCHLORIDE (Suspected)

17/07/1990 06/08/1990

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Alternate weeks IntramuscularInjection 50.0

MODECATE (Suspected)

09/07/1990 17/08/1990

Reason:

Hospitalisation:

Report Details:
Seq: 168215

Preferred Term Severity Report Description Treatment
Extrapyramidal disorder
Hypertension
Pyrexia Propranolol 40 mg tds from 

03/09/90 to 05/09/90 with no 
effect

Salivary hypersecretion



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 14 of 96

Case Number: Gender:
56.00Weight:07/11/1990

01/06/1990
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily200.0

THIAMINE (Suspected)

01/06/1990 04/06/1990

Reason:

Stopped:Started:Batch:

Milligram Daily1.0

FLUPHENAZINE NOS (Suspected)

16/06/1990

Reason:

Hospitalisation: Hospitalisation prolonged

Report Details:
Seq: 168637

Preferred Term Severity Report Description Treatment
Extrapyramidal disorder Fluphenazine dose reduced



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 15 of 96

Case Number: Gender:
75.00Weight:

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

19/12/1990

12/12/1990
Causality certainUnknown

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

53YAge:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Dose Unspecified Monthly IntramuscularInjection 1.0

MODECATE (Suspected)

01/12/1989 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 168910

Preferred Term Severity Report Description Treatment
Paraesthesia
Rash erythematous



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 16 of 96

Case Number: Gender:
Weight:08/03/1991

Causality possibleRecovered
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

52YAge:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily IntramuscularInjection 25.0

MODECATE (Suspected)

15/02/1991 15/02/1991

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralOral application 20.0

STELAZINE (Suspected)

20/02/1991 22/02/1991

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralOral application 800.0

LARGACTIL (Suspected)

21/02/1991 22/02/1991

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 2.0

COGENTIN (Suspected)

20/02/1991 22/02/1991

Reason:

Hospitalisation:

Report Details:
Seq: 170181

Preferred Term Severity Report Description Treatment
Neuroleptic malignant syndrome Valium



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 17 of 96

Case Number: Gender:
90.00Weight:

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

03/05/1991

12/06/1990
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

44YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Weekly IntramuscularInjection 25.0

MODECATE (Suspected)

01/01/1972 28/06/1990

Reason:

Hospitalisation:

Report Details:
Seq: 170605

Preferred Term Severity Report Description Treatment
Arthritis



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 18 of 96

Case Number: Gender:
72.00Weight:14/05/1991

14/02/1991
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 schizophrenia

Stopped:Started:Batch:

Milligram Weekly100.0

FLUPHENAZINE DECANOATE (Suspected)

14/03/1973

Reason:

Hospitalisation:

Report Details:
Seq: 170686

Preferred Term Severity Report Description Treatment
Injection site reaction



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 19 of 96

Case Number: Gender:
Weight:28/06/1991

20/05/1991
Causality probableRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

19YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Fortnightly IntramuscularInjection 25.0

MODECATE (Suspected)

L TERM CONTIN

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily150.0

ALDAZINE (Suspected)

16/05/1991 20/05/1991

Reason:

Hospitalisation:

Report Details:
Seq: 171883

Preferred Term Severity Report Description Treatment
Ejaculation failure Ejaculatory problems



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 20 of 96

Case Number: Gender:
Weight:

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

02/07/1991

Causality possibleNot yet recovered
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

36YAge:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

MELLERIL (Suspected)

01/08/1990 28/02/1991

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily12.5

MODECATE (Suspected)

01/09/1990    02W

Reason:

Stopped:Started:Batch:

Milligram Daily12.5

LITHIUM CARBONATE (Suspected)

01/09/1990    02W

Reason:

Hospitalisation:

Report Details:
Seq: 171950

Preferred Term Severity Report Description Treatment
Dystonia Dystonic reaction acute
Erectile dysfunction Erection failure
Libido decreased Loss of libido
Tardive dyskinesia



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 21 of 96

Case Number: Gender:
Weight:

Reaction occurred 3 weeks after fluphenazine changed from 2 x 50mg/2ml amps to 1 x 100mg/ml ampoule per week.

02/07/1992

25/06/1992
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

52YAge:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Milligram Weekly100.0

FLUPHENAZINE DECANOATE (Suspected)

L TERM

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

ARTANE (Suspected)

L TERM

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

MELLERIL (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 178092

Preferred Term Severity Report Description Treatment
Aggression



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 22 of 96

Case Number: Gender:
55.00Weight:22/09/1992

04/09/1992
Causality certainRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

31YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

STELAZINE (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily IntramuscularInjection 40.0

FLUPHENAZINE DECANOATE (Suspected)

02/09/1992

Reason:

Hospitalisation:

Report Details:
Seq: 179716

Preferred Term Severity Report Description Treatment
Injection site reaction



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 23 of 96

Case Number: Gender:
Weight:20/11/1992

Causality possibleNot yet recovered
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

45YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

MODECATE (Suspected) Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

LARGACTIL (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 181106

Preferred Term Severity Report Description Treatment
Extrapyramidal disorder
Tremor



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 24 of 96

Case Number: Gender:
53.00Weight:13/12/1992

30/06/1992
Causality possibleNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram 3 times IntramuscularInjection 50.0

HALDOL DECANOATE (Suspected)

16/06/1992 30/06/1992

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Weekly IntramuscularInjection 50.0

MODECATE (Suspected)

27/05/1992 16/06/1992

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

MELLERIL (Suspected)

29/06/1992 30/06/1992

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

KEMADRIN (Suspected)

25/06/1992 05/07/1992

Reason:

Hospitalisation:

Report Details:
Seq: 181490

Preferred Term Severity Report Description Treatment
Hypertonia Stiffness
Extrapyramidal disorder



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 25 of 96

Case Number: Gender:
Weight:

Bilateral bifid thumbs (complete polydactyly thumbs) of baby of mother with past history of schizophrenia on these medications 
prior to pregnancy. no treatment during pregnancy.

18/02/1993

Causality possibleNot yet recovered
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

0.0

MODECATE (Suspected) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

0.0

SERENACE (Suspected) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

0.0

PIMOZIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 182668

Preferred Term Severity Report Description Treatment
Polydactyly



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 26 of 96

Case Number: Gender:
70.00Weight:02/04/1993

14/03/1993
Causality certainNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

37YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily IntramuscularInjection 80.0

FLUPHENAZINE DECANOATE (Suspected)

01/03/1993

Reason:

Hospitalisation:

Report Details:
Seq: 183683

Preferred Term Severity Report Description Treatment
Injection site reaction



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 27 of 96

Case Number: Gender:
Weight:21/05/1993

15/10/1992
Causality possibleNot yet recovered
09/11/1955DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

36Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

FLUPHENAZINE NOS (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 184649

Preferred Term Severity Report Description Treatment
Hyperreflexia
Hypertonia
Mydriasis
Neuroleptic malignant syndrome Iv fluids.
Pyrexia
Rhabdomyolysis
Tachycardia



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 28 of 96

Case Number: Gender:
57.00Weight:24/06/1993

16/06/1993
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

13YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram 1 time IntramuscularInjection 5.0

MODECATE (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 185460

Preferred Term Severity Report Description Treatment
Dyskinesia Involuntary movement of tongue.
Dystonia Benztropine im 0.5mg twice .
Extrapyramidal disorder



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 29 of 96

Case Number: Gender:
Weight:12/07/1993

Causality possibleNot yet recovered
09/10/1947DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

45Age:

Additional Information:

Medicine Details:
Abnormal involuntary movement

Stopped:Started:Batch:

Milligram Daily OralTablet 1.0

BENZTROPINE MESYLATE (Other drug)

CONTIN

Reason:

Otr spec symp psychopathol nec

Stopped:Started:Batch:

Milligram Daily OralTablet 1.0

CLONAZEPAM (Other drug)

CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

CARBAMAZEPINE (Other drug)

25/02/1993

Reason:

Stopped:Started:Batch:

Milligram 1 time IntramuscularInjection 37.0

MODECATE (Suspected)

25/01/1993

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 185977

Preferred Term Severity Report Description Treatment
Extrapyramidal disorder Clonidine 100rg po.



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 30 of 96

Case Number: Gender:
Weight:12/07/1993

Causality possibleNot yet recovered
09/10/1947DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

45Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Daily OralTablet 1.0

LITHIUM CARBONATE (Suspected)

CONTIN

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 185977



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 31 of 96

Case Number: Gender:
80.00Weight:04/08/1993

25/06/1993
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

46YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ALCOHOL (Suspected) Reason:

Stopped:Started:Batch:

Dose Unspecified Daily1.0

FLUPHENAZINE DECANOATE (Suspected)

20/06/1993

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily300.0

MOCLOBEMIDE (Suspected)

20/05/1993 20/06/1993

Reason:

Hospitalisation:

Report Details:
Seq: 186617

Preferred Term Severity Report Description Treatment
Tardive dyskinesia Dyskinesia tardive mouth and tongue.



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 32 of 96

Case Number: Gender:
Weight:

Patient has had same reaction to chlorpromazine.

28/09/1993

19/09/1993
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

39YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram As necessary OralSolution 20.0

RIVOTRIL (Suspected)

17/09/1993

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralOral Liquid 600.0

LARGACTIL (Suspected)

17/09/1993 18/09/1993

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily IntramuscularInjection 50.0

MODECATE (Suspected)

16/09/1993

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralOral Liquid 20.0

SERENACE (Suspected)

17/09/1993

Reason:

Hospitalisation:

Report Details:
Seq: 187944

Preferred Term Severity Report Description Treatment
Face oedema
Pyrexia
Rash
Tachycardia



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 33 of 96

Case Number: Gender:
Weight:

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

05/11/1993

20/01/1993
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Sodium >4.07 20/01/1993 1.77 Baseline 4.07
Sodium >4.07 31/01/1993 1.48 Baseline 4.07
Sodium >4.07 28/01/1993 0.86 Baseline 4.07
Sodium >4.07 02/02/1993 1.1 Baseline 4.07
Sodium >4.07 12/02/1993 11.21 Baseline 4.07
Sodium >4.07 09/02/1993 1.13 Baseline 4.07
Sodium >4.07 29/01/1993 0.4 Baseline 4.07

Laboratory Investigations:

42YAge:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Milligram Weekly IntramuscularInjection 74.0

FLUPHENAZINE DECANOATE (Suspected)

01/10/1992 11/01/1993

Reason:

Manic-depression psycho,manic

Stopped:Started:Batch:

Milligram Daily OralOral application 600.0

CARBAMAZEPINE (Suspected)

13/01/1993 21/01/1993

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralOral application 5.0

FLUPHENAZINE HYDROCHLORIDE (Suspected)

01/10/1992 22/01/1993

Reason:

Abnormal involuntary movement

Stopped:Started:Batch:

Milligram Daily OralTablet 80.0

PROPRANOLOL HYDROCHLORIDE (Suspected)

15/12/1992 25/01/1993

Reason:

Hospitalisation:

Report Details:
Seq: 189078

Preferred Term Severity Report Description Treatment
Agranulocytosis Antibiotics, isolation and sterile 

foods.



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 34 of 96

Case Number: Gender:
Weight:

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

05/11/1993

20/01/1993
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

White blood cells >10.8 20/01/1993 3.1 Baseline 10.8
White blood cells >10.8 21/01/1993 2.8 Baseline 10.8
White blood cells >10.8 28/01/1993 3.3 Baseline 10.8
White blood cells >10.8 29/01/1993 2.0 Baseline 10.8
White blood cells >10.8 02/02/1993 4.2 Baseline 10.8
White blood cells >10.8 09/02/1993 4.2 Baseline 10.8
White blood cells >10.8 12/02/1993 13.5 Baseline 10.8

Laboratory Investigations:

42YAge:

Additional Information:

Medicine Details:
Abnormal involuntary movement

Stopped:Started:Batch:

Milligram Daily OralOral application 2.0

BENZTROPINE MESYLATE (Suspected)

15/12/1992 25/01/1993

Reason:

Hospitalisation:

Report Details:
Seq: 189078



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 35 of 96

Case Number: Gender:
56.00Weight:20/12/1993

07/12/1993
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 07/12/1993 2.2
Neutrophils 09/12/1993 1.35
Platelets 15/11/1993 200
Platelets 09/12/1993 182
Platelets 13/12/1993 209
Platelets 07/12/1993 154
Platelets 02/12/1993 184

Laboratory Investigations:

36YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Fortnightly IntramuscularInjection 75.0

MODECATE (Suspected)

08/11/1993L TERM

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralOral application 300.0

CHLORPROMAZINE HYDROCHLORIDE (Suspected)

03/12/1993 05/12/1993

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralOral application 300.0

REMOXIPRIDE (Suspected)

03/11/1993 07/12/1993

Reason:

Hospitalisation:

Report Details:
Seq: 189976

Preferred Term Severity Report Description Treatment
Leukopenia



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 36 of 96

Case Number: Gender:
56.00Weight:20/12/1993

07/12/1993
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Platelets 20/12/1993 221
Platelets 05/01/1994 179
Platelets 01/03/1994 227
Platelets 14/02/1994 170
Platelets 31/01/1994 177
Platelets 24/01/1994 162
Platelets 19/01/1994 180

Laboratory Investigations:

36YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Fortnightly IntramuscularInjection 75.0

MODECATE (Suspected)

08/11/1993L TERM

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralOral application 300.0

CHLORPROMAZINE HYDROCHLORIDE (Suspected)

03/12/1993 05/12/1993

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralOral application 300.0

REMOXIPRIDE (Suspected)

03/11/1993 07/12/1993

Reason:

Hospitalisation:

Report Details:
Seq: 189976



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 37 of 96

Case Number: Gender:
56.00Weight:20/12/1993

07/12/1993
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Platelets 11/01/1994 189
Platelets 24/12/1993 216
White blood cells 15/11/1993 7.8
White blood cells 02/12/1993 5.4
White blood cells 07/12/1993 2.8
White blood cells 09/12/1993 2.9
White blood cells 13/12/1993 4.3

Laboratory Investigations:

36YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Fortnightly IntramuscularInjection 75.0

MODECATE (Suspected)

08/11/1993L TERM

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralOral application 300.0

CHLORPROMAZINE HYDROCHLORIDE (Suspected)

03/12/1993 05/12/1993

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralOral application 300.0

REMOXIPRIDE (Suspected)

03/11/1993 07/12/1993

Reason:

Hospitalisation:

Report Details:
Seq: 189976



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 38 of 96

Case Number: Gender:
56.00Weight:20/12/1993

07/12/1993
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

White blood cells 20/12/1993 5.8
White blood cells 24/12/1993 5.4
White blood cells 05/01/1994 4.3
White blood cells 11/01/1994 3.8
White blood cells 19/01/1994 3.4
White blood cells 24/01/1994 5.5
White blood cells 31/01/1994 5.2

Laboratory Investigations:

36YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Fortnightly IntramuscularInjection 75.0

MODECATE (Suspected)

08/11/1993L TERM

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralOral application 300.0

CHLORPROMAZINE HYDROCHLORIDE (Suspected)

03/12/1993 05/12/1993

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralOral application 300.0

REMOXIPRIDE (Suspected)

03/11/1993 07/12/1993

Reason:

Hospitalisation:

Report Details:
Seq: 189976



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 39 of 96

Case Number: Gender:
56.00Weight:20/12/1993

07/12/1993
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

White blood cells 14/02/1994 5.3
White blood cells 01/03/1994 3.93

Laboratory Investigations:

36YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Fortnightly IntramuscularInjection 75.0

MODECATE (Suspected)

08/11/1993L TERM

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralOral application 300.0

CHLORPROMAZINE HYDROCHLORIDE (Suspected)

03/12/1993 05/12/1993

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralOral application 300.0

REMOXIPRIDE (Suspected)

03/11/1993 07/12/1993

Reason:

Hospitalisation:

Report Details:
Seq: 189976



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 40 of 96

Case Number: Gender:
Weight:26/04/1994

22/07/1993
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Biochemistry < 0.06 MG/L 22/07/1993 107.00 Myoglobin
Biochemistry < 0.06 MG/L 22/07/1993 34.80 Myoglobin
Biochemistry < 0.38 MG/L 22/07/1993 3180 Urine myoglobin
Creatine kinase 
MB

< 10U/L 22/07/1993 517
Creatine 
phosphokinase

25 - 200 U/L 22/07/1993 23690
Creatine 
phosphokinase

25 - 200 U/L 22/07/1993 139178
Creatine 
phosphokinase

25 - 200 U/L 23/07/1993 98778

Laboratory Investigations:

45YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram As necessary OralTablet 5.0

DIAZEPAM (Other drug)

07/07/1993

Reason:

Pyrexia of unknown origin

Stopped:Started:Batch:

Dose Unspecified Daily OralOral application 3.0

PARACETAMOL (Other drug)

07/07/1993

Reason:

Othr diseases of urinary tract

Stopped:Started:Batch:

Dose Unspecified Daily OralOral application 2.0

SEPTRIN FORTE (Other drug)

07/07/1993

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram As necessary OralOral application 100.0

CHLORPROMAZINE HYDROCHLORIDE (Suspected)

07/07/1993

Reason:

Hospitalisation:

Report Details:
Seq: 192419

Preferred Term Severity Report Description Treatment
Neuroleptic malignant syndrome



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 41 of 96

Case Number: Gender:
Weight:26/04/1994

22/07/1993
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatine 
phosphokinase

25 - 200 U/L 24/07/1993 42708
Creatine 
phosphokinase

25 - 200 U/L 25/07/1993 16831
Creatine 
phosphokinase

25 - 200 U/L 27/07/1993 3731

Laboratory Investigations:

45YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Fortnightly IntramuscularInjection 50.0

MODECATE (Suspected)

14/07/1993

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralOral application 30.0

TRIFLUOPERAZINE HYDROCHLORIDE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

AMITRIPTYLINE HYDROCHLORIDE (Suspected)

21/07/1993

Reason:

Hospitalisation:

Report Details:
Seq: 192419



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 42 of 96

Case Number: Gender:
Weight:

Patient died on the 10/8/94.

12/08/1994

09/08/1994
Causality possibleDeath, maybe drug
15/04/1948DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Electrocardiograph
y

Ecg demonstrated acute mycardial infarction.

Laboratory Investigations:

46Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Fortnightly12.5

FLUPHENAZINE DECANOATE (Suspected)

07/06/1993    02W

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralOral application 750.0

CLOZARIL (Suspected)

16/02/1994 10/08/1994

Reason:

Stopped:Started:Batch:

Milligram Daily800.0

PRIADEL (Suspected)

07/06/1993

Reason:

Stopped:Started:Batch:

Milligram Daily4.0

BENZTROPINE MESYLATE (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 194973

Preferred Term Severity Report Description Treatment
Cardiac arrest
Myocardial infarction
Sudden death



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 43 of 96

Case Number: Gender:
80.00Weight:

Onset 8 years ago following prolonged treatment with conventional neuroleptics particularly modecate, simpley worsened while on 
clozapine.

01/09/1994

Causality possibleNot yet recovered
09/11/1965DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

28Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Weekly IntramuscularInjection 450.0

MODECATE (Suspected)

L TERM CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 195610

Preferred Term Severity Report Description Treatment
Hallucination
Oculogyration
Thinking abnormal Artane



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 44 of 96

Case Number: Gender:
Weight:

Clozapine was restarted at 25 mgd on 7.2.94.

07/09/1994

15/01/1994
Causality possibleRecovered
23/04/1954DOB:

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:

Milligram600.0

CHLORPROMAZINE HYDROCHLORIDE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Fortnightly75.0

MODECATE (Suspected) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

CLOZARIL (Suspected)

04/01/1994 11/01/1994

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

CLOZARIL (Suspected)

12/01/1994 15/01/1994

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 195730

Preferred Term Severity Report Description Treatment
Hypotension Bp 100/70
Hyperhidrosis Gentamicin and flucloxacillin.
Hyperventilation
Myocarditis
Pyrexia
Rash
Tachycardia
Tremor
Vomiting



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 45 of 96

Case Number: Gender:
Weight:

Clozapine was restarted at 25 mgd on 7.2.94.

07/09/1994

15/01/1994
Causality possibleRecovered
23/04/1954DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

39Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily20.0

HALOPERIDOL (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 195730



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 46 of 96

Case Number: Gender:
64.00Weight:19/12/1994

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

28YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

MODECATE (Suspected)

25/08/1994

Reason:

Hospitalisation:

Report Details:
Seq: 197905

Preferred Term Severity Report Description Treatment
Extrapyramidal disorder



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 47 of 96

Case Number: Gender:
Weight:22/02/1995

Causality possibleDeath
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Histology At autopsy, the major anatomical findings were of a resolving 
empyema and underlying patchy, mild bronchopneumonia, the 
nature of which was not considered to be the principle cause of 
death.

Pharmacokinetics Toxicological analysis revealed benzhexol blood and liver 
concentrations to be 0.12mg/l and 0.5mg/kg, respectively.  
gastric contents contained 0.4mg of benzhexol.  others drugs 
were not detected.

Laboratory Investigations:

48YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

MODECATE (Suspected) Reason:

Stopped:Started:Batch:

0.0

ARTANE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 199109

Preferred Term Severity Report Description Treatment
Drug level increased
Sudden death
Tardive dyskinesia



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 48 of 96

Case Number: Gender:
Weight:

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

23/03/1995

Causality possibleRecovered
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Fortnightly IntramuscularInjection 25.0

MODECATE (Suspected)

28/02/1995L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 199804

Preferred Term Severity Report Description Treatment
Neuroleptic malignant syndrome
Tremor Dantrolene and bromocriptine



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 49 of 96

Case Number: Gender:
Weight:

Fluphenazine ceased in 1992 recommenced in 1994 resulting in reaction occurring again.  - the date of onset is not accurate but 
indicates that onset occurred sometime during the year. the dosage start date is not accurate but indicates that start occurred 
sometime during the year. the dosage stop date is not accurate but indicates that stoppage occurred sometime during the year.

01/05/1995

31/12/1992
Causality certainRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

73YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Fortnightly IntramuscularInjection 18.0

FLUPHENAZINE DECANOATE (Suspected)

01/01/1989 31/01/1992

Reason:

Hospitalisation:

Report Details:
Seq: 1100466

Preferred Term Severity Report Description Treatment
Tremor



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 50 of 96

Case Number: Gender:
Weight:

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

01/05/1995

10/02/1995
Causality possibleRecovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

73YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 5.0

FLUPHENAZINE DECANOATE (Suspected)

01/01/1989 28/02/1995

Reason:

Other&unspecified epilepsy

Stopped:Started:Batch:

Milligram Daily OralTablet 2.0

BENZTROPINE MESYLATE (Suspected)

01/01/1989 28/02/1995

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1100467

Preferred Term Severity Report Description Treatment
Hypertonia
Neuroleptic malignant syndrome Dantrolene, bromocriptine
Somnolence
Tachycardia



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 51 of 96

Case Number: Gender:
Weight:19/05/1995

22/03/1994
Causality possibleRecovered
19/02/1958DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatine 
phosphokinase

21/03/1994 1480
Creatine 
phosphokinase

22/03/1994 6100
Creatine 
phosphokinase

24/03/1994 1480
Creatine 
phosphokinase

26/03/1994 250
Creatine 
phosphokinase

23/03/1994 3530
Creatine 
phosphokinase

30/03/1994 140
Potassium 21/03/1994 3.4

Laboratory Investigations:

36Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 2.0

COLOXYL (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily200.0

IMIPRAMINE HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

Dose Unspecified Monthly IntravenousInjection 1.0

MODECATE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily10.0

TRIFLUOPERAZINE HYDROCHLORIDE (Suspected)

14/03/1994 18/03/1994

Reason:

Hospitalisation:

Report Details:
Seq: 1100982

Preferred Term Severity Report Description Treatment
Hypertension Bp 180/110
Blood creatine phosphokinase increased
Hypertonia
Hypokalaemia
Hyponatraemia Diazepam, bromocriptine and 

propranolol.
Leukocytosis
Neuroleptic malignant syndrome



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 52 of 96

Case Number: Gender:
Weight:19/05/1995

22/03/1994
Causality possibleRecovered
19/02/1958DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Potassium 22/03/1994 3.0
Potassium 23/03/1994 4.0
Potassium 30/03/1994 4.3
Potassium 26/03/1994 4.7
Potassium 24/03/1994 3.5
Sodium 21/03/1994 121
Sodium 22/03/1994 125

Laboratory Investigations:

36Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily100.0

THIORIDAZINE HYDROCHLORIDE (Suspected)

18/03/1994

Reason:

Stopped:Started:Batch:

Milligram Daily400.0

ORPHENADRINE NOS (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1100982



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 53 of 96

Case Number: Gender:
Weight:19/05/1995

22/03/1994
Causality possibleRecovered
19/02/1958DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Sodium 23/03/1994 130
Sodium 24/03/1994 131
Sodium 26/03/1994 135
Sodium 30/03/1994 135

Laboratory Investigations:

36Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 2.0

COLOXYL (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily200.0

IMIPRAMINE HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

Dose Unspecified Monthly IntravenousInjection 1.0

MODECATE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily10.0

TRIFLUOPERAZINE HYDROCHLORIDE (Suspected)

14/03/1994 18/03/1994

Reason:

Hospitalisation:

Report Details:
Seq: 1100982



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 54 of 96

Case Number: Gender:
Weight:19/05/1995

22/03/1994
Causality possibleRecovered
19/02/1958DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

36Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily100.0

THIORIDAZINE HYDROCHLORIDE (Suspected)

18/03/1994

Reason:

Stopped:Started:Batch:

Milligram Daily400.0

ORPHENADRINE NOS (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1100982



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 55 of 96

Case Number: Gender:
Weight:28/06/1995

17/03/1995
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

19YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram As necessary100.0

CHLORPROMAZINE HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

As necessary0.0

PANADOL (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily2.0

BENZTROPINE MESYLATE (Other drug) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

0.0

TEGRETOL (Suspected)

15/02/1995 17/03/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1101811

Preferred Term Severity Report Description Treatment
Delirium
Hypertonia Iv rehydration, 

bromocriptine2.5mg tds and 
dantrolene 25mg tds.

Neuroleptic malignant syndrome
Pyrexia
Tachycardia
Urinary incontinence



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 56 of 96

Case Number: Gender:
Weight:28/06/1995

17/03/1995
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

19YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Weekly IntramuscularInjection 25.0

MODECATE (Suspected)

27/02/1995 17/03/1995

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily10.0

FLUPHENAZINE DECANOATE (Suspected)

07/03/1995 17/03/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1101811



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 57 of 96

Case Number: Gender:
Weight:30/01/1996

25/01/1996
Causality possibleNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

38YAge:

Additional Information:

Medicine Details:
Specific disorders of sleep

Stopped:Started:Batch:

Milligram As necessary20.0

TEMAZEPAM (Other drug)

CONTIN

Reason:

Other&unspecified epilepsy

Stopped:Started:Batch:

Milligram Daily400.0

CARBAMAZEPINE (Other drug)

CONTIN

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily2.0

COVERSYL (Other drug)

CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily160.0

VERACAPS SR (Other drug)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1106132

Preferred Term Severity Report Description Treatment
Photosensitivity reaction Prednisolone, periactin, 

calamine lotion.
Pruritus
Rash maculo-papular



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 58 of 96

Case Number: Gender:
Weight:30/01/1996

25/01/1996
Causality possibleNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

38YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Fortnightly IntramuscularInjection 25.0

FLUPHENAZINE DECANOATE (Suspected)

19/01/1996

Reason:

Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily20.0

CHLORPROMAZINE HYDROCHLORIDE (Suspected)

20/01/1996 28/01/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1106132



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 59 of 96

Case Number: Gender:
Weight:21/02/1996

27/01/1996
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

66YAge:

Additional Information:

Medicine Details:
Explosive personality disorder

Stopped:Started:Batch:

Gram Daily1.2

EPILIM (Other drug)

CONTIN

Reason:

Paralysis agitans

Stopped:Started:Batch:

Milligram Daily4.0

COGENTIN (Other drug)

CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily80.0

INDERAL (Other drug)

CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily7.5

VALIUM (Other drug)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1106566

Preferred Term Severity Report Description Treatment
Consciousness fluctuating Depressed conscious level
Blood creatine phosphokinase increased
Hyperhidrosis
Hypertonia
Neuroleptic malignant syndrome
Pyrexia



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 60 of 96

Case Number: Gender:
Weight:21/02/1996

27/01/1996
Causality possibleNot yet recovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

66YAge:

Additional Information:

Medicine Details:
Paranoid type schizophrenia

Stopped:Started:Batch:

Milligram 1 time IntramuscularInjection 25.0

MODECATE (Suspected)

23/01/1996

Reason:

Paralysis agitans

Stopped:Started:Batch:

Milligram Daily200.0

SYMMETREL (Suspected)

23/01/1996

Reason:

Paralysis agitans

Stopped:Started:Batch:

Dose Unspecified Daily3.0

MADOPAR (Suspected)

23/01/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1106566



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 61 of 96

Case Number: Gender:
Weight:15/04/1996

16/11/1995
Causality possibleUnknown

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

ALT = SGPT 17/11/1995 315
ALT = SGPT 18/11/1995 178
AST = SGOT 17/11/1995 135
AST = SGOT 18/11/1995 38
Creatine 
phosphokinase

17/11/1995 122
Eosinophils 22/11/1995 0.77
GGT = SGGT = 
GGTP

17/11/1995 156

Laboratory Investigations:

18YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

FLUPHENAZINE DECANOATE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily200.0

CHLORPROMAZINE HYDROCHLORIDE (Suspected)

06/11/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1107915

Preferred Term Severity Report Description Treatment
Blood creatine phosphokinase increased
Eosinophilia
Hepatic function abnormal
Orthostatic hypotension
Pyrexia
Rash
Tachycardia



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 62 of 96

Case Number: Gender:
Weight:15/04/1996

16/11/1995
Causality possibleUnknown

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

GGT = SGGT = 
GGTP

18/11/1995 127

Laboratory Investigations:

18YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

FLUPHENAZINE DECANOATE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily200.0

CHLORPROMAZINE HYDROCHLORIDE (Suspected)

06/11/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1107915



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 63 of 96

Case Number: Gender:
81.00Weight:

See original report for other drugs

17/06/1996

24/02/1996
Causality possibleNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Chloride 100-110 20/02/1996 115
Chloride 100-110 24/02/1996 125
Chloride 100-110 15/03/1996 125
Chloride 100-110 31/03/1996 103
Electrolytes Ddavp (1-desamino-8-d-arginine vasopressin): pre - urine 

osmolality 114, plasma osmolality 308 post- urine osmolality 
118, plasma osmolality 305

Laboratory Investigations:

55YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Fortnightly IntramuscularInjection 50.0

MODECATE (Suspected)

20/02/1996L TERM

Reason:

Stopped:Started:Batch:

Gram Daily OralTablet 1.2

LITHICARB (Suspected)

20/02/1996L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

BRUFEN (Suspected)

20/02/1996

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralCapsule 180.0

CARDIZEM (Suspected)

01/03/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1109156

Preferred Term Severity Report Description Treatment
Diabetes insipidus Nephrogenic diabetes insipidus
Hyperchloraemia
Hypernatraemia
Hypokalaemia
Polydipsia
Polyuria



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 64 of 96

Case Number: Gender:
81.00Weight:

See original report for other drugs

17/06/1996

24/02/1996
Causality possibleNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Potassium 3.5-4.5 20/02/1996 3.4
Potassium 3.5-4.5 24/02/1996 4.6
Potassium 3.5-4.5 31/03/1996 3.8
Potassium 3.5-4.5 15/03/1996 2.9
Serum osmolality 275-295 20/02/1996 303
Serum osmolality 275-295 24/02/1996 330
Serum osmolality 275-295 31/03/1996 282

Laboratory Investigations:

55YAge:

Additional Information:

Medicine Details:
Convulsions

Stopped:Started:Batch:

Milligram Daily OralOral application 350.0

DILANTIN (Suspected)

23/02/1996 01/04/1996

Reason:

Convulsions

Stopped:Started:Batch:

Gram Daily OralTablet 2.0

VALPRO (Suspected)

23/02/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1109156



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 65 of 96

Case Number: Gender:
81.00Weight:

See original report for other drugs

17/06/1996

24/02/1996
Causality possibleNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Serum osmolality 275-295 15/03/1996 325
Sodium 135-145 20/02/1996 148
Sodium 135-145 24/02/1996 161
Sodium 135-145 15/03/1996 159
Sodium 135-145 31/03/1996 131

Laboratory Investigations:

55YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Fortnightly IntramuscularInjection 50.0

MODECATE (Suspected)

20/02/1996L TERM

Reason:

Stopped:Started:Batch:

Gram Daily OralTablet 1.2

LITHICARB (Suspected)

20/02/1996L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

BRUFEN (Suspected)

20/02/1996

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralCapsule 180.0

CARDIZEM (Suspected)

01/03/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1109156



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 66 of 96

Case Number: Gender:
81.00Weight:

See original report for other drugs

17/06/1996

24/02/1996
Causality possibleNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

55YAge:

Additional Information:

Medicine Details:
Convulsions

Stopped:Started:Batch:

Milligram Daily OralOral application 350.0

DILANTIN (Suspected)

23/02/1996 01/04/1996

Reason:

Convulsions

Stopped:Started:Batch:

Gram Daily OralTablet 2.0

VALPRO (Suspected)

23/02/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1109156



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 67 of 96

Case Number: Gender:
Weight:

The patient was treated with pentamidine for pneumocystis pneumonia in september 1996. on 20/11/96 patient was asymptomatic 
but cholestasis was indicated by liver function tests.

12/12/1996

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:
Prophylaxis

Stopped:Started:Batch:

Weekly0.0

ZITHROMAX (Suspected)

16/10/1996 26/11/1996

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Weekly18.7

MODECATE (Suspected)

L TERM

Reason:

Hiv infection

Stopped:Started:Batch:

Milligram Daily300.0

3TC (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily60.0

STAVUDINE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1113872

Preferred Term Severity Report Description Treatment
Hepatitis cholestatic Withdrawal of zithromax



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 68 of 96

Case Number: Gender:
Weight:

The patient was treated with pentamidine for pneumocystis pneumonia in september 1996. on 20/11/96 patient was asymptomatic 
but cholestasis was indicated by liver function tests.

12/12/1996

Causality possibleUnknown
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

38YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily150.0

RANITIDINE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily50.0

DAPSONE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1113872



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 69 of 96

Case Number: Gender:
Weight:12/03/1997

07/01/1997
Causality possibleUnknown
10/05/1920DOB:

Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

76Age:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Dose Unspecified As necessary2.0

DI-GESIC (Suspected) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Monthly IntravenousInjection 50.0

MODECATE (Suspected) Reason:

Paralysis agitans

Stopped:Started:Batch:

Milligram Daily15.0

ARTANE (Suspected)

20/01/1997

Reason:

Otr&unsp vertebrogen pain synd

Stopped:Started:Batch:

Milligram Daily900.0

SURGAM (Suspected)

20/01/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1115918

Preferred Term Severity Report Description Treatment
Urinary retention



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 70 of 96

Case Number: Gender:
Weight:12/03/1997

07/01/1997
Causality possibleUnknown
10/05/1920DOB:

Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

76Age:

Additional Information:

Medicine Details:
Otr spec symp psychopathol nec

Stopped:Started:Batch:

Milligram Daily90.0

SEREPAX (Suspected) Reason:

Otr spec symp psychopathol nec

Stopped:Started:Batch:

Milligram Daily75.0

TRYPTANOL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115918



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 71 of 96

Case Number: Gender:
Weight:

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

30/04/1997

18/02/1997
Causality possibleNot yet recovered
25/08/1944DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

52Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Fortnightly37.5

MODECATE (Suspected) Reason:

Other&unspecified epilepsy

Stopped:Started:Batch:

Milligram Daily200.0

DILANTIN (Suspected)

L TERM

Reason:

Stopped:Started:Batch:

Gram Daily1.3

TEGRETOL (Suspected)

01/01/1995 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily2.0

COGENTIN (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117155

Preferred Term Severity Report Description Treatment
Neuropathy peripheral



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 72 of 96

Case Number: Gender:
Weight:

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

30/04/1997

18/02/1997
Causality possibleNot yet recovered
25/08/1944DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

52Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily2.0

MOGADON (Suspected) Reason:

Menopausal symptoms

Stopped:Started:Batch:

Milligram Daily1.2

PREMARIN (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117155



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:22PM Database: pusime02 ADRS004 Page 73 of 96

Case Number: Gender:
73.00Weight:12/05/1997

23/03/1997
Causality possibleNot yet recovered

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

28YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily IntramuscularInjection 25.0

FLUPHENAZINE DECANOATE (Suspected)

19/03/1997

Reason:

Stopped:Started:Batch:

Milligram Daily400.0

CHLORPROMAZINE HYDROCHLORIDE (Suspected) Reason:

Stopped:Started:Batch:

Gram Daily1.0

LITHICARB (Suspected)

22/03/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1117517

Preferred Term Severity Report Description Treatment
Neuroleptic malignant syndrome Hydration



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:23PM Database: pusime02 ADRS004 Page 74 of 96

Case Number: Gender:
Weight:

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

06/06/1997

04/01/1997
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

28YAge:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Gram Daily1.0

LITHICARB (Other drug) Reason:

Unspecified psychosis

Stopped:Started:Batch:

IntramuscularInjection 0.0

MODECATE (Suspected)

04/01/1997

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily150.0

THIORIDAZINE HYDROCHLORIDE (Suspected)

01/10/1996 04/01/1997

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1118126

Preferred Term Severity Report Description Treatment
Extrapyramidal disorder Severe Stiff, drooling Benztropine given for 2 weeks



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:23PM Database: pusime02 ADRS004 Page 75 of 96

Case Number: Gender:
Weight:

Patient's dose of modecate was reduced and patient was improving.  on 10/2/98 patient agreed to try zyprexa in a cross taper 
with the modecate , which at this stage was given 18.75mg every fortnight.  after 13 days 24/2/98 patient committed suicide.  
doctor feels event could possibly be related to zyprexa.  the dosage start date is not accurate but indicates that start occurred 
sometime during the year. the dosage start date is not necessarily accurate but indicates that start occurred sometime during the 
month. the dosage start date is not accurate but indicates that start occurred sometime during the year.

29/06/1998

24/02/1998
Causality possibleDeath, maybe drug
19/07/1962DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 2.0

BENZTROPINE MESYLATE (Other drug)

01/01/1991 24/02/1998

Reason:

Disturbance of coordination

Stopped:Started:Batch:

International Unit Alternate days OralOral application 500.0

ALPHA-TOCOPHEROL (Other drug)

01/04/1995 22/02/1998

Reason:

Schizophrenia

Stopped:Started:Batch:

Milligram Fortnightly IntramuscularInjection 18.7

MODECATE (Suspected)

01/01/1991 24/02/1998

Reason:

Schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 5.0

ZYPREXA (Suspected)

10/02/1998 24/02/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1128780

Preferred Term Severity Report Description Treatment
Hallucination Auditory hallucination
Suicide attempt



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:23PM Database: pusime02 ADRS004 Page 76 of 96

Case Number: Gender:
55.00Weight:11/02/1999

Causality possibleRecovered
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

64YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

MODECATE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1136093

Preferred Term Severity Report Description Treatment
Dyskinesia Severe dyskinesia
Hyperkinesia



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:23PM Database: pusime02 ADRS004 Page 77 of 96

Case Number: Gender:
Weight:01/04/1999

Causality possibleNot yet recovered
31/08/1956DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatine 
phosphokinase

Creatinine phosphokinase level are normal. leukocytes are quite 
high.

Laboratory Investigations:

42Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

LITHIUM CARBONATE (Suspected) Reason:

Stopped:Started:Batch:

0.0

VENLAFAXINE HYDROCHLORIDE (Suspected) Reason:

Stopped:Started:Batch:

0.0

FLUPHENAZINE NOS (Suspected) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 650.0

CLOZARIL (Suspected)

27/01/1999    10W

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1138284

Preferred Term Severity Report Description Treatment
Tachycardia Persistent tachycardia (100bpm) Lithium discontinued and 

clozaril therapy continued.
Pyrexia Temperature increased
Leukocytosis



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:23PM Database: pusime02 ADRS004 Page 78 of 96

Case Number: Gender:
Weight:30/09/1999

Causality possibleRecovered
24/12/1927DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

71Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Monthly IntramuscularInjection 50.0

MODECATE (Suspected)

17/08/1999L TERM

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

STELAZINE (Suspected)

L TERM

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

MELLERIL (Suspected)

17/08/1999L TERM

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 5.0

OLANZAPINE (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1144225

Preferred Term Severity Report Description Treatment
Renal failure acute Acute on chronic renal failure.
Constipation Faecal impaction. Hydration, laxatives.  melleril & 

modecate ceased.



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:23PM Database: pusime02 ADRS004 Page 79 of 96

Case Number: Gender:
Weight:30/09/1999

Causality possibleRecovered
24/12/1927DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

71Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 2.0

COGENTIN (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1144225



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:23PM Database: pusime02 ADRS004 Page 80 of 96

Case Number: Gender:
Weight:

See original report for details of other drugs - thioridazine, benztropine.

19/10/1999

26/02/1998
Causality probableUnknown

DOB:
Causality:

M
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:

Milligram 1 time IntramuscularInjection 25.0

MODECATE (Suspected)

CONTIN

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1144882

Preferred Term Severity Report Description Treatment
Coordination abnormal Unsteady on feet
Confusional state Ct head - no abnormalities 

detected.
Delirium



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:23PM Database: pusime02 ADRS004 Page 81 of 96

Case Number: Gender:
Weight:

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

18/11/1999

Causality possibleUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

37YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

MODECATE (Other drug)

01/01/1999

Reason:

Stopped:Started:Batch:

0.0

FLUPHENAZINE NOS (Suspected)

01/01/1997 31/01/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1146007

Preferred Term Severity Report Description Treatment
Alopecia Fluphenazine was switched to 

fluphenazine decanoate.



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:23PM Database: pusime02 ADRS004 Page 82 of 96

Case Number: Gender:
Weight:

Patient also taking norvasc, normison.

07/02/2000

01/01/2000
Causality possibleRecovered

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

62YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Millilitre Weekly IntramuscularInjection 1.2

MODECATE (Interaction)

14/08/1996

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

AVAPRO (Interaction)

10/12/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1148657

Preferred Term Severity Report Description Treatment
Schizophreniform disorder Deterioration of schizophrenia Zyprexa. avapro ceased.



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:23PM Database: pusime02 ADRS004 Page 83 of 96

Case Number: Gender:
Weight:16/03/2000

21/04/1999
Causality possibleRecovered
18/04/1974DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

25Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

IntravenousInjection 0.0

FLUPHENAZINE NOS (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1150457

Preferred Term Severity Report Description Treatment
Dystonia
Extrapyramidal disorder Im cogentin, benztropine 

increased, diazepam,



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:23PM Database: pusime02 ADRS004 Page 84 of 96

Case Number: Gender:
70.00Weight:06/07/2000

18/06/2000
Causality possibleDeath
26/01/1956DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

44Age:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

0.0

SEROQUEL (Suspected) Reason:

Specific disorders of sleep

Stopped:Started:Batch:

0.0

TEMAZEPAM (Suspected) Reason:

Unspecified psychosis

Stopped:Started:Batch:

0.0

FLUPHENAZINE NOS (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1154450

Preferred Term Severity Report Description Treatment
Sudden death Patient died on 18/06/00. coronial enquiry.



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:23PM Database: pusime02 ADRS004 Page 85 of 96

Case Number: Gender:
Weight:20/08/2001

Causality possibleDeath, maybe drug
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Erythrocyte 
sedimentation rate

Esr was 60mm/hr.
Haemoglobin Haemoglobin 11.4gm/dl.
Immunology Homogeneous antinuclear factor was positive (titer, 1:20,480).
Lymphocytes Lymphocytes 0.5 x 10/l.
Platelets Platelet count was normal.
Rheumatoid factor Rheumatoid factor was positive.
Skin biopsy Cutaneous lupus erythematosus, confirmed by skin biopsy.

Laboratory Investigations:

59YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Fortnightly IntramuscularInjection 25.0

FLUPHENAZINE DECANOATE (Suspected) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1167730

Preferred Term Severity Report Description Treatment
Anaemia
Photosensitivity reaction
Systemic lupus erythematosus
Systemic lupus erythematosus rash



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:23PM Database: pusime02 ADRS004 Page 86 of 96

Case Number: Gender:
Weight:20/08/2001

Causality possibleDeath, maybe drug
DOB:

Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Radiololgy Chest radiograph followed by computed tomographic scan of 
the chest revealed a ruptured saccular aneurysm of the arch of 
the aorta. chest readiograph the previous year had shown a 
normal cardiomediastinal contour.

Laboratory Investigations:

58YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Fortnightly IntramuscularInjection 25.0

FLUPHENAZINE DECANOATE (Suspected) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

THIORIDAZINE HYDROCHLORIDE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily10.0

PREDNISOLONE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1167731

Preferred Term Severity Report Description Treatment
Aneurysm Aortic aneurysm.



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:23PM Database: pusime02 ADRS004 Page 87 of 96

Case Number: Gender:
Weight:02/07/2002

01/03/2002
Causality possibleUnknown

DOB:
Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

64YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily4.0

PERINDOPRIL (Other drug) Reason:

Stopped:Started:Batch:

Milligram As necessary IntravenousInjection 25.0

FLUPHENAZINE NOS (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1176806

Preferred Term Severity Report Description Treatment
Thirst Anticholinergic adr.
Constipation
Dehydration Laxatives, softeners.
Nausea
Tachycardia



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:23PM Database: pusime02 ADRS004 Page 88 of 96

Case Number: Gender:
Weight:

The date of onset is not necessarily accurate but indicates onset sometime in the month.

08/10/2002

28/09/2002
Causality possibleUnknown

DOB:
Causality:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

68YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Monthly IntramuscularInjection 12.5

MODECATE (Suspected)

L TERM    20Y

Reason:

Hospitalisation:

Report Details:
Seq: 1179756

Preferred Term Severity Report Description Treatment
Extrapyramidal disorder



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:23PM Database: pusime02 ADRS004 Page 89 of 96

Case Number: Gender:
0.00Weight:06/03/2003

Causality probableUnknown
DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

99UAge:

Additional Information:

Medicine Details:
Schizophrenia

Stopped:Started:Batch:

FLUPHENAZINE NOS (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1183778

Preferred Term Severity Report Description Treatment
Muscle spasms Muscles went into spasm.



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:23PM Database: pusime02 ADRS004 Page 90 of 96

Case Number: Gender:
0.00Weight:13/04/2004

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:

Stopped:Started:Batch:

MODECATE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1196389

Preferred Term Severity Report Description Treatment
Tremor Tremor, shakiness in legs; impaired work 

ability



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:23PM Database: pusime02 ADRS004 Page 91 of 96

Case Number: Gender:
0.00Weight:24/05/2004

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:
Unspecified psychosis

Stopped:Started:Batch:

Dose Unspecified

MODECATE (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1197556

Preferred Term Severity Report Description Treatment
Brain oedema Caused or 

prolonged 
inpatient 
hospitalisation

Brain oedema



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:23PM Database: pusime02 ADRS004 Page 92 of 96

Case Number: Gender:
77.00Weight:02/06/2004

01/11/2003
Causality possibleNot yet recovered

DOB:
Causality:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

41YAge:

Additional Information:

Medicine Details:
Schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Suspected)

L TERM

Reason:

Stopped:Started:Batch:

Milligram DailyInjection 12.5

MODECATE (Suspected)

L TERM 1982-1993

Reason:

Hospitalisation:

Report Details:
Seq: 1197805

Preferred Term Severity Report Description Treatment
Cataract Left dense cataract and tardive dyskinesia.

Tardive dyskinesia



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:23PM Database: pusime02 ADRS004 Page 93 of 96

Case Number: Gender:
0.00Weight:

No adverse events were reported to have occurred with the children now 1.5 and 4.5 years old.

04/08/2004

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:

Stopped:Started:Batch:

MODECATE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1199654

Preferred Term Severity Report Description Treatment
Drug exposure during pregnancy Drug exposure during pregnancy, weight 

increased, somnolence.
Somnolence
Weight increased



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:23PM Database: pusime02 ADRS004 Page 94 of 96

Case Number: Gender:
0.00Weight:30/09/2004

28/08/2004
Causality possibleUnknown
02/04/1921DOB:

Causality:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

83Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily IntramuscularInjection 12.0

MODECATE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1201390

Preferred Term Severity Report Description Treatment
Extrapyramidal disorder The patient experienced extrapyramidal 

symptoms.
Oral Akineton 6mg daily.



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:23PM Database: pusime02 ADRS004 Page 95 of 96

Case Number: Gender:
0.00Weight:29/11/2004

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:

Injection

MODECATE (Suspected) Reason:

Stopped:Started:Batch:

OralTablet

CLOZAPINE (Suspected) Reason:

Stopped:Started:Batch:

RISPERDAL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1203113

Preferred Term Severity Report Description Treatment
Abnormal behaviour The patient experienced dribble, tongue in 

and out, speech mangled and incoherent, 
unable to watch TV or listen to the radio, 
no feeling around mouth, disabled socially 
and unwilling to venture out.

Dysarthria
Hypoaesthesia
Salivary hypersecretion
Tardive dyskinesia



  Date Range: 25 Jun 1988 To 31 Dec 2059  Unclear causality excluded  GM medicines Only  Tradenames: FLUPHENAZINE 
DECANOATE,FLUPHENAZINE NOS,MODECATE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/06/2007 03:23PM Database: pusime02 ADRS004 Page 96 of 96

Case Number: Gender:
0.00Weight:

Physician noted that the patient had "many other medical problems" and was hospitalized because of these.

27/05/2005

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:

Injection

MODECATE (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1208218

Preferred Term Severity Report Description Treatment
Haemoglobin decreased Caused or 

prolonged 
inpatient 
hospitalisation

Patient developed low haemoglobin.
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