
  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 1 of 610

Case Number: Gender:
65.00Weight:

Successfully withdrew from venlafaxine over a protracted period of two months, using a tapered dose.  - the date of onset is not 
accurate but indicates that onset occurred sometime during the year. the dosage start date is not necessarily accurate but 
indicates that start occurred sometime during the month.

29/03/1996

31/12/1996
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

60YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily70.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

01/09/1995 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1107419

Preferred Term Severity Report Description Treatment
Drug withdrawal syndrome
Nervousness
Nightmare

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 2 of 610

Case Number: Gender:
82.00Weight:

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

09/05/1996

22/04/1996
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

72YAge:

Additional Information:

Medicine Details:
Osteoarthritis

Stopped:Started:Batch:

Milligram Daily100.0

DICLOFENAC SODIUM (Other drug)

01/01/1991 CONTIN

Reason:

Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily20.0

TEMAZEPAM (Other drug)

01/01/1994 CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily20.0

MIANSERIN HYDROCHLORIDE (Other drug)

01/01/1995 03/04/1996

Reason:

Stopped:Started:Batch:

Gram Daily1.0

LITHIUM CARBONATE (Suspected)

01/01/1990 22/04/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1108358

Preferred Term Severity Report Description Treatment
Drug level increased
Hyperhidrosis
Nausea
Tremor

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 3 of 610

Case Number: Gender:
82.00Weight:

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

09/05/1996

22/04/1996
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

72YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily75.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

15/04/1996 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1108358

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 4 of 610

Case Number: Gender:
Weight:

Three weeks ago patient fall on left side --> bruised elbow --> unreported  the dosage start date is not necessarily accurate but 
indicates that start occurred sometime during the month. the dosage start date is not accurate but indicates that start occurred 
sometime during the year. the dosage start date is not necessarily accurate but indicates that start occurred sometime during the 
month.

16/05/1996

01/05/1996
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

73YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralOral application 100.0

ASPIRIN (Other drug)

01/11/1995

Reason:

Stopped:Started:Batch:

Microgram Daily OralTablet 150.0

THYROXINE SODIUM (Other drug)

01/01/1993

Reason:

Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily OralOral application 4.0

DIAZEPAM (Other drug)

01/11/1995

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralOral application 375.0

VENLAFAXINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1108519

Preferred Term Severity Report Description Treatment
Thrombophlebitis Cephalic vein.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 5 of 610

Case Number: Gender:
Weight:

Three weeks ago patient fall on left side --> bruised elbow --> unreported  the dosage start date is not necessarily accurate but 
indicates that start occurred sometime during the month. the dosage start date is not accurate but indicates that start occurred 
sometime during the year. the dosage start date is not necessarily accurate but indicates that start occurred sometime during the 
month.

16/05/1996

01/05/1996
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

73YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralOral application 600.0

SODIUM VALPROATE (Suspected) Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralOral application 80.0

SOTALOL HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1108519

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 6 of 610

Case Number: Gender:
Weight:29/05/1996

18/05/1996
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

39YAge:

Additional Information:

Medicine Details:
Anxiety neurosis

Stopped:Started:Batch:

Milligram As necessary OralOral application 5.0

DIAZEPAM (Other drug) Reason:

Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily OralTablet 3.0

XANAX (Other drug) Reason:

Myxedema

Stopped:Started:Batch:

Microgram Daily OralTablet 100.0

THYROXINE SODIUM (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralOral application 150.0

EFEXOR (Suspected)

14/05/1996 18/05/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1108798

Preferred Term Severity Report Description Treatment
Rash maculo-papular Two red itchy raised lumps on right arm

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 7 of 610

Case Number: Gender:
55.00Weight:26/07/1996

18/07/1996
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

56YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

18/07/1996 19/07/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1110307

Preferred Term Severity Report Description Treatment
Vasodilatation Severe Severe peripheral vasodilation
Nausea Severe

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 8 of 610

Case Number: Gender:
52.00Weight:

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

06/08/1996

Causality possibleNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

48YAge:

Additional Information:

Medicine Details:
Menopausal symptoms

Stopped:Started:Batch:

TransdermalCream 0.0

MENOREST (Other drug)

01/08/1995

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily750.0

EFEXOR (Suspected)

12/07/1996 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1110506

Preferred Term Severity Report Description Treatment
Constipation Increase fibre

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 9 of 610

Case Number: Gender:
Weight:

Previously experienced rash with zoloft and aurorix.

12/08/1996

06/08/1996
Causality possibleNot yet recovered
31/03/1958DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

38Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

IntravenousInjection 0.0

VITAMIN B COMPLEX (Other drug) Reason:

Depression

Stopped:Started:Batch:

OralOral application 0.0

EFEXOR (Suspected)

01/08/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1110709

Preferred Term Severity Report Description Treatment
Dermatitis psoriasiform Red rash, scaly on hands, scalp and back. Anti-histamine
Pruritus

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 10 of 610

Case Number: Gender:
Weight:12/08/1996

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data 24/02/96 - bp = 130/80, bp rised to 160/110 and returned to 
normal on ceasing venlafaxine.

Laboratory Investigations:

41YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily150.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

24/02/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1110726

Preferred Term Severity Report Description Treatment
Hypertension

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 11 of 610

Case Number: Gender:
81.00Weight:

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

26/08/1996

13/06/1996
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

67YAge:

Additional Information:

Medicine Details:
Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily2.2

LORAZEPAM (Other drug)

01/07/1995 CONTIN

Reason:

Other&unspecified epilepsy

Stopped:Started:Batch:

Milligram Daily450.0

TEGRETOL (Other drug)

01/09/1995 CONTIN

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily20.0

NIFEDIPINE (Other drug)

01/07/1995 16/07/1996

Reason:

Chron isch heart dis no hyper

Stopped:Started:Batch:

Milligram Daily25.0

ATENOLOL (Other drug)

01/07/1995 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1111185

Preferred Term Severity Report Description Treatment
Syncope Brief loss of consciousness Oxygen
Dyspnoea

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 12 of 610

Case Number: Gender:
81.00Weight:

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

26/08/1996

13/06/1996
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

67YAge:

Additional Information:

Medicine Details:
Ulcer of duodenum w/o ment perf

Stopped:Started:Batch:

Milligram Daily150.0

RANITIDINE (Other drug)

01/09/1995 CONTIN

Reason:

Otr&nos disord of heart rhythm

Stopped:Started:Batch:

Milligram Daily1.0

WARFARIN SODIUM (Other drug)

01/09/1995 CONTIN

Reason:

Depression

Stopped:Started:Batch:

Gram Daily OralOral application 75.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

13/06/1996 28/06/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1111185

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 13 of 610

Case Number: Gender:
Weight:27/08/1996

10/08/1996
Causality possibleDeath, maybe drug
14/01/1953DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

43Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralOral application 112.0

EFEXOR (Suspected)

02/08/1996 10/08/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1111212

Preferred Term Severity Report Description Treatment
Aneurysm Burst cerebral aneurysm
Cerebrovascular disorder

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 14 of 610

Case Number: Gender:
Weight:

Patient allergic to penicillin and sulphur.

30/08/1996

15/08/1996
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

44YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

15/08/1996 15/08/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1111281

Preferred Term Severity Report Description Treatment
Hypoaesthesia Felt numb.
Stomatitis Sore mouth
Dyspnoea
Lacrimal disorder
Rash
Vomiting Severe
Yawning

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 15 of 610

Case Number: Gender:
84.00Weight:06/09/1996

12/08/1996
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

48YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily75.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

07/08/1996 03/09/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1111461

Preferred Term Severity Report Description Treatment
Anxiety Anxiety throughout the night
Flushing
Hyperhidrosis

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 16 of 610

Case Number: Gender:
69.00Weight:

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.

09/09/1996

29/08/1996
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Chloride 21/08/1996 96
Chloride 29/08/1996 80
Sodium 21/08/1996 132
Sodium 29/08/1996 116

Laboratory Investigations:

82YAge:

Additional Information:

Medicine Details:
Transient cereb isch no hypert

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 0.5

ASPIRIN (Other drug)

01/02/1996

Reason:

Otr&unspec nutritional deficn

Stopped:Started:Batch:

Dose Unspecified Daily1.0

MULTIVITE (Other drug)

20/08/1996

Reason:

Otr&unspec nutritional deficn

Stopped:Started:Batch:

Dose Unspecified Daily1.0

MULTI-B FORTE (Other drug)

20/08/1996

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily75.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

26/08/1996 29/08/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1111489

Preferred Term Severity Report Description Treatment
Fatigue
Hypochloraemia
Hyponatraemia
Nausea

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 17 of 610

Case Number: Gender:
69.00Weight:

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.

09/09/1996

29/08/1996
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

82YAge:

Additional Information:

Medicine Details:
Essential benign hypertension

Stopped:Started:Batch:

Dose Unspecified Daily1.0

DYAZIDE (Suspected)

01/01/1994 27/08/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1111489

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 18 of 610

Case Number: Gender:
60.00Weight:

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

11/09/1996

Causality possibleRecovered
DOB:

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

VENLAFAXINE HYDROCHLORIDE (Suspected) Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily IntramuscularInjection 100.0

FLUPENTHIXOL DECANOATE (Suspected)

01/01/1995

Reason:

Hospitalisation:

Report Details:
Seq: 1111552

Preferred Term Severity Report Description Treatment
Pruritus Phenergan
Rash

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 19 of 610

Case Number: Gender:
73.00Weight:19/09/1996

12/09/1996
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

55YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralOral application 75.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

11/09/1996 12/09/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1111692

Preferred Term Severity Report Description Treatment
Pruritus
Rash maculo-papular

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 20 of 610

Case Number: Gender:
76.00Weight:20/09/1996

13/09/1996
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

54YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Daily1.5

LITHIUM CARBONATE (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

12/03/1996 13/03/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1111733

Preferred Term Severity Report Description Treatment
Diarrhoea
Vomiting

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 21 of 610

Case Number: Gender:
Weight:

Aurorix stopped after morning dose 18/9/96. efexor started with 7mg evening dose on the same day - reaction then occurred.

23/09/1996

18/09/1996
Causality possibleRecovered
28/11/1948DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

47Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

MURELAX (Interaction)

18/09/1996

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily600.0

AURORIX (Interaction)

18/09/1996

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily150.0

EFEXOR (Interaction)

18/09/1996 18/09/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1111760

Preferred Term Severity Report Description Treatment
Peripheral ischaemia Cold feet
Dyskinesia Facial contortions
Chills Shaking
Vomiting

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 22 of 610

Case Number: Gender:
85.00Weight:

Patient allergic to amitriptyline.

23/09/1996

07/09/1996
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily75.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

06/09/1996 09/09/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1111772

Preferred Term Severity Report Description Treatment
Agitation
Anxiety
Flushing
Hyperhidrosis
Tremor

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 23 of 610

Case Number: Gender:
Weight:26/09/1996

24/08/1996
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

72YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralOral application 100.0

MELLERIL (Other drug) Reason:

Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily OralTablet 1.0

ROHYPNOL (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

EFEXOR (Suspected)

23/08/1996 25/08/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1111867

Preferred Term Severity Report Description Treatment
Priapism

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 24 of 610

Case Number: Gender:
53.00Weight:02/10/1996

22/09/1996
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram 1 time OralTablet 37.5

EFEXOR (Suspected)

22/09/1996 22/09/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1111976

Preferred Term Severity Report Description Treatment
Depersonalisation Derealization
Dizziness
Nausea Severe
Tremor

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 25 of 610

Case Number: Gender:
44.00Weight:10/10/1996

28/09/1996
Causality possibleDeath

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

76YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

TRIMETHOPRIM (Other drug) Reason:

Stopped:Started:Batch:

0.0

FRUSEMIDE (Other drug) Reason:

Stopped:Started:Batch:

0.0

SPAN-K (Other drug) Reason:

Stopped:Started:Batch:

0.0

PREDNISONE (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1112176

Preferred Term Severity Report Description Treatment
Cardiac arrest Life 

threatening
Adrenaline, cardioversion, 
oxygen, cpr - persistent 
asystole despite attempting 
resuscitation.

Sudden death

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 26 of 610

Case Number: Gender:
44.00Weight:10/10/1996

28/09/1996
Causality possibleDeath

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

76YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

OMEPRAZOLE (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralOral application 75.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

20/09/1996 26/09/1996

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralOral application 112.5

VENLAFAXINE HYDROCHLORIDE (Suspected)

26/09/1996 28/09/1996

Reason:

Stopped:Started:Batch:

Milligram Daily30.0

METOCLOPRAMIDE HYDROCHLORIDE (Suspected)

20/09/1996 28/09/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1112176

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 27 of 610

Case Number: Gender:
44.00Weight:10/10/1996

28/09/1996
Causality possibleDeath

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

76YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet, modified release 240.0

VERAPAMIL HYDROCHLORIDE (Suspected)

27/09/1996 28/09/1996

Reason:

Stopped:Started:Batch:

Microgram Daily187.5

DIGOXIN (Suspected)

13/09/1996 28/09/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1112176

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 28 of 610

Case Number: Gender:
Weight:

Has experienced considerable tremor, whole body shakes and has lost control of fine movement fingers since startiing efexor. 
tremor has been continuous and grossly interferes with day-to-day activities. rigors started approx. one week after commencement 
of efexor.  - 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 start date is not necessarily accurate 
but indicates that start occurred sometime during the month.

08/10/1996

31/08/1996
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A3Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Daily OralTablet 1.5

EPILIM (Other drug)

01/10/1995

Reason:

Stopped:Started:Batch:

Milligram Daily250.0

LITHIUM CARBONATE (Other drug)

01/10/1995

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

EFEXOR (Suspected)

01/06/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1112179

Preferred Term Severity Report Description Treatment
Chills
Coordination abnormal
Tremor Inderal 10mg tds.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 29 of 610

Case Number: Gender:
Weight:11/10/1996

20/08/1996
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

46YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

13/08/1996 08/10/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1112180

Preferred Term Severity Report Description Treatment
Insomnia Severe Efexor dose reduced to 

37.5mg mane and temazepam 
20mg nocte with no response.

Nightmare

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 30 of 610

Case Number: Gender:
51.00Weight:29/10/1996

01/10/1996
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

45YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily75.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

21/09/1996 08/10/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1112626

Preferred Term Severity Report Description Treatment
Bronchospasm
Rash

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 31 of 610

Case Number: Gender:
75.00Weight:31/10/1996

09/10/1996
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

48YAge:

Additional Information:

Medicine Details:
Pain in joint

Stopped:Started:Batch:

Milligram As necessary OralCapsule 10.0

FELDENE (Other drug)

L TERM

Reason:

Anxiety neurosis

Stopped:Started:Batch:

Milligram As necessary15.0

SEREPAX (Other drug) Reason:

Other diseases of esophagus

Stopped:Started:Batch:

Milligram Daily OralOral application 300.0

ZANTAC (Other drug)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 37.5

EFEXOR (Suspected)

09/10/1996 09/10/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1112677

Preferred Term Severity Report Description Treatment
Nausea
Vomiting

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 32 of 610

Case Number: Gender:
62.00Weight:

Reaction commenced 36hours after first dose of efexor.

31/10/1996

01/10/1996
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

45YAge:

Additional Information:

Medicine Details:
Asthma

Stopped:Started:Batch:

0.0

VENTOLIN (Other drug) Reason:

Asthma

Stopped:Started:Batch:

0.0

FLIXOTIDE (Other drug) Reason:

Asthma

Stopped:Started:Batch:

0.0

SEREVENT (Other drug) Reason:

Stopped:Started:Batch:

0.0

DI-GESIC (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1112695

Preferred Term Severity Report Description Treatment
Hyperaesthesia Scalp sensitivity
Headache
Nausea
Vomiting

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 33 of 610

Case Number: Gender:
62.00Weight:

Reaction commenced 36hours after first dose of efexor.

31/10/1996

01/10/1996
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

45YAge:

Additional Information:

Medicine Details:
Obsessive compulsive neurosis

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

EFEXOR (Suspected)

30/09/1996 04/10/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1112695

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 34 of 610

Case Number: Gender:
Weight:01/11/1996

29/10/1996
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Transient cereb isch no hypert

Stopped:Started:Batch:

Milligram Daily100.0

ASPIRIN (Other drug)

L TERM

Reason:

Unspecified glaucoma

Stopped:Started:Batch:

Milligram Daily250.0

ACETAZOLAMIDE (Other drug)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

28/10/1996 28/10/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1112750

Preferred Term Severity Report Description Treatment
Orthostatic hypotension Sitting bp 120/70; standing bp 80/50

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 35 of 610

Case Number: Gender:
55.00Weight:08/11/1996

23/10/1996
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

52YAge:

Additional Information:

Medicine Details:
Menopausal symptoms

Stopped:Started:Batch:

Microgram Daily625.0

PREMARIN (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily37.5

EFEXOR (Suspected)

23/10/1996 23/10/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1112944

Preferred Term Severity Report Description Treatment
Anxiety
Headache
Thinking abnormal
Visual disturbance
Vomiting

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 36 of 610

Case Number: Gender:
Weight:21/11/1996

28/10/1996
Causality possibleNot yet recovered
24/08/1928DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

68Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily150.0

EFEXOR (Suspected)

10/10/1996

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily500.0

LITHIUM CARBONATE (Suspected)

17/09/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1113265

Preferred Term Severity Report Description Treatment
Tremor Inderal

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 37 of 610

Case Number: Gender:
60.00Weight:

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

26/11/1996

Causality possibleNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Severe gastritis confirmed on gastroscopy

Laboratory Investigations:

46YAge:

Additional Information:

Medicine Details:
Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily30.0

SEREPAX (Other drug)

01/01/1985

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily150.0

EFEXOR (Suspected)

14/10/1996 01/11/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1113421

Preferred Term Severity Report Description Treatment
Gastritis Severe

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 38 of 610

Case Number: Gender:
76.00Weight:

Efexor stopped and reaction subsided in about 2 weeks. restarted efexor but pain recurred after 7 tablets and efexor stopped. 
history of allergy to anafranil and prozac.  - the date of onset is not necessarily accurate but indicates that onset occurred 
sometime during the month. the dosage start date is not necessarily accurate but indicates that start occurred sometime during 
the month. the dosage stop date is not necessarily accurate but indicates that stoppage occurred sometime during the month.

29/11/1996

31/10/1996
Causality certainRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

46YAge:

Additional Information:

Medicine Details:
Asthma

Stopped:Started:Batch:

As necessary InhalationInhalation 0.0

VENTOLIN (Other drug)

CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 37.5

EFEXOR (Suspected)

01/09/1996 28/10/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1113548

Preferred Term Severity Report Description Treatment
Arthritis Severe Pain in wrists and knees Naprosyn, aspirin

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 39 of 610

Case Number: Gender:
Weight:

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

02/12/1996

Causality probableRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

58YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily750.0

LITHIUM CARBONATE (Interaction) Reason:

Stopped:Started:Batch:

Milligram Daily375.0

VENLAFAXINE HYDROCHLORIDE (Interaction)

01/07/1996 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1113587

Preferred Term Severity Report Description Treatment
Glossitis Raw red tongue and mouth.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 40 of 610

Case Number: Gender:
Weight:03/12/1996

24/11/1996
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

72YAge:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralOral application 2.0

STELAZINE (Other drug)

14/11/1996 CONTIN

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 5.0

NORVASC (Other drug)

14/10/1996 CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 37.5

EFEXOR (Suspected)

22/11/1996 26/11/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1113650

Preferred Term Severity Report Description Treatment
Orthostatic hypotension Up to 40mmhg systolic drop

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 41 of 610

Case Number: Gender:
71.00Weight:

Reaction occurred approximately two weeks after commencing venlafaxine hydrochloride and buspirone.

09/12/1996

04/09/1996
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

28YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

14/08/1996

Reason:

Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily OralTablet 30.0

BUSPIRONE HYDROCHLORIDE (Suspected)

14/08/1996

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralOral application 600.0

SODIUM VALPROATE (Suspected)

16/08/1996 16/09/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1113782

Preferred Term Severity Report Description Treatment
Orthostatic hypotension Approximate 30mmhg drop in bp

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 42 of 610

Case Number: Gender:
Weight:18/12/1996

07/12/1996
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

45YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily37.5

EFEXOR (Interaction)

06/12/1996

Reason:

Stopped:Started:Batch:

Gram Daily1.2

LITHIUM CARBONATE (Interaction)

CONTIN

Reason:

Stopped:Started:Batch:

Microgram Daily100.0

THYROXINE SODIUM (Other drug)

24/10/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1113987

Preferred Term Severity Report Description Treatment
Anorexia Couldnt eat
Fatigue Lack of energy
Anxiety
Coordination abnormal
Depression
Nausea
Weight decreased

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 43 of 610

Case Number: Gender:
50.00Weight:19/12/1996

23/09/1996
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 80.0

PEPCIDINE (Other drug) Reason:

Menopausal symptoms

Stopped:Started:Batch:

Microgram Daily OralTablet 625.0

PREMARIN (Other drug) Reason:

Stopped:Started:Batch:

Microgram Daily OralTablet 500.0

ROCALTROL (Other drug) Reason:

Stopped:Started:Batch:

Gram Daily OralTablet 1.0

SODIUM VALPROATE (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1114025

Preferred Term Severity Report Description Treatment
Stomatitis Burning sensation in mouth
Rectal tenesmus Rectal/anal discomfort at stool.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 44 of 610

Case Number: Gender:
50.00Weight:19/12/1996

23/09/1996
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 15.0

OXAZEPAM (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

EFEXOR (Suspected)

23/08/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1114025

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 45 of 610

Case Number: Gender:
Weight:

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

23/12/1996

06/12/1996
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Sodium 06/12/1996 124

Laboratory Investigations:

78YAge:

Additional Information:

Medicine Details:
Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily75.0

CAPTOPRIL (Other drug) Reason:

Paralysis agitans

Stopped:Started:Batch:

Dose Unspecified Daily3.0

SINEMET CR (Other drug) Reason:

Testicular hypofunction

Stopped:Started:Batch:

Milligram Daily50.0

ANDROCUR (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily150.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

01/11/1996 06/12/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1114100

Preferred Term Severity Report Description Treatment
Syncope Falls
Hyponatraemia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 46 of 610

Case Number: Gender:
0.00Weight:07/01/1997

Causality possibleRecovered
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

99UAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

EFEXOR (Interaction) Reason:

Stopped:Started:Batch:

0.0

ALCOHOL (Interaction) Reason:

Hospitalisation:

Report Details:
Seq: 1114365

Preferred Term Severity Report Description Treatment
Headache
Nausea
Vomiting

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 47 of 610

Case Number: Gender:
0.00Weight:07/01/1997

Causality possibleRecovered
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

99UAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

EFEXOR (Interaction) Reason:

Stopped:Started:Batch:

0.0

ALCOHOL (Interaction) Reason:

Hospitalisation:

Report Details:
Seq: 1114366

Preferred Term Severity Report Description Treatment
Headache
Nausea
Vomiting

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 48 of 610

Case Number: Gender:
0.00Weight:07/01/1997

Causality possibleRecovered
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

99UAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

EFEXOR (Interaction) Reason:

Stopped:Started:Batch:

0.0

ALCOHOL (Interaction) Reason:

Hospitalisation:

Report Details:
Seq: 1114367

Preferred Term Severity Report Description Treatment
Syncope Blackouts
Headache

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 49 of 610

Case Number: Gender:
0.00Weight:07/01/1997

Causality possibleRecovered
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

99UAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

EFEXOR (Interaction) Reason:

Stopped:Started:Batch:

0.0

ALCOHOL (Interaction) Reason:

Hospitalisation:

Report Details:
Seq: 1114368

Preferred Term Severity Report Description Treatment
Syncope Blackouts
Headache

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 50 of 610

Case Number: Gender:
0.00Weight:07/01/1997

Causality possibleRecovered
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

99UAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

EFEXOR (Interaction) Reason:

Stopped:Started:Batch:

0.0

ALCOHOL (Interaction) Reason:

Hospitalisation:

Report Details:
Seq: 1114369

Preferred Term Severity Report Description Treatment
Syncope Blackouts
Headache

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 51 of 610

Case Number: Gender:
56.00Weight:09/01/1997

Causality possibleRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

82YAge:

Additional Information:

Medicine Details:
Peptic ulcer nos w/o ment perf

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

RANITIDINE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 150.0

ASPIRIN (Other drug) Reason:

Chron isch heart dis no hyper

Stopped:Started:Batch:

Microgram Daily OralOral application 187.5

DIGOXIN (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily150.0

EFEXOR (Suspected)

17/12/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1114431

Preferred Term Severity Report Description Treatment
Orthostatic hypotension

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 52 of 610

Case Number: Gender:
Weight:

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

13/01/1997

31/12/1996
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

39YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 37.5

EFEXOR (Suspected)

03/12/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1114479

Preferred Term Severity Report Description Treatment
Aggression Aggression, violence.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 53 of 610

Case Number: Gender:
80.00Weight:

Patient currently in hospice for disseminated lung cancer including cerebral metastasis.  the dosage start date is not accurate but 
indicates that start occurred sometime during the year. the dosage start date is not accurate but indicates that start occurred 
sometime during the year. the dosage start date is not accurate but indicates that start occurred sometime during the year. the 
dosage start date is not accurate but indicates that start occurred sometime during the year. the dosage start date is not accurate 
but indicates that start occurred sometime during the year.

28/01/1997

12/01/1997
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

68YAge:

Additional Information:

Medicine Details:
Constipation

Stopped:Started:Batch:

Milligram Daily OralTablet 480.0

COLOXYL (Other drug)

01/01/1997 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 8.0

DEXAMETHASONE (Other drug)

01/01/1997 CONTIN

Reason:

Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily OralTablet 1.0

FLUNITRAZEPAM (Other drug) Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 1.0

MINIPRESS (Other drug)

01/01/1997 12/01/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1114764

Preferred Term Severity Report Description Treatment
Hallucination Auditory, visual and smell hallucinations.
Hyperaesthesia Hypersensitivity to any sensation
Speech disorder Repititionl speech
Anxiety Severe
Delirium Diazepam

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 54 of 610

Case Number: Gender:
80.00Weight:

Patient currently in hospice for disseminated lung cancer including cerebral metastasis.  the dosage start date is not accurate but 
indicates that start occurred sometime during the year. the dosage start date is not accurate but indicates that start occurred 
sometime during the year. the dosage start date is not accurate but indicates that start occurred sometime during the year. the 
dosage start date is not accurate but indicates that start occurred sometime during the year. the dosage start date is not accurate 
but indicates that start occurred sometime during the year.

28/01/1997

12/01/1997
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

68YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralOral application 74.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

09/01/1997 12/01/1997

Reason:

Chron isch heart dis no hyper

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

SOLPRIN (Suspected)

01/01/1996 12/01/1997

Reason:

Chron isch heart dis no hyper

Stopped:Started:Batch:

Milligram Daily OralOral application 60.0

DILANTIN (Suspected)

01/01/1997 12/01/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1114764

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 55 of 610

Case Number: Gender:
55.00Weight:

Symptoms only began 3/12 after beginning venlafaxime and having achieved exellent results. previous dissociate episode while 
on fluoxetine.

30/01/1997

07/01/1997
Causality certainRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

22YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily300.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

23/10/1996 21/01/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1114835

Preferred Term Severity Report Description Treatment
Nausea
Vomiting

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 56 of 610

Case Number: Gender:
91.00Weight:03/02/1997

31/01/1997
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily150.0

EFEXOR (Suspected)

02/01/1997

Reason:

Stopped:Started:Batch:

Milligram Daily750.0

LITHICARB (Suspected)

01/07/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1114923

Preferred Term Severity Report Description Treatment
Photosensitivity reaction Rash on exposed skin of arms and neck.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 57 of 610

Case Number: Gender:
57.00Weight:04/02/1997

10/01/1997
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

84YAge:

Additional Information:

Medicine Details:
Constipation

Stopped:Started:Batch:

Dose Unspecified Daily2.0

SENOKOT (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Microgram Daily InhalationInhalation 500.0

ATROVENT (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

20/12/1996 12/01/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1114960

Preferred Term Severity Report Description Treatment
Hypotension Bp 68/42
Syncope

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 58 of 610

Case Number: Gender:
Weight:10/02/1997

Causality possibleDeath
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

28YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

OralTablet 0.0

EFEXOR (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115129

Preferred Term Severity Report Description Treatment
Sudden death
Suicide attempt

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 59 of 610

Case Number: Gender:
Weight:11/02/1997

04/02/1997
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

32YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily37.5

VENLAFAXINE HYDROCHLORIDE (Suspected)

30/01/1997 06/02/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1115141

Preferred Term Severity Report Description Treatment
Alopecia Severe

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 60 of 610

Case Number: Gender:
85.00Weight:12/02/1997

07/02/1997
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

32YAge:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Milligram Daily60.0

PROLADONE (Other drug)

11/12/1996 CONTIN

Reason:

Pain

Stopped:Started:Batch:

Milligram Daily15.0

PALFIUM (Other drug)

07/11/1996 CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

EFEXOR (Suspected)

07/02/1997 10/02/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1115149

Preferred Term Severity Report Description Treatment
Agitation
Anorexia
Constipation
Dizziness
Flushing
Nausea
Tremor

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 61 of 610

Case Number: Gender:
47.00Weight:12/02/1997

03/02/1997
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

54YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily75.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

03/02/1997 06/02/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1115159

Preferred Term Severity Report Description Treatment
Headache Frontal and nuchal headache
Anorexia
Asthenia
Chills
Dizziness
Dry mouth
Hyperhidrosis
Nausea
Visual disturbance

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 62 of 610

Case Number: Gender:
60.00Weight:14/02/1997

Causality possibleUnknown
06/06/1926DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

70Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram As necessary OralCapsule 192.0

CHLORMETHIAZOLE (Other drug) Reason:

Specific disorders of sleep

Stopped:Started:Batch:

Milligram As necessary OralOral application 10.0

TEMAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 10.0

DIAZEPAM (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 225.0

EFEXOR (Suspected)

11/01/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1115240

Preferred Term Severity Report Description Treatment
Hypertonia Stiffness & tautness of neck and pyramidal 

area.Cold sweat
Disturbance in attention
Dysphagia
Flushing
Hypertension
Hypopnoea
Tachycardia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 63 of 610

Case Number: Gender:
Weight:14/02/1997

06/02/1997
Causality possibleUnknown

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Dose Unspecified 1 time OralTablet 1.0

EFEXOR (Suspected)

06/02/1997 06/02/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1115243

Preferred Term Severity Report Description Treatment
Tongue disorder Cramp in tongue
Photopsia Flashing lights when eyes shut.
Anxiety
Visual disturbance

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 64 of 610

Case Number: Gender:
Weight:14/02/1997

16/07/1996
Causality possibleRecovered
04/12/1916DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatinine 05/07/1996 94
Creatinine 16/07/1996 164
Creatinine 17/07/1996 208
Creatinine 20/07/1996 85
Urea 05/07/1996 7.3
Urea 16/07/1996 15
Urea 17/07/1996 19.9

Laboratory Investigations:

79Age:

Additional Information:

Medicine Details:
Otr spec symp psychopathol nec

Stopped:Started:Batch:

Milligram As necessary OralCapsule 192.0

HEMINEURIN (Other drug)

08/07/1996

Reason:

Otr spec symp psychopathol nec

Stopped:Started:Batch:

Milligram Daily OralOral application 1.5

HALOPERIDOL (Other drug)

11/07/1996

Reason:

Otr&nos infec&parasit diseases

Stopped:Started:Batch:

Gram Daily OralOral application 1.5

AMOXIL (Other drug)

15/07/1996 23/07/1996

Reason:

Constipation

Stopped:Started:Batch:

Millilitre Daily OralOral Liquid 60.0

LACTULOSE (Other drug)

15/07/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1115262

Preferred Term Severity Report Description Treatment
Renal impairment Patient catheterised and iv 

fluids given till 19/07/96
Urinary retention

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 65 of 610

Case Number: Gender:
Weight:14/02/1997

16/07/1996
Causality possibleRecovered
04/12/1916DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Urea 20/07/1996 3.4

Laboratory Investigations:

79Age:

Additional Information:

Medicine Details:
Constipation

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 3.0

SENOKOT (Other drug)

15/07/1996

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

EFEXOR (Suspected)

08/07/1996 11/07/1996

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily112.5

EFEXOR (Suspected)

11/07/1996 19/07/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1115262

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 66 of 610

Case Number: Gender:
62.00Weight:20/02/1997

16/01/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

42YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 37.5

EFEXOR (Suspected)

16/01/1997 18/01/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1115438

Preferred Term Severity Report Description Treatment
Confusional state
Coordination abnormal
Diarrhoea
Nausea

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 67 of 610

Case Number: Gender:
Weight:21/02/1997

18/02/1997
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

41YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram 1 time OralTablet 37.5

EFEXOR (Suspected)

18/02/1997 18/02/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1115451

Preferred Term Severity Report Description Treatment
Hyperhidrosis
Paraesthesia
Somnolence
Syncope
Vomiting

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 68 of 610

Case Number: Gender:
80.00Weight:24/02/1997

10/01/1997
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

39YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram 1 time37.5

VENLAFAXINE HYDROCHLORIDE (Suspected)

10/01/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1115485

Preferred Term Severity Report Description Treatment
Coma

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 69 of 610

Case Number: Gender:
Weight:

Patient died 5/10/96.

21/02/1997

Causality possibleDeath, maybe drug
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Platelets (150-400) 11/09/1996 173
Platelets (150-400) 12/09/1996 128
Platelets (150-400) 16/09/1996 76
Platelets (150-400) 30/09/1996 116

Laboratory Investigations:

66YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily37.5

VENLAFAXINE HYDROCHLORIDE (Suspected)

12/09/1996

Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 300.0

QUININE BISULPHATE (Suspected)

12/09/1996

Reason:

Stopped:Started:Batch:

Milligram Daily OralCapsule 40.0

OMEPRAZOLE (Suspected)

12/09/1996

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 15.0

CISAPRIDE (Suspected)

12/09/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1115494

Preferred Term Severity Report Description Treatment
Thrombocytopenia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 70 of 610

Case Number: Gender:
Weight:

Patient died 5/10/96.

21/02/1997

Causality possibleDeath, maybe drug
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

66YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily InhalationInhalation 2.0

TERBUTALINE SULPHATE (Suspected)

12/09/1996

Reason:

Stopped:Started:Batch:

Microgram Daily InhalationInhalation 800.0

BUDESONIDE (Suspected)

12/09/1996

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily OralOral application 2.0

PANADEINE (Suspected)

14/09/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1115494

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 71 of 610

Case Number: Gender:
75.00Weight:26/02/1997

03/12/1996
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

EFEXOR (Suspected)

11/09/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1115612

Preferred Term Severity Report Description Treatment
Breast pain
Gynaecomastia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 72 of 610

Case Number: Gender:
59.00Weight:03/03/1997

13/02/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

58YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily1.5

ROHYPNOL (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily10.0

SEREPAX (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily1.5

XANAX (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 112.5

VENLAFAXINE HYDROCHLORIDE (Suspected)

01/02/1997 18/02/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1115710

Preferred Term Severity Report Description Treatment
Abdominal pain
Paresis
Pyrexia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 73 of 610

Case Number: Gender:
Weight:

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

03/03/1997

27/02/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

57YAge:

Additional Information:

Medicine Details:
Asthma

Stopped:Started:Batch:

0.0

SEREVENT (Other drug)

01/01/1996

Reason:

Asthma

Stopped:Started:Batch:

0.0

BECLOFORTE (Other drug)

01/01/1996

Reason:

Asthma

Stopped:Started:Batch:

InhalationInhalation 0.0

ATROVENT (Other drug)

01/01/1996

Reason:

Asthma

Stopped:Started:Batch:

InhalationInhalation 0.0

BRICANYL (Other drug)

01/01/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1115711

Preferred Term Severity Report Description Treatment
Agitation
Dizziness
Dry mouth
Dyspepsia
Dysuria
Fatigue
Hyperhidrosis
Malaise
Nausea
Visual disturbance

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 74 of 610

Case Number: Gender:
Weight:

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

03/03/1997

27/02/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

57YAge:

Additional Information:

Medicine Details:
Ulcerative colitis

Stopped:Started:Batch:

Gram Daily OralTablet 3.0

SALAZOPYRIN (Other drug)

01/01/1995

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

27/02/1997 28/02/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1115711

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 75 of 610

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.

06/03/1997

31/12/1996
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

43YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

IMODIUM (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

0.0

ZOCOR (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily150.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

01/12/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1115823

Preferred Term Severity Report Description Treatment
Anorexia
Anorgasmia
Apnoea
Asthenia
Fatigue
Flushing
Nervousness

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 76 of 610

Case Number: Gender:
100.00Weight:06/03/1997

26/02/1997
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

32YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 3.0

ALPRAZOLAM (Other drug)

09/01/1997

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

TEGRETOL (Suspected)

06/02/1997 28/02/1997

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 225.0

EFEXOR (Suspected)

12/12/1996 27/02/1997

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

MELLERIL (Suspected)

20/01/1997 28/02/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1115828

Preferred Term Severity Report Description Treatment
Rash erythematous Generalised rash including soles and 

palmsLymphadenopathy Swollen cervical lymph nodes
Malaise
Pruritus
Pyrexia
Vomiting

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 77 of 610

Case Number: Gender:
48.00Weight:12/03/1997

21/02/1997
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

25YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

EFEXOR (Suspected)

14/02/1997 CONTIN

Reason:

Asthma

Stopped:Started:Batch:

Daily InhalationInhalation 0.0

VENTOLIN (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1115840

Preferred Term Severity Report Description Treatment
Oedema peripheral Swelling of fingers

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 78 of 610

Case Number: Gender:
88.00Weight:

Patient has reacted to aurorix, aropax and prozac

12/03/1997

28/02/1997
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

68YAge:

Additional Information:

Medicine Details:
Chron isch heart dis no hyper

Stopped:Started:Batch:

Milligram Daily62.5

LANOXIN (Other drug)

L TERM

Reason:

Other diseases of esophagus

Stopped:Started:Batch:

Milligram Daily300.0

TAZAC (Other drug)

L TERM

Reason:

Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily15.0

MURELAX (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily37.5

EFEXOR (Suspected)

28/02/1997 02/03/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1115862

Preferred Term Severity Report Description Treatment
Anorexia Unable to eat
Insomnia Unable to sleep
Constipation
Dizziness
Headache
Hyperkinesia
Tremor

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 79 of 610

Case Number: Gender:
88.00Weight:

Patient has reacted to aurorix, aropax and prozac

12/03/1997

28/02/1997
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

68YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily10.0

MELLERIL (Suspected)

27/02/1997

Reason:

Anxiety neurosis

Stopped:Started:Batch:

Microgram Daily250.0

XANAX (Suspected)

27/02/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1115862

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 80 of 610

Case Number: Gender:
94.00Weight:12/03/1997

Causality possibleNot yet recovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

47YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily37.5

EFEXOR (Suspected)

17/11/1996 04/03/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1115894

Preferred Term Severity Report Description Treatment
Apathy
Asthenia
Constipation
Nausea
Somnolence

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 81 of 610

Case Number: Gender:
55.00Weight:13/03/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

25YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Dose Unspecified Daily2.0

EFEXOR (Suspected)

07/03/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1116021

Preferred Term Severity Report Description Treatment
Mania

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 82 of 610

Case Number: Gender:
60.00Weight:13/03/1997

07/03/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

72YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 15.0

MURELAX (Other drug)

L TERM CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

EFEXOR (Suspected)

05/03/1997 08/03/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1116022

Preferred Term Severity Report Description Treatment
Malaise Retching and burning up feeling
Abdominal pain
Anorexia
Nausea

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 83 of 610

Case Number: Gender:
57.00Weight:

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

14/03/1997

05/03/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

41YAge:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Milligram Daily OralTablet 90.0

MS CONTIN (Other drug)

01/01/1994 CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

EFEXOR (Suspected)

05/03/1997 08/03/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1116033

Preferred Term Severity Report Description Treatment
Fatigue
Nausea
Vomiting

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 84 of 610

Case Number: Gender:
Weight:14/03/1997

08/01/1997
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

73YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

23/12/1996 02/01/1997

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

02/01/1997 08/01/1997

Reason:

Pain

Stopped:Started:Batch:

Milligram Daily OralOral application 50.0

CHLORPROMAZINE HYDROCHLORIDE (Suspected)

02/01/1997 08/01/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1116048

Preferred Term Severity Report Description Treatment
Serotonin syndrome Cyproheptadine.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 85 of 610

Case Number: Gender:
Weight:18/03/1997

13/03/1997
Causality possibleNot yet recovered

DOB:

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

BETAHISTINE HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

0.0

METOCLOPRAMIDE HYDROCHLORIDE (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram 1 time150.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

13/03/1997 13/03/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1116088

Preferred Term Severity Report Description Treatment
Paraesthesia Burning sentation in both arms and chest

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:05AM Database: pusime02 ADRS004 Page 86 of 610

Case Number: Gender:
78.00Weight:

History of cerebral whipple's disease.  the dosage start date is not accurate but indicates that start occurred sometime during the 
year.

18/03/1997

13/03/1997
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

63YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

QUININE SULPHATE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 1.0

CLONAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 10.0

TEMAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

Dose Unspecified Daily OralOral application 2.0

TRIMETHOPRIM-SULFAMETHOXAZOLE (Other drug)

01/01/1992

Reason:

Hospitalisation:

Report Details:
Seq: 1116090

Preferred Term Severity Report Description Treatment
Choreoathetosis Hemibalismus
Choreoathetosis

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 87 of 610

Case Number: Gender:
78.00Weight:

History of cerebral whipple's disease.  the dosage start date is not accurate but indicates that start occurred sometime during the 
year.

18/03/1997

13/03/1997
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

63YAge:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Dose Unspecified Daily4.0

PANADEINE FORTE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily20.0

ENALAPRIL MALEATE (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 112.5

VENLAFAXINE HYDROCHLORIDE (Suspected)

28/02/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1116090

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 88 of 610

Case Number: Gender:
110.00Weight:18/03/1997

09/12/1996
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

51YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

EFEXOR (Suspected)

09/12/1996 04/02/1997

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1116112

Preferred Term Severity Report Description Treatment
Disturbance in attention Concentration difficulties
Neuropathy Neuropathic pain
Rash maculo-papular Rash on face and arms.
Syncope

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 89 of 610

Case Number: Gender:
Weight:19/03/1997

14/03/1997
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

49YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily37.5

EFEXOR (Suspected)

13/03/1997 15/03/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1116131

Preferred Term Severity Report Description Treatment
Rash maculo-papular Rash on face, neck, chest, arms

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 90 of 610

Case Number: Gender:
79.00Weight:19/03/1997

Causality probableRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

26YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

EFEXOR (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116139

Preferred Term Severity Report Description Treatment
Thinking abnormal Turned him into a zombie.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 91 of 610

Case Number: Gender:
Weight:

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

20/03/1997

14/03/1997
Causality possibleRecovered

DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

55YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

EFEXOR (Suspected)

01/09/1996

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1116181

Preferred Term Severity Report Description Treatment
Cerebrovascular disorder
Hypertension
Syncope

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 92 of 610

Case Number: Gender:
73.00Weight:26/03/1997

21/03/1997
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

30YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

21/03/1997 21/03/1997

Reason:

Nausea and vomiting

Stopped:Started:Batch:

Milligram Daily40.0

PREPULSID (Suspected)

21/03/1997 21/03/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1116346

Preferred Term Severity Report Description Treatment
Migraine

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 93 of 610

Case Number: Gender:
84.00Weight:

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.

02/04/1997

12/03/1997
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

51YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily5.0

VALIUM (Other drug)

L TERM

Reason:

Othr&unspec metabolic diseases

Stopped:Started:Batch:

Milligram Daily20.0

ZOCOR (Other drug)

01/07/1995

Reason:

Chron isch heart dis no hyper

Stopped:Started:Batch:

Dose Unspecified Daily1.0

CARTIA (Other drug)

01/01/1995

Reason:

Stopped:Started:Batch:

Milligram Daily37.5

EFEXOR (Suspected)

10/03/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1116412

Preferred Term Severity Report Description Treatment
Hyperhidrosis Night sweats
Micturition disorder Slow, stop, start urinary stream

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 94 of 610

Case Number: Gender:
60.00Weight:

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

07/04/1997

20/03/1997
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

56YAge:

Additional Information:

Medicine Details:
Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily OralTablet 15.0

SEREPAX (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 225.0

EFEXOR (Suspected)

01/11/1996 20/03/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1116477

Preferred Term Severity Report Description Treatment
Mania Required Visit 

to Doctor

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 95 of 610

Case Number: Gender:
Weight:10/04/1997

Causality possibleUnknown
DOB:

M
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 necessary10.0

MAXOLON (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily40.0

MS CONTIN (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily800.0

EPILIM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily800.0

ACICLOVIR (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1116628

Preferred Term Severity Report Description Treatment
Fatigue
Nausea Severe Maxolon.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 96 of 610

Case Number: Gender:
Weight:10/04/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

39YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Daily2.0

SALAZOPYRIN (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily15.0

VISKEN (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily20.0

FELDENE (Other drug) Reason:

Stopped:Started:Batch:

Milligram 1 time37.5

EFEXOR (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116628

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 97 of 610

Case Number: Gender:
Weight:

See seq 01 for other drugs.

10/04/1997

Causality possibleRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

39YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

MAXOLON (Suspected) Reason:

Stopped:Started:Batch:

Milligram 1 time37.5

EFEXOR (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116629

Preferred Term Severity Report Description Treatment
Hypertension Bp 160/110 and 145/100
Dyspnoea
Headache
Scotoma

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 98 of 610

Case Number: Gender:
Weight:10/04/1997

Causality possibleRecovered
09/12/1923DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

73Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

VENLAFAXINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116690

Preferred Term Severity Report Description Treatment
Serotonin syndrome

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 99 of 610

Case Number: Gender:
Weight:14/04/1997

Causality possibleNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

39YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 112.5

EFEXOR (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1116692

Preferred Term Severity Report Description Treatment
Anxiety
Confusional state
Coordination abnormal
Dizziness
Drug withdrawal syndrome
Nausea

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 100 of 610

Case Number: Gender:
Weight:

Patient was on zoloft - no washout period before starting efexor.

14/04/1997

10/03/1997
Causality possibleRecovered
19/02/1955DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

42Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 2.0

XANAX (Other drug)

CONTIN

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

TRIQUILAR (Other drug)

CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 225.0

EFEXOR (Suspected)

07/03/1997 27/03/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1116693

Preferred Term Severity Report Description Treatment
Dyskinesia Involuntary movements of arms and legs.
Speech disorder Unable to speak - some stuttering

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 101 of 610

Case Number: Gender:
69.00Weight:14/04/1997

Causality probableRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

ALT = SGPT 17/03/1997 173
AST = SGOT 17/03/1997 65
Bilirubin 17/03/1997 22
GGT = SGGT = 
GGTP

17/03/1997 209
SAP = ALP 17/03/1997 193

Laboratory Investigations:

78YAge:

Additional Information:

Medicine Details:
Malignant neoplasm of prostate

Stopped:Started:Batch:

Monthly IntravenousInjection 0.0

ZOLADEX IMPLANT (Other drug) Reason:

Peptic ulcer nos w/o ment perf

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

RANITIDINE (Other drug)

L TERM

Reason:

Otr&unsp vertebrogen pain synd

Stopped:Started:Batch:

Milligram Daily OralOral application 40.0

MORPHINE NOS (Other drug)

S TERM

Reason:

Otr&nos disord of heart rhythm

Stopped:Started:Batch:

Microgram Daily OralOral application 187.5

DIGOXIN (Other drug)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1116724

Preferred Term Severity Report Description Treatment
Delirium
Hepatic function abnormal
Orthostatic hypotension

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 102 of 610

Case Number: Gender:
69.00Weight:14/04/1997

Causality probableRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

78YAge:

Additional Information:

Medicine Details:
Nausea and vomiting

Stopped:Started:Batch:

Milligram Daily OralOral application 20.0

METOCLOPRAMIDE HYDROCHLORIDE (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

EFEXOR (Suspected)

01/03/1997 17/03/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1116724

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 103 of 610

Case Number: Gender:
80.00Weight:

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

14/04/1997

06/01/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Electrolytes 18/01/1997 7.1 Carbamazepine
Serum osmolality MMOL/KG 18/01/1997 270
Sodium 06/01/1997 132
Sodium 17/01/1997 130
Sodium 15/01/1997 126

Laboratory Investigations:

34YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralOral application 800.0

CARBAMAZEPINE (Other drug)

01/06/1996 21/01/1997

Reason:

Cervicalgia

Stopped:Started:Batch:

Milligram Daily OralOral application 800.0

IBUPROFEN (Other drug)

01/01/1996 21/01/1997

Reason:

Ulcer of duodenum w/o ment perf

Stopped:Started:Batch:

Gram Daily OralOral application 4.0

SUCRALFATE (Other drug)

01/01/1996 21/01/1997

Reason:

Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily OralOral application 4.0

ALPRAZOLAM (Other drug)

01/08/1996 21/01/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1116726

Preferred Term Severity Report Description Treatment
Hyponatraemia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 104 of 610

Case Number: Gender:
80.00Weight:

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

14/04/1997

06/01/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

34YAge:

Additional Information:

Medicine Details:
Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily OralOral application 200.0

THIORIDAZINE HYDROCHLORIDE (Other drug)

01/08/1996 21/01/1997

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

EFEXOR (Suspected)

27/12/1996 21/01/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1116726

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 105 of 610

Case Number: Gender:
62.00Weight:14/04/1997

27/03/1997
Causality possibleNot yet recovered
05/10/1958DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

38Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

EFEXOR (Suspected)

20/03/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1116729

Preferred Term Severity Report Description Treatment
Nightmare Dreaming nightly of dying

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 106 of 610

Case Number: Gender:
78.00Weight:15/04/1997

12/03/1997
Causality possibleNot yet recovered

DOB:

M
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:

Dose Unspecified Daily OralCapsule 1.0

TEMAZE (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

EFEXOR (Suspected)

12/03/1997 26/03/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1116784

Preferred Term Severity Report Description Treatment
Libido decreased Lost sex drive
Hypoaesthesia Numb legs
Paraesthesia Pins and needles in toes.
Nausea

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 107 of 610

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.

16/04/1997

Causality probableRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

73YAge:

Additional Information:

Medicine Details:
Diabetes mellitus

Stopped:Started:Batch:

0.0

METFORMIN HYDROCHLORIDE (Other drug) Reason:

Essential benign hypertension

Stopped:Started:Batch:

0.0

LISINOPRIL (Other drug) Reason:

Anxiety neurosis

Stopped:Started:Batch:

0.0

DIAZEPAM (Other drug) Reason:

Anxiety neurosis

Stopped:Started:Batch:

0.0

NITRAZEPAM (Other drug) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1116801

Preferred Term Severity Report Description Treatment
Gait disturbance Extrapyramidal gait
Coordination abnormal
Hypocalcaemia Cogentin
Hypokalaemia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 108 of 610

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.

16/04/1997

Causality probableRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

73YAge:

Additional Information:

Medicine Details:
Diabetes mellitus

Stopped:Started:Batch:

Milligram Daily120.0

GLICLAZIDE (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily112.5

VENLAFAXINE HYDROCHLORIDE (Suspected)

01/01/1997 28/02/1997

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1116801

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 109 of 610

Case Number: Gender:
Weight:16/04/1997

12/02/1997
Causality possibleRecovered

DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

0.0

EFEXOR (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1116819

Preferred Term Severity Report Description Treatment
Neutropenia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 110 of 610

Case Number: Gender:
45.00Weight:16/04/1997

10/04/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

73YAge:

Additional Information:

Medicine Details:
Constipation

Stopped:Started:Batch:

Dose Unspecified Daily3.0

METAMUCIL (Other drug)

L TERM CONTIN

Reason:

Constipation

Stopped:Started:Batch:

Dose Unspecified Daily2.0

COLOXYL (Other drug)

L TERM CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram 1 time OralTablet 37.5

EFEXOR (Suspected)

10/04/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1116822

Preferred Term Severity Report Description Treatment
Consciousness fluctuating Deterioration in mental state
Pain Pain in legs and arms.
Nausea Severe Profound nausea
Confusional state
Flushing

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 111 of 610

Case Number: Gender:
78.00Weight:

Within 2 weeks of starting venlafaxine patient showed abnormal movement of head and limbs- choreoathetosis and 
hemibalismus.  the dosage start date is not accurate but indicates that start occurred sometime during the year.

18/04/1997

28/02/1997
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

62YAge:

Additional Information:

Medicine Details:
Bacterial disease nec

Stopped:Started:Batch:

Dose Unspecified Daily2.0

TRIMETHOPRIM-SULFAMETHOXAZOLE (Other drug)

01/01/1992

Reason:

Pain

Stopped:Started:Batch:

Dose Unspecified Daily4.0

PANADEINE FORTE (Other drug) Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily20.0

ENALAPRIL MALEATE (Other drug) Reason:

Pain

Stopped:Started:Batch:

Microgram Daily500.0

CLONAZEPAM (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1116876

Preferred Term Severity Report Description Treatment
Dyskinesia Abnormal movements of head & limbs - 

hemiballismus
Choreoathetosis

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 112 of 610

Case Number: Gender:
78.00Weight:

Within 2 weeks of starting venlafaxine patient showed abnormal movement of head and limbs- choreoathetosis and 
hemibalismus.  the dosage start date is not accurate but indicates that start occurred sometime during the year.

18/04/1997

28/02/1997
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

62YAge:

Additional Information:

Medicine Details:
Moniliasis

Stopped:Started:Batch:

Dose Unspecified Daily OralLozenge 3.0

AMPHOTERICIN (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Reducing112.5

VENLAFAXINE HYDROCHLORIDE (Suspected)

28/02/1997 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1116876

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 113 of 610

Case Number: Gender:
52.00Weight:

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

28/04/1997

17/04/1997
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

24YAge:

Additional Information:

Medicine Details:
Specific disorders of sleep

Stopped:Started:Batch:

Dose Unspecified Daily1.0

EVENING PRIMROSE OIL (Other drug)

01/12/1996 CONTIN

Reason:

Otr&unsp vertebrogen pain synd

Stopped:Started:Batch:

Milligram As necessary OralOral application 400.0

IBUPROFEN (Suspected)

08/04/1997 CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

16/04/1997 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1117041

Preferred Term Severity Report Description Treatment
Dizziness
Vertigo

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 114 of 610

Case Number: Gender:
78.00Weight:

O/e/ small vesicular ulceration just inside mouth.

29/04/1997

26/01/1997
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

52YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

25/01/1997 17/04/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1117094

Preferred Term Severity Report Description Treatment
Urethral disorder Copious yellow urethral discharge

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 115 of 610

Case Number: Gender:
58.00Weight:28/04/1997

18/04/1997
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

30YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 37.5

EFEXOR (Suspected)

16/04/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1117123

Preferred Term Severity Report Description Treatment
Agitation
Dystonia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 116 of 610

Case Number: Gender:
Weight:01/05/1997

Causality probableRecovered
22/04/1932DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

65Age:

Additional Information:

Medicine Details:
Essential benign hypertension

Stopped:Started:Batch:

OralTablet 0.0

RENITEC (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Gram Daily OralTablet 1.5

LITHIUM CARBONATE (Other drug)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

EFEXOR (Suspected)

19/03/1997 09/04/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1117171

Preferred Term Severity Report Description Treatment
Micturition disorder Acute urinary obstruction
Coordination abnormal
Fatigue
Malaise

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 117 of 610

Case Number: Gender:
70.00Weight:05/05/1997

06/03/1997
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:
Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 8.0

COVERSYL (Other drug)

21/12/1995

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

EFEXOR (Suspected)

01/03/1997

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

NORVASC (Suspected)

25/11/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1117233

Preferred Term Severity Report Description Treatment
Somnolence Excessive drowsiness & somnolence 

during day

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 118 of 610

Case Number: Gender:
Weight:06/05/1997

10/04/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

38YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram 1 time37.5

EFEXOR (Suspected)

10/04/1997 10/04/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1117288

Preferred Term Severity Report Description Treatment
Agitation
Hyperhidrosis
Tremor

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 119 of 610

Case Number: Gender:
71.00Weight:06/05/1997

04/04/1997
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

65YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily2.0

XANAX (Other drug)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily187.5

VENLAFAXINE HYDROCHLORIDE (Suspected)

27/03/1997 22/04/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1117304

Preferred Term Severity Report Description Treatment
Weight decreased 2-3 kg loss of weight
Hypertension Bp 130/90 --> 180/90
Agitation
Anorexia
Chills
Hyperhidrosis
Pollakiuria

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 120 of 610

Case Number: Gender:
Weight:

Patient restarted efexor which resulted in symptoms reoccurring.

07/05/1997

01/03/1997
Causality certainRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

41YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

EFEXOR (Suspected)

01/03/1997 03/03/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1117344

Preferred Term Severity Report Description Treatment
Face oedema

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 121 of 610

Case Number: Gender:
Weight:08/05/1997

Causality possibleRecovered
01/04/1956DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

41Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

03/01/1997 03/03/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1117385

Preferred Term Severity Report Description Treatment
Rash Rash on forehead
Face oedema

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 122 of 610

Case Number: Gender:
72.00Weight:15/05/1997

12/05/1997
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

74YAge:

Additional Information:

Medicine Details:
Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

ASIG (Other drug)

L TERM

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 2.5

AGON (Other drug)

L TERM

Reason:

Acute,ill-def cerebrovascular disease w/o hyperte

Stopped:Started:Batch:

Milligram Daily OralOral application 300.0

ASPIRIN (Other drug)

L TERM

Reason:

Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily OralOral application 10.0

TEMAZEPAM (Other drug)

03/05/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1117576

Preferred Term Severity Report Description Treatment
Confusional state
Delirium

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 123 of 610

Case Number: Gender:
72.00Weight:15/05/1997

12/05/1997
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

74YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 225.0

EFEXOR (Suspected)

07/05/1997 12/05/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1117576

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 124 of 610

Case Number: Gender:
68.00Weight:

Prozac marked increase in panic and nausea.  the dosage stop date is not necessarily accurate but indicates that stoppage 
occurred sometime during the month.

16/05/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

PRIMOLUT-N (Other drug)

13/01/1997 28/04/1997

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

10/01/1997 24/02/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1117613

Preferred Term Severity Report Description Treatment
Agitation
Weight decreased

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 125 of 610

Case Number: Gender:
80.00Weight:

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

16/05/1997

14/04/1997
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

59YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily OralCapsule 4.0

GARLIC (Other drug)

01/01/1997

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

04/03/1997 16/04/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1117630

Preferred Term Severity Report Description Treatment
Urinary retention

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 126 of 610

Case Number: Gender:
Weight:20/05/1997

08/03/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

54YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

07/03/1997 09/03/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1117717

Preferred Term Severity Report Description Treatment
Anorexia Severe
Headache Severe

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 127 of 610

Case Number: Gender:
71.00Weight:21/05/1997

23/04/1997
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

59YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily375.0

EFEXOR (Suspected)

19/04/1997 09/05/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1117736

Preferred Term Severity Report Description Treatment
Dyspepsia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 128 of 610

Case Number: Gender:
Weight:23/05/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A4Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 225.0

EFEXOR (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117779

Preferred Term Severity Report Description Treatment
Drug ineffective
Fatigue
Yawning

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 129 of 610

Case Number: Gender:
Weight:26/05/1997

Causality possibleNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

37YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

03/03/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1117813

Preferred Term Severity Report Description Treatment
Anorgasmia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 130 of 610

Case Number: Gender:
Weight:

Raction occurred after dosage increase to 75 mg bd.

26/05/1997

Causality possibleNot yet recovered
04/01/1934DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

63Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

EFEXOR (Suspected)

09/05/1997

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralOral application 5.0

RAMIPRIL (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117825

Preferred Term Severity Report Description Treatment
Dyskinesia Twitches where head was forced to the 

right.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 131 of 610

Case Number: Gender:
Weight:26/05/1997

23/05/1997
Causality probableRecovered
27/01/1952DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

45Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

VENLAFAXINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1117858

Preferred Term Severity Report Description Treatment
Dizziness
Rash erythematous
Vomiting

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 132 of 610

Case Number: Gender:
62.00Weight:

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.

27/05/1997

04/05/1997
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

73YAge:

Additional Information:

Medicine Details:
Asthma

Stopped:Started:Batch:

Dose Unspecified Daily2.0

BECLOFORTE (Other drug) Reason:

Asthma

Stopped:Started:Batch:

Dose Unspecified Daily2.0

VENTOLIN (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily37.5

VENLAFAXINE HYDROCHLORIDE (Suspected)

01/11/1996 28/05/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1117891

Preferred Term Severity Report Description Treatment
Urticaria Severe

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 133 of 610

Case Number: Gender:
85.00Weight:

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

29/05/1997

31/03/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

47YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

METFORMIN HYDROCHLORIDE (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

0.0

DIABEX (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

0.0

PROTAPHANE (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily10.0

NITRAZEPAM (Other drug)

10/02/1997 10/03/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1117944

Preferred Term Severity Report Description Treatment
Alopecia
Headache
Nausea

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 134 of 610

Case Number: Gender:
85.00Weight:

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

29/05/1997

31/03/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

47YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

13/01/1997

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily150.0

EFEXOR (Suspected)

10/02/1997 17/03/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1117944

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 135 of 610

Case Number: Gender:
100.00Weight:

Patient on 37.5 mg bd and increased to 37.5 mg tds with increase in nausea and headaches -- nausea settling after 1 week. on 
28/05/97 dose of venlafaxime was increased to 75mg twice a day. because of site effects the drug was stopped

30/05/1997

Causality possibleNot yet recovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

39YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

EFEXOR (Suspected)

28/05/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1117969

Preferred Term Severity Report Description Treatment
Flushing Feels hot
Headache
Hyperhidrosis
Nausea

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 136 of 610

Case Number: Gender:
80.00Weight:

Previously treated with long term moclobemide (several months) admitted for management of depression, back pain, 
contractures.  the dosage start date is not accurate but indicates that start occurred sometime during the year. the dosage start 
date is not accurate but indicates that start occurred sometime during the year. the dosage start date is not accurate but indicates 
that start occurred sometime during the year. the dosage start date is not accurate but indicates that start occurred sometime 
during the year.

04/06/1997

18/04/1997
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Chloride 20/03/1997 99
Chloride 18/04/1997 89
Chloride 21/04/1997 94
Chloride 27/05/1997 101
Chloride 05/05/1997 94
Potassium 20/03/1997 3.9
Potassium 18/04/1997 4.5

Laboratory Investigations:

60YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily100.0

LIORESAL (Other drug)

01/01/1993 CONTIN

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily1.0

MICROLAX ENEMA (Other drug)

01/01/1993 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily7.5

DITROPAN (Other drug)

01/04/1997 CONTIN

Reason:

Stopped:Started:Batch:

Millilitre Daily OralSolution 40.0

SORBILAX (Other drug)

01/01/1993 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1118022

Preferred Term Severity Report Description Treatment
Hyponatraemia Monitor, temporary fluid 

restriction

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 137 of 610

Case Number: Gender:
80.00Weight:

Previously treated with long term moclobemide (several months) admitted for management of depression, back pain, 
contractures.  the dosage start date is not accurate but indicates that start occurred sometime during the year. the dosage start 
date is not accurate but indicates that start occurred sometime during the year. the dosage start date is not accurate but indicates 
that start occurred sometime during the year. the dosage start date is not accurate but indicates that start occurred sometime 
during the year.

04/06/1997

18/04/1997
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Potassium 05/05/1997 4.5
Potassium 27/05/1997 4.3
Potassium 21/04/1997 4.6
Sodium 20/03/1997 137
Sodium 18/04/1997 127
Sodium 21/04/1997 130
Sodium 05/05/1997 135

Laboratory Investigations:

60YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily112.0

EFEXOR (Suspected)

04/04/1997

Reason:

Stopped:Started:Batch:

Milligram Daily1.0

RIVOTRIL (Suspected)

01/01/1993 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1118022

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 138 of 610

Case Number: Gender:
80.00Weight:

Previously treated with long term moclobemide (several months) admitted for management of depression, back pain, 
contractures.  the dosage start date is not accurate but indicates that start occurred sometime during the year. the dosage start 
date is not accurate but indicates that start occurred sometime during the year. the dosage start date is not accurate but indicates 
that start occurred sometime during the year. the dosage start date is not accurate but indicates that start occurred sometime 
during the year.

04/06/1997

18/04/1997
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Sodium 27/05/1997 137

Laboratory Investigations:

60YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily100.0

LIORESAL (Other drug)

01/01/1993 CONTIN

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily1.0

MICROLAX ENEMA (Other drug)

01/01/1993 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily7.5

DITROPAN (Other drug)

01/04/1997 CONTIN

Reason:

Stopped:Started:Batch:

Millilitre Daily OralSolution 40.0

SORBILAX (Other drug)

01/01/1993 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1118022

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 139 of 610

Case Number: Gender:
80.00Weight:

Previously treated with long term moclobemide (several months) admitted for management of depression, back pain, 
contractures.  the dosage start date is not accurate but indicates that start occurred sometime during the year. the dosage start 
date is not accurate but indicates that start occurred sometime during the year. the dosage start date is not accurate but indicates 
that start occurred sometime during the year. the dosage start date is not accurate but indicates that start occurred sometime 
during the year.

04/06/1997

18/04/1997
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

60YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily112.0

EFEXOR (Suspected)

04/04/1997

Reason:

Stopped:Started:Batch:

Milligram Daily1.0

RIVOTRIL (Suspected)

01/01/1993 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1118022

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 140 of 610

Case Number: Gender:
108.00Weight:

Dose increased from 37.5mg daily to 37.5mg bd,now 75mg bd. symptoms worse on higher dose.  the dosage start date is not 
necessarily accurate but indicates that start occurred sometime during the month.

10/06/1997

Causality possibleNot yet recovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

39YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily37.5

VENLAFAXINE HYDROCHLORIDE (Suspected)

01/02/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1118160

Preferred Term Severity Report Description Treatment
Eye pain Aching eyes
Headache Dull headache
Libido decreased No sex life
Somnolence Sleepier
Hyperhidrosis Sweats at night
Dizziness

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 141 of 610

Case Number: Gender:
83.00Weight:11/06/1997

06/05/1997
Causality possibleNot yet recovered
04/01/1934DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

63Age:

Additional Information:

Medicine Details:
Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily5.0

RAMACE (Other drug)

L TERM CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily150.0

EFEXOR (Suspected)

29/04/1997 06/05/1997

Reason:

Gu dis presum psychogenic orig

Stopped:Started:Batch:

Millilitre Daily0.5

CAVERJECT INJECTION (Suspected)

01/01/1997 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1118194

Preferred Term Severity Report Description Treatment
Muscle twitching Muscle twitching of rt neck muscles
Torticollis Spasm uncontrollable. muscle contraction r 

neck
Efexor stopped. patient referred 
to a neurologist for treatment.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 142 of 610

Case Number: Gender:
80.00Weight:

Patient was treated with two doses of oral chlorpromazine 100 mg on the day of presentation, and the patient's condition quickly 
settled.  the dosage start date is not accurate but indicates that start occurred sometime during the year.

12/06/1997

02/06/1997
Causality possibleRecovered
06/01/1955DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

42Age:

Additional Information:

Medicine Details:
Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily OralTablet 2.0

CLONAZEPAM (Other drug)

01/01/1996

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 37.5

EFEXOR (Suspected)

01/04/1997 30/05/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1118213

Preferred Term Severity Report Description Treatment
Drug withdrawal syndrome
Headache Chlorpromazine
Mania

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 143 of 610

Case Number: Gender:
Weight:12/06/1997

07/05/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Milligram 1 time OralTablet 37.5

EFEXOR (Suspected)

07/05/1997 07/05/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1118278

Preferred Term Severity Report Description Treatment
Abdominal pain Required Visit 

to Doctor
Dry mouth Required Visit 

to Doctor
Paraesthesia Required Visit 

to Doctor
Vomiting Required Visit 

to Doctor

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 144 of 610

Case Number: Gender:
100.00Weight:

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

16/06/1997

04/06/1997
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

39YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

EFEXOR (Suspected)

28/05/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1118294

Preferred Term Severity Report Description Treatment
Drug withdrawal syndrome
Insomnia
Nightmare
Vertigo

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 145 of 610

Case Number: Gender:
57.00Weight:

Patient also taking alcohol and is a smoker.  the dosage start date is not accurate but indicates that start occurred sometime 
during the year.

18/06/1997

02/01/1997
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

44YAge:

Additional Information:

Medicine Details:
Gastritis&duodenitis

Stopped:Started:Batch:

Milligram Daily300.0

ZANTAC (Other drug) Reason:

Contraception

Stopped:Started:Batch:

0.0

ORAL CONTRACEPTIVE NOS (Suspected)

01/01/1990 21/05/1997

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

28/08/1996 01/06/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1118340

Preferred Term Severity Report Description Treatment
Hypertension Cease medication

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 146 of 610

Case Number: Gender:
Weight:18/06/1997

11/06/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

42YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ZANTAC (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily150.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

11/02/1997 10/06/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1118342

Preferred Term Severity Report Description Treatment
Urticaria Withdrawal of drug

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 147 of 610

Case Number: Gender:
Weight:

Two weeks passed before the patient was symptom free.

18/06/1997

11/06/1997
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

42YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily150.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

11/02/1997 10/06/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1118343

Preferred Term Severity Report Description Treatment
Headache "zapping sensation in the brain"
Drug withdrawal syndrome Severe withdrawal symptoms
Nightmare
Orthostatic hypotension
Somnolence
Visual disturbance

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 148 of 610

Case Number: Gender:
106.00Weight:

Reaction lasts approx 1 second and occurs approx 6 times a day. no previous side effects. patient drink equivalent of 2 standard 
drinks per day.

19/06/1997

01/06/1997
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

36YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

20/05/1997 16/06/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1118380

Preferred Term Severity Report Description Treatment
Dystonia Head turning like a dystonic reaction
Myalgia Pain in neck muscles after involuntary 

jerks.Hypertonia Severe sudden turning of head to the right

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 149 of 610

Case Number: Gender:
Weight:19/06/1997

15/06/1997
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

International 
normalised ratio

15/06/1997 16.3

Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:
Othr&unspec metabolic diseases

Stopped:Started:Batch:

Milligram Daily20.0

LIPEX (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 37.5

VENLAFAXINE HYDROCHLORIDE (Suspected)

02/06/1997 16/06/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1118416

Preferred Term Severity Report Description Treatment
Prothrombin level decreased

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 150 of 610

Case Number: Gender:
95.00Weight:23/06/1997

01/04/1997
Causality possibleUnknown

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily750.0

LITHIUM CARBONATE (Suspected)

27/03/1997

Reason:

Stopped:Started:Batch:

Milligram Daily75.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

27/03/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1118445

Preferred Term Severity Report Description Treatment
Photosensitivity reaction Increased sensitivity of skin exposed to 

sunlightParaesthesia Skin feels like it is burning Helped by sunblock

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 151 of 610

Case Number: Gender:
70.00Weight:

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

30/06/1997

03/09/1996
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

34YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Dose Unspecified Daily6.0

EFEXOR (Suspected)

01/03/1996 28/02/1997

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

TEGRETOL (Suspected)

01/03/1996 28/12/1996

Reason:

Depression

Stopped:Started:Batch:

Dose Unspecified Daily3.0

VISKEN (Suspected)

01/04/1996 28/12/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1118703

Preferred Term Severity Report Description Treatment
Myalgia Muscle aches & pains Efexor ceased
Red blood cell sedimentation rate increased Polymyalgia rheumatica like syndrome
C-reactive protein increased

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 152 of 610

Case Number: Gender:
55.00Weight:02/07/1997

12/05/1997
Causality certainRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

53YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

12/05/1997 21/06/1997

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily50.0

DEPTRAN (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1118732

Preferred Term Severity Report Description Treatment
Dyspepsia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 153 of 610

Case Number: Gender:
75.00Weight:02/07/1997

15/12/1996
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

48YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

AURORIX (Suspected)

15/11/1996

Reason:

Stopped:Started:Batch:

Milligram Daily150.0

EFEXOR (Suspected)

11/12/1996 15/12/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1118744

Preferred Term Severity Report Description Treatment
Disturbance in attention
Dizziness
Mydriasis
Nausea

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 154 of 610

Case Number: Gender:
Weight:

Type 11 diabetes-diet controlled.

03/07/1997

Causality possibleNot yet recovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

54YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 137.5

EFEXOR (Suspected)

06/12/1996 CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily20.0

TOLVON (Suspected)

26/07/1996 CONTIN

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily2.5

TRITACE (Suspected)

L TERM

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily240.0

ISOPTIN SR (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1118795

Preferred Term Severity Report Description Treatment
Erectile dysfunction Caverject, andriol, papaverine, 

testosterone.
Libido decreased

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 155 of 610

Case Number: Gender:
86.00Weight:09/07/1997

19/05/1997
Causality possibleUnknown

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily37.5

EFEXOR (Suspected)

19/04/1997 19/05/1997

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

19/05/1997 04/07/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1118930

Preferred Term Severity Report Description Treatment
Anorgasmia
Erectile dysfunction

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 156 of 610

Case Number: Gender:
Weight:

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

16/07/1997

Causality probableNot yet recovered
24/11/1947DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

49Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

CLOZARIL (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 4.0

COGENTIN (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

EFEXOR (Suspected)

12/02/1997 28/06/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1119127

Preferred Term Severity Report Description Treatment
Dyskinesia Orofacial dyskinesia Efexor ceased.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 157 of 610

Case Number: Gender:
54.00Weight:23/07/1997

17/06/1997
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Serum osmolality 275 - 298 24/06/1997 257
Sodium 17/06/1997 119
Sodium 20/06/1997 125
Sodium 25/06/1997 129

Laboratory Investigations:

84YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 37.5

VENLAFAXINE HYDROCHLORIDE (Suspected)

30/05/1997 18/06/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1119368

Preferred Term Severity Report Description Treatment
Agitation
Confusional state
Coordination abnormal
Hallucination
Hyponatraemia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 158 of 610

Case Number: Gender:
65.00Weight:

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

29/07/1997

09/07/1997
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Histology Biopsy- possible leucocytoclastic vasculitis.

Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:
Other diseases of esophagus

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

ZANTAC (Other drug)

05/03/1997

Reason:

Asthma

Stopped:Started:Batch:

Milligram Daily InhalationInhalation 1.6

PULMICORT TURBUHALER (Other drug)

16/04/1997

Reason:

Disturbance of sleep

Stopped:Started:Batch:

Milligram Daily OralTablet 4.0

PERIACTIN (Other drug)

01/04/1997

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

EFEXOR (Suspected)

30/05/1997 09/07/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1119503

Preferred Term Severity Report Description Treatment
Pruritus Itchy erythematous rash over legs
Vasculitis Leucocytoclastic  vasculitis Prednisolone 50mg and 

ceclor, withdraw efexor.
Anorexia
Eosinophilia
Fatigue
Leukocytosis
Rash erythematous

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 159 of 610

Case Number: Gender:
65.00Weight:

Very strong suppression of thirst, appetite, libido, impulse to action and marked sensitivity to cold (this later symptom lifted when 
dosage was lifted to 300mg daily)

01/08/1997

28/07/1997
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

34YAge:

Additional Information:

Medicine Details:
Hay fever

Stopped:Started:Batch:

As necessary NasalSpray 0.0

ALDECIN (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

0.0

EFEXOR (Suspected)

27/06/1997 25/07/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1119591

Preferred Term Severity Report Description Treatment
Anorexia
Libido decreased
Sensory disturbance Cessation of efexor 25/07/1997

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 160 of 610

Case Number: Gender:
80.00Weight:

Noted increasing hypos' since starting efexor.

04/08/1997

26/07/1997
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

58YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

MIXTARD 30/70 (Suspected) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 37.5

EFEXOR (Suspected)

26/03/1997 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily5.0

DIAZEPAM (Suspected)

CONTIN

Reason:

Other diseases of esophagus

Stopped:Started:Batch:

Milligram Daily40.0

PEPCIDINE (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1119644

Preferred Term Severity Report Description Treatment
Coma Prolonged unconscious state
Hypoglycaemia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 161 of 610

Case Number: Gender:
65.00Weight:

Bleeding studies normal. all reactions increased when dose increased.

04/08/1997

21/03/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

42YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

OralOral application 0.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

21/03/1997 20/04/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1119654

Preferred Term Severity Report Description Treatment
Purpura Large bruises after slight knocks.
Myalgia Very tender painful muscles
Depersonalisation Venlafaxine ceased
Headache Severe
Nausea
Visual disturbance

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 162 of 610

Case Number: Gender:
110.00Weight:

Symptoms began about a month after starting venlafaxin.  - the date of onset is not necessarily accurate but indicates that onset 
occurred sometime during the month. the dosage start date is not accurate but indicates that start occurred sometime during the 
year.

04/08/1997

31/03/1997
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

55YAge:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily4.0

STELAZINE (Other drug)

L TERM

Reason:

Osteoporosis

Stopped:Started:Batch:

Gram Daily1.2

CALTRATE (Other drug)

L TERM

Reason:

Other rheumatoid arthritis

Stopped:Started:Batch:

Milligram Daily200.0

ORUVAIL SR (Other drug)

01/01/1997

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily2.5

INDAPAMIDE HEMIHYDRATE (Other drug)

01/01/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1119655

Preferred Term Severity Report Description Treatment
Nightmare Florid dreams occasional nightmares morn 

hangoverSomnolence

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 163 of 610

Case Number: Gender:
110.00Weight:

Symptoms began about a month after starting venlafaxin.  - the date of onset is not necessarily accurate but indicates that onset 
occurred sometime during the month. the dosage start date is not accurate but indicates that start occurred sometime during the 
year.

04/08/1997

31/03/1997
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

55YAge:

Additional Information:

Medicine Details:
Diabetes mellitus

Stopped:Started:Batch:

Gram Daily1.0

DIAFORMIN (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily75.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

15/01/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1119655

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 164 of 610

Case Number: Gender:
Weight:

Allergies to propranolol, penicillin, morphine, nsaids  - the date of onset is not necessarily accurate but indicates that onset 
occurred sometime during the month.

07/08/1997

31/07/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

82YAge:

Additional Information:

Medicine Details:
Myxedema

Stopped:Started:Batch:

Microgram Daily50.0

THYROXINE SODIUM (Other drug) Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily6.2

CAPTOPRIL (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily100.0

THIAMINE (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

20/06/1997 23/07/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1119745

Preferred Term Severity Report Description Treatment
Confusional state
Hyponatraemia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 165 of 610

Case Number: Gender:
65.00Weight:08/08/1997

21/03/1997
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

42YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily150.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

21/02/1997 20/04/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1119762

Preferred Term Severity Report Description Treatment
Disturbance in attention Concentration & memory worsened on 

higher doseDepersonalisation Flat effect no feelings of joy,anger, emotionStarted to come off treatment 
23/07/1997

Purpura Large bruise after sharp bump
Myalgia Tender,painful muscles - as though over 

exercisedHeadache Severe
Nausea
Visual disturbance

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 166 of 610

Case Number: Gender:
65.00Weight:

Patient ceased (no tapering) severe worsening of symptoms. symptoms extreme for 3-4 days  patient quite suicidal  - the date of 
onset is not necessarily accurate but indicates that onset occurred sometime during the month. the dosage start date is not 
necessarily accurate but indicates that start occurred sometime during the month. the dosage stop date is not necessarily 
accurate but indicates that stoppage occurred sometime during the month.

14/08/1997

31/05/1997
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

46YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 225.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

01/03/1997 28/05/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1119859

Preferred Term Severity Report Description Treatment
Anxiety
Coordination abnormal
Dizziness
Drug withdrawal syndrome
Headache
Hypoaesthesia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 167 of 610

Case Number: Gender:
60.00Weight:

Reaction to efexor re-appeared on rechallenge after stopping therapy.  the dosage stop date is not accurate but indicates that 
stoppage occurred sometime during the year.

14/08/1997

Causality certainRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

25YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

EFEXOR (Suspected)

31/01/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1119878

Preferred Term Severity Report Description Treatment
Coordination abnormal Severe
Depression Severe
Dizziness Severe
Headache Severe

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 168 of 610

Case Number: Gender:
60.00Weight:

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

14/08/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

25YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

EFEXOR (Suspected)

31/01/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1119879

Preferred Term Severity Report Description Treatment
Drug withdrawal syndrome Reactions occur if dose is forgotten
Headache
Nausea

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 169 of 610

Case Number: Gender:
Weight:13/08/1997

01/08/1997
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily20.0

AROPAX (Other drug)

01/06/1997 18/08/1997

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

21/07/1997 02/08/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1119903

Preferred Term Severity Report Description Treatment
Rash Rash on body & arms Oral cortisone

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 170 of 610

Case Number: Gender:
70.00Weight:15/08/1997

13/06/1997
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

28YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily150.0

EFEXOR (Suspected)

23/05/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1119930

Preferred Term Severity Report Description Treatment
Rash Face rash Moisturiser.
Skin exfoliation Flaking skin, cheeks very red.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 171 of 610

Case Number: Gender:
Weight:18/08/1997

04/06/1997
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

67YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily75.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

21/02/1997 06/06/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1120027

Preferred Term Severity Report Description Treatment
Confusional state Antidepressant withdrawal
Serotonin syndrome
Somnolence
Syncope
Tachycardia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 172 of 610

Case Number: Gender:
70.00Weight:

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

19/08/1997

31/07/1997
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

38YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily150.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

01/06/1997 28/07/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1120061

Preferred Term Severity Report Description Treatment
Acne Painful acne like eruption over l 

body/trunk/legs.
Antibiotics, ceased venlafaxine.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:06AM Database: pusime02 ADRS004 Page 173 of 610

Case Number: Gender:
65.00Weight:21/08/1997

14/08/1997
Causality possibleUnknown

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

26YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

EFEXOR (Suspected)

14/08/1997 15/08/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1120105

Preferred Term Severity Report Description Treatment
Nausea Extreme nausea
Agitation
Dizziness
Hyperhidrosis

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 174 of 610

Case Number: Gender:
90.00Weight:

No known allergies. no previous drug reaction. generally good health.

21/08/1997

07/08/1997
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

34YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1120156

Preferred Term Severity Report Description Treatment
Affect lability
Aggression
Diarrhoea
Tremor
Vomiting

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 175 of 610

Case Number: Gender:
32.00Weight:22/08/1997

30/07/1997
Causality possibleUnknown
30/12/1928DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Chloride 97 - 110 
MMOL/L

16/05/1997 102
Chloride 97 - 110 

MMOL/L
30/07/1997 81

Chloride 97 - 110 
MMOL/L

01/08/1997 85
Chloride 97 - 110 

MMOL/L
11/08/1997 98

Chloride 97 - 110 
MMOL/L

04/08/1997 95
Sodium 135 - 149 

MMOL/L
16/05/1997 136

Sodium 135 - 149 
MMOL/L

30/07/1997 121

Laboratory Investigations:

68Age:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Dose Unspecified As necessary OralTablet 1.0

PARADEX (Other drug) Reason:

Headache

Stopped:Started:Batch:

Dose Unspecified As necessary OralOral application 1.0

MERSYNDOL (Other drug) Reason:

Pain

Stopped:Started:Batch:

Gram Daily OralOral application 3.0

PARACETAMOL (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 500.0

ASCORBIC ACID (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1120164

Preferred Term Severity Report Description Treatment
Hypochloraemia
Hyponatraemia Indapamide ceased, na intake 

in diet increase.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 176 of 610

Case Number: Gender:
32.00Weight:22/08/1997

30/07/1997
Causality possibleUnknown
30/12/1928DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Sodium 135 - 149 
MMOL/L

01/08/1997 128
Sodium 135 - 149 

MMOL/L
04/08/1997 135

Sodium 135 - 149 
MMOL/L

11/08/1997 134

Laboratory Investigations:

68Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

EFEXOR (Suspected)

25/07/1997

Reason:

Congestive heart failure

Stopped:Started:Batch:

Dose Unspecified Daily OralOral application 1.0

INDAPAMIDE HEMIHYDRATE (Suspected)

11/06/1997 31/07/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1120164

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 177 of 610

Case Number: Gender:
65.00Weight:

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.

22/08/1997

Causality possibleNot yet recovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

49YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily200.0

CLOZAPINE (Other drug)

01/02/1997 CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

01/06/1997 01/07/1997

Reason:

Stopped:Started:Batch:

Milligram Daily4.0

COGENTIN (Suspected)

28/06/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1120171

Preferred Term Severity Report Description Treatment
Dyskinesia Severe Severe orobuccal dyskinesia Ceased cogentin & venlafaxine

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 178 of 610

Case Number: Gender:
Weight:25/08/1997

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

33YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

EFEXOR (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1120249

Preferred Term Severity Report Description Treatment
Pruritus Efexor ceased. zoloft 

recommenced.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 179 of 610

Case Number: Gender:
87.00Weight:25/08/1997

Causality probableRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

47YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

EFEXOR (Suspected)

15/05/1997 20/06/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1120266

Preferred Term Severity Report Description Treatment
Nausea Efexor ceased

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 180 of 610

Case Number: Gender:
65.00Weight:

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

26/08/1997

07/08/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

46YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 2.0

PANADEINE FORTE (Other drug)

01/01/1997

Reason:

Other&unspecified epilepsy

Stopped:Started:Batch:

Milligram Daily OralTablet 200.0

TEGRETOL (Other drug)

01/01/1997

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

ALDACTONE (Other drug)

01/01/1997

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

NORFLEX (Other drug)

01/01/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1120295

Preferred Term Severity Report Description Treatment
Headache Severe
Nausea
Pallor

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 181 of 610

Case Number: Gender:
65.00Weight:

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

26/08/1997

07/08/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

46YAge:

Additional Information:

Medicine Details:
Migraine

Stopped:Started:Batch:

Milligram Daily OralTablet 40.0

INDERAL (Other drug)

01/01/1997

Reason:

Stopped:Started:Batch:

Milligram 1 time37.5

EFEXOR (Suspected)

07/08/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1120295

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 182 of 610

Case Number: Gender:
Weight:

Patient has past history of glandular fever.

26/08/1997

12/08/1997
Causality possibleNot yet recovered

DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Contraception

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

TRIQUILAR (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

EFEXOR (Suspected)

16/04/1997 15/08/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1120326

Preferred Term Severity Report Description Treatment
Pharyngitis Procaine penicillin

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 183 of 610

Case Number: Gender:
Weight:

Esrs, fbc, lft & ana all negative 05/08/1997

27/08/1997

07/08/1997
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

26YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralCapsule 10.0

TEMAZEPAM (Suspected)

05/08/1997 12/08/1997

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

EFEXOR (Suspected)

05/08/1997 12/08/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1120336

Preferred Term Severity Report Description Treatment
Arthralgia
Arthritis
Rash

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 184 of 610

Case Number: Gender:
54.00Weight:27/08/1997

12/08/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Sodium 136-146 
MMOL/L

05/08/1997 135
Sodium 136-146 

MMOL/L
12/08/1997 125

Sodium 136-146 
MMOL/L

13/08/1997 125
Sodium 136-146 

MMOL/L
14/08/1997 128

Sodium 136-146 
MMOL/L

15/08/1997 127
Sodium 136-146 

MMOL/L
18/08/1997 133

Sodium 136-146 
MMOL/L

20/08/1997 134

Laboratory Investigations:

65YAge:

Additional Information:

Medicine Details:
Specific disorders of sleep

Stopped:Started:Batch:

Milligram As necessary10.0

TEMAZEPAM (Other drug)

CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily40.0

LOSEC (Other drug)

CONTIN

Reason:

Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily15.0

OXAZEPAM (Other drug)

CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 112.5

EFEXOR (Suspected)

05/08/1997 13/08/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1120337

Preferred Term Severity Report Description Treatment
Hyponatraemia Cease venlafaxine restrict fluid 

1l/day

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 185 of 610

Case Number: Gender:
80.00Weight:

Total lapse in concentration while driving - went through a stop sign and drove on the other side of the road.  the dosage start 
date is not accurate but indicates that start occurred sometime during the year. the dosage start date is not accurate but indicates 
that start occurred sometime during the year.

04/09/1997

14/08/1997
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:
Gastritis&duodenitis

Stopped:Started:Batch:

Milligram Daily300.0

ZANTAC (Other drug)

01/01/1992

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

05/08/1997 12/08/1997

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily150.0

EFEXOR (Suspected)

13/08/1997 28/08/1997

Reason:

Other rheumatoid arthritis

Stopped:Started:Batch:

Milligram Daily200.0

VOLTAREN (Suspected)

01/01/1992

Reason:

Hospitalisation:

Report Details:
Seq: 1120540

Preferred Term Severity Report Description Treatment
Constipation 1 x every 3 days
Disturbance in attention Lapse in concentration while driving
Asthenia Upper leg weakness  dose of efexor reduced.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 186 of 610

Case Number: Gender:
65.00Weight:

Patient also has benzo dependence.  the dosage start date is not necessarily accurate but indicates that start occurred sometime 
during the month.

08/09/1997

14/07/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

65YAge:

Additional Information:

Medicine Details:
Tb skin&subcut cellular tissue

Stopped:Started:Batch:

Milligram Daily OralOral application 5.0

PREDNISOLONE (Other drug) Reason:

Ulcer of duodenum w/o ment perf

Stopped:Started:Batch:

Milligram Daily40.0

LOSEC (Other drug) Reason:

Tb skin&subcut cellular tissue

Stopped:Started:Batch:

Milligram Daily11.0

HYPNODORM (Other drug) Reason:

Tb skin&subcut cellular tissue

Stopped:Started:Batch:

Milligram Daily600.0

SURGAM (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1120619

Preferred Term Severity Report Description Treatment
Vertigo Had two falls, ended up in hospital.
Insomnia Severe

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 187 of 610

Case Number: Gender:
65.00Weight:

Patient also has benzo dependence.  the dosage start date is not necessarily accurate but indicates that start occurred sometime 
during the month.

08/09/1997

14/07/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

65YAge:

Additional Information:

Medicine Details:
Tb skin&subcut cellular tissue

Stopped:Started:Batch:

Dose Unspecified Daily2.0

PLAQUENIL (Other drug) Reason:

Vertigo

Stopped:Started:Batch:

Dose Unspecified Daily3.0

STEMETIL (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily225.0

EFEXOR (Suspected)

01/12/1996 11/08/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1120619

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 188 of 610

Case Number: Gender:
Weight:

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

10/09/1997

12/08/1997
Causality probableRecovered
03/03/1923DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Sodium 135 - 145 MMOL 08/08/1997 135
Sodium 135 - 145 MMOL 12/08/1997 127
Sodium 135 - 145 MMOL 14/08/1997 122
Sodium 135 - 145 MMOL 18/08/1997 130

Laboratory Investigations:

74Age:

Additional Information:

Medicine Details:
Malignant neoplasm of breast

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

AMINOGLUTETHIMIDE (Other drug)

L TERM

Reason:

Malignant neoplasm of breast

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

CORTISONE ACETATE (Other drug)

L TERM

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 120.0

DILTIAZEM HYDROCHLORIDE (Other drug)

L TERM

Reason:

Unspecified glaucoma

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

ACETAZOLAMIDE (Other drug)

01/07/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1120670

Preferred Term Severity Report Description Treatment
Hyponatraemia Venlafaxine ceased by patient.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 189 of 610

Case Number: Gender:
Weight:

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

10/09/1997

12/08/1997
Causality probableRecovered
03/03/1923DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

74Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

SLOW-K (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

MODURETIC (Other drug)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

03/08/1997 14/08/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1120670

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 190 of 610

Case Number: Gender:
Weight:

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

10/09/1997

31/07/1997
Causality possibleNot yet recovered

DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram As necessary5.0

OXYCODONE HYDROCHLORIDE (Other drug) Reason:

Stopped:Started:Batch:

Milligram As necessary500.0

PARACETAMOL (Other drug) Reason:

Pain

Stopped:Started:Batch:

Millilitre As necessary OralOral Liquid 10.0

MORPHINE MIXTURE, GOVERNMENT STORES (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily5.0

AMLODIPINE (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1120682

Preferred Term Severity Report Description Treatment
Hyperhidrosis

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 191 of 610

Case Number: Gender:
Weight:

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

10/09/1997

31/07/1997
Causality possibleNot yet recovered

DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Other&unspecified epilepsy

Stopped:Started:Batch:

Gram Daily1.0

SODIUM VALPROATE (Other drug)

15/07/1997

Reason:

Stopped:Started:Batch:

Milligram Daily2.0

DIAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily40.0

OMEPRAZOLE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily25.0

DOXEPIN HYDROCHLORIDE (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1120682

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 192 of 610

Case Number: Gender:
Weight:

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

10/09/1997

31/07/1997
Causality possibleNot yet recovered

DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

VENLAFAXINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1120682

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 193 of 610

Case Number: Gender:
80.00Weight:11/09/1997

06/09/1997
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

71YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

THIAMINE HYDROCHLORIDE (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

DICHLOTRIDE (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

MONOPRIL (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 10.0

PARACETAMOL (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1120701

Preferred Term Severity Report Description Treatment
Diarrhoea Bowel evacuation
Abdominal pain
Hyperhidrosis
Nausea
Tachycardia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 194 of 610

Case Number: Gender:
80.00Weight:11/09/1997

06/09/1997
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

71YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily InhalationInhalation 4.0

BECLOFORTE (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily InhalationInhalation 12.0

VENTOLIN (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily100.0

VOLTAREN (Other drug)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram 1 time OralTablet 37.5

EFEXOR (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1120701

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 195 of 610

Case Number: Gender:
80.00Weight:11/09/1997

06/09/1997
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

71YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily600.0

AURORIX (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1120701

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 196 of 610

Case Number: Gender:
71.00Weight:22/09/1997

29/08/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 37.5

EFEXOR (Suspected)

29/08/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1120976

Preferred Term Severity Report Description Treatment
Hyperhidrosis Hot and clammy
Constipation
Headache Stopped tablet
Rectal haemorrhage

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 197 of 610

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 accurate but indicates that start occurred sometime during the year.

23/09/1997

13/09/1997
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

46YAge:

Additional Information:

Medicine Details:
Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily3.0

XANAX (Other drug)

01/01/1995 CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily150.0

EFEXOR (Suspected)

01/02/1997 19/09/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1121036

Preferred Term Severity Report Description Treatment
Oedema genital Penis & scrotum oedema
Tongue oedema Tongue & neck oedema
Angioedema

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 198 of 610

Case Number: Gender:
Weight:23/09/1997

15/08/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

43YAge:

Additional Information:

Medicine Details:
Asthma

Stopped:Started:Batch:

InhalationInhalation 0.0

VENTOLIN (Other drug)

L TERM

Reason:

Peptic ulcer nos w/o ment perf

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

RANITIDINE (Other drug)

L TERM

Reason:

Asthma

Stopped:Started:Batch:

Microgram Daily InhalationInhalation 100.0

BECOTIDE (Other drug)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily70.0

EFEXOR (Suspected)

    8D

Reason:

Hospitalisation:

Report Details:
Seq: 1121048

Preferred Term Severity Report Description Treatment
Headache Frontal headache Ceased efexor

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 199 of 610

Case Number: Gender:
Weight:29/09/1997

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

84YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

EFEXOR (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121181

Preferred Term Severity Report Description Treatment
Anorexia
Hypertension
Nausea

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 200 of 610

Case Number: Gender:
95.00Weight:

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 necessarily 
accurate but indicates that start occurred sometime during the month.

30/09/1997

29/08/1997
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Sodium Serum na 147 - 149 mmol/l

Laboratory Investigations:

36YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

01/01/1996

Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 100.0

EPILIM (Suspected)

01/08/1997

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralOral application 10.0

OLANZAPINE (Suspected)

01/08/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1121194

Preferred Term Severity Report Description Treatment
Oedema Fluid retention
Hypernatraemia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 201 of 610

Case Number: Gender:
Weight:

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

30/09/1997

07/07/1997
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A4Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily150.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

01/07/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1121226

Preferred Term Severity Report Description Treatment
Hyperhidrosis Night sweats.
Insomnia Change to single dose of 75 

mg instead of 150 mg daily, 
better sleep.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 202 of 610

Case Number: Gender:
Weight:

Rechallenged 10 days later with no ill effects.

02/10/1997

23/08/1997
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Ceased nardil 2 weeks before starting efexor.

Laboratory Investigations:

28YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

NARDIL (Interaction) Reason:

Stopped:Started:Batch:

0.0

EFEXOR (Interaction) Reason:

Hospitalisation:

Report Details:
Seq: 1121281

Preferred Term Severity Report Description Treatment
Dyspnoea
Hyperhidrosis Efexor ceased
Insomnia
Nausea
Vomiting

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 203 of 610

Case Number: Gender:
92.00Weight:

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

03/10/1997

18/07/1997
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

46YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily300.0

EFEXOR (Suspected)

01/02/1997 15/07/1997

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily450.0

EFEXOR (Suspected)

15/07/1997 18/07/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1121390

Preferred Term Severity Report Description Treatment
Visual disturbance Decreased dose of efexor to 

150 bd again

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 204 of 610

Case Number: Gender:
69.00Weight:

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

09/10/1997

26/08/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

48YAge:

Additional Information:

Medicine Details:
Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily OralTablet 3.0

ATIVAN (Other drug)

01/01/1990

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 74.0

EFEXOR (Suspected)

01/05/1997 25/09/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1121424

Preferred Term Severity Report Description Treatment
Extrasystoles Efexor ceased
Hypertension

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 205 of 610

Case Number: Gender:
101.00Weight:

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

09/10/1997

29/08/1997
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Biochemistry Serum aldosterone mildly elevated.
Sodium Serum sodium 147 - 149 mmol/l

Laboratory Investigations:

36YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

EFEXOR (Suspected)

01/01/1996 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1121459

Preferred Term Severity Report Description Treatment
Hypernatraemia Spiranolactone 25mg bd.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 206 of 610

Case Number: Gender:
Weight:

Patient had severe insomnia (unable to sleep all night and next morning) greatly increased state of alertness exaggeration of the 
senses.

13/10/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram 1 time75.0

EFEXOR (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121538

Preferred Term Severity Report Description Treatment
Insomnia Severe Unable to sleep/increased state of 

alertness

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 207 of 610

Case Number: Gender:
125.00Weight:

Reaction occurred after dose of efexor was increased from 37.5mg bd to 75mg bd

14/10/1997

Causality possibleNot yet recovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

27YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

EFEXOR (Suspected)

30/08/1997 11/09/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1121578

Preferred Term Severity Report Description Treatment
Fatigue Aggravation of chronic fatigue syndrome
Headache

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 208 of 610

Case Number: Gender:
70.00Weight:

Similar reaction previously to prozac, but not to aropax or zoloft.  - the date of onset is not necessarily accurate but indicates that 
onset occurred sometime during the month. the dosage start date is not necessarily accurate but indicates that start occurred 
sometime during the month. the dosage stop date is not necessarily accurate but indicates that stoppage occurred sometime 
during the month. the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month. 
the dosage stop date is not necessarily accurate but indicates that stoppage occurred sometime during the month.

16/10/1997

31/08/1997
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily150.0

EFEXOR (Suspected)

01/07/1997 28/09/1997

Reason:

Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily OralOral application 50.0

CHLORPROMAZINE HYDROCHLORIDE (Suspected)

01/08/1997 28/09/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1121620

Preferred Term Severity Report Description Treatment
Hypertonia Profound generalized muscle stiffness

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 209 of 610

Case Number: Gender:
Weight:

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

21/10/1997

31/08/1997
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

83YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1121746

Preferred Term Severity Report Description Treatment
Cheilitis
Mouth ulceration

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 210 of 610

Case Number: Gender:
67.00Weight:

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.

23/10/1997

03/09/1997
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

70YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralOral application 7.0

WARFARIN SODIUM (Other drug)

01/01/1995

Reason:

Othr&unspec metabolic diseases

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

PRAVACHOL (Other drug)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

EFEXOR (Suspected)

01/04/1997 11/09/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1121805

Preferred Term Severity Report Description Treatment
Drug ineffective Therapy changed to aropax.
Suicide attempt

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 211 of 610

Case Number: Gender:
Weight:

Effects took 10 days to resolve after cessation of efexor.

30/10/1997

19/09/1997
Causality probableRecovered

DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Chronic nasopharyngitis

Stopped:Started:Batch:

NasalSpray 0.0

RHINOCORT (Other drug) Reason:

Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily5.0

NITRAZEPAM (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

EFEXOR (Suspected)

28/08/1997 19/09/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1122014

Preferred Term Severity Report Description Treatment
Dizziness
Hypertension
Nausea Ceased efexor.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 212 of 610

Case Number: Gender:
Weight:

Patient restarted efexor but symptoms returned.  plan to swap to aropax 20.  the dosage start date is not necessarily accurate but 
indicates that start occurred sometime during the month.

30/10/1997

24/10/1997
Causality certainRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

54YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily300.0

EFEXOR (Suspected)

01/04/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1122021

Preferred Term Severity Report Description Treatment
Urticaria

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 213 of 610

Case Number: Gender:
Weight:

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

30/10/1997

24/10/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

54YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily300.0

EFEXOR (Suspected)

01/04/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1122022

Preferred Term Severity Report Description Treatment
Abdominal pain
Anxiety
Drug withdrawal syndrome Withdraw efexor
Hyperhidrosis
Nightmare

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 214 of 610

Case Number: Gender:
55.00Weight:31/10/1997

20/10/1997
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

23YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily0.5

XANAX (Other drug) Reason:

Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

15/07/1997 23/09/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1122044

Preferred Term Severity Report Description Treatment
Affect lability Feeling of being pushed back
Aggression
Anxiety
Coordination abnormal
Hypoaesthesia
Nightmare

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 215 of 610

Case Number: Gender:
78.00Weight:

- 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.

04/11/1997

31/05/1997
Causality probableRecovered
06/09/1972DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

24Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram 1 time OralTablet 12.5

EFEXOR (Suspected)

01/05/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1122155

Preferred Term Severity Report Description Treatment
Hypoaesthesia Face was completely numb.
Depersonalisation
Palpitations
Tremor Observation
Vomiting

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 216 of 610

Case Number: Gender:
75.00Weight:10/11/1997

03/10/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

21YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

EFEXOR (Suspected)

18/09/1997 07/11/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1122245

Preferred Term Severity Report Description Treatment
Menorrhagia Abnormaly prolonged menstrual bleeding.
Menstrual disorder

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 217 of 610

Case Number: Gender:
Weight:

Previous exfoliative rash (whole body) to dothiepin.

12/11/1997

08/11/1997
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

45YAge:

Additional Information:

Medicine Details:
Otr disorders stomach function

Stopped:Started:Batch:

Milligram Daily300.0

RANI 2 (Other drug)

03/11/1997 08/11/1997

Reason:

Stopped:Started:Batch:

Milligram Daily75.0

THIORIDAZINE HYDROCHLORIDE (Other drug)

03/11/1997 CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily150.0

EFEXOR (Suspected)

03/11/1997 08/11/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1122301

Preferred Term Severity Report Description Treatment
Rash maculo-papular Rash on both hands Efexor ceased

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 218 of 610

Case Number: Gender:
160.00Weight:

Reaction occurred a few weeks after efexor dosage increased from 75mg bd to 150mg bd.  - the date of onset is not necessarily 
accurate but indicates that onset occurred sometime during the month.

14/11/1997

31/10/1997
Causality possibleNot yet recovered

DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

TILADE (Other drug) Reason:

Stopped:Started:Batch:

0.0

VENTOLIN (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily300.0

EFEXOR (Suspected)

12/03/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1122342

Preferred Term Severity Report Description Treatment
Tinnitus

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 219 of 610

Case Number: Gender:
Weight:

History of depression and alcoholism the same reaction occurred again on 08/02/1997.

20/11/1997

26/12/1996
Causality possibleRecovered
16/09/1942DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

54Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

EFEXOR (Suspected)

26/09/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1122599

Preferred Term Severity Report Description Treatment
Alcohol intolerance
Headache
Hyperhidrosis Severe
Nausea Recovers after alcohol ceased
Vomiting

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 220 of 610

Case Number: Gender:
47.00Weight:25/11/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

32YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

EFEXOR (Suspected)

31/10/1997 07/11/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1122779

Preferred Term Severity Report Description Treatment
Chills Chills and shivering. Ceased efexor

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 221 of 610

Case Number: Gender:
50.00Weight:

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

26/11/1997

17/11/1997
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Electrolytes Dropping plasma osmolatity from 271 --> 264
Sodium 13/11/1997 129
Sodium 18/11/1997 127
Sodium 20/11/1997 125

Laboratory Investigations:

78YAge:

Additional Information:

Medicine Details:
Chron isch heart dis no hyper

Stopped:Started:Batch:

Milligram Daily OralOral application 150.0

ASPIRIN (Other drug)

CONTIN

Reason:

Chron isch heart dis no hyper

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

CHLOTRIDE (Other drug)

CONTIN

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

SLOW-K (Other drug)

CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

EFEXOR (Suspected)

01/11/1997 23/11/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1122806

Preferred Term Severity Report Description Treatment
Hyponatraemia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 222 of 610

Case Number: Gender:
50.00Weight:

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

26/11/1997

17/11/1997
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

78YAge:

Additional Information:

Medicine Details:
Abnormal involuntary movement

Stopped:Started:Batch:

Milligram Daily OralTablet 80.0

INDERAL (Suspected)

18/11/1997

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 18.7

CAPTOPRIL (Suspected)

12/11/1997 18/11/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1122806

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 223 of 610

Case Number: Gender:
80.00Weight:

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

01/12/1997

20/11/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

45YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

01/03/1997 19/11/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1122884

Preferred Term Severity Report Description Treatment
Affect lability
Coordination abnormal
Dizziness
Drug withdrawal syndrome Advised to taper and ceased 

efexor over 3 days.
Malaise
Vomiting

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 224 of 610

Case Number: Gender:
80.00Weight:

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

10/12/1997

24/08/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Amylase Amylase - 502

Laboratory Investigations:

77YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

SERTRALINE HYDROCHLORIDE (Other drug)

21/08/1997

Reason:

Stopped:Started:Batch:

Milligram Daily20.0

TAMOXIFEN CITRATE (Other drug)

01/01/1995

Reason:

Stopped:Started:Batch:

Dose Unspecified 1 time1.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

24/08/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1123238

Preferred Term Severity Report Description Treatment
Abdominal pain
Hypotension
Vomiting

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 225 of 610

Case Number: Gender:
70.00Weight:12/12/1997

28/11/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

36YAge:

Additional Information:

Medicine Details:
Other&unspecified epilepsy

Stopped:Started:Batch:

Gram Daily1.2

CARBAMAZEPINE (Other drug)

L TERM

Reason:

Other&unspecified epilepsy

Stopped:Started:Batch:

Gram Daily1.0

PRIMIDONE (Other drug)

L TERM

Reason:

Other&unspecified epilepsy

Stopped:Started:Batch:

Gram Daily3.0

VALPRO (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 37.5

EFEXOR (Suspected)

16/11/1997 01/12/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1123322

Preferred Term Severity Report Description Treatment
Hyponatraemia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 226 of 610

Case Number: Gender:
60.00Weight:

Patient was rechallenged on efexor with same reaction occurring.

15/12/1997

Causality certainUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

22YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

10/11/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1123367

Preferred Term Severity Report Description Treatment
Bruxism Jaw clenching for about 2 weeks.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 227 of 610

Case Number: Gender:
82.00Weight:15/12/1997

20/04/1997
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

51YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

15/04/1997 24/11/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1123406

Preferred Term Severity Report Description Treatment
Nightmare Wild dreams, mind racing.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 228 of 610

Case Number: Gender:
82.00Weight:15/12/1997

Causality possibleNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

51YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

15/04/1997 24/11/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1123407

Preferred Term Severity Report Description Treatment
Nightmare Wild dreams.
Dizziness
Drug withdrawal syndrome
Nausea

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 229 of 610

Case Number: Gender:
80.00Weight:16/12/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Sodium Na fell to 130. na has returned to 137 when efexor ceased.

Laboratory Investigations:

86YAge:

Additional Information:

Medicine Details:
Paralysis agitans

Stopped:Started:Batch:

Dose Unspecified Daily OralOral application 6.0

MADOPAR (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 20.0

OMEPRAZOLE (Other drug) Reason:

Angina pectoris w/o hyperten

Stopped:Started:Batch:

Milligram Daily TopicalCream 25.0

TRANSIDERM-NITRO (Other drug) Reason:

Otr&nos disord of heart rhythm

Stopped:Started:Batch:

Microgram Daily OralOral application 125.0

DIGOXIN (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1123452

Preferred Term Severity Report Description Treatment
Hyponatraemia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 230 of 610

Case Number: Gender:
80.00Weight:16/12/1997

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

86YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 2.5

LISINOPRIL (Other drug) Reason:

Depression

Stopped:Started:Batch:

Dose Unspecified Daily3.0

EFEXOR (Suspected)

24/11/1997 03/12/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1123452

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 231 of 610

Case Number: Gender:
60.00Weight:

When dose of efexor was reduced from 75mg bd to 37.5mg bd patient experienced symptoms.

24/12/1997

23/11/1997
Causality possibleUnknown
23/07/1957DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

EFEXOR (Suspected)

01/05/1997 04/12/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1123679

Preferred Term Severity Report Description Treatment
Arthralgia Aching wrists and ankles. Ceased efexor
Dizziness
Drug withdrawal syndrome

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 232 of 610

Case Number: Gender:
Weight:08/01/1998

11/12/1997
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Activated partial 
thromboplastin 
time

11/12/1997 48
Platelets 11/12/1997 209 X 10^9
Prothrombin index 11/12/1997 14

Laboratory Investigations:

37YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily300.0

AURORIX (Other drug)

02/07/1997 12/07/1997

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

EFEXOR (Suspected)

06/11/1997 15/12/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1123819

Preferred Term Severity Report Description Treatment
Purpura

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 233 of 610

Case Number: Gender:
60.00Weight:13/01/1998

02/01/1998
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

36YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily37.5

EFEXOR (Suspected)

02/01/1998 08/01/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1123923

Preferred Term Severity Report Description Treatment
Hyperkinesia 'restless legs' syndrome

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 234 of 610

Case Number: Gender:
65.00Weight:28/01/1998

15/12/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

32YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Daily1.0

SODIUM VALPROATE (Other drug) Reason:

Stopped:Started:Batch:

Gram Daily1.2

LITHIUM CARBONATE (Other drug) Reason:

Myxedema

Stopped:Started:Batch:

Microgram Daily OralTablet 200.0

THYROXINE SODIUM (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

03/12/1997 20/12/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1124419

Preferred Term Severity Report Description Treatment
Dyskinesia Facial grimacing, chewing 

movements(involuntary)

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 235 of 610

Case Number: Gender:
60.00Weight:29/01/1998

29/12/1997
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

30YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

EFEXOR (Suspected)

28/12/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1124451

Preferred Term Severity Report Description Treatment
Yawning Uncontrolled yawning

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 236 of 610

Case Number: Gender:
60.00Weight:

The patient recovered but recurred on dose adjustment i.e. dose dependent. the dates given for efexor refer to date of increased 
dose to 75mg b.d.  no effect noted with 37.5 mg bd (since 7.8.97), and mild effect noted at 37.5mg tds.  the dosage start date is 
not necessarily accurate but indicates that start occurred sometime during the month.

29/01/1998

Causality certainNot yet recovered
07/09/1943DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

54Age:

Additional Information:

Medicine Details:
Manic-depression psycho,manic

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

MELLERIL (Other drug)

01/03/1996 CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

EFEXOR (Suspected)

16/12/1997 22/12/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1124470

Preferred Term Severity Report Description Treatment
Dyskinesia Abnormal movements (especially trunk) Cogentin im and oral
Agitation
Dysphagia
Hypertonia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 237 of 610

Case Number: Gender:
Weight:

Mother had severe treatment resistant depression which eventually responded to efexor. she found herself 14/52 pregnant in late 
may 97 after a tubal ligation on 06/01/97. efexor/valproate continued after consultation. no problems with mothers health. baby 
born with mild tongue tie, small strawberry near scrotum and anal orifice lateral to anal sphincter referred to paediatric surgeon 
who considered this probably not drug related.  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.

02/02/1998

19/11/1997
Causality possibleRecovered
26/01/1960DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Baby born with mild tongue tie, small strawberry near scrotum 
and anal orifice lateral to anal sphincter.

Laboratory Investigations:

37Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

01/11/1996 CONTIN

Reason:

Depression

Stopped:Started:Batch:

Gram Daily1.5

EPILIM (Suspected)

01/04/1996 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1124549

Preferred Term Severity Report Description Treatment
Multiple congenital abnormalities

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 238 of 610

Case Number: Gender:
71.00Weight:

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

04/02/1998

09/01/1998
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

25YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

01/04/1997 07/01/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1124660

Preferred Term Severity Report Description Treatment
Diarrhoea
Dizziness
Drug withdrawal syndrome
Fatigue Severe
Muscle spasms
Nausea
Somnolence

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 239 of 610

Case Number: Gender:
Weight:05/02/1998

28/01/1998
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

ADAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

CANNABIS PREPARATION (Other drug)

27/01/1998

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily37.5

VENLAFAXINE HYDROCHLORIDE (Suspected)

28/01/1998 28/01/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1124725

Preferred Term Severity Report Description Treatment
Fatigue
Hyperhidrosis
Nausea Severe Ceased venlafaxine.  

supportive management.
Vomiting

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 240 of 610

Case Number: Gender:
95.00Weight:

History of allergy to prozac - sweating and flushing.

06/02/1998

04/12/1997
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

46YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Weekly IntramuscularInjection 2.0

TESTOSTERONE (Other drug) Reason:

Stopped:Started:Batch:

As necessary OralTablet 0.0

DIAZEPAM (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

EFEXOR (Suspected)

04/12/1997 18/12/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1124782

Preferred Term Severity Report Description Treatment
Dizziness
Headache Analgesics helped

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 241 of 610

Case Number: Gender:
85.00Weight:

Patient fainted last time he tried to withdraw, possibly due to abrupt withdrawal on day 5.  this episode pt has been on one tablet 
efexor mane for three weeks before ceasing altogether.  the dosage start date is not necessarily accurate but indicates that start 
occurred sometime during the month.

13/02/1998

01/02/1998
Causality certainNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

38YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

01/05/1997 31/01/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1124933

Preferred Term Severity Report Description Treatment
Hyperaesthesia Tingling and hypersensitive fingers and 

toes.
Cease efexor.  observation.

Drug withdrawal syndrome
Hyperreflexia
Paraesthesia
Syncope

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 242 of 610

Case Number: Gender:
65.00Weight:

Pt recovered reaction on 13/01/98  the dosage start date is not necessarily accurate but indicates that start occurred sometime 
during the month. the dosage stop date is not necessarily accurate but indicates that stoppage occurred sometime during the 
month.

16/02/1998

15/12/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Biochemistry Maximal levels were alt    611 ast    366 sap    172 ggt    203

Laboratory Investigations:

24YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily100.0

THIAMINE (Other drug) Reason:

Stopped:Started:Batch:

Dose Unspecified Daily1.0

MULTIVITAMINS (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily375.0

EFEXOR (Suspected)

01/09/1997 28/12/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1125006

Preferred Term Severity Report Description Treatment
Hepatic function abnormal Venlafaxime ceased.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 243 of 610

Case Number: Gender:
Weight:

Patient's hypertension previously well controlled on renitec 10mg daily.  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.

19/02/1998

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily10.0

RENITEC (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily37.5

VENLAFAXINE HYDROCHLORIDE (Suspected)

01/01/1997 28/01/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1125117

Preferred Term Severity Report Description Treatment
Hypertension

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 244 of 610

Case Number: Gender:
70.00Weight:25/02/1998

12/02/1998
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

12/02/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1125240

Preferred Term Severity Report Description Treatment
Somnolence Sleepy first 2 days on medication
Nausea

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 245 of 610

Case Number: Gender:
50.00Weight:27/02/1998

17/02/1998
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

24YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 37.5

EFEXOR (Suspected)

17/02/1998 19/02/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1125376

Preferred Term Severity Report Description Treatment
Dizziness Severe Medication ceased
Headache Severe
Vomiting Severe

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 246 of 610

Case Number: Gender:
80.00Weight:

Bp 200/120 efexor dosage - 27.11.97 - 75mg/day                 23.12.97 - 150 mg/day                 06.02.98 - 75 mg/day

02/03/1998

06/02/1998
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

46YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

EFEXOR (Suspected)

27/11/1997

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1125419

Preferred Term Severity Report Description Treatment
Hypertension Bp 200/120 Hospital 5 days, renitec given.
Headache Severe Severe headache

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 247 of 610

Case Number: Gender:
63.00Weight:

Patient drinks alcohol at times and mood is lowered at these times.

05/03/1998

Causality possibleNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

41YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 112.5

VENLAFAXINE HYDROCHLORIDE (Suspected)

01/11/1997 03/03/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1125588

Preferred Term Severity Report Description Treatment
Libido decreased
Nightmare

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 248 of 610

Case Number: Gender:
61.00Weight:

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

06/03/1998

31/01/1998
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

46YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily500.0

LITHIUM CARBONATE (Other drug)

02/05/1997 11/02/1998

Reason:

Stopped:Started:Batch:

Milligram Daily6.0

RISPERIDONE (Suspected)

09/05/1997 01/01/1998

Reason:

Stopped:Started:Batch:

Milligram Daily1.0

BENZTROPINE MESYLATE (Suspected)

02/05/1997 02/01/1998

Reason:

Stopped:Started:Batch:

Milligram Daily300.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

01/01/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1125601

Preferred Term Severity Report Description Treatment
Arthritis Bilateral shoulder capsulitis Cortisol injection.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 249 of 610

Case Number: Gender:
79.00Weight:

No problem on 37.5mg b d

10/03/1998

26/02/1998
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

33YAge:

Additional Information:

Medicine Details:
Other&unspecified epilepsy

Stopped:Started:Batch:

Gram Daily1.0

SODIUM VALPROATE (Other drug)

18/02/1998

Reason:

Stopped:Started:Batch:

Milligram Daily70.0

METHADONE HYDROCHLORIDE (Other drug)

05/04/1997

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

13/02/1998 05/03/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1125668

Preferred Term Severity Report Description Treatment
Urinary retention Unable to urinate Suspect medication ceased

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 250 of 610

Case Number: Gender:
Weight:18/03/1998

19/02/1998
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

45YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

EFEXOR (Suspected)

17/02/1998 20/02/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1125868

Preferred Term Severity Report Description Treatment
Rash maculo-papular Abdominal rash around 300' of torso
Pruritus Severe Itchy ++

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 251 of 610

Case Number: Gender:
Weight:19/03/1998

04/03/1998
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:
Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

03/03/1998 07/03/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1125920

Preferred Term Severity Report Description Treatment
Depression Severe

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 252 of 610

Case Number: Gender:
48.00Weight:27/03/1998

20/02/1998
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Sodium 26/11/1997 136
Sodium 19/01/1998 135
Sodium 20/02/1998 124
Sodium 21/02/1998 127
Sodium 22/02/1998 133
Sodium 24/02/1998 135
Sodium 27/02/1998 131

Laboratory Investigations:

89YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 37.5

EFEXOR (Suspected)

04/02/1998 08/02/1998

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

EFEXOR (Suspected)

09/02/1998 17/02/1998

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 112.5

EFEXOR (Suspected)

18/02/1998 20/02/1998

Reason:

Hospitalisation: Hospitalisation prolonged

Report Details:
Seq: 1126209

Preferred Term Severity Report Description Treatment
Convulsion Generalised seizures x 2.
Hyponatraemia Fluid restriction, 

discontinuation of efexor

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 253 of 610

Case Number: Gender:
48.00Weight:27/03/1998

20/02/1998
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Sodium 02/03/1998 140

Laboratory Investigations:

89YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 37.5

EFEXOR (Suspected)

04/02/1998 08/02/1998

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

EFEXOR (Suspected)

09/02/1998 17/02/1998

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 112.5

EFEXOR (Suspected)

18/02/1998 20/02/1998

Reason:

Hospitalisation: Hospitalisation prolonged

Report Details:
Seq: 1126209

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 254 of 610

Case Number: Gender:
95.00Weight:26/03/1998

05/03/1998
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

29YAge:

Additional Information:

Medicine Details:
Other acne of sebaceous glands

Stopped:Started:Batch:

Milligram Daily OralCapsule 40.0

ROACCUTANE (Suspected)

08/08/1997 22/03/1998

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

EFEXOR (Suspected)

02/12/1997 24/03/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1126224

Preferred Term Severity Report Description Treatment
Fatigue
Hepatic function abnormal
Nausea

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 255 of 610

Case Number: Gender:
70.00Weight:30/03/1998

21/02/1998
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

48YAge:

Additional Information:

Medicine Details:
Menopausal symptoms

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

TRISEQUENS FORTE (Other drug)

20/11/1997 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily37.5

EFEXOR (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1126272

Preferred Term Severity Report Description Treatment
Dizziness
Dry mouth
Flushing Severe Ceased efexor.
Hypotension

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 256 of 610

Case Number: Gender:
115.00Weight:

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

06/04/1998

31/03/1998
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

36YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily225.0

EFEXOR (Suspected)

    1W

Reason:

Hospitalisation:

Report Details:
Seq: 1126425

Preferred Term Severity Report Description Treatment
Vertigo Head spinning
Agitation Restless at night
Accommodation disorder Unable to focus clearly
Dizziness
Headache
Nausea

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 257 of 610

Case Number: Gender:
54.00Weight:08/04/1998

01/12/1997
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

79YAge:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 450.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

20/11/1997 01/12/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1126486

Preferred Term Severity Report Description Treatment
Purpura Echymosis Ceased venlafaxine

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:07AM Database: pusime02 ADRS004 Page 258 of 610

Case Number: Gender:
Weight:

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

08/04/1998

11/03/1998
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

78YAge:

Additional Information:

Medicine Details:
Congestive heart failure

Stopped:Started:Batch:

Milligram Daily OralOral application 40.0

LASIX (Other drug)

01/01/1996

Reason:

Otr&nos disord of heart rhythm

Stopped:Started:Batch:

Microgram Daily OralOral application 250.0

LANOXIN (Other drug)

01/01/1990

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 4.0

COVERSYL (Other drug)

27/11/1996

Reason:

Otr&nos disord of heart rhythm

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 3.0

WARFARIN SODIUM (Other drug)

01/01/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1126491

Preferred Term Severity Report Description Treatment
Fatigue Exhausted
Somnolence Sleepy
Anorexia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 259 of 610

Case Number: Gender:
Weight:

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

08/04/1998

11/03/1998
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

78YAge:

Additional Information:

Medicine Details:
Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily OralTablet 2.0

ROHYPNOL (Other drug)

01/01/1988

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

EFEXOR (Suspected)

04/03/1998 26/03/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1126491

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 260 of 610

Case Number: Gender:
Weight:09/04/1998

01/02/1998
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

71YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

21/01/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1126558

Preferred Term Severity Report Description Treatment
Erectile dysfunction Erectile impotence
Bruxism

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 261 of 610

Case Number: Gender:
Weight:

Venlafaxime suspected to cause: ? nms, ? sorotonengism syndrome.

17/04/1998

13/03/1998
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatine 
phosphokinase

13/03/98 ck: 2289, increased to 7630

Laboratory Investigations:

52YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily75.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

    2D

Reason:

Stopped:Started:Batch:

Milligram Daily150.0

VENLAFAXINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1126739

Preferred Term Severity Report Description Treatment
Pyrexia 40.8 c degrees.
Hypertension Bp 160/110
Tachycardia Hr 130
Blood creatine phosphokinase increased
Confusional state
Haematemesis
Hypertonia
Leukocytosis
Neuroleptic malignant syndrome
Renal failure acute
Renal impairment

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 262 of 610

Case Number: Gender:
Weight:

Venlafaxime suspected to cause: ? nms, ? sorotonengism syndrome.

17/04/1998

13/03/1998
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

52YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily75.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

    2D

Reason:

Stopped:Started:Batch:

Milligram Daily150.0

VENLAFAXINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1126739

Preferred Term Severity Report Description Treatment
Thrombocytopenia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 263 of 610

Case Number: Gender:
Weight:01/05/1998

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

41YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily225.0

VENLAFAXINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1127069

Preferred Term Severity Report Description Treatment
Constipation Drug ceased over 2 days.
Hyperhidrosis

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 264 of 610

Case Number: Gender:
Weight:

Medication was stopped over 2 days - 225-150-75mg.

01/05/1998

18/04/1998
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

41YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily150.0

VENLAFAXINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1127070

Preferred Term Severity Report Description Treatment
Chills Chills
Disturbance in attention Inability to concentrate
Tremor Severe shaking
Drug withdrawal syndrome Reinstitute venlafaxine at 75mg 

dailyHeadache
Hyperhidrosis
Nausea

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 265 of 610

Case Number: Gender:
Weight:01/05/1998

15/04/1998
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatinine 
clearance

02/04/1998 86
Creatinine 
clearance

15/04/1998 90
Creatinine 
clearance

19/04/1998 93
Creatinine 
clearance

17/04/1998 88
Creatinine 
clearance

22/04/1998 102
Potassium 02/04/1998 3.5
Potassium 15/04/1998 4.5

Laboratory Investigations:

86YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Microgram Daily OralTablet 50.0

OROXINE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 30.0

ZOTON (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

PRINIVIL (Other drug) Reason:

Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

TEMAZE (Other drug)

22/03/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1127078

Preferred Term Severity Report Description Treatment
Asthenia General debility
Confusional state
Hyponatraemia Efexor ceased, patient placed 

on fluid restriction, recovered 
within 24-48 hrsInappropriate antidiuretic hormone secretion

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 266 of 610

Case Number: Gender:
Weight:01/05/1998

15/04/1998
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Potassium 17/04/1998 4.6
Potassium 22/04/1998 4.7
Potassium 19/04/1998 4.8
Serum osmolality 15/04/1998 243
Sodium 02/04/1998 135
Sodium 15/04/1998 119
Sodium 17/04/1998 126

Laboratory Investigations:

86YAge:

Additional Information:

Medicine Details:
Osteoarthritis

Stopped:Started:Batch:

Gram Daily OralTablet 4.0

FEBRIDOL (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 225.0

EFEXOR (Suspected)

25/03/1998 16/04/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1127078

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 267 of 610

Case Number: Gender:
Weight:01/05/1998

15/04/1998
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Sodium 19/04/1998 133
Sodium 22/04/1998 135

Laboratory Investigations:

86YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Microgram Daily OralTablet 50.0

OROXINE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 30.0

ZOTON (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

PRINIVIL (Other drug) Reason:

Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

TEMAZE (Other drug)

22/03/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1127078

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 268 of 610

Case Number: Gender:
Weight:01/05/1998

15/04/1998
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

86YAge:

Additional Information:

Medicine Details:
Osteoarthritis

Stopped:Started:Batch:

Gram Daily OralTablet 4.0

FEBRIDOL (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 225.0

EFEXOR (Suspected)

25/03/1998 16/04/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1127078

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 269 of 610

Case Number: Gender:
58.00Weight:

Previous allwegy to penicillin.  the dosage start date is not accurate but indicates that start occurred sometime during the year. the 
dosage start date is not accurate but indicates that start occurred sometime during the year.

04/05/1998

Causality probableRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

85YAge:

Additional Information:

Medicine Details:
Other diseases of esophagus

Stopped:Started:Batch:

Milligram Daily OralCapsule 20.0

OMEPRAZOLE (Other drug)

01/01/1996

Reason:

Iron deficiency anemias

Stopped:Started:Batch:

Milligram Daily OralTablet 350.0

FERRO-GRADUMET (Other drug)

01/01/1996

Reason:

Constipation

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 2.0

COLOXYL WITH SENNA (Other drug)

04/03/1998

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

17/03/1998 17/04/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1127102

Preferred Term Severity Report Description Treatment
Tongue ulceration Tongue had circular areas of ulceration.
Dysphagia
Erythema multiforme
Pharyngitis Anti fungals, ceased 

venlafaxine.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 270 of 610

Case Number: Gender:
65.00Weight:

Patient history gout, heavy alchol intake, no previous allergies.

04/05/1998

13/03/1998
Causality possibleRecovered
03/07/1945DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

52Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

EFEXOR (Suspected)

10/03/1998 15/03/1998

Reason:

Rash

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

PHENERGAN (Suspected)

02/03/1998 13/03/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1127135

Preferred Term Severity Report Description Treatment
Hypertension Bp 166/110
Pyrexia Febrile 40.8 c degrees.
Tachycardia Heart rate 160
Intestinal obstruction Small bowel obstruction
Hypertonia Severe
Neuroleptic malignant syndrome

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 271 of 610

Case Number: Gender:
45.00Weight:

Multiple documented adverse reactions to many drugs.

05/05/1998

26/07/1997
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

84YAge:

Additional Information:

Medicine Details:
Chron isch heart dis no hyper

Stopped:Started:Batch:

Milligram Daily150.0

ASPIRIN (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily40.0

LASIX (Other drug)

14/07/1997

Reason:

Constipation

Stopped:Started:Batch:

Dose Unspecified Daily2.0

COLOXYL (Other drug)

15/07/1997

Reason:

Constipation

Stopped:Started:Batch:

Dose Unspecified Daily RectalSuppository 1.0

BISACODYL (Other drug)

17/07/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1127163

Preferred Term Severity Report Description Treatment
Ileus paralytic Ceased venlafaxine

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 272 of 610

Case Number: Gender:
45.00Weight:

Multiple documented adverse reactions to many drugs.

05/05/1998

26/07/1997
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

84YAge:

Additional Information:

Medicine Details:
Left ventricular failure

Stopped:Started:Batch:

Milligram Daily5.0

RENITEC (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

23/07/1997 26/07/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1127163

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 273 of 610

Case Number: Gender:
40.00Weight:

Previous hyponatraemia (SIADH) from moclobemide.

05/05/1998

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

76YAge:

Additional Information:

Medicine Details:
Otr spec symp psychopathol nec

Stopped:Started:Batch:

Milligram Daily OralTablet 15.0

SEREPAX (Other drug) Reason:

Acute bronchitis&bronchiolitis

Stopped:Started:Batch:

Milligram Daily750.0

AUGMENTIN (Other drug)

26/07/1997 31/07/1997

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

EFEXOR (Suspected)

22/07/1997 28/07/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1127164

Preferred Term Severity Report Description Treatment
Hyponatraemia
Inappropriate antidiuretic hormone secretion Confirmed by blood and urine
Inappropriate antidiuretic hormone secretion Confirmed by blood and urine biochemistry

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 274 of 610

Case Number: Gender:
60.00Weight:

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

06/05/1998

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

66YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

EFEXOR (Suspected)

01/12/1997     2W

Reason:

Hospitalisation:

Report Details:
Seq: 1127216

Preferred Term Severity Report Description Treatment
Nausea Ceased efexor

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 275 of 610

Case Number: Gender:
89.00Weight:

Patient only experienced reaction to efexor 75mg bd not 37.5mg bd.

11/05/1998

01/05/1998
Causality possibleUnknown

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

EFEXOR (Suspected)

22/04/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1127321

Preferred Term Severity Report Description Treatment
Premature ejaculation Ejaculation spontaneous after micturition.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 276 of 610

Case Number: Gender:
80.00Weight:

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

12/05/1998

31/03/1998
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A4Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

OralTablet 0.0

EFEXOR (Interaction)

CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 330.0

GRISEOSTATIN (Interaction)

03/03/1998 16/04/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1127379

Preferred Term Severity Report Description Treatment
Muscle twitching Muscle twitching arms and legs in sleep

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 277 of 610

Case Number: Gender:
Weight:13/05/1998

09/04/1998
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

45YAge:

Additional Information:

Medicine Details:
Nausea and vomiting

Stopped:Started:Batch:

Milligram As necessary OralTablet 20.0

MAXOLON (Other drug) Reason:

Migraine

Stopped:Started:Batch:

Milligram Daily OralTablet 160.0

INDERAL (Other drug) Reason:

Pain

Stopped:Started:Batch:

Milligram Daily OralTablet 40.0

KAPANOL (Other drug) Reason:

Pain

Stopped:Started:Batch:

Gram Daily OralTablet 1.5

SABRIL (Other drug) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1127415

Preferred Term Severity Report Description Treatment
Vomiting Severe Severe vomiting
Nausea

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 278 of 610

Case Number: Gender:
Weight:13/05/1998

09/04/1998
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

45YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily150.0

EFEXOR (Suspected)

09/04/1998 10/04/1998

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1127415

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 279 of 610

Case Number: Gender:
65.00Weight:

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

21/05/1998

31/07/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

54YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily2.0

TENORMIN (Other drug)

01/01/1997 31/01/1997

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily37.5

EFEXOR (Suspected)

01/07/1997 28/07/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1127646

Preferred Term Severity Report Description Treatment
Hyperhidrosis

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 280 of 610

Case Number: Gender:
Weight:

Venlafaxine withdrawal syndrome aust nz med 1998;28.

21/05/1998

Causality possibleNot yet recovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

51YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily300.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

    4W

Reason:

Hospitalisation:

Report Details:
Seq: 1127698

Preferred Term Severity Report Description Treatment
Drug ineffective Planned to give course of ect 

so venlafaxine rapidly reduced.
Suicide attempt

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 281 of 610

Case Number: Gender:
Weight:21/05/1998

Causality probableRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

51YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Reducing300.0

VENLAFAXINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1127699

Preferred Term Severity Report Description Treatment
Anorexia
Dizziness
Drug withdrawal syndrome Severe Venlafaxine was rapidly 

reduced over two days and 
patient suffered symptoms 
venlafaxine was reintroduced 
at 75mg a day with rapid relief.  
this dose was tapered 
uneventfully over a week.

Gait disturbance
Headache
Nausea
Tinnitus

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 282 of 610

Case Number: Gender:
69.00Weight:27/05/1998

10/05/1998
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

36YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1127848

Preferred Term Severity Report Description Treatment
Pruritus Itchy scalp and neck Ceased efexor

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 283 of 610

Case Number: Gender:
69.00Weight:

Patient allergic to penicillin.  - 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.

01/06/1998

31/03/1998
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

59YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily150.0

EFEXOR (Suspected)

01/12/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1127992

Preferred Term Severity Report Description Treatment
Hyperhidrosis Reaction easing now on 1/2 x 

75mg  bd.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 284 of 610

Case Number: Gender:
60.00Weight:01/06/1998

23/05/1998
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified 1 time OralTablet 2.0

EFEXOR (Interaction) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

AURORIX (Interaction)

23/05/1998

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1128026

Preferred Term Severity Report Description Treatment
Flushing
Orthostatic hypotension
Somnolence
Visual disturbance

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 285 of 610

Case Number: Gender:
78.00Weight:

Problem started when dose of efexor was increased from 75mg -->150mg-->300mg/d

11/06/1998

20/05/1998
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

55YAge:

Additional Information:

Medicine Details:
Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 15.0

ASIG (Other drug)

09/04/1996

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

NATRILIX (Other drug)

30/04/1998

Reason:

Othr&unspec metabolic diseases

Stopped:Started:Batch:

Milligram Daily OralTablet 40.0

PRAVACHOL (Other drug)

18/06/1997 22/05/1998

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

EFEXOR (Suspected)

30/04/1998 29/05/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1128272

Preferred Term Severity Report Description Treatment
Convulsion Clonic jerks Ceased efexor

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 286 of 610

Case Number: Gender:
Weight:12/06/1998

28/04/1998
Causality possibleNot yet recovered
20/04/1961DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

37Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily75.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

26/04/1998 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily20.0

TEMAZEPAM (Suspected)

26/04/1998 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1128335

Preferred Term Severity Report Description Treatment
Dyspnoea Strange breathless feeling
Dystonia Tight jaw Benztropine prn

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 287 of 610

Case Number: Gender:
Weight:12/06/1998

15/04/1998
Causality possibleRecovered
05/04/1969DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

29Age:

Additional Information:

Medicine Details:
Otr spec symp psychopathol nec

Stopped:Started:Batch:

Milligram As necessary1.0

CLONAZEPAM (Other drug)

11/03/1998 CONTIN

Reason:

Specific disorders of sleep

Stopped:Started:Batch:

Milligram As necessary10.0

TEMAZEPAM (Other drug)

11/03/1998 CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

14/04/1998 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1128344

Preferred Term Severity Report Description Treatment
Dystonia Dystonic reaction-tongue tied/swollen stiff 

jaw
Benztropine 1mg mane

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 288 of 610

Case Number: Gender:
90.00Weight:16/06/1998

10/05/1998
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

46YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily150.0

EFEXOR (Suspected)

29/03/1998

Reason:

Stopped:Started:Batch:

Milligram Daily IntramuscularInjection 250.0

PRIMOTESTON DEPOT (Suspected)

S TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1128460

Preferred Term Severity Report Description Treatment
Gynaecomastia Bilateral enlargement
Breast pain Tender retro areola

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 289 of 610

Case Number: Gender:
Weight:23/06/1998

07/05/1998
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Sodium MMOL/L 07/05/1998 134
Sodium MMOL/L 12/05/1998 128
Sodium MMOL/L 15/05/1998 123
Sodium MMOL/L 23/05/1998 134

Laboratory Investigations:

73YAge:

Additional Information:

Medicine Details:
Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 5.0

PLENDIL (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

CARDIPRIN 100 (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 37.5

EFEXOR (Suspected)

05/05/1998 15/05/1998

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1128656

Preferred Term Severity Report Description Treatment
Hyponatraemia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 290 of 610

Case Number: Gender:
57.00Weight:

Reaction occurred when dose of efexor was increased from 31.5mg/d to 75mg/d

29/06/1998

20/06/1998
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

46YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily25.0

IMIPRAMINE HYDROCHLORIDE (Other drug)

17/06/1998

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily8.0

XANAX (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

20/06/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1128732

Preferred Term Severity Report Description Treatment
Rash Body rash spreading to eyelids, nostrils & 

earsPruritus Efexor ceased. treated with im 
antihistamine

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 291 of 610

Case Number: Gender:
80.00Weight:

P/h of allergies to maxolon and anaesthetics.

24/06/1998

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

43YAge:

Additional Information:

Medicine Details:
Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily OralOral application 50.0

PHENERGAN (Suspected)

29/05/1997 CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 225.0

EFEXOR (Suspected)

15/04/1997 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1128769

Preferred Term Severity Report Description Treatment
Conjunctivitis

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 292 of 610

Case Number: Gender:
Weight:

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

24/06/1998

31/03/1998
Causality possibleRecovered
15/03/1956DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Lymphocytes 1.0 - 4.0 11/03/1998 0.78
Lymphocytes 1.0 - 4.0 13/04/1998 1.18
Monocytes 0.2 - 0.8 11/03/1998 0.16
Monocytes 0.2 - 0.8 13/04/1998 0.21
Neutrophils 2.0 - 7.5 11/03/1998 2.47
Neutrophils 2.0 - 7.5 13/04/1998 2.73
leucocytes (4.0-11.0) 11/03/1998 3.5

Laboratory Investigations:

42Age:

Additional Information:

Medicine Details:
Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily0.2

XANAX (Suspected)

01/04/1997

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily375.0

EFEXOR (Suspected)

22/04/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1128778

Preferred Term Severity Report Description Treatment
Lymphopenia Predominantly lymphocytes
Leukopenia White cell count decreasing over 6 months

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 293 of 610

Case Number: Gender:
Weight:

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

24/06/1998

31/03/1998
Causality possibleRecovered
15/03/1956DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

leucocytes (4.0-11.0) 13/04/1998 4.2

Laboratory Investigations:

42Age:

Additional Information:

Medicine Details:
Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily0.2

XANAX (Suspected)

01/04/1997

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily375.0

EFEXOR (Suspected)

22/04/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1128778

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 294 of 610

Case Number: Gender:
70.00Weight:07/07/1998

23/04/1997
Causality probableRecovered
06/03/1913DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

84Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Millilitre Monthly IntramuscularInjection 1.0

LUCRIN DEPOT (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

03/04/1997 23/04/1997

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1128959

Preferred Term Severity Report Description Treatment
Hypotension

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 295 of 610

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.

06/07/1998

30/04/1998
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

56YAge:

Additional Information:

Medicine Details:
Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 7.5

NORVASC (Other drug)

01/11/1996

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 225.0

EFEXOR (Suspected)

01/07/1997 30/04/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1129011

Preferred Term Severity Report Description Treatment
Myalgia Severe Severe muscular pain Efexor restarted at low dosage 

37.5mg.
Tetany

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 296 of 610

Case Number: Gender:
Weight:

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

15/07/1998

15/06/1998
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Electrographics Holter monitor - sinus rhythm 49-148 bpm. low frequency atrial 
ectopy. moderate frequency ventricular ectopy. st depression > 
1 mm seen. sinus rhythm with ventricular ectopy with 
symptoms. opinion : probably symptomatic ventricular ectopy.

Laboratory Investigations:

42YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily37.5

VENLAFAXINE HYDROCHLORIDE (Suspected)

01/01/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1129219

Preferred Term Severity Report Description Treatment
Palpitations Palpitations, variable duration Venlafaxine gradually reduced
Dizziness
Extrasystoles

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 297 of 610

Case Number: Gender:
Weight:

Prolonged seizures possibly due to rapid reduction of efexor dose and ceasing drug. 4 seizures over 3 days - 23 mins - requiring 
iv diazepam _______________________________10 mins ________________________________5 mins 
_______________________________25 mins  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.

29/07/1998

17/07/1998
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

26YAge:

Additional Information:

Medicine Details:
Other&unspecified epilepsy

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

TERIL (Other drug) Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralOral application 400.0

LARGACTIL (Other drug)

01/02/1998

Reason:

Otr spec symp psychopathol nec

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

ANTENEX (Other drug)

01/02/1998

Reason:

Otr spec symp psychopathol nec

Stopped:Started:Batch:

Milligram Daily OralTablet 40.0

DERALIN (Other drug)

13/07/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1129673

Preferred Term Severity Report Description Treatment
Convulsion Prolonged seizures Iv diazepam and recommenced 

efexor and slowly withdrawn.
Drug withdrawal syndrome

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 298 of 610

Case Number: Gender:
Weight:

Prolonged seizures possibly due to rapid reduction of efexor dose and ceasing drug. 4 seizures over 3 days - 23 mins - requiring 
iv diazepam _______________________________10 mins ________________________________5 mins 
_______________________________25 mins  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.

29/07/1998

17/07/1998
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

26YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

EFEXOR (Suspected)

23/04/1998 19/07/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1129673

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 299 of 610

Case Number: Gender:
70.00Weight:

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

29/07/1998

Causality probableRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

77YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

EFEXOR (Suspected)

01/05/1997 28/06/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1129738

Preferred Term Severity Report Description Treatment
Nightmare Severe Severe distressing nightmares.
Drug withdrawal syndrome

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 300 of 610

Case Number: Gender:
95.00Weight:

Reduced efexor from 150mg bd to - 75mg mane and 150mg nocte on 26/03/98, - 28/03/98 - 75mg bd, - 30/03/98 - 75mg mane, - 
01/04/98 - stoped.  the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month. 
the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month. the dosage start 
date is not accurate but indicates that start occurred sometime during the year.

12/08/1998

28/03/1998
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

43YAge:

Additional Information:

Medicine Details:
Other&unspecified epilepsy

Stopped:Started:Batch:

Gram Daily OralTablet 1.0

EPILIM (Other drug)

01/12/1995

Reason:

Asthma

Stopped:Started:Batch:

Microgram Daily InhalationInhalation 800.0

PULMICORT (Other drug)

01/01/1980

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

EFEXOR (Suspected)

01/07/1996 01/04/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1130080

Preferred Term Severity Report Description Treatment
Affect lability
Coordination abnormal
Dizziness
Drug withdrawal syndrome
Malaise

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 301 of 610

Case Number: Gender:
Weight:14/08/1998

20/07/1998
Causality possibleRecovered
01/01/1922DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

76Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

VENLAFAXINE HYDROCHLORIDE (Suspected) Reason:

Presenile dementia

Stopped:Started:Batch:

Milligram Daily OralOral application 5.0

ARICEPT (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1130217

Preferred Term Severity Report Description Treatment
Cerebrovascular disorder Cerebrovascular accident
Mydriasis Dilated pupils
Apnoea Not breathing
Coma Life 

threatening
Aricept ceased.

Tachycardia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 302 of 610

Case Number: Gender:
Weight:21/08/1998

01/08/1998
Causality possibleUnknown
27/11/1950DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

47Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

EFEXOR (Suspected)

31/07/1998 01/08/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1130365

Preferred Term Severity Report Description Treatment
Nausea
Vertigo Severe Ceased efexor

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 303 of 610

Case Number: Gender:
Weight:

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

24/08/1998

14/04/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

86YAge:

Additional Information:

Medicine Details:
Other diseases of esophagus

Stopped:Started:Batch:

Milligram Daily30.0

CISAPRIDE (Other drug)

L TERM

Reason:

Chron isch heart dis no hyper

Stopped:Started:Batch:

Dose Unspecified Daily0.5

ASPIRIN (Other drug)

L TERM

Reason:

Otr&nos disord of heart rhythm

Stopped:Started:Batch:

Milligram Daily100.0

AMIODARONE HYDROCHLORIDE (Other drug)

L TERM

Reason:

Unspecified glaucoma

Stopped:Started:Batch:

Dose Unspecified Daily OphthalmicEye Drops 2.0

BETOPTIC (Other drug)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1130441

Preferred Term Severity Report Description Treatment
Confusional state Deteriorating cognitive function
Coordination abnormal History of falls and ataxia
Asthenia Proximal muscle weakness
Coordination abnormal
Gait disturbance

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 304 of 610

Case Number: Gender:
Weight:

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

24/08/1998

14/04/1997
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

86YAge:

Additional Information:

Medicine Details:
Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily2.0

TRANDOLAPRIL (Other drug)

L TERM

Reason:

Other diseases of bone

Stopped:Started:Batch:

Dose Unspecified Daily1.0

ROCALTROL (Other drug)

L TERM

Reason:

Other diseases of esophagus

Stopped:Started:Batch:

Dose Unspecified Daily1.0

OMEPRAZOLE (Other drug)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily75.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

14/03/1997 28/11/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1130441

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 305 of 610

Case Number: Gender:
Weight:

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

24/08/1998

17/08/1998
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

AURORIX (Suspected)

01/02/1998 17/08/1998

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

AURORIX (Suspected)

17/08/1998 17/08/1998

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

EFEXOR (Suspected)

17/08/1998 17/08/1998

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1130514

Preferred Term Severity Report Description Treatment
Pyrexia Elevated body temperature
Confusional state Mental confusion
Chills
Diarrhoea
Hyperhidrosis
Mydriasis
Serotonin syndrome Observed overnight in hospital, 

given rehydration, 1/2 hour 
observations and anti-nausea 
drugs. discharged home the 
following morning.

Syncope

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 306 of 610

Case Number: Gender:
Weight:

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

24/08/1998

17/08/1998
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

AURORIX (Suspected)

01/02/1998 17/08/1998

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

AURORIX (Suspected)

17/08/1998 17/08/1998

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

EFEXOR (Suspected)

17/08/1998 17/08/1998

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1130514

Preferred Term Severity Report Description Treatment
Vomiting

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 307 of 610

Case Number: Gender:
Weight:

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

25/08/1998

Causality possibleNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Doppler vein study confirmed long saphenous incompetence.

Laboratory Investigations:

60YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

EFEXOR (Suspected)

01/12/1997 09/06/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1130551

Preferred Term Severity Report Description Treatment
Gravitational oedema Bilateral lower limb oedema.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 308 of 610

Case Number: Gender:
Weight:31/08/1998

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

52YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily37.5

VENLAFAXINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1130638

Preferred Term Severity Report Description Treatment
Agitation Panic attack
Nausea
Vomiting

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 309 of 610

Case Number: Gender:
Weight:31/08/1998

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

27YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

EFEXOR (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1130698

Preferred Term Severity Report Description Treatment
Dizziness Efexor ceased and changed to 

zoloftInsomnia
Nausea

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 310 of 610

Case Number: Gender:
78.00Weight:

Patient restarted efexor and same reaction occurred.

10/09/1998

Causality certainRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

28YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

EFEXOR (Suspected)

01/09/1998 02/09/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1130787

Preferred Term Severity Report Description Treatment
Anxiety
Fatigue
Hyperhidrosis
Hyperventilation
Insomnia
Nausea
Tremor

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 311 of 610

Case Number: Gender:
53.00Weight:

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

07/09/1998

31/12/1998
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily30.0

TEMAZEPAM (Other drug)

01/10/1996 CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily150.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

01/10/1996 25/08/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1130817

Preferred Term Severity Report Description Treatment
Pruritus Severe Severe generalised itch

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 312 of 610

Case Number: Gender:
Weight:

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

07/09/1998

Causality possibleUnknown
DOB:

F
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

EFEXOR (Suspected)

28/06/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1130847

Preferred Term Severity Report Description Treatment
Drug ineffective Venlafaxine ceased

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 313 of 610

Case Number: Gender:
60.00Weight:

Pt is an alcoholic

14/09/1998

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

47YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 37.5

EFEXOR (Suspected)

    3M

Reason:

Hospitalisation:

Report Details:
Seq: 1131153

Preferred Term Severity Report Description Treatment
Diplopia Ceased efexor and changed to 

cipramil

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 314 of 610

Case Number: Gender:
58.00Weight:

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

15/09/1998

06/09/1998
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

41YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

EFEXOR (Suspected)

01/09/1997 08/09/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1131191

Preferred Term Severity Report Description Treatment
Rash Facial rash
Systemic lupus erythematosus rash Lupus reaction
Arthritis Swollen joints in hands and feet
Arthralgia
Diarrhoea

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 315 of 610

Case Number: Gender:
Weight:

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

15/09/1998

31/08/1998
Causality possibleUnknown

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralCapsule 20.0

TEMAZEPAM (Other drug)

01/01/1997

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily150.0

EFEXOR (Suspected)

04/04/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1131210

Preferred Term Severity Report Description Treatment
Cataract Unilateral cataract Surgical intervention planned

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 316 of 610

Case Number: Gender:
Weight:

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

16/09/1998

31/07/1998
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily300.0

EFEXOR (Suspected)

01/01/1996 CONTIN

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily30.0

NEULACTIL (Suspected)

01/01/1996 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1131212

Preferred Term Severity Report Description Treatment
Dental caries

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 317 of 610

Case Number: Gender:
Weight:

Allergies known: iodine/stiching plaster.

18/09/1998

02/07/1998
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

68YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1131299

Preferred Term Severity Report Description Treatment
Pruritus Telfast given. efexor ceased.
Urticaria

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 318 of 610

Case Number: Gender:
68.00Weight:

Reaction occurred on each trial.

30/09/1998

Causality certainRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

14YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily37.5

VENLAFAXINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1131621

Preferred Term Severity Report Description Treatment
Anorexia
Headache
Influenza like illness Stopped drug
Myalgia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 319 of 610

Case Number: Gender:
Weight:01/10/1998

15/09/1998
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

52YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily750.0

EFEXOR (Suspected)

15/09/1998 19/09/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1131751

Preferred Term Severity Report Description Treatment
Arthralgia Severe Arthralgia and joint stiffness Efexor ceased

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 320 of 610

Case Number: Gender:
53.00Weight:

Patient had similar symptoms to aropax 2 years ago.  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.

08/10/1998

09/09/1998
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

37YAge:

Additional Information:

Medicine Details:
Herpes simplex

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

FAMVIR (Other drug)

01/08/1998 28/09/1998

Reason:

Stopped:Started:Batch:

Milligram 1 time37.5

EFEXOR (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1131851

Preferred Term Severity Report Description Treatment
Anxiety Severe
Hallucination
Hyperhidrosis
Nausea
Tremor

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 321 of 610

Case Number: Gender:
104.00Weight:

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

02/11/1998

14/10/1998
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Microbiology Salmonella enteritis/enteric fever.

Laboratory Investigations:

57YAge:

Additional Information:

Medicine Details:
Unspecified glaucoma

Stopped:Started:Batch:

OphthalmicEye Drops 0.0

TIMOPTOL (Other drug) Reason:

Diabetes mellitus

Stopped:Started:Batch:

Milligram Daily160.0

DIAMICRON (Other drug)

01/01/1990

Reason:

Adrenal cortical hyperfunction

Stopped:Started:Batch:

Milligram Daily10.0

AMILORIDE HYDROCHLORIDE (Other drug)

01/01/1990

Reason:

Stopped:Started:Batch:

Gram Daily1.0

LITHIUM CARBONATE (Other drug)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1132715

Preferred Term Severity Report Description Treatment
Enteritis Salmonella enteritis
Bacterial infection

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 322 of 610

Case Number: Gender:
104.00Weight:

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

02/11/1998

14/10/1998
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

57YAge:

Additional Information:

Medicine Details:
Gout

Stopped:Started:Batch:

Milligram Daily300.0

ZYLOPRIM (Other drug)

01/01/1990

Reason:

Diabetes mellitus

Stopped:Started:Batch:

Unit Daily SubcutaneousInjection 60.0

ULTRATARD HM (Suspected)

01/01/1997

Reason:

Other diseases of esophagus

Stopped:Started:Batch:

Milligram Daily40.0

LOSEC (Suspected)

01/01/1996

Reason:

Othr&unspec metabolic diseases

Stopped:Started:Batch:

Milligram Daily20.0

LIPEX (Suspected)

01/01/1996

Reason:

Hospitalisation:

Report Details:
Seq: 1132715

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 323 of 610

Case Number: Gender:
104.00Weight:

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

02/11/1998

14/10/1998
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

57YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily37.5

EFEXOR (Suspected)

01/01/1998

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily75.0

DOTHEP (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1132715

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 324 of 610

Case Number: Gender:
85.00Weight:

The dosage start dates for Coversyl and Zocor are not accurate but indicate that start occurred sometime during 1997.

10/11/1998

28/10/1998
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

72YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily1.0

STELAZINE (Other drug)

L TERM

Reason:

Stopped:Started:Batch:

Milligram Daily4.0

COVERSYL (Other drug)

31/12/1996

Reason:

Stopped:Started:Batch:

Milligram Daily10.0

ZOCOR (Other drug)

31/12/1996

Reason:

Stopped:Started:Batch:

Milligram Daily15.0

VALIUM (Other drug)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1133046

Preferred Term Severity Report Description Treatment
Abdominal pain
Headache
Malaise
Headache

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 325 of 610

Case Number: Gender:
85.00Weight:

The dosage start dates for Coversyl and Zocor are not accurate but indicate that start occurred sometime during 1997.

10/11/1998

28/10/1998
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

72YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

07/10/1998 27/10/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1133046

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 326 of 610

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.

09/11/1998

31/10/1998
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

41YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily150.0

EFEXOR (Suspected)

01/03/1998 CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily5.0

DIAZEPAM (Suspected)

01/03/1998 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1133053

Preferred Term Severity Report Description Treatment
Glossitis

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 327 of 610

Case Number: Gender:
60.00Weight:

P/h of allergy to penicillin, sulpha drugs, bee stings.

11/11/1998

06/10/1998
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Serum drug level 29/09/1998 318 Sodium valproate level.
Serum drug level 12/10/1998 58 Sodium valproate level.

Laboratory Investigations:

49YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralOral application 700.0

VALPRO (Interaction)

24/09/1998 13/10/1998

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

EFEXOR (Interaction)

23/09/1998 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1133058

Preferred Term Severity Report Description Treatment
Thinking abnormal Mental state deteriorated Pt previously on 75mg bd and 

increased to 150mg bd on 
06/10/98 then ceased on 
13/10/98.

Drug level decreased

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 328 of 610

Case Number: Gender:
Weight:13/11/1998

08/11/1998
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

18YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

EPILIM (Other drug) Reason:

Stopped:Started:Batch:

0.0

LARGACTIL (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

EFEXOR (Suspected)

19/10/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1133185

Preferred Term Severity Report Description Treatment
Convulsion Myoclonic jerking face & limbs/no change 

lev consc
Cogentin

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 329 of 610

Case Number: Gender:
100.00Weight:

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

13/11/1998

07/11/1998
Causality possibleUnknown

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 450.0

EFEXOR (Suspected)

01/03/1998

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1133216

Preferred Term Severity Report Description Treatment
Dysgeusia Odd taste in mouth
Paraesthesia Paraesthesia of right arm
Confusional state
Grand mal convulsion Tegretol.  efexor was reduced 

to 300mg from 450mg daily.
Hyperhidrosis

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 330 of 610

Case Number: Gender:
99.00Weight:

A few days after efexor was increased to 75mg bd, blood sugar levels fell dramatically.  - the date of onset is not necessarily 
accurate but indicates that onset occurred sometime during the month.

24/11/1998

31/10/1998
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Biochemistry Blood sugar level was 1.0 mmol/l

Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:
Diabetes mellitus

Stopped:Started:Batch:

Milligram Daily15.0

MINIDIAB (Interaction) Reason:

Stopped:Started:Batch:

Gram Daily1.5

DIAFORMIN (Interaction) Reason:

Stopped:Started:Batch:

Unit Daily SubcutaneousInjection 62.0

PROTAPHANE (Interaction) Reason:

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Interaction) Reason:

Hospitalisation:

Report Details:
Seq: 1133616

Preferred Term Severity Report Description Treatment
Hypoglycaemia Severe

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 331 of 610

Case Number: Gender:
99.00Weight:

A few days after efexor was increased to 75mg bd, blood sugar levels fell dramatically.  - the date of onset is not necessarily 
accurate but indicates that onset occurred sometime during the month.

24/11/1998

31/10/1998
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Daily1.2

LOPID (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily100.0

LARGACTIL (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1133616

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 332 of 610

Case Number: Gender:
91.00Weight:23/11/1998

03/11/1998
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

OROXINE (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

30/10/1998 17/11/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1133631

Preferred Term Severity Report Description Treatment
Dystonia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 333 of 610

Case Number: Gender:
57.00Weight:23/11/1998

06/10/1998
Causality possibleNot yet recovered

DOB:

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 1 time OralTablet 37.5

EFEXOR (Suspected)

06/10/1998

Reason:

Hospitalisation: Treated in outpatient department only.

Report Details:
Seq: 1133652

Preferred Term Severity Report Description Treatment
Chills Hot and cold
Flushing Hot flushes through body.
Anxiety Panicking
Somnolence Started back on nardil.
Tremor

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 334 of 610

Case Number: Gender:
70.00Weight:

Continued migraines.  - 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.

25/11/1998

31/07/1998
Causality possibleRecovered with sequelae

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

30YAge:

Additional Information:

Medicine Details:
Migraine

Stopped:Started:Batch:

0.0

SUMATRIPTAN (Interaction) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Interaction)

01/06/1998 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1133662

Preferred Term Severity Report Description Treatment
Drug ineffective
Migraine

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 335 of 610

Case Number: Gender:
Weight:26/11/1998

06/02/1998
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

EFEXOR (Suspected)

16/11/1997 06/02/1998

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

EFEXOR (Suspected)

06/02/1998 16/04/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1133681

Preferred Term Severity Report Description Treatment
Hypertension Bp 190/110 and 200/120
Headache Severe Efexor dose reduction and 

patient given renitec and 
chlorothiazide(500mg)

Vomiting

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 336 of 610

Case Number: Gender:
Weight:

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

26/11/1998

31/10/1998
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

41YAge:

Additional Information:

Medicine Details:
Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily OralOral application 5.0

DIAZEPAM (Suspected)

CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

EFEXOR (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1133689

Preferred Term Severity Report Description Treatment
Glossitis Glossitis and ridges on sides of tongue

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 337 of 610

Case Number: Gender:
106.00Weight:

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

26/11/1998

31/05/1998
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

42YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily75.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

01/09/1996 28/05/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1133738

Preferred Term Severity Report Description Treatment
Anxiety Acute anxiety for a week
Hyperventilation

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 338 of 610

Case Number: Gender:
Weight:30/11/1998

13/10/1998
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

38YAge:

Additional Information:

Medicine Details:
Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily OralTablet 4.0

RISPERIDONE (Suspected)

15/02/1998 28/10/1998

Reason:

Other&unspecified epilepsy

Stopped:Started:Batch:

Milligram Daily OralOral application 330.0

PHENYTOIN SODIUM (Suspected)

CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 225.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

15/03/1998 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1133822

Preferred Term Severity Report Description Treatment
Pruritus Itching on the arm and thighs.
Rash Rash and general redness on the arm and 

thighs.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 339 of 610

Case Number: Gender:
70.00Weight:

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

04/12/1998

24/11/1998
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

49YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 750.0

LITHIUM CARBONATE (Other drug)

01/04/1998 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily112.5

VENLAFAXINE HYDROCHLORIDE (Suspected)

06/11/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1134032

Preferred Term Severity Report Description Treatment
Paraesthesia As if something crawling on skin Reduced venlafaxine back to 

75mg daily from 112.5mg daily.
Agitation Motor restlessness affecting feet, arms and 

hands.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 340 of 610

Case Number: Gender:
70.00Weight:

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

08/12/1998

31/10/1998
Causality possibleRecovered

DOB:

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

MERSYNDOL FORTE (Other drug) Reason:

Stopped:Started:Batch:

0.0

MERSYNDOL (Other drug) Reason:

Stopped:Started:Batch:

SubcutaneousImplant 0.0

OESTRADIOL (Other drug) Reason:

Stopped:Started:Batch:

0.0

PEPCIDINE (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1134086

Preferred Term Severity Report Description Treatment
Hypoaesthesia Numb fingers and toes
Anxiety
Blood pressure fluctuation
Dizziness
Dyspepsia Reducing efexor by 1/2 tab 

weekly.Serotonin syndrome

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 341 of 610

Case Number: Gender:
70.00Weight:

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

08/12/1998

31/10/1998
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

37YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

EFEXOR (Suspected)

14/05/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1134086

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 342 of 610

Case Number: Gender:
Weight:11/12/1998

06/11/1998
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

85YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

01/10/1998 24/11/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1134205

Preferred Term Severity Report Description Treatment
Hepatic function abnormal Ceased efexor

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 343 of 610

Case Number: Gender:
65.00Weight:

Previous history of angina pain which hasn't re-occurred until stopped prothiaden and commenced efexor.  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.

16/12/1998

01/12/1998
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

42YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily225.0

PROTHIADEN (Other drug)

01/11/1996 26/11/1998

Reason:

Stopped:Started:Batch:

Milligram Daily5.0

MOGADON (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

28/11/1998

Reason:

Othr&unspec metabolic diseases

Stopped:Started:Batch:

Milligram Daily20.0

ZOCOR (Suspected)

01/11/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1134346

Preferred Term Severity Report Description Treatment
Pain Pain in legs and groin
Purpura Skin purple
Throat tightness Throat feels like it is constricting
Chest pain
Hyperhidrosis

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 344 of 610

Case Number: Gender:
66.00Weight:

Long history intractable depression refractory to treatment.

16/12/1998

06/10/1998
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

41YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily75.0

IMURAN (Other drug)

26/05/1998

Reason:

Stopped:Started:Batch:

Microgram Daily100.0

OROXINE (Other drug)

27/12/1996

Reason:

Stopped:Started:Batch:

Milligram Daily12.5

SOLONE (Other drug)

30/12/1997

Reason:

Stopped:Started:Batch:

Milligram Daily10.0

VALIUM (Other drug)

05/06/1998

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1134376

Preferred Term Severity Report Description Treatment
Depression Od x 2 early oct then began self mutilation 

x 12
Committed. efexor stopped.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 345 of 610

Case Number: Gender:
66.00Weight:

Long history intractable depression refractory to treatment.

16/12/1998

06/10/1998
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

41YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily300.0

EFEXOR (Suspected)

20/09/1998 08/12/1998

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1134376

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 346 of 610

Case Number: Gender:
Weight:

Failed treatment of 2 other antidepressants.  previous serotonin syndrome to therapeutic dose of fluoxetine.

21/12/1998

10/11/1998
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

16YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily37.5

VENLAFAXINE HYDROCHLORIDE (Suspected)

10/11/1998 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1134447

Preferred Term Severity Report Description Treatment
Palpitations 4 episodes.
Chest pain

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 347 of 610

Case Number: Gender:
Weight:

Developed reaction within 2 days of starting efexor; stopped tablets and recovered. efexor re-started due to vomiting and itch 
recurred.

21/12/1998

27/11/1998
Causality certainNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

39YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

LARGACTIL (Other drug) Reason:

Stopped:Started:Batch:

Milligram Weekly OralTablet 12.5

METHOTREXATE (Other drug)

L TERM CONTIN

Reason:

Stopped:Started:Batch:

Dose Unspecified As necessary OralTablet 2.0

PANADEINE FORTE (Other drug)

L TERM CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily OralCapsule 10.0

TEMAZEPAM (Other drug)

L TERM CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1134475

Preferred Term Severity Report Description Treatment
Pruritus Stopped tablets

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 348 of 610

Case Number: Gender:
Weight:

Developed reaction within 2 days of starting efexor; stopped tablets and recovered. efexor re-started due to vomiting and itch 
recurred.

21/12/1998

27/11/1998
Causality certainNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

39YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

TRYPTANOL (Other drug)

25/11/1998

Reason:

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

25/11/1998 08/12/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1134475

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 349 of 610

Case Number: Gender:
Weight:

Vomiting persisted till restarted efexor (itch had gone). then itch reoccurred stopped efexor, started vomiting.  - the date of onset is 
not necessarily accurate but indicates that onset occurred sometime during the month.

21/12/1998

31/12/1998
Causality certainNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

39YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

LARGACTIL (Other drug) Reason:

Stopped:Started:Batch:

Milligram Weekly OralTablet 12.5

METHOTREXATE (Other drug)

L TERM CONTIN

Reason:

Stopped:Started:Batch:

Dose Unspecified As necessary OralTablet 2.0

PANADEINE FORTE (Other drug)

L TERM CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily OralCapsule 10.0

TEMAZEPAM (Other drug)

L TERM CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1134476

Preferred Term Severity Report Description Treatment
Drug withdrawal syndrome
Vomiting Restarted efexor

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 350 of 610

Case Number: Gender:
Weight:

Vomiting persisted till restarted efexor (itch had gone). then itch reoccurred stopped efexor, started vomiting.  - the date of onset is 
not necessarily accurate but indicates that onset occurred sometime during the month.

21/12/1998

31/12/1998
Causality certainNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

39YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

TRYPTANOL (Other drug)

25/11/1998

Reason:

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

12/12/1998 14/12/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1134476

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 351 of 610

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.

21/12/1998

31/05/1998
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

20YAge:

Additional Information:

Medicine Details:
Contraception

Stopped:Started:Batch:

OralTablet 0.0

LOGYNON ED (Suspected) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

EFEXOR (Suspected)

01/04/1998 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1134483

Preferred Term Severity Report Description Treatment
Uterine haemorrhage Break through bleeding

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:08AM Database: pusime02 ADRS004 Page 352 of 610

Case Number: Gender:
0.00Weight:

No known allergies. medical history of hypertension.

23/12/1998

17/12/1998
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

76Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Millilitre Daily20.0

HIVITA MULTIVITAMIN (Other drug)

20/11/1998

Reason:

Constipation

Stopped:Started:Batch:

Milligram Daily40.0

SORBITOL (Other drug)

07/12/1998

Reason:

Anorexia

Stopped:Started:Batch:

Milligram Daily6.0

PERIACTIN (Other drug)

04/12/1998 16/12/1998

Reason:

Nervousness

Stopped:Started:Batch:

Milligram Daily0.5

ATIVAN (Other drug)

15/12/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1134510

Preferred Term Severity Report Description Treatment
Hyponatraemia Suspected SIADH
Inappropriate antidiuretic hormone secretion Ledermycin 300mg bd

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 353 of 610

Case Number: Gender:
0.00Weight:

No known allergies. medical history of hypertension.

23/12/1998

17/12/1998
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

76Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily187.5

EFEXOR (Suspected)

24/11/1998 18/12/1998

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Dose Unspecified Daily1.0

MODURETIC (Suspected)

17/12/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1134510

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 354 of 610

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

17/12/1998
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

59YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily150.0

EFEXOR (Suspected)

14/12/1998

Reason:

Pain

Stopped:Started:Batch:

Millilitre Daily50.0

PETHIDINE HYDROCHLORIDE (Suspected)

14/12/1998 17/12/1998

Reason:

Stopped:Started:Batch:

Milligram Daily40.0

MAXOLON (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1134709

Preferred Term Severity Report Description Treatment
Hallucination Auditory & visual hallucinations Pt had not taken efexor since 

14/12/98, was restarted 
18/12/98. ceased pethidine.

Confusional state

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 355 of 610

Case Number: Gender:
63.00Weight:

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

16/03/1999

16/02/1999
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

ALT = SGPT 5-45 12/01/1998 35
ALT = SGPT 5-45 16/02/1999 71
ALT = SGPT 5-45 26/02/1999 22
AST = SGOT 5-45 12/01/1998 33
AST = SGOT 5-45 16/02/1999 61
AST = SGOT 5-45 26/02/1999 26
Albumin 35-50 12/01/1998 44

Laboratory Investigations:

45YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

01/01/1999 16/02/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1134909

Preferred Term Severity Report Description Treatment
Purpura Bruising
Hypertension Increased diastolic blood pressure
Hepatic function abnormal
Lymphopenia
Rash follicular

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 356 of 610

Case Number: Gender:
63.00Weight:

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

16/03/1999

16/02/1999
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Albumin 35-50 16/02/1999 46
Albumin 35-50 26/02/1999 42
Bilirubin 2-26 12/01/1998 10
Bilirubin 2-26 16/02/1999 11
Bilirubin 2-26 26/02/1999 16
GGT = SGGT = 
GGTP

5-40 12/01/1998 20
GGT = SGGT = 
GGTP

5-40 16/02/1999 30

Laboratory Investigations:

45YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

01/01/1999 16/02/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1134909

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 357 of 610

Case Number: Gender:
63.00Weight:

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

16/03/1999

16/02/1999
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

GGT = SGGT = 
GGTP

5-40 26/02/1999 25
Lymphocytes 1.10-3.00 16/02/1999 1.03
Protein 60-85 12/01/1998 73
Protein 60-85 16/02/1999 78
Protein 60-85 26/02/1999 72
SAP = ALP 20-120 12/01/1998 90
SAP = ALP 20-120 16/02/1999 96

Laboratory Investigations:

45YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

01/01/1999 16/02/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1134909

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 358 of 610

Case Number: Gender:
63.00Weight:

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

16/03/1999

16/02/1999
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

SAP = ALP 20-120 26/02/1999 76

Laboratory Investigations:

45YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

01/01/1999 16/02/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1134909

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 359 of 610

Case Number: Gender:
Weight:

Drug induced hyponatraemia in the past with natrilix.  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.

07/01/1999

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Chloride 21/12/1998 82
Potassium 21/12/1998 4.4
Sodium (134-143) 21/12/1998 116
Sodium (134-143) 22/12/1998 121
Sodium (134-143) 23/12/1998 127
Sodium (134-143) 24/12/1998 130
Sodium (134-143) 25/12/1998 131

Laboratory Investigations:

78YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily25.0

TENORMIN (Other drug)

CONTIN

Reason:

Phleb&thrombophleb lowr extrem

Stopped:Started:Batch:

Milligram Daily4.0

WARFARIN SODIUM (Other drug)

01/04/1998 21/12/1998

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily3.0

SEREVENT (Other drug)

CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily6.0

COVERSYL (Other drug)

CONTIN

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1134972

Preferred Term Severity Report Description Treatment
Hyponatraemia Losec ceased and 800ml fluid 

restriction

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 360 of 610

Case Number: Gender:
Weight:

Drug induced hyponatraemia in the past with natrilix.  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.

07/01/1999

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Sodium (134-143) 26/12/1998 131

Laboratory Investigations:

78YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily180.0

CARDIZEM CD (Other drug)

CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily20.0

ZOCOR (Other drug)

CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily OralCapsule 20.0

LOSEC (Suspected)

01/06/1998 24/12/1998

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily37.5

EFEXOR (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1134972

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 361 of 610

Case Number: Gender:
Weight:

The doctor is going to continued the patient on olanzapine, hoping that the oedema will abate.  the patient has not tolerated many 
antipsychotics in the past and the doctor stated that they are running out of treatment options.

08/01/1999

06/12/1998
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

52YAge:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Monthly800.0

ZUCLOPENTHIXOL ACETATE (Other drug)

CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

TEGRETOL (Other drug)

CONTIN

Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

ZYPREXA (Suspected)

27/11/1998 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1134995

Preferred Term Severity Report Description Treatment
Oedema peripheral Both ankles, calves and hands.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 362 of 610

Case Number: Gender:
43.00Weight:13/01/1999

26/12/1998
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

66YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily5.0

WARFARIN SODIUM (Other drug)

30/11/1998

Reason:

Stopped:Started:Batch:

Milligram Daily2.0

XANAX (Other drug)

30/11/1998

Reason:

Other diseases of liver

Stopped:Started:Batch:

Milligram Daily300.0

TAZAC (Suspected)

30/11/1998 01/01/1999

Reason:

Other diseases of liver

Stopped:Started:Batch:

Milligram Daily150.0

EFEXOR (Suspected)

30/11/1998 01/01/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1135046

Preferred Term Severity Report Description Treatment
Hepatic function abnormal Liver impairment
Fatigue
Weight decreased

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 363 of 610

Case Number: Gender:
Weight:

Patient's family has a very strong family history of duchennes muscular dystrophy.

11/01/1999

Causality possibleUnknown
15/01/1956DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Mri scan has suggested areas of demyelination and a diagnosis 
of possible multiple sclerosis has been made by an experienced 
neurologist.

Laboratory Investigations:

42Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily150.0

EFEXOR (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1135050

Preferred Term Severity Report Description Treatment
Coordination abnormal Loss of co-ordination
Paraesthesia Paraesthesia of right leg and right arm.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 364 of 610

Case Number: Gender:
Weight:

Mja vol 169 16/11/98 p. 523

11/01/1999

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

21YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

0.0

PAROXETINE HYDROCHLORIDE (Interaction)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily37.5

VENLAFAXINE HYDROCHLORIDE (Interaction)

    5D

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily75.0

VENLAFAXINE HYDROCHLORIDE (Interaction)

    2D

Reason:

Hospitalisation:

Report Details:
Seq: 1135060

Preferred Term Severity Report Description Treatment
Coordination abnormal Electric shock sensation in arms and legs.
Tachycardia Heart rate of 98 bpm.
Agitation
Anxiety
Dizziness
Sensory disturbance
Serotonin syndrome Cyproheptadine 8mg and than 

4mg eight hourly for 24 hrs.
Tremor
Vomiting

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 365 of 610

Case Number: Gender:
Weight:

Mja vol 169 16/11/98 p.523

11/01/1999

Causality possibleRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

32YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram 1 time150.0

VENLAFAXINE HYDROCHLORIDE (Interaction) Reason:

Stopped:Started:Batch:

Milligram Daily40.0

MOCLOBEMIDE (Interaction) Reason:

Stopped:Started:Batch:

Milligram Daily15.0

DIAZEPAM (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1135062

Preferred Term Severity Report Description Treatment
Hypertension Bp 162/107
Hypertonia Muscle rigidity
Agitation
Dizziness
Dystonia
Hallucination
Hyperhidrosis
Mydriasis
Nystagmus
Serotonin syndrome Diazepam 10mg and 

chlorpromazine 12.5mg.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 366 of 610

Case Number: Gender:
Weight:

Mja vol 169 16/11/98 p.523

11/01/1999

Causality possibleRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

32YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram 1 time150.0

VENLAFAXINE HYDROCHLORIDE (Interaction) Reason:

Stopped:Started:Batch:

Milligram Daily40.0

MOCLOBEMIDE (Interaction) Reason:

Stopped:Started:Batch:

Milligram Daily15.0

DIAZEPAM (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1135062

Preferred Term Severity Report Description Treatment
Vomiting

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 367 of 610

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 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.

13/01/1999

22/12/1998
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Electrocardiograph
y

Showed sinus arrhythmia and first degree and second degree av 
block

Laboratory Investigations:

71YAge:

Additional Information:

Medicine Details:
Chron isch heart dis no hyper

Stopped:Started:Batch:

Milligram Daily240.0

CARDIZEM CD (Other drug)

01/01/1996 24/12/1998

Reason:

Pain

Stopped:Started:Batch:

Milligram Daily5.0

METHADONE HYDROCHLORIDE (Other drug)

01/05/1996

Reason:

Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily30.0

OXAZEPAM (Other drug)

L TERM

Reason:

Chron isch heart dis no hyper

Stopped:Started:Batch:

Milligram Daily10.0

LIPITOR (Other drug)

15/12/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1135070

Preferred Term Severity Report Description Treatment
Drug withdrawal syndrome Venlafaxine withdrawal Diltiazem ceased. venlafaxine 

re-introduced and tapered 
slowly and ceased.

Dizziness
Electrocardiogram abnormal
Hyperhidrosis
Nausea
Pain

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 368 of 610

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 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.

13/01/1999

22/12/1998
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

71YAge:

Additional Information:

Medicine Details:
Chron isch heart dis no hyper

Stopped:Started:Batch:

Milligram Daily100.0

CARTIA (Other drug)

16/12/1998

Reason:

Diabetes mellitus

Stopped:Started:Batch:

Dose Unspecified Daily2.0

MIXTARD 30/70 (Other drug)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily150.0

EFEXOR (Suspected)

01/06/1998 19/12/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1135070

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 369 of 610

Case Number: Gender:
Weight:

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

15/01/1999

31/08/1996
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

AEAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

VENLAFAXINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1135188

Preferred Term Severity Report Description Treatment
Aggression Much of the time patient is intensely angry.
Drug ineffective
Hallucination
Psychotic disorder
Suicide attempt

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 370 of 610

Case Number: Gender:
53.00Weight:

Pt experienced symptoms 30 minutes after taking one dose of efexor.

18/01/1999

12/01/1999
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

32YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Dose Unspecified 1 time1.0

EFEXOR (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1135214

Preferred Term Severity Report Description Treatment
Flushing Hot and cold flushes.
Malaise
Nausea
Vomiting

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 371 of 610

Case Number: Gender:
Weight:

No previous antidepresant therapy.

20/01/1999

14/01/1999
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

73YAge:

Additional Information:

Medicine Details:
Unspecified arthritis

Stopped:Started:Batch:

Gram As necessary2.0

PARACETAMOL (Other drug)

L TERM

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 500.0

CHLOROTHIAZIDE (Other drug)

L TERM

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

FELODIPINE (Other drug)

L TERM

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily5.0

ENALAPRIL MALEATE (Other drug)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1135255

Preferred Term Severity Report Description Treatment
Paraesthesia Burning sensation all over abdomen.
Asthenia Weakness of legs.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 372 of 610

Case Number: Gender:
Weight:

No previous antidepresant therapy.

20/01/1999

14/01/1999
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

73YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

0.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

14/01/1999 14/01/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1135255

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 373 of 610

Case Number: Gender:
78.00Weight:

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

25/01/1999

12/01/1999
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

61YAge:

Additional Information:

Medicine Details:
Menopausal symptoms

Stopped:Started:Batch:

Microgram Daily625.0

PREMARIN (Other drug)

01/01/1997 CONTIN

Reason:

Menopausal symptoms

Stopped:Started:Batch:

Milligram Daily5.0

PROVERA (Other drug)

01/01/1997 CONTIN

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Dose Unspecified Daily1.0

DAPA-TABS (Other drug)

01/01/1997 CONTIN

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily5.0

TRITACE (Other drug)

01/01/1997 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1135290

Preferred Term Severity Report Description Treatment
Chills Felt chilled and cold
Anorexia
Dizziness
Nausea

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 374 of 610

Case Number: Gender:
78.00Weight:

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

25/01/1999

12/01/1999
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

61YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

12/01/1999 13/01/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1135290

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 375 of 610

Case Number: Gender:
110.00Weight:

Reaction since stopping epilim & efexor 3 weeks ago.  the dosage stop date is not necessarily accurate but indicates that 
stoppage occurred sometime during the month. the dosage stop date is not necessarily accurate but indicates that stoppage 
occurred sometime during the month.

25/01/1999

25/12/1998
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

43YAge:

Additional Information:

Medicine Details:
Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily60.0

ADALAT OROS (Other drug)

S TERM CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily800.0

EPILIM (Suspected)

28/12/1998S TERM

Reason:

Stopped:Started:Batch:

Milligram Daily224.0

EFEXOR (Suspected)

28/12/1998S TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1135312

Preferred Term Severity Report Description Treatment
Agitation Agitated and on edge.
Insomnia No sleep for 2 weeks.
Drug withdrawal syndrome
Hyperkinesia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 376 of 610

Case Number: Gender:
Weight:

Previous decrease in sodium with aropax

29/01/1999

11/01/1999
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

77YAge:

Additional Information:

Medicine Details:
Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily6.0

BROMAZEPAM (Other drug)

L TERM CONTIN

Reason:

Stopped:Started:Batch:

0.0

EFEXOR (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1135384

Preferred Term Severity Report Description Treatment
Hyponatraemia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 377 of 610

Case Number: Gender:
Weight:

Patient felt out of control as though she might die. effexor therapy was initiated for depression with suicidal ideation

29/01/1999

22/01/1999
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:
Menopausal symptoms

Stopped:Started:Batch:

Microgram Daily OralOral application 625.0

PREMARIN (Other drug)

L TERM CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram 1 time OralOral application 37.5

EFEXOR (Suspected)

21/01/1999 21/01/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1135414

Preferred Term Severity Report Description Treatment
Dry mouth
Nausea
Palpitations
Vertigo

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 378 of 610

Case Number: Gender:
Weight:

Withdrawal reaction to abrupt discontinuation of venlafaxine (efexor).

02/02/1999

19/01/1999
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

70YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily20.0

MIANSERIN HYDROCHLORIDE (Other drug)

19/01/1999

Reason:

Stopped:Started:Batch:

Milligram Daily600.0

TEGRETOL (Other drug)

CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily100.0

DAPSONE (Other drug)

CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily40.0

LASIX (Other drug)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1135705

Preferred Term Severity Report Description Treatment
Myalgia Muscular aches and pain
Headache
Nausea

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 379 of 610

Case Number: Gender:
Weight:

Withdrawal reaction to abrupt discontinuation of venlafaxine (efexor).

02/02/1999

19/01/1999
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

70YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily1.0

SLOW-K (Other drug)

CONTIN

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily6.0

MERSYNDOL FORTE (Other drug)

CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily10.0

TEMAZEPAM (Other drug)

CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily225.0

EFEXOR (Suspected)

17/01/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1135705

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 380 of 610

Case Number: Gender:
94.00Weight:

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

12/02/1999

31/01/1999
Causality possibleUnknown

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

59YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily300.0

EFEXOR (Suspected)

13/08/1998

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily750.0

LITHICARB (Suspected)

02/09/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1136118

Preferred Term Severity Report Description Treatment
Tremor Patient experienced a fine tremor.
Purpura

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 381 of 610

Case Number: Gender:
90.00Weight:15/02/1999

06/02/1999
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Eosinophils Eosinophilia (23 %)

Laboratory Investigations:

48YAge:

Additional Information:

Medicine Details:
Otr&unsp vertebrogen pain synd

Stopped:Started:Batch:

Milligram Daily OralTablet 30.0

ENDONE (Other drug) Reason:

Otr&unsp vertebrogen pain synd

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 8.0

PANADEINE FORTE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

PHENERGAN (Other drug) Reason:

Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily5.0

NITRAZEPAM (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1136209

Preferred Term Severity Report Description Treatment
Pruritus Generalised pruritic eruption Prednisoone 25mg daily.
Arthralgia
Eosinophilia
Hepatic function abnormal
Oedema
Pyrexia
Rash erythematous

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 382 of 610

Case Number: Gender:
90.00Weight:15/02/1999

06/02/1999
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

48YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 400.0

TEGRETOL (Suspected)

23/12/1998 06/02/1999

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

EFEXOR (Suspected)

31/12/1998 08/02/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1136209

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 383 of 610

Case Number: Gender:
Weight:

Previous episode of li2+ toxicity when was also taking diuretic that required dialysis.  the dosage start date is not accurate but 
indicates that start occurred sometime during the year.

17/02/1999

31/01/1999
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatinine Serum cr increased to 0.20mmol/l.  previously 0.09.
Serum drug level Lithium toxicity serum level increased to 3.4.
Urea Urea 20.7.

Laboratory Investigations:

59YAge:

Additional Information:

Medicine Details:
Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

AMLODIPINE (Other drug)

CONTIN

Reason:

Stopped:Started:Batch:

Gram Daily1.2

LITHICARB (Suspected)

01/01/1992 01/02/1999

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

EFEXOR (Suspected)

02/02/1999

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 40.0

ENALAPRIL MALEATE (Suspected)

01/02/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1136228

Preferred Term Severity Report Description Treatment
Drug level increased
Renal failure acute Patient on dialysis.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 384 of 610

Case Number: Gender:
Weight:

Previous episode of li2+ toxicity when was also taking diuretic that required dialysis.  the dosage start date is not accurate but 
indicates that start occurred sometime during the year.

17/02/1999

31/01/1999
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

59YAge:

Additional Information:

Medicine Details:
Diabetes mellitus

Stopped:Started:Batch:

Gram Daily OralTablet 1.5

METFORMIN HYDROCHLORIDE (Suspected)

20/01/1999 01/02/1999

Reason:

Stopped:Started:Batch:

Milligram Daily OralCapsule 300.0

NIZATIDINE (Suspected)

01/02/1999

Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 100.0

THIAMINE (Suspected)

01/02/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1136228

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 385 of 610

Case Number: Gender:
72.00Weight:16/02/1999

Causality possibleRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

30YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

EFEXOR (Suspected) Reason:

Stopped:Started:Batch:

0.0

POLARAMINE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1136308

Preferred Term Severity Report Description Treatment
Migraine

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 386 of 610

Case Number: Gender:
Weight:

Past history of adverse reaction to tegretol (nausea, rash). pt partially recovered.

23/02/1999

11/09/1997
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

ALT = SGPT Elevated alt.
GGT = SGGT = 
GGTP

Elevated gamma gt.

Laboratory Investigations:

37YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily225.0

EFEXOR (Suspected)

10/09/1997 24/09/1997

Reason:

Hospitalisation:

Report Details:
Seq: 1136575

Preferred Term Severity Report Description Treatment
Hepatic function abnormal

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 387 of 610

Case Number: Gender:
Weight:26/02/1999

15/12/1998
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

48YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 225.0

EFEXOR (Suspected)

16/03/1998 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1136727

Preferred Term Severity Report Description Treatment
Purpura Feneralised bruising.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 388 of 610

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.

08/03/1999

31/12/1998
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

69YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

SOMAC (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

EFEXOR (Suspected)

01/06/1998 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1136972

Preferred Term Severity Report Description Treatment
Haematuria
Purpura Efexor reduced to 75mg daily

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 389 of 610

Case Number: Gender:
Weight:

Discovered burning was only an issue if ate sweet things

08/03/1999

28/04/1998
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

73YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 225.0

EFEXOR (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1136973

Preferred Term Severity Report Description Treatment
Stomatitis Burning sensation in the mouth
Oesophagitis Burning sensation in the oesophagus
Gingivitis Problems started with painful gums
Dysuria

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 390 of 610

Case Number: Gender:
Weight:18/03/1999

08/03/1999
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

70YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

08/03/1999 09/03/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1136997

Preferred Term Severity Report Description Treatment
Agitation
Asthenia
Chills
Nausea
Pyrexia
Tremor

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 391 of 610

Case Number: Gender:
75.00Weight:31/03/1999

22/06/1998
Causality probableNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

42YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

EFEXOR (Suspected)

27/04/1998 16/07/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1137068

Preferred Term Severity Report Description Treatment
Palpitations
Tachycardia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 392 of 610

Case Number: Gender:
75.00Weight:

Asig/accupril on and off since 1996.

08/03/1999

02/03/1999
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

51YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

TopicalCream 0.0

BETNOVATE (Other drug) Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

ASIG (Other drug)

06/08/1998

Reason:

Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily OralTablet 5.0

ANTENEX (Other drug)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 225.0

EFEXOR (Suspected)

22/10/1998 02/03/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1137072

Preferred Term Severity Report Description Treatment
Purpura

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 393 of 610

Case Number: Gender:
Weight:

All investigations normal.  to origanise an gastroscopy and ecg.

08/03/1999

02/03/1999
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

39YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram 1 time OralTablet 75.0

EFEXOR (Suspected)

01/03/1999 01/03/1999

Reason:

Hospitalisation: Treated in outpatient department only.

Report Details:
Seq: 1137081

Preferred Term Severity Report Description Treatment
Chest pain Severe central burning

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 394 of 610

Case Number: Gender:
60.00Weight:

No previous history of allergies or drug reactions

09/03/1999

03/03/1999
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

29YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

18/02/1999 03/03/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1137119

Preferred Term Severity Report Description Treatment
Purpura Approx 1 doz 10cent coin size bruses widly 

distribRash maculo-papular Rash on flexor surface of arms Ceased venlafaxine xr

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 395 of 610

Case Number: Gender:
49.00Weight:

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

09/03/1999

31/12/1998
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Calcium 2/98 ca increased 2.73 on calcitriol and caltrate.

Laboratory Investigations:

83YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

0.0

EFEXOR (Suspected) Reason:

Phleb&thrombophleb lowr extrem

Stopped:Started:Batch:

0.0

WARFARIN SODIUM (Suspected)

01/09/1996 28/11/1998

Reason:

Other diseases of bone

Stopped:Started:Batch:

Microgram Daily500.0

CALCITRIOL (Suspected)

01/01/1992 31/01/1999

Reason:

Other diseases of bone

Stopped:Started:Batch:

Milligram Daily10.0

FOSAMAX (Suspected)

01/01/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1137133

Preferred Term Severity Report Description Treatment
Hypercalcaemia
Nephrolithiasis Caltrate stopped.  requires 

lithotripsy.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 396 of 610

Case Number: Gender:
49.00Weight:

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

09/03/1999

31/12/1998
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

83YAge:

Additional Information:

Medicine Details:
Other diseases of bone

Stopped:Started:Batch:

Milligram Daily600.0

CALTRATE (Suspected)

01/01/1992 28/02/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1137133

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 397 of 610

Case Number: Gender:
Weight:

Inr instability followed a suicide attempt with digoxin and warfarin.

10/03/1999

21/02/1999
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

63YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

EFEXOR (Interaction) Reason:

Stopped:Started:Batch:

Milligram Daily2.0

WARFARIN SODIUM (Interaction) Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily50.0

TENORMIN (Other drug) Reason:

Stopped:Started:Batch:

Microgram Daily125.0

DIGOXIN (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1137168

Preferred Term Severity Report Description Treatment
Prothrombin level increased Progressive drop in inr with admin. of 

efexor.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 398 of 610

Case Number: Gender:
Weight:

Inr instability followed a suicide attempt with digoxin and warfarin.

10/03/1999

21/02/1999
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

63YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily5.0

PROVERA (Other drug) Reason:

Stopped:Started:Batch:

Microgram Daily300.0

PREMARIN (Other drug) Reason:

Hospitalisation:

Report Details:
Seq: 1137168

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 399 of 610

Case Number: Gender:
Weight:

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

11/03/1999

31/07/1998
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

59YAge:

Additional Information:

Medicine Details:
Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily OralOral application 20.0

TEMAZEPAM (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

EFEXOR (Suspected)

06/06/1998 21/08/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1137252

Preferred Term Severity Report Description Treatment
Anxiety
Fatigue
Nervousness

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 400 of 610

Case Number: Gender:
97.00Weight:

Reaction occurred on 75mg daily and less but still present on 37.5mg nocte only.

12/03/1999

05/05/1998
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

44YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

EFEXOR (Suspected)

04/03/1998 02/07/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1137277

Preferred Term Severity Report Description Treatment
Vasospasm Vasoconstriction of both feet Propranolol 40mg bd and 

ceased efexor

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 401 of 610

Case Number: Gender:
83.00Weight:16/03/1999

08/03/1999
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

73YAge:

Additional Information:

Medicine Details:
Otr&nos infec&parasit diseases

Stopped:Started:Batch:

OralTablet 0.0

AUGMENTIN DUO FORTE (Other drug)

03/03/1999 CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

EFEXOR (Suspected)

08/03/1999 08/03/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1137303

Preferred Term Severity Report Description Treatment
Vomiting

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 402 of 610

Case Number: Gender:
55.00Weight:

Haloes around bright lights, persistent 'after-images', when focus elsewhere or turn head - fades over 1-2 seconds and can occur 
anytime of day. good vision until middle age - presbyopia diagnosed 1995 no visual symptoms when on other anti-depressants 
prior to venlafaxine  - the date of onset is not necessarily accurate but indicates that onset occurred sometime during the month.

16/03/1999

31/03/1996
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

56YAge:

Additional Information:

Medicine Details:
Migraine

Stopped:Started:Batch:

Milligram As necessary100.0

IMIGRAN (Other drug)

L TERM

Reason:

Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily OralTablet 7.0

DIAZEPAM (Other drug)

L TERM

Reason:

Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

TEMAZEPAM (Other drug)

CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 450.0

EFEXOR (Suspected)

30/03/1996 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1137326

Preferred Term Severity Report Description Treatment
Visual disturbance

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 403 of 610

Case Number: Gender:
Weight:16/03/1999

22/10/1998
Causality possibleUnknown
15/11/1974DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils 22/10/1998 0.99
White blood cells 22/10/1998 2.62

Laboratory Investigations:

23Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram 1 time IntramuscularInjection 10.0

MIDAZOLAM (Suspected)

21/10/1998

Reason:

Stopped:Started:Batch:

Milligram 1 time IntramuscularInjection 10.0

DROPERIDOL (Suspected)

20/10/1998

Reason:

Stopped:Started:Batch:

Milligram As necessary10.0

TEMAZEPAM (Suspected) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

EFEXOR (Suspected)

21/10/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1137338

Preferred Term Severity Report Description Treatment
Leukopenia
Neutropenia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 404 of 610

Case Number: Gender:
Weight:16/03/1999

22/10/1998
Causality possibleUnknown
15/11/1974DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

23Age:

Additional Information:

Medicine Details:
Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

DIAZEPAM (Suspected)

21/10/1998

Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 100.0

THIAMINE (Suspected)

21/10/1998

Reason:

Stopped:Started:Batch:

Milligram Daily40.0

FLUOXETINE HYDROCHLORIDE (Suspected)

20/08/1998 20/10/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1137338

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 405 of 610

Case Number: Gender:
Weight:

See original report for other drug details - denzodiazepine.

19/03/1999

Causality possibleNot yet recovered
DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

16YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

VENLAFAXINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1137606

Preferred Term Severity Report Description Treatment
Sleep walking

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 406 of 610

Case Number: Gender:
71.00Weight:

See original report for other drug details - hypnovel & temaze. macules were very erythematous prurtic & blanched with pressure 
but were not painful.  they ranged from 0.5 - 2cm in size.  history:  fits on stelazine.

23/03/1999

05/03/1999
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

38YAge:

Additional Information:

Medicine Details:
Otr spec symp psychopathol nec

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

MELLERIL (Suspected)

04/03/1999 09/03/1999

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 225.0

EFEXOR (Suspected)

17/02/1999 09/03/1999

Reason:

Pain

Stopped:Started:Batch:

Milligram Daily OralCapsule 75.0

INDOCID (Suspected)

04/03/1999 09/03/1999

Reason:

Otr spec symp psychopathol nec

Stopped:Started:Batch:

Milligram Daily OralTablet 15.0

VALIUM (Suspected)

04/03/1999 09/03/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1137717

Preferred Term Severity Report Description Treatment
Rash maculo-papular Ext from pubis to shoulders & limited to 

trunk.
10mg oral phenergan on 6.3.99 
& 25mg oral phenergan on 
8.3.99.Pruritus Ranged from 0.5 - 2cm in size.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 407 of 610

Case Number: Gender:
71.00Weight:

See original report for other drug details - hypnovel & temaze. macules were very erythematous prurtic & blanched with pressure 
but were not painful.  they ranged from 0.5 - 2cm in size.  history:  fits on stelazine.

23/03/1999

05/03/1999
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

38YAge:

Additional Information:

Medicine Details:
Nausea and vomiting

Stopped:Started:Batch:

Gram Daily OralTablet 10.0

MAXOLON (Suspected)

04/03/1999 06/03/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1137717

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 408 of 610

Case Number: Gender:
120.00Weight:23/03/1999

Causality possibleNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

48YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

EFEXOR (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1137722

Preferred Term Severity Report Description Treatment
Nausea Nausea for 6 months.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 409 of 610

Case Number: Gender:
120.00Weight:

Still trying to reduce.

23/03/1999

Causality possibleNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

48YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

EFEXOR (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1137723

Preferred Term Severity Report Description Treatment
Depersonalisation Feeling unreal
Drug withdrawal syndrome When stopping efexor.
Headache
Tremor

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 410 of 610

Case Number: Gender:
115.00Weight:24/03/1999

Causality possibleNot yet recovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

04/02/1999 04/03/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1137739

Preferred Term Severity Report Description Treatment
Fatigue
Hyperhidrosis
Nausea
Tremor

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 411 of 610

Case Number: Gender:
Weight:30/03/1999

10/03/1999
Causality possibleUnknown

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Radiololgy Ct brain - no cause

Laboratory Investigations:

82YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1137984

Preferred Term Severity Report Description Treatment
Hyponatraemia Urea treatment and 1000ml 

fluid restriction

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 412 of 610

Case Number: Gender:
Weight:

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

30/03/1999

31/12/1994
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

49YAge:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Milligram Daily90.0

METHADONE HYDROCHLORIDE (Suspected)

01/01/1993

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily150.0

EFEXOR (Suspected) Reason:

Edema and dropsy

Stopped:Started:Batch:

Milligram Daily240.0

FRUSEMIDE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily15.0

VALIUM (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1137987

Preferred Term Severity Report Description Treatment
Oedema Chronic oedema-pitting and non pitting

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 413 of 610

Case Number: Gender:
Weight:

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

30/03/1999

31/12/1994
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

49YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Gram Daily1.2

SLOW-K (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1137987

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 414 of 610

Case Number: Gender:
80.00Weight:

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.

31/03/1999

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

59YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

EFEXOR (Suspected)

01/07/1997 28/09/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1138011

Preferred Term Severity Report Description Treatment
Hallucination

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 415 of 610

Case Number: Gender:
35.00Weight:

Patient history: susarachnoid haemorrhage and epilepsy since 1987. see original report for details of other drugs: dilantin, zoton.

13/04/1999

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatinine Creatinine 48
Potassium Potassium 3.2
Serum osmolality (275-295) Plasma osmolality 251,
Sodium Sodium 114.
Urea Urea 4.4.
Urine osmolality (50-1300) Urine osmolality 231
bicarbonate Bicarbonate 27.

Laboratory Investigations:

75YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

22/02/1999 27/02/1999

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1138257

Preferred Term Severity Report Description Treatment
Anorexia
Delirium
Inappropriate antidiuretic hormone secretion Ceased efexor, fluid 

restrictions.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 416 of 610

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

Causality possibleNot yet recovered
31/08/1956DOB:

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

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 417 of 610

Case Number: Gender:
82.00Weight:19/04/1999

09/04/1999
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

42YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 112.5

EFEXOR (Suspected)

08/02/1999 09/04/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1138491

Preferred Term Severity Report Description Treatment
Hyperhidrosis Cold sweats
Vertigo Dysequilibrium with eye movement
Fatigue Extreemely tired
Drug ineffective Rebound depression
Nightmare Vivid dreams
Nervousness

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 418 of 610

Case Number: Gender:
110.00Weight:

Tried to recommence efexor on 13/4/99 but had similar effects.

30/04/1999

27/01/1999
Causality certainRecovered
27/03/1964DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

34Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 5.0

EFEXOR (Suspected)

01/10/1998 08/02/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1138913

Preferred Term Severity Report Description Treatment
Angioedema
Arthralgia
Bronchospasm
Urticaria
Vomiting

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 419 of 610

Case Number: Gender:
60.00Weight:

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

30/04/1999

19/04/1999
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

29YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

EFEXOR (Suspected)

01/02/1999 19/04/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1138935

Preferred Term Severity Report Description Treatment
Face oedema Facial swelling.
Tongue oedema Tongue swelling.
Urticaria Urticarial rash.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 420 of 610

Case Number: Gender:
Weight:

See original report for other drug details - oxybutinin, calcitriol, panadol, oxycodone, ferro-gradumet, prednisolone & metamucil. 
efexor increased to 75mg oral bd on 22.3.99.  first incontinent of urine on 29.3.99.  dose was increased to 150mg oral m & 75mg 
oral n.

10/05/1999

29/03/1999
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

68YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 37.5

EFEXOR (Suspected)

12/03/1999 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1139337

Preferred Term Severity Report Description Treatment
Urinary incontinence

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 421 of 610

Case Number: Gender:
Weight:10/05/1999

Causality possibleRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

28YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

EFEXOR (Suspected)

17/03/1999 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1139341

Preferred Term Severity Report Description Treatment
Somnolence Pt was too drowsey all day to fuction 

normally

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 422 of 610

Case Number: Gender:
87.00Weight:

150 efexor-xr 150mg less efficecious than efexor 7mg- recurrence depression. see original report for other drugs: ducene, sotacor.

17/05/1999

12/04/1999
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

47YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralCapsule 150.0

EFEXOR-XR (Suspected)

12/04/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1139565

Preferred Term Severity Report Description Treatment
Drug ineffective Ineffectiveness of slow release prep. of 

efexor-xr

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 423 of 610

Case Number: Gender:
62.00Weight:

See original report for other drugs: noten, temaze, nolvader-d. allergies: penicillin, septrin, narcotics, iodine, tetox, aspirin, alcohol 
wipes.

24/05/1999

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

69YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR-XR (Suspected)

17/05/1999 17/05/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1139789

Preferred Term Severity Report Description Treatment
Hypertension Bp up to 175/82
Paraesthesia Tingling in arms Hydrocortisone imi, zyrtec
Visual field defect Visual defects
Hallucination

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 424 of 610

Case Number: Gender:
70.00Weight:

See original report for details on other drug- losec. side effects occurred with increased of dose of efexor from 150mg to 225mg 
daily.  the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.

08/06/1999

Causality probableRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

46YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 225.0

EFEXOR (Suspected)

01/03/1999 08/05/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1140321

Preferred Term Severity Report Description Treatment
Testicular disorder Testicular retraction Ceased efexor

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 425 of 610

Case Number: Gender:
40.00Weight:

Symptoms returned to normal when dose of venlafaxine was reduced to 75mg bd from 187mg daily.

08/06/1999

19/05/1999
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

ALT = SGPT 19/05/1999 152
GGT = SGGT = 
GGTP

19/05/1999 204

Laboratory Investigations:

86YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily187.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

17/05/1999 19/05/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1140327

Preferred Term Severity Report Description Treatment
Hepatic function abnormal Abnormal lft's

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 426 of 610

Case Number: Gender:
Weight:

Sequelae: fall which caused intracerebral bleed plus subdural- patient remains critical.

08/06/1999

17/05/1999
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Sodium Na 123 then 117.

Laboratory Investigations:

80YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

15/05/1999 18/05/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1140333

Preferred Term Severity Report Description Treatment
Hyponatraemia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 427 of 610

Case Number: Gender:
48.00Weight:

Reaction occurs when dose is missed.

16/06/1999

13/06/1999
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

EFEXOR (Suspected)

27/07/1998 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1140502

Preferred Term Severity Report Description Treatment
Depersonalisation Not like her usual self
Paraesthesia Sharp tingles all over body
Dizziness
Drug withdrawal syndrome

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 428 of 610

Case Number: Gender:
62.00Weight:

See original report for other drug details - paracetamol, normison, foradile & bricanyl. symptoms started whilst on efexor 2 bd- 
took for 7 months in total, started after 6 months of treatment and still persisting.  ceased 3 months ago.  - the date of onset is not 
necessarily accurate but indicates that onset occurred sometime during the month.

11/06/1999

31/03/1999
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

78YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily4.0

EFEXOR (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1140513

Preferred Term Severity Report Description Treatment
Amnesia Forgetfulness.
Thinking abnormal Unclear thinking.
Coordination abnormal Unsteady

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 429 of 610

Case Number: Gender:
Weight:

See original report for other drug details: betamin, serepax, solprin, isoptin and aurorix.

24/06/1999

02/06/1999
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

77YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

25/05/1999 02/06/1999

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1140864

Preferred Term Severity Report Description Treatment
Agitation Increased agitation and distress
Confusional state Increased confusion and decreased ability 

to cope.
Ceased efexor

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 430 of 610

Case Number: Gender:
Weight:

Previous parkinsonism with haloperidol in 1996. see original report for other drugs: felodipine, thyroxine.  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.

05/07/1999

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 375.0

EFEXOR (Suspected)

01/01/1999 28/06/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1141204

Preferred Term Severity Report Description Treatment
Hypertonia Increased tone l>r cogwheeling.
Extrapyramidal disorder Loss of associated movements
Tremor Pin-rolling tremor.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 431 of 610

Case Number: Gender:
Weight:

Avapro ceased 25.6.99, continued chloride and felodopine er 2.5mg mane added on 1.7.99.  the patient reported all psychological 
symptoms had settled and he felt normal. no previous problems with this sor of nervy depression.

09/07/1999

Causality probableRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

71YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

   10D

Reason:

Hospitalisation:

Report Details:
Seq: 1141340

Preferred Term Severity Report Description Treatment
Insomnia Efexor ceased after 10 days.
Nausea

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 432 of 610

Case Number: Gender:
70.00Weight:12/07/1999

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

38YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR-XR (Suspected)

18/06/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1141406

Preferred Term Severity Report Description Treatment
Dry mouth
Dystonia
Pharyngitis

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 433 of 610

Case Number: Gender:
70.00Weight:

The dose of venlafaxine gradually increased from the starting dose of 75mg/day to 300mg/day.

12/07/1999

Causality possibleNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Lymphocytes 05/07/1999 1.1
Monocytes 05/07/1999 0.3
Neutrophils 05/07/1999 2.1
Platelets 05/07/1999 216
leucocytes 4-11 Mild leucopenia of 3.5

Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily75.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

31/10/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1141407

Preferred Term Severity Report Description Treatment
Menorrhagia Heavier menstrual flow
Purpura Increased bruising
Leukopenia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 434 of 610

Case Number: Gender:
Weight:

Reaction occurred within one week of commencing efexor.  full resolution within 3 days of discontinuing.

26/07/1999

12/07/1999
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

54YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

EFEXOR (Suspected)

24/06/1999 12/07/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1141930

Preferred Term Severity Report Description Treatment
Oliguria Decreased urinary flow
Hyperhidrosis Efexor discontinued
Micturition disorder
Peripheral ischaemia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 435 of 610

Case Number: Gender:
69.00Weight:

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

30/07/1999

31/05/1999
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Biochemistry Alt 147, ggt 225, alt 50.

Laboratory Investigations:

53YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

EFEXOR (Suspected) Reason:

Migraine

Stopped:Started:Batch:

Milligram Daily OralTablet 50.0

TENORMIN (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1142178

Preferred Term Severity Report Description Treatment
Hepatic function abnormal

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 436 of 610

Case Number: Gender:
130.00Weight:

Symptoms onset with sertraline several months ago-persisted with fluvoxamine, then efexor xr.  - the date of onset is not 
necessarily accurate but indicates that onset occurred sometime during the month. the dosage start date is not necessarily 
accurate but indicates that start occurred sometime during the month.

30/07/1999

31/05/1999
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

34YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralCapsule 150.0

EFEXOR-XR (Suspected)

01/05/1999 20/06/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1142179

Preferred Term Severity Report Description Treatment
Diarrhoea Treated with a very small dose 

of lomotil.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 437 of 610

Case Number: Gender:
47.00Weight:05/08/1999

31/07/1999
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

41YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram 1 time75.0

EFEXOR (Suspected)

31/07/1999 31/07/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1142405

Preferred Term Severity Report Description Treatment
Coordination abnormal
Nausea
Pruritus

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 438 of 610

Case Number: Gender:
55.00Weight:

See original report for details of other drug therapy: tritace, diamicron and nitro-dur.

10/08/1999

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

International 
normalised ratio

04/05/1999 2.5
International 
normalised ratio

17/05/1999 2.2
International 
normalised ratio

21/06/1999 2.4
International 
normalised ratio

27/07/1999 1.9
International 
normalised ratio

02/08/1999 1.7

Laboratory Investigations:

80YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

WARFARIN SODIUM (Interaction)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Interaction)

03/07/1999 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1142524

Preferred Term Severity Report Description Treatment
Prothrombin level increased Increased dose of warfarin

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 439 of 610

Case Number: Gender:
Weight:

Cpk gradually reducing with reduced dose.

16/08/1999

15/07/1999
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatine 
phosphokinase

20/07/1999 1943

Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

04/03/1999 20/07/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1142606

Preferred Term Severity Report Description Treatment
Myalgia Myalgias Efexor gradually withdrawn
Blood creatine phosphokinase increased

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 440 of 610

Case Number: Gender:
Weight:

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

16/08/1999

31/07/1999
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram 1 time37.5

EFEXOR (Suspected)

01/07/1999 28/07/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1142707

Preferred Term Severity Report Description Treatment
Paraesthesia Feet burning
Sensory disturbance Hands/fingers felt like electric shock 

runningHallucination Pt was seeing strange things in mind.
Tremor
Vomiting

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 441 of 610

Case Number: Gender:
75.00Weight:18/08/1999

11/08/1999
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

41YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

EFEXOR (Suspected)

01/07/1999 CONTIN

Reason:

Rash

Stopped:Started:Batch:

Milligram Daily OralTablet 25.0

PHENERGAN (Suspected)

13/07/1999 12/08/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1142735

Preferred Term Severity Report Description Treatment
Rash Facial rash
Headache Headaches
Hypertension

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 442 of 610

Case Number: Gender:
Weight:

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

18/08/1999

10/08/1999
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

32YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily1.0

TRIFEME 28 (Other drug)

01/01/1990

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR-XR (Suspected)

09/08/1999 13/08/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1142737

Preferred Term Severity Report Description Treatment
Mydriasis

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:09AM Database: pusime02 ADRS004 Page 443 of 610

Case Number: Gender:
Weight:

See original report for other drug details - haloperidol & coloxyl with senna.

23/08/1999

29/07/1999
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Electrolytes 136-146 29/07/1999 123
Electrolytes 136-146 03/08/1999 132
Electrolytes 136-146 11/08/1999 132
Electrolytes 136-146 17/08/1999 127

Laboratory Investigations:

74YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

As necessary0.0

MAXOLON (Other drug) Reason:

Stopped:Started:Batch:

As necessary0.0

IMOVANE (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

EFEXOR (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1142852

Preferred Term Severity Report Description Treatment
Hyponatraemia Efexor ceased 18.8.99.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 444 of 610

Case Number: Gender:
Weight:

See original report for details on other drugs: adalat oros, gopten. it has been a over a month since patient ceased efexor and 
almost a week since regaine was ceased, without any change in symptoms.  the dosage start date is not necessarily accurate but 
indicates that start occurred sometime during the month.

20/08/1999

15/07/1999
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Diseases of hair&hair follicle

Stopped:Started:Batch:

TopicalCream 0.0

REGAINE (Suspected)

01/06/1999 13/08/1999

Reason:

Depression

Stopped:Started:Batch:

OralTablet 0.0

EFEXOR (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1142924

Preferred Term Severity Report Description Treatment
Dizziness Patient ceased efexor and 

regaine.  treated with antibiotic.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 445 of 610

Case Number: Gender:
Weight:24/08/1999

15/08/1999
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

18YAge:

Additional Information:

Medicine Details:
Headache

Stopped:Started:Batch:

Milligram Daily OralCapsule 75.0

EFEXOR-XR (Suspected)

12/08/1999 18/08/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1142954

Preferred Term Severity Report Description Treatment
Headache Efexor ceased

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 446 of 610

Case Number: Gender:
Weight:

Patient has allergy to morphine.

31/08/1999

24/08/1999
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

33YAge:

Additional Information:

Medicine Details:
Anxiety neurosis

Stopped:Started:Batch:

Milligram 1 time75.0

EFEXOR-XR (Suspected)

23/08/1999 24/08/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1143257

Preferred Term Severity Report Description Treatment
Depersonalisation Disoriented "spaced out"
Convulsion Minor myoclonic spasms in forarm.
Disturbance in attention Reduced concentration
Visual disturbance Visual disturbance (objects don't look right)
Paraesthesia
Somnolence

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 447 of 610

Case Number: Gender:
52.00Weight:

Patient also experienced serotonin syndrome, nausea, vomitng, weakness. treated with moclobemide.(3 day washout before 
starting efexor xr)

31/08/1999

13/08/1999
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

16YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralCapsule 75.0

EFEXOR-XR (Suspected)

01/08/1999 12/08/1999

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1143278

Preferred Term Severity Report Description Treatment
Hyperthermia malignant Hyperthermia Treated with diazepam 10mg, 

5mg, 5mg, on 13/8/99 and 
5mg once on 14/8/99.

Hypertonia Jaw tremor, rigidity
Mydriasis Large fixed pupils.
Confusional state Mental confusion
Agitation
Convulsion
Dystonia
Hyperhidrosis
Rhabdomyolysis

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 448 of 610

Case Number: Gender:
52.00Weight:

Patient also experienced serotonin syndrome, nausea, vomitng, weakness. treated with moclobemide.(3 day washout before 
starting efexor xr)

31/08/1999

13/08/1999
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

16YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralCapsule 75.0

EFEXOR-XR (Suspected)

01/08/1999 12/08/1999

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1143278

Preferred Term Severity Report Description Treatment
Salivary hypersecretion
Tachycardia
Tremor

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 449 of 610

Case Number: Gender:
45.00Weight:

Improved with dose reduction to 187.5mg.  symptoms developed at time of clinical improvement.  the dosage start date is not 
necessarily accurate but indicates that start occurred sometime during the month.

02/09/1999

12/08/1999
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

16YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily150.0

EFEXOR (Suspected)

01/05/1999 29/07/1999

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 225.0

EFEXOR (Suspected)

29/07/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1143378

Preferred Term Severity Report Description Treatment
Hypertonia Patient experienced neck stiffness.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 450 of 610

Case Number: Gender:
Weight:

Patient has lengthy history of depression.

06/09/1999

01/07/1999
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

45YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 37.5

EFEXOR (Suspected)

18/06/1999 30/08/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1143470

Preferred Term Severity Report Description Treatment
Libido decreased

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 451 of 610

Case Number: Gender:
Weight:

See original report for more details of other drugs - simvastatin, felodipine,  aspirin, ranitidine.

08/09/1999

21/06/1999
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Bilirubin Bil total 89.
Haematology Hb - 8.7, reticulocytes 8.270

Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

06/04/1999 23/06/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1143500

Preferred Term Severity Report Description Treatment
Coombs positive haemolytic anaemia Prednisolone, blood transfusion

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 452 of 610

Case Number: Gender:
72.00Weight:16/09/1999

11/09/1999
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

73YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

11/09/1999 11/09/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1143794

Preferred Term Severity Report Description Treatment
Rash Rash over whole body from neck to feet
Pruritus

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 453 of 610

Case Number: Gender:
75.00Weight:

See original report for other drug details: stelazine, senacot, & metamucil.

17/09/1999

01/08/1999
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

75YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily150.0

EFEXOR (Suspected)

01/08/1999 12/08/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1143823

Preferred Term Severity Report Description Treatment
Hyponatraemia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 454 of 610

Case Number: Gender:
80.00Weight:

Level of dyspnoea increased significantly with increase in the dose of the drug.

20/09/1999

Causality probableRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

EFEXOR (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1143846

Preferred Term Severity Report Description Treatment
Dyspnoea

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 455 of 610

Case Number: Gender:
81.00Weight:07/09/1999

17/08/1999
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

25YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily75.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

16/04/1999 19/08/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1144006

Preferred Term Severity Report Description Treatment
Anaemia Required 

Specialist 
Consultation

Venlafaxine ceased.

Neutropenia Required Visit 
to Doctor

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 456 of 610

Case Number: Gender:
Weight:

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

27/09/1999

31/12/1999
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

0.0

EFEXOR (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1144089

Preferred Term Severity Report Description Treatment
Rash erythematous

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 457 of 610

Case Number: Gender:
118.00Weight:

Patient has a medical history of - obesity, sleep apnoea and ptsd.  - 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.

28/09/1999

31/12/1999
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

55YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 225.0

EFEXOR (Suspected)

01/01/1998 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1144152

Preferred Term Severity Report Description Treatment
Orthostatic hypotension

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 458 of 610

Case Number: Gender:
95.00Weight:

See original report for other drug details: lico3, rohypnol, & panadeine forte

29/09/1999

Causality possibleRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Serum drug level Symptoms of lithium toxicity with normal unchanged lithium 
serum level.

Laboratory Investigations:

38YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily225.0

EFEXOR (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1144174

Preferred Term Severity Report Description Treatment
Nausea Benzodiazapines & 

chlorpromazine.Nocturia
Polydipsia
Tremor

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 459 of 610

Case Number: Gender:
95.00Weight:

See original report for other drug details: lico3, rohypnol, & panadeine forte

29/09/1999

Causality possibleRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

38YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily225.0

EFEXOR (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1144175

Preferred Term Severity Report Description Treatment
Agitation
Confusional state Benzodiazepines & 

chlorpromazine.Depersonalisation
Hyperkinesia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 460 of 610

Case Number: Gender:
95.00Weight:

Patient has marked autonomic instability. see original report for other drug details: lico3, rohypnol, & panadeine forte

29/09/1999

Causality possibleRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

38YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily225.0

EFEXOR (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1144176

Preferred Term Severity Report Description Treatment
Confusional state
Delirium
Drug withdrawal syndrome Benzodiazepines & 

chlorpromazine.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 461 of 610

Case Number: Gender:
87.00Weight:

See original report for details of other drugs. - thyroxine, premarin, tenormin and natrilix. dose of sleep well was increased over 3 
days. batch no ( 027407 ).

05/10/1999

26/07/1999
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

40YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralCapsule 300.0

EFEXOR-XR (Interaction)

L TERM

Reason:

Specific disorders of sleep

Stopped:027407 Started:Batch:

Dose Unspecified Daily OralTablet 1.0

HERBS OF GOLD TRIAD SLEEP WELL (Interaction)

26/07/1999     3D

Reason:

Hospitalisation:

Report Details:
Seq: 1144425

Preferred Term Severity Report Description Treatment
Hypertension Blood pressure 160/130
Coordination abnormal Difficulty with balance.
Somnolence Difficulty with walking.
Hypertonia Stiff muscle pain.
Fatigue
Gait disturbance
Nightmare
Serotonin syndrome

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 462 of 610

Case Number: Gender:
57.00Weight:

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.

08/10/1999

Causality possibleNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

64YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR-XR (Suspected)

01/09/1999 28/10/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1144473

Preferred Term Severity Report Description Treatment
Constipation

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 463 of 610

Case Number: Gender:
57.00Weight:08/10/1999

Causality possibleNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

64YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR-XR (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1144474

Preferred Term Severity Report Description Treatment
Fatigue Exhaustion
Hyperaesthesia Sore skin
Confusional state
Dizziness
Drug withdrawal syndrome

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 464 of 610

Case Number: Gender:
60.00Weight:

Patient drenches night attire and have to sleep on towels.  increased daytime sweating but well tolerated.  if dose decreased 
depression breaks throught. non smoker.  no other substance usage.  otherwise fit and well.  patient has very severe depression 
which required ect in 1998, efexor is the only medication which prevents recurrence.

11/10/1999

03/03/1999
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

35YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

EFEXOR-XR (Suspected)

01/02/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1144503

Preferred Term Severity Report Description Treatment
Hyperhidrosis Severe Severe nocturnal sweatng.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 465 of 610

Case Number: Gender:
Weight:

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

11/10/1999

Causality possibleNot yet recovered
12/06/1965DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

34Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 450.0

CLOZARIL (Suspected)

01/03/1998

Reason:

Stopped:Started:Batch:

Milligram Daily75.0

VENLAFAXINE HYDROCHLORIDE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily150.0

SERTRALINE HYDROCHLORIDE (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily150.0

RANITIDINE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1144533

Preferred Term Severity Report Description Treatment
Glaucoma

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 466 of 610

Case Number: Gender:
67.00Weight:

Loss of potency of tagamet 400mg daily for duodenal ulcer when on efexor - effect has persisted after cessation of efexor.  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.

13/10/1999

Causality possibleNot yet recovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

77YAge:

Additional Information:

Medicine Details:
Ulcer of duodenum w/o ment perf

Stopped:Started:Batch:

Milligram Daily400.0

TAGAMET (Interaction)

01/01/1980

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Interaction)

01/07/1999 03/10/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1144650

Preferred Term Severity Report Description Treatment
Drug ineffective Loss of potency of tagamet when on 

effexor.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 467 of 610

Case Number: Gender:
Weight:18/10/1999

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

76YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR-XR (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily50.0

MELLERIL (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1144713

Preferred Term Severity Report Description Treatment
Coma
Hyponatraemia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 468 of 610

Case Number: Gender:
Weight:

Patient history:  previous fits when withdrawing form benzodiazepine treatment. on 14.9.99, the patient took 10mg of temazepam.  
on 19.9.99, the patient experienced a grand mal fit.

18/10/1999

19/09/1999
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

EFEXOR (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

ZYPREXA (Suspected)

CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily10.0

TEMAZEPAM (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1144745

Preferred Term Severity Report Description Treatment
Grand mal convulsion Patient experienced a grand mal fit.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 469 of 610

Case Number: Gender:
114.00Weight:

P/h of allergy to penicillin - urticaria  the dosage start date is not necessarily accurate but indicates that start occurred sometime 
during the month.

19/10/1999

Causality probableRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

26YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

RAMIPRIL (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

EFEXOR (Suspected)

01/02/1999 26/09/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1144823

Preferred Term Severity Report Description Treatment
Rash erythematous Erythema annular

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 470 of 610

Case Number: Gender:
Weight:

Sequelae:  seizure (grand mal). see original report for other drug details - astrix, ural sached, sotacor and panadol.

19/10/1999

07/07/1999
Causality possibleRecovered with sequelae

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Potassium 3.2-4.5 07/07/1999 4.36
Potassium 3.2-4.5 08/04/1999 3.7
Potassium 3.2-4.5 10/07/1999 3.2
Potassium 3.2-4.5 13/07/1999 4.8
Potassium 3.2-4.5 11/07/1999 2.8
Serum osmolality 270-290 07/07/1999 246
Serum osmolality 270-290 08/04/1999 272

Laboratory Investigations:

79YAge:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Gram As necessary1.0

MAGMIN (Suspected)

CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily56.2

EFEXOR (Suspected)

06/07/1999 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1144857

Preferred Term Severity Report Description Treatment
Hypokalaemia
Hyponatraemia
Inappropriate antidiuretic hormone secretion Venlafaxine ceased, 

hypertonic saline (3%).

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 471 of 610

Case Number: Gender:
Weight:

Sequelae:  seizure (grand mal). see original report for other drug details - astrix, ural sached, sotacor and panadol.

19/10/1999

07/07/1999
Causality possibleRecovered with sequelae

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Serum osmolality 270-290 11/07/1999 270
Serum osmolality 270-290 13/07/1999 271
Serum osmolality 270-290 10/07/1999 264
Sodium 135-145 07/07/1999 116
Sodium 135-145 08/04/1999 132
Sodium 135-145 10/07/1999 131
Sodium 135-145 11/07/1999 139

Laboratory Investigations:

79YAge:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Gram As necessary1.0

MAGMIN (Suspected)

CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily56.2

EFEXOR (Suspected)

06/07/1999 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1144857

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 472 of 610

Case Number: Gender:
Weight:

Sequelae:  seizure (grand mal). see original report for other drug details - astrix, ural sached, sotacor and panadol.

19/10/1999

07/07/1999
Causality possibleRecovered with sequelae

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Sodium 135-145 13/07/1999 133
Urine osmolality 07/07/1999 571

Laboratory Investigations:

79YAge:

Additional Information:

Medicine Details:
Pain

Stopped:Started:Batch:

Gram As necessary1.0

MAGMIN (Suspected)

CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily56.2

EFEXOR (Suspected)

06/07/1999 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1144857

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 473 of 610

Case Number: Gender:
Weight:

Venlafaxine taken without side-effects.

19/10/1999

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

69YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily150.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

22/04/1998 06/08/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1144885

Preferred Term Severity Report Description Treatment
Drug ineffective Lack of efficacy Venlafaxine ceased

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 474 of 610

Case Number: Gender:
Weight:

Patient has niddm (diet controlled) and turner's syndrome. see original report for details of other drugs - pulmicort, ventolin.

19/10/1999

13/07/1999
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

29YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralCapsule 75.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

03/07/1999 13/07/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1144897

Preferred Term Severity Report Description Treatment
Agitation Panic attack
Dyspnoea Shortness of breath
Tachycardia Sinum tachycardia
Agitation
Anxiety
Chest pain
Insomnia Ceased venlafaxine - 

commenced serzone 100mg 
bd.Nausea

Palpitations

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 475 of 610

Case Number: Gender:
Weight:

Pt was rechallenged with the efexor on 09/09/1999 and he developed the same symptoms with complete recovery after cessation 
4 days later.

20/10/1999

27/08/1999
Causality certainRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

76YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

EFEXOR-XR (Suspected)

26/08/1999 02/09/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1144904

Preferred Term Severity Report Description Treatment
Prostatic disorder Ceased efexor

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 476 of 610

Case Number: Gender:
50.00Weight:

See original report for details on other drugs: vancomycin, coloxyl and senna. patient given inappropriate iv 
therapy-dexamethasone 4% and 1/5 normal/saline. patient was found to be mildly hypothyroid. see original report for details on 
other drugs: vancomycin and coloxyl and senna.

22/10/1999

02/06/1999
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Sodium Na dropped to 116

Laboratory Investigations:

56YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

EFEXOR (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1144958

Preferred Term Severity Report Description Treatment
Convulsion Had seizure
Hyperreflexia Reflexes brisk
Cyanosis
Hyponatraemia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 477 of 610

Case Number: Gender:
55.00Weight:

See original report for details on other drugs: temaze, haloperidol, serenace.

25/10/1999

07/10/1999
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

80YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily37.5

EFEXOR (Suspected)

23/09/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1145031

Preferred Term Severity Report Description Treatment
Dizziness
Somnolence

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 478 of 610

Case Number: Gender:
80.00Weight:

Patient experienced symptoms 2 weeks after efexor was started.

25/10/1999

Causality possibleNot yet recovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

41YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

OralTablet 0.0

EFEXOR (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1145045

Preferred Term Severity Report Description Treatment
Tinnitus Tinnitus high  ptiched, bilateral, continuous.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 479 of 610

Case Number: Gender:
55.00Weight:

Hypoaesthesia started about 2 weeks after she reached 75mg daily.

28/10/1999

Causality possibleNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

38YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

EFEXOR (Suspected)

27/07/1999 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1145167

Preferred Term Severity Report Description Treatment
Hypoaesthesia Hypoaesthesia of all toes and later fingers.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 480 of 610

Case Number: Gender:
63.00Weight:

- 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.

01/11/1999

31/08/1999
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

74YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

01/09/1998 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1145220

Preferred Term Severity Report Description Treatment
Tardive dyskinesia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 481 of 610

Case Number: Gender:
Weight:

See original report for detials on other drugs: aldazine, oroxine, vitamin supplements.

01/11/1999

18/10/1999
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

39YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

15/10/1999 18/10/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1145232

Preferred Term Severity Report Description Treatment
Rash Antihistamines.  stopped efexor 

and commenced fluvoxamine.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 482 of 610

Case Number: Gender:
60.00Weight:

Symptoms occurred with efexor xr and returned on rechallenge with efexor xr. symptoms not occurring with efexor.  - 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.

04/11/1999

31/10/1999
Causality certainUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

54YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily300.0

EFEXOR-XR (Suspected)

01/08/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1145336

Preferred Term Severity Report Description Treatment
Urticaria

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 483 of 610

Case Number: Gender:
Weight:

Patient experienced symptoms when on 75mg bd of efexor.  the dosage start date is not necessarily accurate but indicates that 
start occurred sometime during the month.

04/11/1999

Causality possibleNot yet recovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

47YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 225.0

EFEXOR (Suspected)

01/04/1999 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1145351

Preferred Term Severity Report Description Treatment
Tinnitus

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 484 of 610

Case Number: Gender:
60.00Weight:

See original report for details of other drug. - valpro.  the dosage start date is not necessarily accurate but indicates that start 
occurred sometime during the month.

05/11/1999

15/10/1999
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

44YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 5.0

ZYPREXA (Suspected)

13/10/1999 15/10/1999

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralCapsule 300.0

EFEXOR-XR (Suspected)

01/01/1999 13/10/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1145356

Preferred Term Severity Report Description Treatment
Dizziness "head spins".
Hyperhidrosis Hot sweats. Ceased therapy with zyprexa 

(bed rest). ceased therapy with 
efexor-xrHeadache Severe headaches.

Chills Shivers.
Tremor Uncontrollable body shakes.
Fatigue
Palpitations
Tachycardia
Vertigo

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 485 of 610

Case Number: Gender:
0.00Weight:

Patient died nov 99. patient was overweight and smoked 20 cigarettes a day.

15/11/1999

29/10/1999
Causality possibleDeath, maybe drug
16/05/1978DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

15/11/1999 Coroners findings Cause of death: PE/DVT with contributions from smoking, 
trauma, oral contraceptive and clozapine

17/12/2002 Other data Autopsy report stated that the patient died on 29 october 1999. 
death was due to extensive pulmonary thromboembolism due to 
thrombosis of the right deep calf veins.

Laboratory Investigations:

21Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ORAL CONTRACEPTIVE NOS (Suspected) Reason:

Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily Oral650.0

CLOZARIL (Suspected)

28/07/1998 29/10/1999

Reason:

Stopped:Started:Batch:

Milligram Daily150.0

EFEXOR (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily50.0

DOXYCYCLINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1145852

Preferred Term Severity Report Description Treatment
Deep vein thrombosis
Pulmonary embolism
Sudden death

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 486 of 610

Case Number: Gender:
70.00Weight:18/11/1999

08/10/1999
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

25YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily OralCapsule 1.0

DUROMINE (Suspected)

08/10/1999 11/10/1999

Reason:

Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

EFEXOR (Suspected)

L TERM CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1145962

Preferred Term Severity Report Description Treatment
Agitation Extreme agitation
Paranoia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 487 of 610

Case Number: Gender:
Weight:23/11/1999

31/10/1999
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

23YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily37.5

VENLAFAXINE HYDROCHLORIDE (Suspected)

31/10/1999S TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1146081

Preferred Term Severity Report Description Treatment
Convulsion 2 x tonic clonic seizures Dilantin

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 488 of 610

Case Number: Gender:
Weight:

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

06/12/1999

20/11/1999
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

51YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ROXITHROMYCIN (Other drug) Reason:

Stopped:Started:Batch:

0.0

PREDNISOLONE (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

01/06/1999 22/11/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1146558

Preferred Term Severity Report Description Treatment
Depression Severe crying, funny feeling in abdomen & 

head.
On third day after stopping 
efexor the severe crying and 
agitation stopped.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 489 of 610

Case Number: Gender:
Weight:

Patient also taking losec, isosorbide mononitrate, irbesartan, beclomethasone, salbutamol, mixtard and metoclopramide.

13/12/1999

11/11/1999
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Creatinine 11/11/1999 0.09
Creatinine 27/11/1999 0.07
Potassium 11/11/1999 4.8
Potassium 27/11/1999 4.5
Sodium 11/11/1999 128
Sodium 27/11/1999 131
Urine osmolality 11/11/1999 705

Laboratory Investigations:

79YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily37.0

EFEXOR (Suspected)

29/11/1999

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1146918

Preferred Term Severity Report Description Treatment
Hyponatraemia
Inappropriate antidiuretic hormone secretion Fluid restriction, nas diet, 

maxolon and cisapride trialled 
for nausea.Nausea

Vomiting

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 490 of 610

Case Number: Gender:
Weight:

Patient also taking losec, isosorbide mononitrate, irbesartan, beclomethasone, salbutamol, mixtard and metoclopramide.

13/12/1999

11/11/1999
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Urine osmolality 27/11/1999 -

Laboratory Investigations:

79YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily37.0

EFEXOR (Suspected)

29/11/1999

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1146918

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 491 of 610

Case Number: Gender:
56.00Weight:

Patient was also taking premarin, isoptin sr.

14/12/1999

09/12/1999
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Alcoholism

Stopped:Started:Batch:

Dose Unspecified 1 time0.0

CAMPRAL (Interaction)

05/12/1999 09/12/1999

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily150.0

EFEXOR-XR (Interaction)

02/12/1999 09/12/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1146930

Preferred Term Severity Report Description Treatment
Flushing
Hyperhidrosis
Hypertension
Serotonin syndrome
Tremor

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 492 of 610

Case Number: Gender:
80.00Weight:

Pt also taking orudis, antihistamine, persantin, imdur, cardizem.  the dosage start date is not necessarily accurate but indicates 
that start occurred sometime during the month.

20/12/1999

01/12/1999
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

75YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily225.0

EFEXOR (Suspected)

01/12/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1147089

Preferred Term Severity Report Description Treatment
Angioedema Throat swelling Efexor reduced to 75mg/d.
Tongue oedema

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 493 of 610

Case Number: Gender:
Weight:20/12/1999

Causality possibleUnknown
DOB:

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 Daily37.5

EFEXOR (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1147280

Preferred Term Severity Report Description Treatment
Hallucination Gross hallunination
Vomiting Severe vomiting
Headache

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 494 of 610

Case Number: Gender:
61.00Weight:

Patient was also taking diabex, premarin, provera, gopten, lipitor.

30/12/1999

23/10/1999
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

54YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

22/10/1999 15/12/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1147552

Preferred Term Severity Report Description Treatment
Hyperhidrosis Profuse sweating

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 495 of 610

Case Number: Gender:
82.00Weight:07/01/2000

22/12/1999
Causality probableRecovered
23/03/1968DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

31Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily150.0

EFEXOR (Suspected)

22/12/1999 28/12/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1147790

Preferred Term Severity Report Description Treatment
Aggression Severe

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 496 of 610

Case Number: Gender:
80.00Weight:

Pt also taking zyloprim, amizide, diazepam.

24/01/2000

Causality possibleNot yet recovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

67YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily1.2

TRITACE (Suspected)

24/02/1999

Reason:

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

05/03/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1148263

Preferred Term Severity Report Description Treatment
Gynaecomastia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 497 of 610

Case Number: Gender:
70.00Weight:

Reaction occurred after 1st and only  dose of efexor xr.

01/02/2000

18/01/2000
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

42YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified 1 time IntramuscularInjection 1.0

CELESTONE (Suspected) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralCapsule 75.0

EFEXOR-XR (Suspected)

18/01/2000 19/01/2000

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily OralOral application 1.0

TEMAZEPAM (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1148502

Preferred Term Severity Report Description Treatment
Fatigue
Headache
Nausea

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 498 of 610

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 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.

02/02/2000

Causality possibleNot yet recovered
11/02/1961DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Gastroscopy showed multiple shallow ulcers in stomach and 
pylorus

Laboratory Investigations:

38Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily275.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

01/12/1998

Reason:

Specific disorders of sleep

Stopped:Started:Batch:

Milligram Daily2.5

LORAZEPAM (Suspected)

01/01/1999

Reason:

Otr spec symp psychopathol nec

Stopped:Started:Batch:

Milligram Daily2.5

OLANZAPINE (Suspected)

01/03/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1148523

Preferred Term Severity Report Description Treatment
Abdominal pain
Dyspepsia Losec
Gastric ulcer
Haematemesis

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 499 of 610

Case Number: Gender:
36.00Weight:

Patient also taking zocor, aspro, zantac, vitamin c, vitamin b group forte.

03/02/2000

09/01/2000
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Sodium 136 - 144 09/01/2000 129
Sodium 136 - 144 12/01/2000 132

Laboratory Investigations:

61YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralCapsule 225.0

EFEXOR-XR (Suspected)

30/12/1999 16/01/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1148556

Preferred Term Severity Report Description Treatment
Hyponatraemia Gradual withdrawal of efexor 

for over at least 1 week. 
fludrocortisone 0.1mg daily 
prescribed.

Orthostatic hypotension

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 500 of 610

Case Number: Gender:
74.00Weight:

Patient also taking risperidone.

10/02/2000

Causality possibleNot yet recovered
19/04/1961DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

38Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralCapsule 450.0

EFEXOR-XR (Suspected)

06/02/1998 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1148800

Preferred Term Severity Report Description Treatment
Tooth discolouration

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 501 of 610

Case Number: Gender:
70.00Weight:

Patient also taking diamicron, temaze, clinoril and norvasc.

14/02/2000

07/02/2000
Causality possibleNot yet recovered
26/01/1932DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

68Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR-XR (Suspected)

04/02/2000 08/02/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1148997

Preferred Term Severity Report Description Treatment
Diplopia Diplopia persists 2/7 after medication 

ceased.
Ceased efexor-xr.

Coordination abnormal Patient experienced loss of balance.
Dizziness Patient feels woozy in the head.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 502 of 610

Case Number: Gender:
58.00Weight:14/02/2000

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

49YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralCapsule 150.0

EFEXOR (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 166.5

ACAMPROSATE CALCIUM (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1149012

Preferred Term Severity Report Description Treatment
Hypertension

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 503 of 610

Case Number: Gender:
60.00Weight:

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.

14/02/2000

25/01/2000
Causality possibleRecovered
13/11/1971DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Follicular cyst seen on us.

Laboratory Investigations:

28Age:

Additional Information:

Medicine Details:
Contraception

Stopped:Started:Batch:

Dose Unspecified Daily1.0

DIANE-35 ED (Interaction)

01/01/1999

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Interaction)

01/10/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1149020

Preferred Term Severity Report Description Treatment
Drug ineffective
Menorrhagia
Metrorrhagia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 504 of 610

Case Number: Gender:
51.00Weight:

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

18/02/2000

11/02/2000
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

27YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

11/02/2000 11/02/2000

Reason:

Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily5.0

VALIUM (Suspected)

01/01/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1149400

Preferred Term Severity Report Description Treatment
Diplopia
Dry mouth
Hypotension
Nausea
Somnolence

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 505 of 610

Case Number: Gender:
85.00Weight:

Efexor xr ceased.  drug reintroduced and reaction reappeared.  ceased again. patient was also taking alprazolam and atenolol. 
patient history: hay fever, allergies, allergic to bee sting.  no previous reaction except stomach pains, flushes, nausea on keflin.

21/02/2000

11/06/1999
Causality certainRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

42YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralCapsule 75.0

EFEXOR-XR (Suspected)

03/05/1999 18/06/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1149439

Preferred Term Severity Report Description Treatment
Arthralgia Arthralgia of the hands.
Muscle spasms Cramping of legs and feet
Osteoarthritis Mild swelling of joints.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 506 of 610

Case Number: Gender:
Weight:

Patient also taking stemetil, murelax, panamax.

22/02/2000

07/05/1999
Causality possibleUnknown
22/10/1924DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

74Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily150.0

EFEXOR (Suspected)

07/05/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1149462

Preferred Term Severity Report Description Treatment
Hyperhidrosis Catapres

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 507 of 610

Case Number: Gender:
57.00Weight:22/02/2000

11/06/1999
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

43YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily150.0

EFEXOR (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1149463

Preferred Term Severity Report Description Treatment
Alcohol problem

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 508 of 610

Case Number: Gender:
Weight:22/02/2000

21/01/2000
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

53YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily225.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

20/01/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1149464

Preferred Term Severity Report Description Treatment
Paraesthesia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 509 of 610

Case Number: Gender:
70.00Weight:25/02/2000

09/12/1999
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

31YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

EFEXOR (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily75.0

NEFAZODONE HYDROCHLORIDE (Suspected)

28/10/1999 10/12/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1149655

Preferred Term Severity Report Description Treatment
Angioedema Oedema of face and hands

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 510 of 610

Case Number: Gender:
66.00Weight:

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

28/02/2000

31/12/1999
Causality possibleNot yet recovered
09/04/1956DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

43Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily225.0

EFEXOR-XR (Suspected)

01/09/1998

Reason:

Hospitalisation:

Report Details:
Seq: 1149758

Preferred Term Severity Report Description Treatment
Alopecia Significant reduction in axillary & public 

hair.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 511 of 610

Case Number: Gender:
Weight:

Patient was also taking maxolon, losec, becloforte.

02/03/2000

22/10/1999
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

60YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralCapsule 75.0

EFEXOR-XR (Suspected)

18/10/1999 25/10/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1149856

Preferred Term Severity Report Description Treatment
Purpura Purpuric patches in extension of legs. Ceased efexor xr.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 512 of 610

Case Number: Gender:
Weight:

Patient was also taking pulmicort and oxis turbuhaler.

02/03/2000

04/11/1999
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

38YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Dose Unspecified Daily OralCapsule 1.0

EFEXOR-XR (Suspected)

07/07/1999 04/11/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1149857

Preferred Term Severity Report Description Treatment
Purpura Bruising all over tummy and exposed parts 

of hands
.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 513 of 610

Case Number: Gender:
55.00Weight:

Patient was also taking pravachol and astrix.

13/03/2000

22/10/1999
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

78YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralCapsule 37.5

EFEXOR-XR (Suspected)

05/08/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1150337

Preferred Term Severity Report Description Treatment
Extrapyramidal disorder Developed mask like facies, rigidity of 

movement
Ceased efexor xr.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 514 of 610

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.

15/03/2000

31/03/2000
Causality possibleUnknown

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

EFEXOR-XR (Suspected)

01/02/2000 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1150412

Preferred Term Severity Report Description Treatment
Somnolence One or both eye-lids have closed up to 4 or 

5 hrs.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 515 of 610

Case Number: Gender:
95.00Weight:15/03/2000

05/03/2000
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

54YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily150.0

EFEXOR (Suspected)

20/01/2000 05/03/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1150415

Preferred Term Severity Report Description Treatment
Insomnia Severe Disruption of rem sleep

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 516 of 610

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.

17/03/2000

31/12/1999
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

48YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

EFEXOR (Suspected)

01/10/1999 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1150487

Preferred Term Severity Report Description Treatment
Colitis ulcerative

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 517 of 610

Case Number: Gender:
73.00Weight:

Rapid offset after 2 days drug free.  recurrence on retrial of drug. history of attention deficit hyperacitivty disorder, inattentive sub 
type. past history of bulaemia aged 17-22, occasionally comfort eats as an adult when distressed. past adverse reaction to 
antidepressant - fluvoxamine - headache and nausea and moclobemide - myoclonus, insomnia and headache.

17/03/2000

27/04/1999
Causality certainRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Patient gained 10lb in 4 weeks.

Laboratory Investigations:

47YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralCapsule 75.0

EFEXOR-XR (Suspected)

24/04/1999 09/06/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1150511

Preferred Term Severity Report Description Treatment
Increased appetite Compulsive eating.
Weight increased

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 518 of 610

Case Number: Gender:
85.00Weight:

Similar response to other antidepressants.  the dosage start date is not necessarily accurate but indicates that start occurred 
sometime during the month.

21/03/2000

Causality possibleNot yet recovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

51YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

ALCOHOL (Suspected) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

EFEXOR (Suspected)

01/11/1999 05/03/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1150599

Preferred Term Severity Report Description Treatment
Aggression Aggravation with alcohol.
Dizziness
Fatigue

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 519 of 610

Case Number: Gender:
47.00Weight:

Patient appeared to tolerate efexor ir 37.5mg well. rash only appeared after changing to efexor xr.

22/03/2000

15/05/1999
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

16YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralCapsule 300.0

EFEXOR-XR (Suspected)

26/02/1999 21/05/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1150674

Preferred Term Severity Report Description Treatment
Urticaria Urticarial rash. chest++ back+ arms+ 

(both).
Efexor xr ceased.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 520 of 610

Case Number: Gender:
Weight:

History of enuresis in childhood.  frequent nocturnal micturation up to 3 to 4 times at night.  aetiology unclear despite extensive 
urological investigation, except? interstital cystitis.

27/03/2000

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

68YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 225.0

EFEXOR (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 750.0

LITHIUM CARBONATE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1150792

Preferred Term Severity Report Description Treatment
Urinary incontinence Nocturnal incontinence & occasional 

daytime.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 521 of 610

Case Number: Gender:
Weight:

Patient also taking lithium carbonate and clonazepam. tft's mildly abnormal ( on lithium carbonate ).

27/03/2000

20/08/1999
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

59YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralCapsule 75.0

EFEXOR-XR (Suspected)

18/08/1999 03/09/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1150793

Preferred Term Severity Report Description Treatment
Bruxism Mainly at night.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:10AM Database: pusime02 ADRS004 Page 522 of 610

Case Number: Gender:
52.00Weight:

Symptoms occurred six months after commencement of efexor. on commencement of therapy patient was 45 kg.  the dosage 
start date is not accurate but indicates that start occurred sometime during the year.

27/03/2000

Causality possibleUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily450.0

EFEXOR (Suspected)

01/01/1998 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1150794

Preferred Term Severity Report Description Treatment
Weight increased Weight increased by 7kg to 52kg.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 523 of 610

Case Number: Gender:
Weight:

Reaction occurred when dose of venlafaxine was increased from 75mg to 150mg/d.

27/03/2000

16/02/2000
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

70YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily150.0

VENLAFAXINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1150803

Preferred Term Severity Report Description Treatment
Hiccups Severe Venlafaxine dose reduced to 

75mg alternating with 150mg.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 524 of 610

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

Causality possibleUnknown
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

34YAge:

Additional Information:

Medicine Details:
Schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 450.0

CLOZAPINE (Other drug)

CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

EFEXOR (Suspected)

CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 300.0

RANITIDINE (Suspected)

CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1150834

Preferred Term Severity Report Description Treatment
Glaucoma

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 525 of 610

Case Number: Gender:
Weight:

Patient also taking chlotride.

28/03/2000

19/11/1999
Causality possibleNot yet recovered
30/06/1927DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Sodium 23/11/1999 125 Na+ was 113 & 106.

Laboratory Investigations:

72Age:

Additional Information:

Medicine Details:
Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily2.0

COVERSYL (Suspected)

28/10/1999

Reason:

Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily2.5

NATRILIX (Suspected)

02/11/1999

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily37.5

EFEXOR (Suspected)

17/11/1999

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1150933

Preferred Term Severity Report Description Treatment
Confusional state Patient became increasingly confused.
Convulsion Patient began having seizures.
Headache Patient experienced frontal headache. Normal saline given, fluid 

restricted.Dehydration
Hyponatraemia
Inappropriate antidiuretic hormone secretion

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 526 of 610

Case Number: Gender:
102.00Weight:04/04/2000

08/12/1999
Causality possibleUnknown

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

25YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralCapsule 225.0

EFEXOR-XR (Suspected)

20/11/1999 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1151265

Preferred Term Severity Report Description Treatment
Skin exfoliation Peeling finger tips and pads.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 527 of 610

Case Number: Gender:
60.00Weight:

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

06/04/2000

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

A3Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralCapsule 150.0

EFEXOR-XR (Interaction)

01/06/1999 28/07/1999

Reason:

Stopped:Started:Batch:

Dose Unspecified Daily OralTablet 1.0

LEVLEN ED (Interaction)

01/04/1999 28/07/1999

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1151300

Preferred Term Severity Report Description Treatment
Amenorrhoea Medication changed to aropax.
Therapeutic response decreased

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 528 of 610

Case Number: Gender:
Weight:

Patient also taking thiamine, solprin, isoptin sr and oxazepam.

14/04/2000

01/06/1999
Causality possibleUnknown

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

77YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

19/05/1999 02/06/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1151621

Preferred Term Severity Report Description Treatment
Confusional state Acute or chronic confusion. Haloperidol. efexor ceased.
Agitation
Paranoia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 529 of 610

Case Number: Gender:
Weight:

Patient was obese, hypertensive, a cigarette smoker and had asthma. date of death: 5/9/1997.  the dosage start date is not 
necessarily accurate but indicates that start occurred sometime during the month. the dosage start date is not necessarily 
accurate but indicates that start occurred sometime during the month. the dosage stop date is not necessarily accurate but 
indicates that stoppage occurred sometime during the month.

13/03/2000

Causality possibleDeath, maybe drug
18/09/1957DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data Autopsy result: possible myocarditis.

Laboratory Investigations:

42Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

CLOZARIL (Suspected)

01/05/1997 05/09/1997

Reason:

Stopped:Started:Batch:

Milligram Daily300.0

EFEXOR (Suspected)

01/05/1997 28/09/1997

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1151734

Preferred Term Severity Report Description Treatment
Myocarditis

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 530 of 610

Case Number: Gender:
Weight:

Baby boy born on the 15/03/2000 weighing 3.58kg. mother has a history of endogenous depression since 28 years - venlafaxine 
75mg nocte (efexor ) and thyroxine 100mcg daily. progressively increasing until day 3, then slowly resolved by day 5.

04/04/2000

15/03/2000
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Biochemistry (1 hour bsl 1.8mmoi/i ) (2 hours bsl 2.8mmoi/i ) ( 4 hours bsl 
2.4mmoi/i )

Laboratory Investigations:

38YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily150.0

EFEXOR-XR (Suspected)

CONTIN

Reason:

Stopped:Started:Batch:

Microgram Daily100.0

THYROXINE SODIUM (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1151814

Preferred Term Severity Report Description Treatment
Nervousness Before and after feeds.
Hyperreflexia Exaggerated moro reflex.
Jaundice neonatal Mild.
Hypoglycaemia Resolved with early and 3 hourly feeding.
Convulsion Several beats of clonus at ankles.
Tremor Tremulous movements when 

awake,feeding or startled
Drug withdrawal syndrome neonatal
Neonatal disorder
Nervousness

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 531 of 610

Case Number: Gender:
125.00Weight:26/04/2000

15/04/2000
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

48YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

10/04/2000 16/04/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1151937

Preferred Term Severity Report Description Treatment
Micturition disorder Difficulty passing urine.
Chills
Diarrhoea
Libido decreased
Nervousness

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 532 of 610

Case Number: Gender:
57.00Weight:

Patient also taking marvelon and aurorix. date of recovery: 16/4/2000.

26/04/2000

15/04/2000
Causality probableRecovered
25/12/1965DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

34Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily150.0

EFEXOR (Suspected)

14/04/2000 15/04/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1152082

Preferred Term Severity Report Description Treatment
Tetany Carpopedal spasm hands and feet. Required a visit to doctor.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 533 of 610

Case Number: Gender:
80.00Weight:

Patient was also taking lorazeapm and ibuprofen.

27/04/2000

02/10/1999
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

31YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralCapsule 75.0

EFEXOR-XR (Suspected)

02/09/1999 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1152097

Preferred Term Severity Report Description Treatment
Muscle twitching Muscle twitching in arms and legs.
Mydriasis Patient was conscious

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 534 of 610

Case Number: Gender:
72.00Weight:

Patient also taking temazepam. patient took the starting dose then vomited 1 hour later then 2 hours later went into labour (6 
weeks early).  1 day later she took the same dose, vomited 1 hour later and experienced central pain.

01/05/2000

17/04/2000
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

17/12/2002 Potassium Potassium was 2.3.

Laboratory Investigations:

17YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily Oral37.5

VENLAFAXINE HYDROCHLORIDE (Suspected)

17/04/2000 19/04/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1152196

Preferred Term Severity Report Description Treatment
Heart rate increased HR to 117
Tachycardia Increased BP to 150/110
Premature labour Labour 6 weeks early
Chest pain
Hypokalaemia
Vomiting

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 535 of 610

Case Number: Gender:
98.00Weight:

Patient was started on 75mg efexor xr 7/4/00 to 10/4/00, then 150mg 10/4/00 to 17/4/00, efexor dose changed from night to 
morning on 13/4/00 with good effect.  efexor was increased to 225mg mane on 18/4/00, symtpoms occurred again on 20/4/00. 
patient was also on mixtard 30/70, dicformin, tazac, adalat oros, monopril, imovane.

08/05/2000

12/04/2000
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

65YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralCapsule 150.0

EFEXOR-XR (Suspected)

10/04/2000 17/04/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1152403

Preferred Term Severity Report Description Treatment
Pruritus General pruritus occurring at night. Treated with phenergan 25mg 

stat.  efexor ceased

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 536 of 610

Case Number: Gender:
Weight:

Symptoms occurred after patient commenced therapy with olanzapine. patient's medical history includes previous treatment with 
thioridazine in 1994 and she has been trialled on chlorpromazine.  the dosage start date is not necessarily accurate but indicates 
that start occurred sometime during the month.

12/05/2000

Causality possibleNot yet recovered
10/06/1935DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

64Age:

Additional Information:

Medicine Details:
Unspecified schizophrenia

Stopped:Started:Batch:

Milligram Daily OralTablet 10.0

ZYPREXA (Suspected)

01/11/1998 CONTIN

Reason:

Stopped:Started:Batch:

Milligram Daily150.0

EFEXOR (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily6.0

XANAX (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1152578

Preferred Term Severity Report Description Treatment
Tardive dyskinesia Lip smacking.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 537 of 610

Case Number: Gender:
50.00Weight:

Codeine allergy reported in past. was previously on methadone (dose decreasing), ceased in august 1999. restarted methadone 
following adverse reaction to first dose of efexor.

12/05/2000

06/04/2000
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

27YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

06/04/2000 06/04/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1152579

Preferred Term Severity Report Description Treatment
Delirium
Dizziness Efexor ceased.
Nausea
Paraesthesia
Vomiting

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 538 of 610

Case Number: Gender:
63.00Weight:

Patient was also taking b12 and hrt.

15/05/2000

23/04/2000
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

65YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralCapsule 75.0

EFEXOR-XR (Suspected)

22/03/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1152638

Preferred Term Severity Report Description Treatment
Hyperhidrosis Severe sweating
Somnolence
Visual disturbance

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 539 of 610

Case Number: Gender:
68.00Weight:

Required a visit to doctor.

16/05/2000

01/03/2000
Causality possibleNot yet recovered
06/08/1917DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

82Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR-XR (Suspected)

17/01/2000 03/05/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1152646

Preferred Term Severity Report Description Treatment
Purpura Efexor ceased. to commence 

cipramil 20mg mane. required a 
visit to doctor.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 540 of 610

Case Number: Gender:
87.00Weight:

Patient was also taking ventolin ma, minipress. rash started to resolve immediately on ceasing efexor on 2/5/00.

16/05/2000

30/03/2000
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

61YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily150.0

EFEXOR-XR (Suspected)

25/03/2000 02/05/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1152738

Preferred Term Severity Report Description Treatment
Dry skin Skin dry upper limbs, trunk, inside thighs.
Pruritus
Rash Celestone m.  ceased efexor 

xr.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 541 of 610

Case Number: Gender:
70.00Weight:22/05/2000

16/05/2000
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

29YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

MOCLOBEMIDE (Interaction)

16/05/2000     3W

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily75.0

VENLAFAXINE HYDROCHLORIDE (Interaction)

16/05/2000 16/05/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1152801

Preferred Term Severity Report Description Treatment
Convulsion 3-4 beat clonus.
Malaise Maxolon 10mg ivi, 

cyproheptadine 8mg. cease 
both drugs.Tremor

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 542 of 610

Case Number: Gender:
70.00Weight:

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

22/05/2000

31/10/1999
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified Daily1.0

ALCOHOL (Interaction) Reason:

Stopped:Started:Batch:

Milligram Daily OralCapsule 375.0

EFEXOR-XR (Interaction)

09/04/1996 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1152918

Preferred Term Severity Report Description Treatment
Headache
Pain

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 543 of 610

Case Number: Gender:
0.00Weight:

Patient also taking  Staphylex.

25/05/2000

Causality possibleRecovered
29/05/1976DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

23Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Gram Daily1.3

QUILONUM SR (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily300.0

EFEXOR-XR (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1153074

Preferred Term Severity Report Description Treatment
Suicide attempt Life 

threatening
Failed suicide attempt

Alcoholism Increased alcohol intake

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 544 of 610

Case Number: Gender:
Weight:

Symtoms occurred 12 hours after taking a single dose of venlafaxine therapy.  the dosage start date is not necessarily accurate 
but indicates that start occurred sometime during the month.

01/06/2000

13/11/1999
Causality possibleUnknown

DOB:

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 1 time OralTablet 37.5

EFEXOR (Interaction)

12/11/1999

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

AURORIX (Interaction)

01/07/1999 11/12/1999

Reason:

Hospitalisation: Hospitalisation prolonged

Report Details:
Seq: 1153469

Preferred Term Severity Report Description Treatment
Convulsion Myoclonic jerks while prone.
Chills Shaking uncontrollably,unable to work. Treatment with prescription 

drug. congentin iv then po.
Serotonin syndrome

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 545 of 610

Case Number: Gender:
46.00Weight:13/06/2000

17/04/2000
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

42YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

MARVELON (Other drug) Reason:

Stopped:Started:Batch:

0.0

TEMAZE (Other drug) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR-XR (Suspected)

10/04/2000 25/04/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1153581

Preferred Term Severity Report Description Treatment
Extrasystoles Frequent ventricular ectopics. Efexor xr ceased. date of 

recovery: 21/4/2000.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 546 of 610

Case Number: Gender:
Weight:

Patient also taking serepax, flixotide, progynova, stemetil.  the dosage start date is not necessarily accurate but indicates that start 
occurred sometime during the month. the dosage stop date is not necessarily accurate but indicates that stoppage occurred 
sometime during the month.

16/06/2000

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

58YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

0.0

EFEXOR (Suspected)

01/07/1999 28/12/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1153897

Preferred Term Severity Report Description Treatment
Urticaria Urticaria generalised chronic, recurrent. Antihistamine. efexor ceased.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 547 of 610

Case Number: Gender:
Weight:16/06/2000

12/06/2000
Causality probableRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily150.0

EFEXOR (Suspected)

08/06/2000 13/06/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1153917

Preferred Term Severity Report Description Treatment
Pruritus Persistent itch traveling over most parts of 

body.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 548 of 610

Case Number: Gender:
Weight:

Ptient was able to tolerate the akathisia even though it was marked ie unalbe to keep feet and legs still while sitting. reaction 
continued after effexor xr 75mg daily had been substituted.  - the date of onset is not necessarily accurate but indicates that onset 
occurred sometime during the month.

21/06/2000

31/03/1999
Causality possibleUnknown

DOB:

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 Daily75.0

VENLAFAXINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1153993

Preferred Term Severity Report Description Treatment
Hyperkinesia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 549 of 610

Case Number: Gender:
Weight:

Lesions on face were size of 20 cent coin and raised 0.5cm from surface of skin.  after lesions on face went down, red/bluish 
bruises were left at the site of the lesions for several days. after she received injection at hospital the lesions stopped progressing 
but took 6 hours to subside.  that eventing they became itchy again.

21/06/2000

Causality possibleUnknown
DOB:

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

VENLAFAXINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1153994

Preferred Term Severity Report Description Treatment
Urticaria Severe Red lesions with white rims on body and 

face.Dysarthria Speech reported to be garbled.
Face oedema Loratadine 10mg, 

hydrocortisone 200mg iv, 
promethazine 12.5mg iv and 
oral prednisolone. venlafaxine 
ceased.

Tongue oedema

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 550 of 610

Case Number: Gender:
Weight:26/06/2000

03/06/2000
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

46YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 4.0

COVERSYL (Other drug) Reason:

Stopped:Started:Batch:

Milligram Daily225.0

EFEXOR-XR (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1154187

Preferred Term Severity Report Description Treatment
Vertigo Headspins
Flushing Hot and flustered
Fatigue
Headache
Nausea

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 551 of 610

Case Number: Gender:
Weight:

Repeated self mutilation (cutting arms) not controlled by efexor-xr at 150mg, but controlled at a higer dose of efexor-xr at 225mg. 
patient also taking - melleril, ducene and catapress.  - the date of onset is not necessarily accurate but indicates that onset 
occurred sometime during the month. the dosage start date is not necessarily accurate but indicates that start occurred sometime 
during the month.

26/06/2000

31/05/2000
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily225.0

EFEXOR-XR (Suspected)

01/01/2000 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1154200

Preferred Term Severity Report Description Treatment
Fatigue Weakness.
Headache
Visual disturbance

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 552 of 610

Case Number: Gender:
65.00Weight:

Patient experienced symptoms with withdrawal of efexor xr. patient recovered 21/6/00.

06/07/2000

Causality possibleRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

21YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR-XR (Suspected)

09/05/2000 06/06/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1154497

Preferred Term Severity Report Description Treatment
Sensory disturbance Buzzing feeling asociated movement of 

eyes/head.
37.5 mg of efexor alleviated 
symptoms.

Coordination abnormal Feeling off balance.
Drug withdrawal syndrome

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 553 of 610

Case Number: Gender:
Weight:

Patient also taking naprosyn sr, omeprazole, temazepam and saliva drops. capsule broken open. (ie treatment continues but 
capsules broken open - contents taken without ingesting gelatin capsule). prior reaction to capsule based drugs.

06/07/2000

11/04/2000
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

52YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily75.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

04/04/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1154552

Preferred Term Severity Report Description Treatment
Aphthous stomatitis

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 554 of 610

Case Number: Gender:
72.00Weight:

Had to give up my employment.  - the date of onset is not necessarily accurate but indicates that onset occurred sometime during 
the month.

14/07/2000

31/03/2000
Causality possibleNot yet recovered
01/12/1948DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

51Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily750.0

EFEXOR (Suspected)

25/03/2000 13/04/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1154784

Preferred Term Severity Report Description Treatment
Paraesthesia Electrical impulses all over the scalp. Efexor ceased.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 555 of 610

Case Number: Gender:
Weight:

No known drug allergies. patients bp very low at time of taking combination. stress level high.  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.

14/07/2000

Causality possibleRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

53YAge:

Additional Information:

Medicine Details:
Unspecifid affective psychosis

Stopped:Started:Batch:

OralTablet 0.0

LITHIUM CARBONATE (Interaction)

01/04/2000     5D

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

EFEXOR (Interaction)

01/01/1998 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1154798

Preferred Term Severity Report Description Treatment
Tremor Severe Severe shaking.
Malaise Severe Very severe malaise.
Asthenia
Dizziness
Hypotension
Serotonin syndrome

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 556 of 610

Case Number: Gender:
60.00Weight:

Patient also taking diazepam. electric shock like sensations around the head lasts seconds, occuring every 10 minutes to 1 hour. 
occurs if forgets efexor for 2/7 in a row. symptoms settle if he takes his efexor xr.  the dosage start date is not necessarily 
accurate but indicates that start occurred sometime during the month.

14/07/2000

Causality possibleRecovered
19/07/1944DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

55Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR-XR (Suspected)

01/11/1999 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1154841

Preferred Term Severity Report Description Treatment
Drug withdrawal syndrome
Paraesthesia Required 

Specialist 
Consultation

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 557 of 610

Case Number: Gender:
80.00Weight:

Onset of hypomania "switch" after 9 months of treatment - resistant depression following use of venlafaxine. one previous episode 
suggestive of hypomania bef ore onset of depression. patient also taking imipramine.

19/07/2000

Causality possibleNot yet recovered
20/03/1982DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

18Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

EPILIM (Suspected) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily75.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

07/04/2000 16/06/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1154964

Preferred Term Severity Report Description Treatment
Mania Hypomania

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 558 of 610

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.

20/07/2000

31/03/2000
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

42YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily300.0

EFEXOR-XR (Suspected)

01/03/2000 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1155230

Preferred Term Severity Report Description Treatment
Constipation Increase fibre in diet, coloxyl 

with senna.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 559 of 610

Case Number: Gender:
94.00Weight:

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.

28/07/2000

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

52YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralCapsule 300.0

EFEXOR-XR (Suspected)

01/05/1999 28/02/2000

Reason:

Anxiety neurosis

Stopped:Started:Batch:

Gram Daily OralTablet 1.0

XANAX (Suspected)

01/10/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1155574

Preferred Term Severity Report Description Treatment
Dermatitis bullous Phenergan.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 560 of 610

Case Number: Gender:
94.00Weight:

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.

28/07/2000

Causality possibleRecovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

52YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralCapsule 300.0

EFEXOR-XR (Suspected)

01/05/2000 28/06/2000

Reason:

Anxiety neurosis

Stopped:Started:Batch:

Gram Daily OralTablet 1.0

XANAX (Suspected)

01/10/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1155575

Preferred Term Severity Report Description Treatment
Pruritus
Rash maculo-papular Cortisone intravenous and oral 

for 1/52.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 561 of 610

Case Number: Gender:
Weight:

Patient had underlying secondary adrenocortical insufficiency. patient also taking folic acid, prednisone, digesic, rocaltrol, indocid, 
losec, plaquenil and doxepin.  the dosage start date is not necessarily accurate but indicates that start occurred sometime during 
the month. the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month. the 
dosage start date is not accurate but indicates that start occurred sometime during the year. the dosage start date is not 
necessarily accurate but indicates that start occurred sometime during the month.

31/07/2000

06/04/2000
Causality possibleDeath, maybe drug
22/08/1974DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

ALT = SGPT 5-40 08/10/1999 20
ALT = SGPT 5-40 03/04/2000 28
ALT = SGPT 5-40 07/04/2000 45
ALT = SGPT 5-40 21/06/2000 39
AST = SGOT 5-40 08/10/1999 19
AST = SGOT 5-40 03/04/2000 55
AST = SGOT 5-40 21/06/2000 105

Laboratory Investigations:

25Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Weekly12.5

METHOTREXATE (Suspected)

01/01/1992

Reason:

Stopped:Started:Batch:

Milligram Daily20.0

ARAVA (Suspected)

01/02/2000 11/06/2000

Reason:

Stopped:Started:Batch:

Milligram Daily600.0

CELEBREX (Suspected)

01/02/2000 11/06/2000

Reason:

Stopped:Started:Batch:

Milligram Daily225.0

EFEXOR (Suspected)

01/02/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1155716

Preferred Term Severity Report Description Treatment
Malaise Admitted feeling generally unwell.
Hepatitis Low grade hepatitis.
Anorexia Poor dietary intake.
Acidosis
Anaemia
Diarrhoea

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 562 of 610

Case Number: Gender:
Weight:

Patient had underlying secondary adrenocortical insufficiency. patient also taking folic acid, prednisone, digesic, rocaltrol, indocid, 
losec, plaquenil and doxepin.  the dosage start date is not necessarily accurate but indicates that start occurred sometime during 
the month. the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month. the 
dosage start date is not accurate but indicates that start occurred sometime during the year. the dosage start date is not 
necessarily accurate but indicates that start occurred sometime during the month.

31/07/2000

06/04/2000
Causality possibleDeath, maybe drug
22/08/1974DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

AST = SGOT 5-40 07/04/2000 79
Bilirubin 3-20 08/10/1999 9 Total bilirubin.
Bilirubin 3-20 03/04/2000 10 Total bilirubin.
Bilirubin 3-20 07/04/2000 16 Total bilirubin.
Bilirubin 3-20 21/06/2000 86 Total bilirubin.
Bilirubin < 7 08/10/1999 5 Conjugated bilirubin.
Bilirubin < 7 03/04/2000 SPU Conjugated bilirubin.

Laboratory Investigations:

25Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily30.0

MS CONTIN (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1155716

Preferred Term Severity Report Description Treatment
Hepatic failure Patient was admitted to 

hospital. given ceftriaxone im 
as oral antibiotics appeared not 
to have helped her symptoms. 
arava, methotrexate, celebrex 
and ms contin were ceased 
and the dosage of efexor was 
reduced to 75mg bd. she was 
due to retrial arava at 10mg 
daily. this retrial commenced 
on 1/6/2000 and was ceased 
again on 11/6/2000. similarly 
methotrexate and celebrex 
were briefly reintroduced for 
that period of time.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 563 of 610

Case Number: Gender:
Weight:

Patient had underlying secondary adrenocortical insufficiency. patient also taking folic acid, prednisone, digesic, rocaltrol, indocid, 
losec, plaquenil and doxepin.  the dosage start date is not necessarily accurate but indicates that start occurred sometime during 
the month. the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month. the 
dosage start date is not accurate but indicates that start occurred sometime during the year. the dosage start date is not 
necessarily accurate but indicates that start occurred sometime during the month.

31/07/2000

06/04/2000
Causality possibleDeath, maybe drug
22/08/1974DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Bilirubin < 7 07/04/2000 5 Conjugated bilirubin.
Bilirubin < 7 21/06/2000 65 Conjugated bilirubin.
GGT = SGGT = 
GGTP

5-65 08/10/1999 91
GGT = SGGT = 
GGTP

5-65 03/04/2000 295
GGT = SGGT = 
GGTP

5-65 21/06/2000 813
GGT = SGGT = 
GGTP

5-65 07/04/2000 447
Other data Laparoscopy in 1997 revealed a fatty liver macroscopically.

Laboratory Investigations:

25Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Weekly12.5

METHOTREXATE (Suspected)

01/01/1992

Reason:

Stopped:Started:Batch:

Milligram Daily20.0

ARAVA (Suspected)

01/02/2000 11/06/2000

Reason:

Stopped:Started:Batch:

Milligram Daily600.0

CELEBREX (Suspected)

01/02/2000 11/06/2000

Reason:

Stopped:Started:Batch:

Milligram Daily225.0

EFEXOR (Suspected)

01/02/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1155716

Preferred Term Severity Report Description Treatment
Hyperchloraemia
Vomiting

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 564 of 610

Case Number: Gender:
Weight:

Patient had underlying secondary adrenocortical insufficiency. patient also taking folic acid, prednisone, digesic, rocaltrol, indocid, 
losec, plaquenil and doxepin.  the dosage start date is not necessarily accurate but indicates that start occurred sometime during 
the month. the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month. the 
dosage start date is not accurate but indicates that start occurred sometime during the year. the dosage start date is not 
necessarily accurate but indicates that start occurred sometime during the month.

31/07/2000

06/04/2000
Causality possibleDeath, maybe drug
22/08/1974DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

SAP = ALP 30-115 08/10/1999 129
SAP = ALP 30-115 03/04/2000 126
SAP = ALP 30-115 07/04/2000 115
SAP = ALP 30-115 21/06/2000 260

Laboratory Investigations:

25Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily30.0

MS CONTIN (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1155716

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 565 of 610

Case Number: Gender:
Weight:

Patient stable on melleril and dothep, is transferred on to efexor after 3 day washout. patient also taking oroxine, calcitriol, solone, 
serevent and flixotide. allergy to morphine.

04/08/2000

14/05/2000
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

73YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

12/05/2000 15/05/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1155809

Preferred Term Severity Report Description Treatment
Nausea Nausea after 2 doses. Patient admitted to hospital. 

cease efexor, given amoxil 
500mg tds to cover on 
discharge.

Abdominal pain Rif pain.
Vomiting Vomiting after 3 doses.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 566 of 610

Case Number: Gender:
Weight:10/05/2000

30/01/2000
Causality possibleDeath
18/08/1937DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Electrocardiograph
y

Electrocardiogram taken 27.1.00, shortly before death had a qt 
interval of 13.8mm, which is prolonged.

Other data Post-mortem showed coronary artery disease, pulmonary 
oedema and signs of frontal lob dementia. further information: 
autopsy report stated that the direct cause of death was 
"combined effects of melleril toxicity and ischaemic hear 
disease".

Other data Proportion each factor contributed.

Laboratory Investigations:

62Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

SODIUM VALPROATE (Suspected) Reason:

Otr spec symp psychopathol nec

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

MELLERIL (Suspected)

21/01/2000 30/01/2000

Reason:

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1155821

Preferred Term Severity Report Description Treatment
Cardiac arrest
Electrocardiogram QT prolonged
Pulmonary oedema
Sudden death

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 567 of 610

Case Number: Gender:
Weight:10/05/2000

30/01/2000
Causality possibleDeath
18/08/1937DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data At post mortem the pathological features were of an 
arrthymia/cardiac death (cardiac arrest).  prolongation of the qt 
interval is associated with an increased risk of heart arrthymias 
and sudden death.  so is coronary artery narrowing.  the 
deceased had both.  both appeared to be significant.  they both 
probably contributed to death, however it is impossible to say 
what

Laboratory Investigations:

62Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

SODIUM VALPROATE (Suspected) Reason:

Otr spec symp psychopathol nec

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

MELLERIL (Suspected)

21/01/2000 30/01/2000

Reason:

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1155821

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 568 of 610

Case Number: Gender:
Weight:10/05/2000

30/01/2000
Causality possibleDeath
18/08/1937DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Pharmacokinetics Toxicology results showed melleril concentration - 3.8mg/l. 
thioridazine - therapeutic blood level: 0.05-5mg/l, toxic blood 
range: 1-5mg/l and reported fatal range: >2mg/l.   blood 
(preserv.) 3.8mg/l. venlafaxine - therapeutic blood level: 
0.033-0.0597mg, toxic blood range n/a and reported fatal range: 
>6mg/l.  blood (preserv.) 0.7mg/l.

Pharmacokinetics Valproic acid - therapeutic blood level: 40-100mg/l, toxic blood 
range: 45-135mg/l and reported fatal range: 389mg/l.  blood 
(preserv.) 10mg/l.Potassium Potassium was normal several days prior to death.

Laboratory Investigations:

62Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

SODIUM VALPROATE (Suspected) Reason:

Otr spec symp psychopathol nec

Stopped:Started:Batch:

Milligram Daily OralTablet 600.0

MELLERIL (Suspected)

21/01/2000 30/01/2000

Reason:

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1155821

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 569 of 610

Case Number: Gender:
Weight:

Sequelae: on 6/4/00 second epistaxis, visited emergency department.  warfarin to continue as pt as had avr. patient hypertensive 
in emergency dept-210/110. patient recovered 2/4/00.

04/08/2000

02/04/2000
Causality possibleRecovered
12/01/1920DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

80Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily2.0

MAREVAN (Suspected)

CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralOral application 37.5

VENLAFAXINE HYDROCHLORIDE (Suspected)

CONTIN

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 250.0

LITHICARB (Suspected)

CONTIN

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1155829

Preferred Term Severity Report Description Treatment
Epistaxis 1-2 cups blood lost. Pressure applied locally, gtn 

patch applied.  patient was 
hospitalised,

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 570 of 610

Case Number: Gender:
62.00Weight:

Positive rechallenge - fatigue

07/08/2000

Causality certainUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

24YAge:

Additional Information:

Medicine Details:
Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR-XR (Suspected)

22/06/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1155879

Preferred Term Severity Report Description Treatment
Anorexia
Anxiety
Confusional state
Coordination abnormal
Depersonalisation
Depression
Dizziness
Euphoric mood
Mania
Myalgia
Vomiting

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 571 of 610

Case Number: Gender:
62.00Weight:07/08/2000

Causality probableUnknown
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

24YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily150.0

EFEXOR-XR (Suspected)

08/07/2000 15/07/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1155880

Preferred Term Severity Report Description Treatment
Dehydration
Drug withdrawal syndrome
Dysgeusia
Nausea
Tachycardia
Tremor

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 572 of 610

Case Number: Gender:
53.00Weight:

Symptoms occurred 17 days after commencement of venlafaxine therapy. patient also taking - heparin, coloxyl with senna and 
panadol or panadeine.

08/08/2000

27/07/2000
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Electrolytes Serum sodium-119 mnol/l

Laboratory Investigations:

93YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralCapsule 150.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

11/07/2000 31/07/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1155974

Preferred Term Severity Report Description Treatment
Hyponatraemia Severe Severe hyponatraemia. became confused 

and drawsy.
Venlafaxine ceased. fluid 
restriction. date of recovery 
31/07/2000.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 573 of 610

Case Number: Gender:
44.00Weight:10/08/2000

05/08/2000
Causality probableRecovered
14/10/1956DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

43Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily37.5

EFEXOR (Suspected)

05/08/2000 05/08/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1156193

Preferred Term Severity Report Description Treatment
Pain Pains in thighs, legs buckling.
Chest pain Retrosternal discomfort.
Flatulence
Nausea Required a visit to doctor. 

efexor ceased. date of 
recovery: 7/8/2000.Salivary hypersecretion

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 574 of 610

Case Number: Gender:
70.00Weight:14/08/2000

10/05/2000
Causality possibleNot yet recovered
25/02/1976DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

24Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR-XR (Suspected)

28/02/2000 25/07/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1156294

Preferred Term Severity Report Description Treatment
Gynaecomastia Required a visit to doctor.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 575 of 610

Case Number: Gender:
96.00Weight:

Patient also taking actrapid, protaphane and thyroxine.  - the date of onset is not necessarily accurate but indicates that onset 
occurred sometime during the month.

18/08/2000

31/12/1999
Causality possibleNot yet recovered
17/12/1940DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

59Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

As necessary0.0

VALIUM (Suspected)

L TERM

Reason:

Depression

Stopped:Started:Batch:

As necessary0.0

XANAX (Suspected)

L TERM

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily150.0

EFEXOR (Suspected)

L TERM

Reason:

Hospitalisation:

Report Details:
Seq: 1156500

Preferred Term Severity Report Description Treatment
Extrapyramidal disorder Parkinsonian type symptoms. Required a visit to doctor. 

efexor, valium and xanax 
discontinued with 50% 
decrease in symptoms.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 576 of 610

Case Number: Gender:
Weight:18/08/2000

09/08/2000
Causality possibleRecovered
17/12/1957DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Neutrophils Low neutrophils 1.4.
White blood cells W.c.c. 3.3.

Laboratory Investigations:

42Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

EFEXOR-XR (Suspected)

03/08/2000

Reason:

Stopped:Started:Batch:

Milligram Daily20.0

ZYPREXA (Suspected)

10/08/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1156508

Preferred Term Severity Report Description Treatment
Leukopenia Date of recovery: 14/8/2000.
Neutropenia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 577 of 610

Case Number: Gender:
69.00Weight:

Patient is reluctant to take more antidepressants.

24/08/2000

Causality probableRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

24YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralCapsule 75.0

EFEXOR-XR (Suspected)

15/08/2000 18/08/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1156896

Preferred Term Severity Report Description Treatment
Paraesthesia Efexor caused him to feel cold. Efexor-xr ceased. reaction 

continued 4 days after 
stopping.Tremor Hand tremor.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 578 of 610

Case Number: Gender:
Weight:

Patient was also taking enalapril, zoladex depot, aspirin, diltiazem cd, frusemide, pro-banthine, ventolin, serevent. fe deficiency 
anaemia diagnosed on admission.

29/08/2000

19/08/2000
Causality possibleRecovered
20/09/1920DOB:

U
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Haemoglobin 19/08/2000 9.7

Laboratory Investigations:

79Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily37.5

EFEXOR (Suspected)

18/08/2000 20/08/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1157152

Preferred Term Severity Report Description Treatment
Chest pain Efexor was ceased and 

ferro-gradumet started.  
patient was hospitalised.

Dyspnoea

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 579 of 610

Case Number: Gender:
69.00Weight:

Patient experienced symptoms with increased of efexor xr.

04/09/2000

29/06/2000
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

44YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily150.0

EFEXOR-XR (Suspected)

05/04/2000 10/08/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1157348

Preferred Term Severity Report Description Treatment
Micturition disorder Ceased efexor xr.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 580 of 610

Case Number: Gender:
Weight:

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

11/09/2000

31/08/2000
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

50YAge:

Additional Information:

Medicine Details:
Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily OralCapsule 75.0

EFEXOR-XR (Suspected)

01/12/1999 28/08/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1157654

Preferred Term Severity Report Description Treatment
Drug withdrawal syndrome Throbbing of eyes - no pain. Tappered down for 8 weeks - 

1/4 2 weeks - off 2 weeks then 
discontinued.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 581 of 610

Case Number: Gender:
Weight:

Patient also taking propranolol, zolmitriptan, mersyndol, venlafaxine.

13/09/2000

01/08/2000
Causality possibleRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

ADAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Total IntramuscularInjection 100.0

PHENERGAN (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily IntramuscularInjection 10.0

MORPHINE NOS (Suspected) Reason:

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected) Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1157774

Preferred Term Severity Report Description Treatment
Catatonia Admission to icu, rehydration - 

fasciotomy performed  to treat 
compartment syndrome. 
efexor ceased.

Myalgia
Rhabdomyolysis

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 582 of 610

Case Number: Gender:
85.00Weight:

Patient experienced symptoms 5 hours after taking efexor-xr. patient was also taking karvea, dapatab. allergy to flopen -urticaria.

18/09/2000

14/09/2000
Causality possibleNot yet recovered
29/11/1967DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

32Age:

Additional Information:

Medicine Details:
Anxiety neurosis

Stopped:Started:Batch:

Milligram Daily OralTablet 75.0

EFEXOR-XR (Suspected)

13/09/2000 14/09/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1157835

Preferred Term Severity Report Description Treatment
Coordination abnormal Being off balance, floating. Ceased efexor.  required a 

visit to doctor.
Vertigo
Yawning

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 583 of 610

Case Number: Gender:
Weight:

Started efexor at 75mg daily and increased to 150mg daily after 7 days. used efexor 2-3 years previously with some anxiety and 
agitation occuring.  the dosage start date is not necessarily accurate but indicates that start occurred sometime during the month.

20/09/2000

28/08/2000
Causality possibleRecovered
05/02/1968DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Electrocardiograph
y

An ecg showed sinus tachycardia

Laboratory Investigations:

32Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily150.0

EFEXOR (Interaction)

20/08/2000 30/08/2000

Reason:

Stopped:Started:Batch:

Milligram Daily15.0

DEXAMPHETAMINE SULPHATE (Interaction)

01/02/2000 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1157904

Preferred Term Severity Report Description Treatment
Muscle contractions involuntary Inducible ankle clonus
Agitation Ceased dexamphetamine and 

venlafaxine, cyproheptadine 
given.Anxiety

Chills
Convulsion
Hyperhidrosis
Hyperreflexia
Hypertonia
Tachycardia
Tremor

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 584 of 610

Case Number: Gender:
Weight:

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

20/09/2000

28/08/2000
Causality possibleRecovered
05/02/1968DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

32Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

CITALOPRAM HYDROBROMIDE (Interaction) Reason:

Stopped:Started:Batch:

Milligram Daily150.0

THIORIDAZINE HYDROCHLORIDE (Interaction) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily150.0

EFEXOR (Interaction)

20/08/2000 30/08/2000

Reason:

Stopped:Started:Batch:

Milligram Daily15.0

DEXAMPHETAMINE SULPHATE (Interaction)

01/02/2000 CONTIN

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1157905

Preferred Term Severity Report Description Treatment
Tachycardia Hr was 140 beats/minute.
Hypertonia Occasional muscle jerks.
Serotonin syndrome Serotonergic syndrome. Patient was hospitalised. date 

of recovery 30.8.00. treated 
with periactin 8mg po.

Anxiety
Chills
Hypertonia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 585 of 610

Case Number: Gender:
70.00Weight:

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.

25/09/2000

Causality possibleUnknown
19/03/1944DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

56Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily75.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

01/03/2000 28/09/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1157993

Preferred Term Severity Report Description Treatment
Drug ineffective
Thinking abnormal

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 586 of 610

Case Number: Gender:
70.00Weight:

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.

25/09/2000

Causality possibleUnknown
19/03/1944DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

56Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily75.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

01/03/2000 28/09/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1157994

Preferred Term Severity Report Description Treatment
Paraesthesia Flushing "popping" sensation
Gastrointestinal disorder Gastric flu like effect
Dizziness
Drug withdrawal syndrome
Headache
Insomnia

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 587 of 610

Case Number: Gender:
Weight:

Same reaction occurred on rechallenge with venlafaxine.

25/09/2000

30/08/2000
Causality certainRecovered
09/01/1946DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

54Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily300.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

16/08/2000 08/09/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1157996

Preferred Term Severity Report Description Treatment
Pruritus Required a visit to doctor.
Rash

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 588 of 610

Case Number: Gender:
55.00Weight:

Patient also taking celebrex, atrovent, ventolin, becloforte.

27/09/2000

25/09/2000
Causality possibleNot yet recovered
30/10/1958DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

41Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Dose Unspecified 1 time1.0

EFEXOR (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1158105

Preferred Term Severity Report Description Treatment
Anxiety
Dizziness
Headache
Nausea
Vomiting

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 589 of 610

Case Number: Gender:
81.00Weight:27/09/2000

15/09/2000
Causality possibleRecovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

68YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Interaction)

09/07/1999 CONTIN

Reason:

Unspecified arthritis

Stopped:Started:Batch:

Milligram Daily200.0

CELEBREX (Interaction)

17/08/2000 14/09/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1158137

Preferred Term Severity Report Description Treatment
Thinking abnormal Affected thought patters.
Insomnia Couldn't sleep.
Agitation Very agitated. Celebrex ceased.
Depression Very depressed.
Fatigue
Nausea

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 590 of 610

Case Number: Gender:
80.00Weight:29/09/2000

06/06/2000
Causality probableRecovered
19/08/1944DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

55Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

06/06/2000 06/06/2000

Reason:

Hospitalisation: Admitted to hospital

Report Details:
Seq: 1158160

Preferred Term Severity Report Description Treatment
Delirium
Hallucination Patient hospitalised, date of 

recovery 08/06/00

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 591 of 610

Case Number: Gender:
Weight:

Medical history - multiple sclerosis.

05/10/2000

20/09/2000
Causality possibleNot yet recovered

DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

44YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR (Suspected)

13/09/2000 20/09/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1158255

Preferred Term Severity Report Description Treatment
Myalgia
Paraesthesia Efexor stopped.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 592 of 610

Case Number: Gender:
Weight:

Patient also taking famotidine and frusemide. sequelae:  falls. history:  chronic depression and dementia.  the dosage start date is 
not necessarily accurate but indicates that start occurred sometime during the month.

09/10/2000

28/08/2000
Causality possibleUnknown
03/05/1927DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

73Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily2.5

OLANZAPINE (Suspected)

01/10/1999 28/08/2000

Reason:

Depression

Stopped:Started:Batch:

Milligram Daily37.5

VENLAFAXINE HYDROCHLORIDE (Suspected)

28/08/2000 29/08/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1158345

Preferred Term Severity Report Description Treatment
Confusional state
Hypotension Olanzapine and venlafaxine 

ceased.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 593 of 610

Case Number: Gender:
72.00Weight:

Medications were used separately - in sequence.

06/10/2000

Causality possibleNot yet recovered
09/02/1971DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

29Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily375.0

VENLAFAXINE HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1158350

Preferred Term Severity Report Description Treatment
Paraesthesia Severe Severe electric shock sensations through 

body.Drug withdrawal syndrome Significant withdrawal despite slow dose 
reduction

Required a visit to doctor.
Diarrhoea
Headache
Nausea

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 594 of 610

Case Number: Gender:
69.00Weight:

Patient also taking - hrt. symptom occurred after efexor therapy was increased from 75mg to 150mg.

18/10/2000

15/09/2000
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

53YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily150.0

EFEXOR (Suspected)

24/08/2000 05/10/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1158642

Preferred Term Severity Report Description Treatment
Hypertonia L/side of mouth,involuntary faced grimacy? 

trismus
Venlafexine ceased. date of 
recovery 13/10/2000.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 595 of 610

Case Number: Gender:
Weight:20/10/2000

30/07/2000
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Lymphocytes 1-4 X10E9/L 25/07/2000 1.0
Lymphocytes 1-4 X10E9/L 30/07/2000 0.9
Lymphocytes 1-4 X10E9/L 07/09/2000 0.9
Neutrophils 1.8-8 X10E9/L 25/07/2000 5.4
Neutrophils 1.8-8 X10E9/L 30/07/2000 2.0
Neutrophils 1.8-8 X10E9/L 07/09/2000 1.3
White blood cells 4-11 X10E9/L 25/07/2000 7

Laboratory Investigations:

25YAge:

Additional Information:

Medicine Details:
Manic depressive psycho, depre

Stopped:Started:Batch:

Milligram Daily OralTablet 2.0

RISPERDAL (Suspected)

25/07/2000 21/09/2000

Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 225.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

18/07/2000 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1158723

Preferred Term Severity Report Description Treatment
Leukopenia Risperdal ceased

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 596 of 610

Case Number: Gender:
Weight:20/10/2000

30/07/2000
Causality possibleNot yet recovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

White blood cells 4-11 X10E9/L 30/07/2000 3.5
White blood cells 4-11 X10E9/L 07/09/2000 2.5
White blood cells 4-11 X10E9/L 25/09/2000 5.4
White blood cells 4-11 X10E9/L 29/09/2000 3.1
White blood cells 4-11 X10E9/L 06/10/2000 2.7
White blood cells 4-11 X10E9/L 13/10/2000 3.6

Laboratory Investigations:

25YAge:

Additional Information:

Medicine Details:
Manic depressive psycho, depre

Stopped:Started:Batch:

Milligram Daily OralTablet 2.0

RISPERDAL (Suspected)

25/07/2000 21/09/2000

Reason:

Stopped:Started:Batch:

Milligram Daily OralOral application 225.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

18/07/2000 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1158723

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 597 of 610

Case Number: Gender:
70.00Weight:

Previous allergic reaction to vancomycin - rash.

23/10/2000

10/10/2000
Causality probableRecovered
17/10/1983DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

16Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralOral application 37.5

VENLAFAXINE HYDROCHLORIDE (Suspected)

10/10/2000 10/10/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1158763

Preferred Term Severity Report Description Treatment
Anaphylactoid reaction Life 

threatening
Life threatening Date of recovery 10/10/00

Angioedema Upper airways swelling
Hypotension

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 598 of 610

Case Number: Gender:
60.00Weight:

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

03/11/2000

Causality possibleNot yet recovered
21/08/1946DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

54Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

EFEXOR (Suspected)

01/07/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1159015

Preferred Term Severity Report Description Treatment
Xerophthalmia Severe Severe dry eyes. Given ocular lubricants. 

required a visit to doctor. efexor 
ceased.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 599 of 610

Case Number: Gender:
50.00Weight:

Patient also taking digoxin, warfarin, glibenclamide. 6 months deterioration since increase dose of drug.  the dosage start date is 
not accurate but indicates that start occurred sometime during the year.

08/11/2000

Causality probableRecovered
DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Electroencephalog
raphy

Slow wave encephalopathy on eeg.

Laboratory Investigations:

76YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily225.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

01/01/1999 20/10/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1159139

Preferred Term Severity Report Description Treatment
Anorexia
Confusional state
Coordination abnormal
Encephalopathy
Extrapyramidal disorder

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 600 of 610

Case Number: Gender:
Weight:08/11/2000

27/10/2000
Causality possibleUnknown
13/02/1944DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

56Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

0.0

MOCLOBEMIDE (Suspected) Reason:

Othr&unspec metabolic diseases

Stopped:Started:Batch:

Milligram Daily OralTablet 20.0

PRAVACHOL (Suspected) Reason:

Chron isch heart dis no hyper

Stopped:Started:Batch:

Milligram Daily OralTablet 100.0

CARTIA (Suspected) Reason:

Chron isch heart dis no hyper

Stopped:Started:Batch:

Milligram Daily OralOral application 180.0

DILTIAZEM HYDROCHLORIDE (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1159143

Preferred Term Severity Report Description Treatment
Ventricular tachycardia Had ceased moclobemide.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 601 of 610

Case Number: Gender:
Weight:08/11/2000

27/10/2000
Causality possibleUnknown
13/02/1944DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Laboratory Investigations:

56Age:

Additional Information:

Medicine Details:
Essential benign hypertension

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

IRBESARTAN (Suspected) Reason:

Depression

Stopped:Started:Batch:

Milligram Daily112.0

EFEXOR (Suspected) Reason:

Hospitalisation:

Report Details:
Seq: 1159143

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 602 of 610

Case Number: Gender:
50.00Weight:

Patient was also taking aropax, chemotherapy. 1 tablet of efexor was only being ingested. patient recovered 7/11/00.

16/11/2000

30/10/2000
Causality probableRecovered

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

45YAge:

Additional Information:

Medicine Details:
Menopausal symptoms

Stopped:Started:Batch:

Milligram 1 time OralTablet 37.5

EFEXOR (Suspected)

30/10/2000 31/10/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1159290

Preferred Term Severity Report Description Treatment
Angioedema Throat swelling
Nausea

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:11AM Database: pusime02 ADRS004 Page 603 of 610

Case Number: Gender:
Weight:

Patient also taking stemetil, nifedipine, gliclazide, thyroxine, imdur, atenol ol, aspirin, clopidogrel, lisinopril, atorvastatin.

16/11/2000

23/10/2000
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Sodium 25/10/2000 110

Laboratory Investigations:

69YAge:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram 1 time75.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

23/10/2000

Reason:

Stopped:Started:Batch:

Milligram Daily300.0

MOCLOBEMIDE (Suspected)

25/10/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1159299

Preferred Term Severity Report Description Treatment
Agitation
Confusional state Venlafaxime and moclobemide 

ceased.
Headache
Hyponatraemia
Nausea
Tremor

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:12AM Database: pusime02 ADRS004 Page 604 of 610

Case Number: Gender:
60.00Weight:

Patient also taking epilim. diane 35. one day of efexor missed. next day dose delayed by 12 hrs.  the dosage start date is not 
necessarily accurate but indicates that start occurred sometime during the month.

20/11/2000

11/01/2000
Causality possibleNot yet recovered
19/01/1978DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

21Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily75.0

EFEXOR-XR (Suspected)

01/11/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1159426

Preferred Term Severity Report Description Treatment
Agitation
Drug withdrawal syndrome Required a visit to doctor.
Flushing
Headache

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:12AM Database: pusime02 ADRS004 Page 605 of 610

Case Number: Gender:
70.00Weight:

Patient also taking humulog, atenolol, norvasc, aspirin, cartia and lipitor.

27/11/2000

08/11/2000
Causality probableRecovered
09/01/1944DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

56Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily150.0

EFEXOR-XR (Suspected)

08/11/2000 08/11/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1159525

Preferred Term Severity Report Description Treatment
Hypoglycaemia Acute hypoglycemia. Patient was hospitalised. date 

of recovery 11.11.00. required 
a visit to doctor.

Diarrhoea Diarrhoea for 36 hours.
Nausea

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:12AM Database: pusime02 ADRS004 Page 606 of 610

Case Number: Gender:
Weight:

Patient was 12 weeks gestation.  ultrasound showed a missed abortion with a fetal pole of approximately 9 weeks.  the dosage 
start date is not necessarily accurate but indicates that start occurred sometime during the month.

27/11/2000

06/06/2000
Causality possibleUnknown

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

20YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralCapsule 300.0

EFEXOR-XR (Suspected)

01/07/1999

Reason:

Hospitalisation:

Report Details:
Seq: 1159652

Preferred Term Severity Report Description Treatment
Intra-uterine death Foetal death in utero Patient had a d & c performed, 

anti d was administered.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:12AM Database: pusime02 ADRS004 Page 607 of 610

Case Number: Gender:
80.00Weight:

Sequelae: decreased visual accuity. nil prior history of glaucoma. previous trials of ssri's, nil problems. patient also taking sodium 
valproate and lithium slow release.

15/12/2000

13/11/2000
Causality possibleRecovered with sequelae

DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Other data On admission, intraocular pressures were 16 mmhg in the right 
and 50 mmhg in the left eye, and gonioscopy revealed closed 
angles (grade 1-2).

Laboratory Investigations:

45YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily75.0

VENLAFAXINE HYDROCHLORIDE (Suspected)

09/11/2000 17/11/2000

Reason:

Unspecified psychosis

Stopped:Started:Batch:

Milligram Daily150.0

CHLORPROMAZINE HYDROCHLORIDE (Suspected)

06/11/2000 23/11/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1160045

Preferred Term Severity Report Description Treatment
Glaucoma Bilateral acute angle closure glaucoma. Acute treatment, bilateral 

iridotomy, timolol, iv mannitol, 
topical apraclonidine hcl, 
latanoprost and pilocarpine.

Mydriasis Fixed and dilated pupil
Eye pain Retro-orbital pain
Visual disturbance Visual acuity reduced
Nausea
Vomiting

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:12AM Database: pusime02 ADRS004 Page 608 of 610

Case Number: Gender:
51.00Weight:

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

21/12/2000

17/12/2000
Causality possibleNot yet recovered
15/01/1957DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

43Age:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralCapsule 420.0

EFEXOR-XR (Interaction)

01/08/2000

Reason:

Smoker

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

ZYBAN SR (Interaction)

13/12/2000 18/12/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1160133

Preferred Term Severity Report Description Treatment
Serotonin syndrome Required a visit to doctor.

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:12AM Database: pusime02 ADRS004 Page 609 of 610

Case Number: Gender:
Weight:

Patient's doctor suspects systemic lupus erythematous. acute polyarthritis since early september 2000, involving wrists, hands, 
elbows, knees, shoulders, and feet. the patient's fingers have become swollen and discoloured.  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.

03/11/2000

07/09/2000
Causality possibleNot yet recovered
31/12/1964DOB:

M
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details

Immunology Serology consistent with sle (systemic lupus erythematous). anti 
- ds dna(?) 22 (range 0-6), antinuclear antibody (ana) detected 
1:2560

Laboratory Investigations:

35Age:

Additional Information:

Medicine Details:

Stopped:Started:Batch:

Milligram Daily OralTablet 300.0

TEGRETOL (Suspected)

01/05/2000 28/10/2000

Reason:

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

EFEXOR-XR (Suspected)

01/08/2000 CONTIN

Reason:

Hospitalisation:

Report Details:
Seq: 1160178

Preferred Term Severity Report Description Treatment
Arthritis Acute polyarthritis Prednisolone, brufen.
Antinuclear antibody positive

Causality:



  Date Range: 1 Jan 1989 To 31 Dec 2000  Unclear causality excluded  GM medicines Only  Tradenames: 
EFEXOR,EFEXOR-XR,VENLAFAXINE HYDROCHLORIDE

THERAPEUTIC GOODS ADMINISTRATION  
Public Case Detail

Report Run : 01/08/2007 08:12AM Database: pusime02 ADRS004 Page 610 of 610

Case Number: Gender:
120.00Weight:

36 year old female in 1st full term pregnancy (3 prior miscariages) delivered 22/11/00 a baby with fallott's tetralogy. patient also 
taking ventolin, atrovent, serevent, flixotide, theodur, zantac.

28/12/2000

Causality possibleNot yet recovered
DOB:

F
Reported:

Onset Date:
Outcome:

Reaction Details:

Date Type Range Date Tested Result Details
Laboratory Investigations:

36YAge:

Additional Information:

Medicine Details:
Depression

Stopped:Started:Batch:

Milligram Daily OralTablet 150.0

EFEXOR (Suspected)

01/10/2000

Reason:

Hospitalisation:

Report Details:
Seq: 1160337

Preferred Term Severity Report Description Treatment
Transposition of the great vessels Baby has fallot's tetralogy

Causality:


	107419
	1

	108358
	1

	108358
	1

	108519
	1

	108519
	1

	108798
	1

	110307
	1

	110506
	1

	110709
	1

	110726
	1

	111185
	1

	111185
	1

	111212
	1

	111281
	1

	111461
	1

	111489
	1

	111489
	1

	111552
	1

	111692
	1

	111733
	1

	111760
	1

	111772
	1

	111867
	1

	111976
	1

	112176
	1

	112176
	1

	112176
	1

	112179
	1

	112180
	1

	112626
	1

	112677
	1

	112695
	1

	112695
	1

	112750
	1

	112944
	1

	113265
	1

	113421
	1

	113548
	1

	113587
	1

	113650
	1

	113782
	1

	113987
	1

	114025
	1

	114025
	1

	114100
	1

	114365
	1

	114366
	1

	114367
	1

	114368
	1

	114369
	1

	114431
	1

	114479
	1

	114764
	1

	114764
	1

	114835
	1

	114923
	1

	114960
	1

	115129
	1

	115141
	1

	115149
	1

	115159
	1

	115240
	1

	115243
	1

	115262
	1

	115262
	1

	115438
	1

	115451
	1

	115485
	1

	115494
	1

	115494
	1

	115612
	1

	115710
	1

	115711
	1

	115711
	1

	115823
	1

	115828
	1

	115840
	1

	115862
	1

	115862
	1

	115894
	1

	116021
	1

	116022
	1

	116033
	1

	116048
	1

	116088
	1

	116090
	1

	116090
	1

	116112
	1

	116131
	1

	116139
	1

	116181
	1

	116346
	1

	116412
	1

	116477
	1

	116628
	1

	116628
	1

	116629
	1

	116690
	1

	116692
	1

	116693
	1

	116724
	1

	116724
	1

	116726
	1

	116726
	1

	116729
	1

	116784
	1

	116801
	1

	116801
	1

	116819
	1

	116822
	1

	116876
	1

	116876
	1

	117041
	1

	117094
	1

	117123
	1

	117171
	1

	117233
	1

	117288
	1

	117304
	1

	117344
	1

	117385
	1

	117576
	1

	117576
	1

	117613
	1

	117630
	1

	117717
	1

	117736
	1

	117779
	1

	117813
	1

	117825
	1

	117858
	1

	117891
	1

	117944
	1

	117944
	1

	117969
	1

	118022
	1

	118022
	1

	118022
	1

	118022
	1

	118160
	1

	118194
	1

	118213
	1

	118278
	1

	118294
	1

	118340
	1

	118342
	1

	118343
	1

	118380
	1

	118416
	1

	118445
	1

	118703
	1

	118732
	1

	118744
	1

	118795
	1

	118930
	1

	119127
	1

	119368
	1

	119503
	1

	119591
	1

	119644
	1

	119654
	1

	119655
	1

	119655
	1

	119745
	1

	119762
	1

	119859
	1

	119878
	1

	119879
	1

	119903
	1

	119930
	1

	120027
	1

	120061
	1

	120105
	1

	120156
	1

	120164
	1

	120164
	1

	120171
	1

	120249
	1

	120266
	1

	120295
	1

	120295
	1

	120326
	1

	120336
	1

	120337
	1

	120540
	1

	120619
	1

	120619
	1

	120670
	1

	120670
	1

	120682
	1

	120682
	1

	120682
	1

	120701
	1

	120701
	1

	120701
	1

	120976
	1

	121036
	1

	121048
	1

	121181
	1

	121194
	1

	121226
	1

	121281
	1

	121390
	1

	121424
	1

	121459
	1

	121538
	1

	121578
	1

	121620
	1

	121746
	1

	121805
	1

	122014
	1

	122021
	1

	122022
	1

	122044
	1

	122155
	1

	122245
	1

	122301
	1

	122342
	1

	122599
	1

	122779
	1

	122806
	1

	122806
	1

	122884
	1

	123238
	1

	123322
	1

	123367
	1

	123406
	1

	123407
	1

	123452
	1

	123452
	1

	123679
	1

	123819
	1

	123923
	1

	124419
	1

	124451
	1

	124470
	1

	124549
	1

	124660
	1

	124725
	1

	124782
	1

	124933
	1

	125006
	1

	125117
	1

	125240
	1

	125376
	1

	125419
	1

	125588
	1

	125601
	1

	125668
	1

	125868
	1

	125920
	1

	126209
	1

	126209
	1

	126224
	1

	126272
	1

	126425
	1

	126486
	1

	126491
	1

	126491
	1

	126558
	1

	126739
	1

	126739
	1

	127069
	1

	127070
	1

	127078
	1

	127078
	1

	127078
	1

	127078
	1

	127102
	1

	127135
	1

	127163
	1

	127163
	1

	127164
	1

	127216
	1

	127321
	1

	127379
	1

	127415
	1

	127415
	1

	127646
	1

	127698
	1

	127699
	1

	127848
	1

	127992
	1

	128026
	1

	128272
	1

	128335
	1

	128344
	1

	128460
	1

	128656
	1

	128732
	1

	128769
	1

	128778
	1

	128778
	1

	128959
	1

	129011
	1

	129219
	1

	129673
	1

	129673
	1

	129738
	1

	130080
	1

	130217
	1

	130365
	1

	130441
	1

	130441
	1

	130514
	1

	130514
	1

	130551
	1

	130638
	1

	130698
	1

	130787
	1

	130817
	1

	130847
	1

	131153
	1

	131191
	1

	131210
	1

	131212
	1

	131299
	1

	131621
	1

	131751
	1

	131851
	1

	132715
	1

	132715
	1

	132715
	1

	133046
	1

	133046
	1

	133053
	1

	133058
	1

	133185
	1

	133216
	1

	133616
	1

	133616
	1

	133631
	1

	133652
	1

	133662
	1

	133681
	1

	133689
	1

	133738
	1

	133822
	1

	134032
	1

	134086
	1

	134086
	1

	134205
	1

	134346
	1

	134376
	1

	134376
	1

	134447
	1

	134475
	1

	134475
	1

	134476
	1

	134476
	1

	134483
	1

	134510
	1

	134510
	1

	134709
	1

	134909
	1

	134909
	1

	134909
	1

	134909
	1

	134972
	1

	134972
	1

	134995
	1

	135046
	1

	135050
	1

	135060
	1

	135062
	1

	135062
	1

	135070
	1

	135070
	1

	135188
	1

	135214
	1

	135255
	1

	135255
	1

	135290
	1

	135290
	1

	135312
	1

	135384
	1

	135414
	1

	135705
	1

	135705
	1

	136118
	1

	136209
	1

	136209
	1

	136228
	1

	136228
	1

	136308
	1

	136575
	1

	136727
	1

	136972
	1

	136973
	1

	136997
	1

	137068
	1

	137072
	1

	137081
	1

	137119
	1

	137133
	1

	137133
	1

	137168
	1

	137168
	1

	137252
	1

	137277
	1

	137303
	1

	137326
	1

	137338
	1

	137338
	1

	137606
	1

	137717
	1

	137717
	1

	137722
	1

	137723
	1

	137739
	1

	137984
	1

	137987
	1

	137987
	1

	138011
	1

	138257
	1

	138284
	1

	138491
	1

	138913
	1

	138935
	1

	139337
	1

	139341
	1

	139565
	1

	139789
	1

	140321
	1

	140327
	1

	140333
	1

	140502
	1

	140513
	1

	140864
	1

	141204
	1

	141340
	1

	141406
	1

	141407
	1

	141930
	1

	142178
	1

	142179
	1

	142405
	1

	142524
	1

	142606
	1

	142707
	1

	142735
	1

	142737
	1

	142852
	1

	142924
	1

	142954
	1

	143257
	1

	143278
	1

	143278
	1

	143378
	1

	143470
	1

	143500
	1

	143794
	1

	143823
	1

	143846
	1

	144006
	1

	144089
	1

	144152
	1

	144174
	1

	144175
	1

	144176
	1

	144425
	1

	144473
	1

	144474
	1

	144503
	1

	144533
	1

	144650
	1

	144713
	1

	144745
	1

	144823
	1

	144857
	1

	144857
	1

	144857
	1

	144885
	1

	144897
	1

	144904
	1

	144958
	1

	145031
	1

	145045
	1

	145167
	1

	145220
	1

	145232
	1

	145336
	1

	145351
	1

	145356
	1

	145852
	1

	145962
	1

	146081
	1

	146558
	1

	146918
	1

	146918
	1

	146930
	1

	147089
	1

	147280
	1

	147552
	1

	147790
	1

	148263
	1

	148502
	1

	148523
	1

	148556
	1

	148800
	1

	148997
	1

	149012
	1

	149020
	1

	149400
	1

	149439
	1

	149462
	1

	149463
	1

	149464
	1

	149655
	1

	149758
	1

	149856
	1

	149857
	1

	150337
	1

	150412
	1

	150415
	1

	150487
	1

	150511
	1

	150599
	1

	150674
	1

	150792
	1

	150793
	1

	150794
	1

	150803
	1

	150834
	1

	150933
	1

	151265
	1

	151300
	1

	151621
	1

	151734
	1

	151814
	1

	151937
	1

	152082
	1

	152097
	1

	152196
	1

	152403
	1

	152578
	1

	152579
	1

	152638
	1

	152646
	1

	152738
	1

	152801
	1

	152918
	1

	153074
	1

	153469
	1

	153581
	1

	153897
	1

	153917
	1

	153993
	1

	153994
	1

	154187
	1

	154200
	1

	154497
	1

	154552
	1

	154784
	1

	154798
	1

	154841
	1

	154964
	1

	155230
	1

	155574
	1

	155575
	1

	155716
	1

	155716
	1

	155716
	1

	155716
	1

	155809
	1

	155821
	1

	155821
	1

	155821
	1

	155829
	1

	155879
	1

	155880
	1

	155974
	1

	156193
	1

	156294
	1

	156500
	1

	156508
	1

	156896
	1

	157152
	1

	157348
	1

	157654
	1

	157774
	1

	157835
	1

	157904
	1

	157905
	1

	157993
	1

	157994
	1

	157996
	1

	158105
	1

	158137
	1

	158160
	1

	158255
	1

	158345
	1

	158350
	1

	158642
	1

	158723
	1

	158723
	1

	158763
	1

	159015
	1

	159139
	1

	159143
	1

	159143
	1

	159290
	1

	159299
	1

	159426
	1

	159525
	1

	159652
	1

	160045
	1

	160133
	1

	160178
	1

	160337
	1


