THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 150889 Seq: 1 Gender: F
Reported: 28/03/2000 Weight: 69.00
Hospitalisation: Age: 39

Onset Date: 17/03/2000 DOB: 29/11/1960
Outcome: Recovered Causality: Causality probable

Reaction Details:
Preferred Term Severity Report Description Treatment

Headache Severe Seroquel ceased.

Medicine Details:
SEROQUEL (Suspected) Reason:
25.0 Milligram Daily

Batch: Started: 17/03/2000 Stopped: 2D

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient also taking lamictal, olanzapine and citalopram.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 151761 Seq: 1 Gender: M
Reported: 17/04/2000 Weight: 90.00
Hospitalisation: Age: 21Y
DOB:

Onset Date:
Outcome: Recovered

Reaction Details:
Preferred Term Severity Report Description Treatment

Awake 4hrs of nest 72hrs. Seroquel ceased.

Causality: Causality probable

Somnolence

Medicine Details:

Reason:  Unspecified psychosis

SEROQUEL (Suspected)
Oral application 100.0 Milligram Daily Oral
Batch: Started: 03/03/2000 Stopped: 05/03/2000
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient also taking serzone. major depression with psychotic features since 14 years of age. patients grandfather has similar

condition much later onset.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 152570 Seq: 1 Gender: M
Reported: 12/05/2000 Weight:
Hospitalisation: Age: 54Y
Onset Date: 01/05/2000 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Aphasia Required
Specialist

Consultation

Asthenia
Cerebrovascular disorder
Paraesthesia

Medicine Details:

SEROQUEL (Suspected) Reason:  Unspecified schizophrenia
400.0 Milligram Daily
Batch: Started: 27/04/2000 Stopped: 01/05/2000

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Patient also taking cipramil.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 152719 Seq: 1 Gender: M
Reported: 18/05/2000 Weight:
Hospitalisation: Age: 42Y

DOB:

Onset Date:

Outcome: Recovered
Reaction Details:
Preferred Term Severity Report Description
Bilateral.

Left sided.

Causality: Causality possible

Treatment

Dystonia
Dyskinesia

Medicine Details:
QUETIAPINE (Suspected)

Reason:  Unspecified schizophrenia

0.0
Batch: Started: 10/03/2000 Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result

Details

Additional Information:
Patient also taking losec and sertraline.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 152969 Seq: 1 Gender: M
Reported: 24/05/2000 Weight:
Hospitalisation: Admitted to hospital Age: 53Y

DOB:

Onset Date: 01/05/2000

Outcome: Not yet recovered Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Aphasia
Asthenia Withdrawal of seroquel.
Cerebrovascular disorder

Medicine Details:

Reason:  Unspecified schizophrenia

SEROQUEL (Suspected)
Oral application 400.0 Milligram Daily Oral
Batch: Started: 27/04/2000 Stopped: 01/05/2000

Laboratory Investigations:
Date Type Range Date Tested Result

Details

Additional Information:
Patient also takingn cipramil.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 153590 Seq: 1 Gender: F
Reported: 13/06/2000 Weight: 55.00
Hospitalisation: Age: 35
Onset Date: 25/05/2000 DOB: 22/12/1964
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Myalgia Muscle aches and pains. Date of recovery 02/06/2000.

required a visit to doctor.

Eye pain Sore eyes.
Influenza like illness
Rash maculo-papular

Medicine Details:
SEROQUEL (Suspected) Reason:
0.0

Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Previous allergy to penicillin and clozaril (agranulocytosis).
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 153744 Seq: 1 Gender: F
Reported: 16/06/2000 Weight: 55.00
Hospitalisation: Age:
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Rash maculo-papular IRash with some area of annulation arms,
egs
Conjunctivitis Sore eyes
Influenza like illness Seroguel ceased.
Myalgia

Medicine Details:

SEROQUEL (Suspected) Reason:  Unspecified schizophrenia
Tablet 0.0 Oral
Batch: Started: 25/05/2000 Stopped: 30/05/2000

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Past history of allergy to penicillin - rash reaction occurred after 1st tablet and continued until medication ceased.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 154014 Seq: 1 Gender: M
Reported: 22/06/2000 Weight:
Hospitalisation: Age: 35Y
Onset Date: 06/06/2000 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Dystonia Severe Severe dystonia. Treated with benztropine 2mg

imi - symptoms subsiding in 5
mins, completely resolved in 1
hour. seroquel ceased.

Somnolence

Medicine Details:

SEROQUEL (Suspected) Reason:  Unspecified schizophrenia
Oral application 200.0 Milligram Daily Oral
Batch: Started: 13/05/2000 Stopped: 06/06/2000

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Tolerated 100mg bd quetiapine with some drowsiness - had relapse of paranoidal thoughts ? after 3 days. dose increased to
200mg bd for 1.5 days - reduced dose to 100mg bd because of drowsiness. 24 hours later developed severe dystonia - general

stiffness of muscles especially jaw muscles and oculogyric ones.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 154450 Seq: 1 Gender: F
Reported: 06/07/2000 Weight: 70.00
Age: 44

Hospitalisation:
Onset Date: 18/06/2000
Outcome: Death

DOB: 26/01/1956
Causality: Causality possible

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

Medicine Details:

SEROQUEL (Suspected) Reason:  Unspecified psychosis
0.0
Batch: Started: Stopped:
TEMAZEPAM (Suspected) Reason:  Specific disorders of sleep
0.0
Batch: Started: Stopped:
FLUPHENAZINE NOS (Suspected) Reason:  Unspecified psychosis
0.0
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 154674 Seq: 1 Gender: F
Reported: 10/07/2000 Weight: 68.00
Hospitalisation: Age: 63Y
DOB:

Onset Date: 20/04/2000
Outcome: Unknown

Reaction Details:

Preferred Term Severity Report Description Treatment

Syncopal episodes lasting about 3 Ceased seroquel. re-start
minutes. zyprexa.

Causality: Causality possible

Syncope

Medicine Details:
SEROQUEL (Suspected) Reason:  Unspecified schizophrenia
400.0 Milligram Daily
Batch: Started: 28/03/2000 Stopped: 06/07/2000

Laboratory Investigations:
Date Type Range Date Tested Result Details
Other data Brain c.t. showed ischaemic change with old lacunar infarctions
in basal ganglia / external capsule.

Additional Information:
Patient was exposed to zyprexa for over a year without such problems.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 154709 Seq: 1 Gender: M
Reported: 11/07/2000 Weight: 116.00
Hospitalisation: Age: 49
Onset Date: 19/06/2000 DOB: 30/09/1950

Outcome: Recovered Causality: Causality possible

Reaction Details:

Preferred Term Severity Report Description Treatment
Hypertonia Stiffness
Dry mouth
Headache
Visual disturbance Required a visit to doctor

Medicine Details:

SEROQUEL (Suspected) Reason:  Schizophrenia
25.0 Milligram Daily

Batch: Started: 06/06/2000 Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Patient was also taking fluanxol.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 155627 Seq: 1 Gender: F
Reported: 31/07/2000 Weight: 88.00
Hospitalisation: Age: 25
Onset Date: 07/07/2000 DOB: 08/05/1975
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Hypotension Required a visit to doctor.

dose reduced from 200mg bd
to 100mg nocte on 7/7/2000.
date of recovery: 17/7/2000.

Medicine Details:
SEROQUEL (Suspected) Reason:  Unspecified schizophrenia

400.0 Milligram Daily
Batch: Started: 23/06/2000 Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 155628 Seq: 1 Gender: F
Reported: 31/07/2000 Weight:
Hospitalisation: Age: 56
Onset Date: 06/06/2000 DOB: 30/06/1943
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment

Required a visit to doctor.

Urinary retention
cessation of quetiapine.

Medicine Details:
QUETIAPINE (Suspected) Reason:  Unspecified schizophrenia

400.0 Milligram Daily
Batch: Started: 16/04/2000 Stopped: 21/06/2000

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient also taking fluphenazine and benzhexol.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 155629 Seq: 1 Gender: F
Reported: 31/07/2000 Weight:
Hospitalisation: Age: 36
Onset Date: 15/05/2000 DOB: 09/08/1963
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment

Required a visit to doctor.

Urinary retention
cessation of quetiapine.

Medicine Details:

QUETIAPINE (Suspected) Reason:  Unspecified schizophrenia
200.0 Milligram Daily
Batch: Started: 15/05/2000 Stopped: 16/06/2000

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Patient also taking benztropine, diazepam, depixol depot and flupenthixol.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 155653 Seq: 1 Gender: F
Reported: 31/07/2000 Weight:
Hospitalisation: Age: 25Y

DOB:

Onset Date: 15/06/2000

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Hyperhidrosis
Medicine Details:
SEROQUEL (Suspected) Reason:  Unspecified schizophrenia
Oral application 600.0 Milligram Daily Oral
Batch: Started: 15/05/2000 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Anorexia nervosa onset age of 19, borderline personality. no known allergies.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 155861 Seq: 1 Gender: M
Reported: 04/08/2000 Weight:
Hospitalisation: Age: 40Y
Onset Date: DOB:

Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

\Vomiting Seroquel dose reduced to
300mg.

Medicine Details:
SEROQUEL (Suspected) Reason:  Unspecified schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: 14/06/2000 Stopped: CONTIN

Laboratory Investigations:
Date Type Range Date Tested

Result Details

Additional Information:
Severe chronic paranoid schizophrenia since 21 years of age, vomiting with clozapine, this occurred when the patient was 39

years old.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 155907 Seq: 1 Gender: F
Reported: 07/08/2000 Weight: 45.00
Hospitalisation: Age: 31Y
DOB:

Onset Date:

Outcome: Recovered
Reaction Details:
Preferred Term Severity Report Description Treatment

Rash Generalised rash Quetiapine ceased and given
antihistamines.

Causality: Causality probable

Skin discolouration Yellow pigmentation around eyes.
Hepatic function abnormal

Medicine Details:
ZOLOFT (Other drug) Reason: Depression
Tablet 200.0 Milligram Daily Oral
Batch: Started: Stopped:
QUETIAPINE (Suspected) Reason:  Unspecified schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: 13/07/2000 Stopped: 02/08/2000

Laboratory Investigations:
Date Type Range Date Tested Result

Details

Additional Information:
Allergy to olanzapine - rash. galactorrhoea probably secondary to risperidone.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 156446 Seq: 1 Gender: F
Reported: 15/08/2000 Weight:
Hospitalisation: Age: 29Y

DOB:

Onset Date:
Outcome: Recovered

Reaction Details:
Preferred Term Severity Report Description

Causality: Causality possible

Treatment
Seroquel ceased.

Dizziness

Medicine Details:

Reason:  Unspecified schizophrenia

SEROQUEL (Suspected)
100.0 Milligram Daily
Batch: Started: 30/03/2000 Stopped: 03/04/2000
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 156447 Seq: 1 Gender: M
Reported: 15/08/2000 Weight:
Hospitalisation: Age: 62Y

DOB:

Onset Date:
Outcome: Recovered

Reaction Details:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Thinking abnormal Slow reaction time.
Amnesia
Dizziness Seroquel discontinued.

Medicine Details:
SEROQUEL (Suspected) Reason:  Unspecified schizophrenia
Tablet 150.0 Milligram Daily Oral
Batch: Started: 03/04/2000 Stopped: 28/05/2000

Laboratory Investigations:
Date Type Range Date Tested

Result Details

Additional Information:
Patient also taking aropax. history: schizoaffective disorder, asbestosis and head injury. the dosage stop date is not necessarily

accurate but indicates that stoppage occurred sometime during the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 156448 Seq: 1 Gender: M
Reported: 15/08/2000 Weight:
Hospitalisation: Age: 29Y

DOB:

Onset Date:
Outcome: Recovered

Reaction Details:
Preferred Term Severity Report Description

Causality: Causality possible

Treatment
Seroquel ceased.

Dizziness

Medicine Details:

Reason:  Unspecified schizophrenia

SEROQUEL (Suspected)
Tablet 400.0 Milligram Daily Oral
Batch: Started: 09/06/2000 Stopped: 16/06/2000
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

Report Run : 04/06/2007 03:52PM  Database: pusime02 ADRS004 Page 20 of434



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 156760 Seq: 1 Gender: M
Reported: 25/08/2000 Weight:
Hospitalisation: Age: 36Y
Onset Date: DOB:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Delusion Delusions paranoid. Seroquel tapered off and
stopped.
Psychotic disorder Psychosis aggrevated.
Aggression

Medicine Details:
SEROQUEL (Suspected) Reason:  Schizophrenia
Tablet 700.0 Milligram Daily Oral
Batch: Started: 18/08/2000 Stopped: 23/08/2000

Laboratory Investigations:
Date Type Range Date Tested

Result Details

Additional Information:
Dermatic intensification of paranoid delusions with secondary aggression.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 157144 Seq: 1 Gender: F
Reported: 29/08/2000 Weight: 75.00
Hospitalisation: Age: 41
Onset Date: 16/08/2000 DOB: 13/10/1958
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Drug ineffective Recurrence of psychotic symptoms. Required a visit to doctor.
changed therapy to
risperidone.
Nausea

Medicine Details:

PROZAC (Other drug) Reason: Depression
30.0 Milligram Daily
Batch: Started: 26/02/1998 Stopped:
SEROQUEL (Suspected) Reason:  Unspecified psychosis
500.0 Milligram Daily
Batch: Started: 06/07/2000 Stopped: 21/08/2000

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 157460 Seq: 1 Gender: M
Reported: 11/09/2000 Weight: 110.00
Hospitalisation: Age: 28Y
DOB:

Onset Date:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Diarrhoea
Medicine Details:
SEROQUEL (Suspected) Reason:  Unspecified schizophrenia
Tablet 600.0 Milligram Daily Oral
Batch: Started: 01/07/2000 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Patient history: ulcerative colitis.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 159220 Seq: 1 Gender: F
Reported: 13/11/2000 Weight:
Hospitalisation: Age: 27
Onset Date: 18/10/2000 DOB: 13/07/1973
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Periorbital oedema Swollen pufy eyes Ceased seroquel, required a
visit to doctor.

Medicine Details:
SEROQUEL (Suspected) Reason:

0.0
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient was also taking risperidone, lithium carbonate, avapro, thyroxine. patient recovered 26/10/00.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 159791 Seq: 1 Gender: M
Reported: 07/12/2000 Weight: 80.00
Hospitalisation: Age: 37Y
DOB:

Onset Date: 24/11/2000

Outcome: Not yet recovered Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Extrapyramidal disorder Severe Facial grimacing, akathisia and tongue Cease seroquel.
movements.
Medicine Details:
SEROQUEL (Suspected) Reason:  Unspecified schizophrenia
Tablet 100.0 Milligram Daily Oral
Batch: Started: 07/11/2000 Stopped: 01/12/2000
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Previously had no eps on serenace.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 160033 Seq: 1 Gender: M
Reported: 15/12/2000 Weight: 70.00
Hospitalisation: Admitted to hospital Age: 20
Onset Date: 04/12/2000 DOB: 11/01/1980
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment

Hyperbilirubinaemia
Hypokalaemia

Nausea
Pyrexia Required a visit to doctor,
hospitalised.
Medicine Details:
QUETIAPINE (Suspected) Reason:  Unspecified schizophrenia
50.0 Milligram Daily
Batch: Started: 01/11/2000 Stopped: 28/12/2000
Laboratory Investigations:
Date Type Range Date Tested Result Details
ALT = SGPT 04/12/2000 27
Bilirubin 04/12/2000 72
Creatine 04/12/2000 408
GGT = SGGT = 04/12/2000 20
Potassium 04/12/2000 29
SAP = ALP 04/12/2000 84

Additional Information:

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

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 160294 Seq: 1 Gender: F
Reported: 28/12/2000 Weight: 90.00
Hospitalisation: Hospitalisation prolonged Age: 29
Onset Date: 06/12/2000 DOB: 21/04/1971
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Back pain Back pain/stiffness.

Tongue oedema Tongue swelling.

Constipation Benztropine 2mg daily
maintenance treatment.
already hospitalised at time of
reaction.

Somnolence

Throat tightness

Medicine Details:

SEROQUEL (Suspected) Reason:  Unspecified schizophrenia
400.0 Milligram Daily
Batch: Started: 02/12/2000 Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Patient also taking fluanxol. still complains of constipation - possibly exacerbated now by benztropine.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 160530 Seq: 1 Gender: M
Reported: 12/01/2001 Weight:
Hospitalisation: Age: 68
Onset Date: 20/11/2000 DOB: 09/09/1932
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Hyponatraemia Quetiapine ceased. date of
recovery 20/12/00
Medicine Details:
QUETIAPINE (Suspected) Reason:
0.0
Batch: Started: 08/11/2000 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Sodium Sodium = 125 mmol/l

Additional Information:
Patient also taking phenytoin sodium, coloxyl with senna, sinemet.
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

QUETIAPINE,SEROQUEL

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 161119 Seq: 1 Gender: F
Reported: 01/02/2001 Weight: 110.00
Hospitalisation: Age: 17
Onset Date: 26/12/2000 DOB: 24/06/1983
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Pyrexia
Neutropenia

Fever 39 degrees Required a visit to doctor.

Medicine Details:

ZYPREXA (Suspected) Reason:  Schizophrenia
20.0 Milligram Daily
Batch: Started: 04/12/2000 Stopped:
SEROQUEL (Suspected) Reason:  Schizophrenia
800.0 Milligram Daily
Batch: Started: 28/08/2000 Stopped: 21/12/2000
CARBAMAZEPINE (Suspected) Reason:  Other&unspecified epilepsy
1.2 Gram Daily
Batch: Started: L TERM Stopped: 29/01/2001
VIGABATRIN (Suspected) Reason:  Other&unspecified epilepsy
2.0 Gram Daily
Batch: Started: L TERM Stopped: 19/01/2001
Laboratory Investigations:
Date Type Range Date Tested Result Details
Neutrophils (1.7-7) 28/12/2000 1.3

Additional Information:

Reaction occurred 22 days after commencing zyprexa. patient recovered 24/1/01.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 161261 Seq: 1 Gender: M
Reported: 07/02/2001 Weight: 90.00
Age: 48Y

Hospitalisation:

Onset Date: 01/12/2000 DOB:
Outcome: Recovered Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Hyperkinesia

Medicine Details:
QUETIAPINE (Suspected) Reason:
200.0 Milligram Daily

Batch: Started: 16/11/2000 Stopped: 08/12/2000

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 161412 Seq: 1 Gender: M
Reported: 12/02/2001 Weight: 98.00
Age: 38Y

Hospitalisation:

Onset Date: 03/02/2001 DOB:
Outcome: Recovered Causality: Causality possible

Reaction Details:

Preferred Term Severity Report Description Treatment
Schizophreniform disorder Severe Severe reaction Zyban ceased
Agitation
Depression

Medicine Details:
SEROQUEL (Suspected) Reason:
0.0
Batch: Started: Stopped:
ZYBAN SR (Suspected) Reason:  Smoker
300.0 Milligram Daily
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 161474 Seq: 1 Gender: M
Reported: 14/02/2001 Weight: 90.00
Hospitalisation: Age: 45Y
DOB:

Onset Date: 27/12/2000

Outcome: Recovered Causality: Causality probable

Reaction Details:
Preferred Term Severity Report Description Treatment
Orthostatic hypotension Bp 75/40 Ceased quetiapine

Medicine Details:

QUETIAPINE (Suspected) Reason:  Schizophrenia
Tablet 200.0 Milligram Daily Oral
Batch: Started: 14/12/2000 Stopped: 28/12/2000

Laboratory Investigations:

Date Type Range Date Tested Result Details
Other data Bp 75/40
Additional Information:
Patient recovered 29/12/00.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 162385 Seq: 1 Gender: F
Reported: 08/03/2001 Weight:
Hospitalisation: Admitted to hospital Age: 35Y
Onset Date: 22/02/2001 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Pneumonia Treated with antibiotics,
ceased quietiapine. was
admitted to hospital.
Somnolence
Medicine Details:
CIPRAMIL (Suspected) Reason:
20.0 Milligram Daily
Batch: Started: Stopped:
RISPERIDONE (Suspected) Reason:
2.0 Milligram Daily
Batch: Started: Stopped:
QUETIAPINE (Suspected) Reason:
50.0 Milligram Daily
Batch: Started: Stopped: 22/02/2001
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Patient recovered 28/2/01.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 162764 Seq: 1 Gender: M
Reported: 16/03/2001 Weight:
Hospitalisation: Age: 68Y
Onset Date: 20/11/2000 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Hyponatraemia Quetiapine ceased. date of
recovery: 2/1/2001.

Medicine Details:

QUETIAPINE (Suspected) Reason:  Unspecified schizophrenia
250.0 Milligram Daily
Batch: Started: 07/11/2000 Stopped: 26/12/2000

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Patient also taking phenytoin, coloxyl + senna, sinemet 100/25, multivitamin and thiamine.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 162793 Seq: 1 Gender: M
Reported: 19/03/2001 Weight: 75.00
Hospitalisation: Age: 21
Onset Date: 15/12/2000 DOB: 11/12/1979

Outcome: Recovered Causality: Causality possible

Reaction Details:

Preferred Term Severity Report Description Treatment
Psychotic disorder Acute psychosis Changed to zyprexa, required
a visit to doctor.

Medicine Details:
SEROQUEL (Suspected) Reason:  Schizophrenia
600.0 Milligram Daily

Batch: Started: 09/08/2000 Stopped: 27/02/2001

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 162917 Seq: 1 Gender: M
Reported: 23/03/2001 Weight: 61.00
Hospitalisation: Age: 28
Onset Date: 17/03/2001 DOB: 08/05/1972
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Grand mal convulsion Date of recovery 17/03/01.

Medicine Details:

QUETIAPINE (Suspected) Reason:  Anxiety neurosis
400.0 Milligram Daily
Batch: Started: 12/03/2001 Stopped: 17/03/2001

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Long history of increasingly severe anxiety disorder with panick attacks and social anxiety.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 163439 Seq: 1 Gender: F
Reported: 05/04/2001 Weight: 65.00
Hospitalisation: Age: 33Y
Onset Date: 28/01/2001 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Dizziness Fleeting episodes of dizziness.
Palpitations Fleeting episodes of palpitations.
\Ventricular tachycardia Non-sustained ventricular tachycardia.

Medicine Details:

SODIUM VALPROATE (Other drug) Reason:  Other&unspecified epilepsy
200.0 Milligram Daily
Batch: Started: Stopped:
QUETIAPINE (Suspected) Reason:  Unspecified schizophrenia
200.0 Milligram Daily
Batch: Started: 01/10/2000 Stopped: 31/03/2001

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
The date of onset is not necessarily accurate but indicates onset sometime in the month. the dose start date for quetiapine is not
necessarily accurate but indicates it was started sometime in the month. duration of symptoms unclear, but at least several

months.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 164206 Seq: 1 Gender: F
Reported: 03/05/2001 Weight:
Hospitalisation: Admitted to hospital Age: 53
Onset Date: 19/01/2001 DOB: 15/01/1948
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Blood pressure fluctuation Pt hospitalised. therapy
ceased.
Syncope
Medicine Details:
QUETIAPINE (Suspected) Reason:  Unspecified schizophrenia
0.0
Batch: Started: 04/01/2001 Stopped: 15/01/2001
Laboratory Investigations:
Date Type Range Date Tested Result Details
Clreatipel ] Ck =91.
Serum drug level Lithium level = 1.3

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 164325 Seq: 1 Gender: M
Reported: 07/05/2001 Weight: 65.00
Hospitalisation: Age: 31
Onset Date: DOB: 03/08/1969
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Sinusitis Painful sinusis lasted 1 hour. Ceased quetiapine. required a
visit to doctor.

Medicine Details:
QUETIAPINE (Suspected) Reason:  Unspecified psychosis

25.0 Milligram Daily
Batch: Started: 23/03/2001 Stopped: 27/04/2001

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Commenced quetiapine 25mg and gradually increased to 200mg bd.
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

QUETIAPINE,SEROQUEL

Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

164397
10/05/2001

Case Number:
Reported:
Hospitalisation:
Onset Date: 20/04/2001
Outcome: Not yet recovered

Reaction Details:

Seq: 1

Gender:

Weight:

Age:

M
108.00
19Y

DOB:

Causality

: Causality possible

Preferred Term

Severity

Report Description

Treatment

Hyperglycaemia

Medicine Details:

RISPERIDONE (Other drug)
Tablet
Batch:

8.0 Milligram
Started: 24/07/2000

Reason:  Unspecified psychosis

Daily Oral

Stopped:

ZOLOFT (Other drug)
Tablet
Batch:

250.0 Milligram
Started: 12/09/2000

Reason:
Daily Oral

Stopped:

DIAZEPAM (Other drug)
Tablet
Batch:

12.5 Milligram
Started: 22/01/2001

Reason:
Daily Oral

Stopped:

SEROQUEL (Suspected)
Tablet
Batch:

500.0 Milligram
Started: 22/02/2001

Unspecified psychosis
Oral

Reason:
Daily
Stopped:

Laboratory Investigations:

Date Type Range

Date Tested

Result

Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 164568 Seq: 1 Gender: F
Reported: 17/05/2001 Weight: 92.00
Age: 36

Hospitalisation:
Onset Date: 03/05/2001
Outcome: Recovered

DOB: 22/08/1964
Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Speech disorder Stuttering
Grand mal convulsion Date of recovery 04/05/01

Medicine Details:
XANAX (Suspected) Reason:
3.0 Milligram As necessary
Batch: Started: 07/04/1997 Stopped: 03/05/2001
SEROQUEL (Suspected) Reason:
Oral application 400.0 Milligram Daily Oral
Batch: Started: 29/11/2000 Stopped: 03/05/2001
ZOLOFT (Suspected) Reason:  Anxiety neurosis
100.0 Milligram Daily
Batch: Started: 23/03/1999 Stopped: 03/05/2001
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 164570 Seq: 1 Gender: M
Reported: 17/05/2001 Weight: 100.00
Hospitalisation: Age: 65
Onset Date: DOB: 10/11/1935
Outcome: Recovered Causality: Causality probable

Reaction Details:
Preferred Term Severity Report Description Treatment

Hepatic function abnormal
Hepatocellular damage

Required a visit to doctor.

Medicine Details:
SEROQUEL (Suspected) Reason:
0.0

Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

Report Run : 04/06/2007 03:53PM  Database: pusime02 ADRS004 Page 42 of 434



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 164680 Seq: 1 Gender: M
Reported: 21/05/2001 Weight: 85.00
Hospitalisation: Age: 56
Onset Date: 05/02/2001 DOB: 29/02/1944
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Rash Facial rash.

Antinuclear antibody positive
Photosensitivity reaction
Pruritus

Xerophthalmia

Required a visit to doctor.

Medicine Details:

EPILIM (Other drug) Reason:  Unspecifid affective psychosis
800.0 Milligram Daily
Batch: Started: 02/02/2001 Stopped:
SEROQUEL (Suspected) Reason:  Unspecifid affective psychosis
300.0 Milligram Daily
Batch: Started: 01/06/2000 Stopped: 12/03/2001

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
The dose start date for seroquel is not necessarily accurate but indicates seroquel was started sometime in the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 164974 Seq: 1 Gender: M
Reported: 23/05/2001 Weight:
Hospitalisation: Age: 90Y

DOB:

Onset Date: 23/02/2001
Outcome: Recovered

Reaction Details:
Preferred Term Severity Report Description

Causality: Causality probable

Treatment

Dizziness
Fatigue
Hypotension

Quetiapine ceased.

Medicine Details:
QUETIAPINE (Suspected) Reason:
Tablet 25.0 Milligram Daily Oral
Batch: Started: 18/02/2001 Stopped: 23/02/2001
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Patient history of worsening parkensons disease and confusion on olanzapine.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 165214 Seq: 1 Gender: M
Reported: 06/06/2001 Weight: 120.00
Hospitalisation: Age: 29
Onset Date: 28/03/2001 DOB: 14/11/1971

Outcome: Recovered Causality: Causality probable

Reaction Details:

Preferred Term Severity Report Description Treatment
Hypertension Bp increased to 187/142. Required a visit to doctor.
reaction was life threatening.

hypertension treated with
teveten 300mg bd.

Affect lability Psychomotor retardation, drowzy, irritable
& woody

Agitation

Somnolence

Medicine Details:

CIPRAMIL (Other drug) Reason: Depression
Tablet 20.0 Milligram Daily Oral
Batch: Started: 10/06/1998 Stopped:
QUETIAPINE (Suspected) Reason:
Tablet 600.0 Milligram Daily Oral
Batch: Started: 01/03/2001 Stopped: 17/05/2001

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
The date of onset is not necessarily accurate but indicates onset sometime in the month. history of schizo-affective disorder going

back to 1992, though began with anxiety symptoms and depression.
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

QUETIAPINE,SEROQUEL

Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

165647
20/06/2001
Admitted to hospital
25/05/2001

Not yet recovered

Case Number:
Reported:
Hospitalisation:
Onset Date:
Outcome:

Reaction Details:

Seq: 1

Gender: F
Weight:

Age: 63Y

DOB:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Neurosis Stab wounds (intentional injury) Patient was admitted to
hospital
Medicine Details:
DIGOXIN (Other drug) Reason:
0.0
Batch: Started: Stopped:
LIPEX (Other drug) Reason:
Tablet 0.0 Oral
Batch: Started: Stopped:
PRAMIN (Other drug) Reason:
Tablet 0.0 Oral
Batch: Started: Stopped:
SEROQUEL (Other drug) Reason:
Tablet 25.0 Milligram Daily Oral
Batch: Started: 25/01/2001 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 165647 Seq: 1 Gender: F
Reported: 20/06/2001 Weight:
Hospitalisation: Admitted to hospital Age: 63Y

DOB:

Onset Date: 25/05/2001
Causality: Causality possible

Outcome: Not yet recovered
Reaction Details:

Medicine Details:
QUETIAPINE (Suspected) Reason:
0.0
Batch: Started: 25/05/2001 Stopped:

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 166147 Seq: 1 Gender: U
Reported: 05/07/2001 Weight: 70.00
Hospitalisation: Age: 19
Onset Date: 04/05/2001 DOB: 01/10/1981
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Hallucination Seroquel ceased. required a
visit to doctor.

Medicine Details:
SEROQUEL (Suspected) Reason:
40.0 Milligram Daily

Batch: Started: 28/04/2001 Stopped: 30/05/2001

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Frightening graphic visual hallucinations of dark clouds, bizarre creatures and demons. visual hallucinations worse when dose

increased.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 166686 Seq: 1 Gender: M
Reported: 23/07/2001 Weight: 65.00
Hospitalisation: Age: 19
Onset Date: 08/05/2001 DOB: 01/10/1981
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Hallucination Visual hallucinations Required a visit to doctor.

Medicine Details:
SEROQUEL (Suspected) Reason:  Unspecified psychosis

500.0 Milligram Daily
Batch: Started: 28/04/2001 Stopped: 04/06/2001

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

Seroquel prescibed for psychosis with delusions and auditory hallucinations. about a week after starting seroquel, patient started
to experience complex frightening visual hallucinations. these increased when dosage increased, then ceased 4 days after
seroquel discontinued. has not had the same side effect with other antipsychotics (risperdal or zyprexa).
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 166707 Seq: 1 Gender: M
Reported: 23/07/2001 Weight:
Hospitalisation: Age: 31
Onset Date: 16/07/2001 DOB: 03/12/1969
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Aggression Physical restraint by nursing
staff and midazolam and
droperidol.
Medicine Details:
SODIUM VALPROATE (Other drug) Reason:  Ofr spec symp psychopathol nec
1.5 Milligram Daily
Batch: Started: 13/07/2001 Stopped:
QUETIAPINE (Suspected) Reason: Paranoia
Tablet 800.0 Milligram Daily Oral
Batch: Started: 13/07/2001 Stopped: 16/07/2001
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 167083 Seq: 1 Gender: M
Reported: 01/08/2001 Weight:
Hospitalisation: Admitted to hospital Age: 51Y
Onset Date: 20/06/2001 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Confusional state All psychotropic medications

ceased. rehydration and
admitted to hospital.
Drug level increased
Tremor

\Vomiting

Medicine Details:

MELLERIL (Interaction) Reason:
150.0 Milligram Daily
Batch: Started: Stopped: 20/06/2001
SEROQUEL (Interaction) Reason:
200.0 Milligram Daily
Batch: Started: 09/05/2001 Stopped: 20/06/2001
EPILIM (Interaction) Reason:
400.0 Milligram Daily
Batch: Started: 13/06/2001 Stopped: 20/06/2001
LITHIUM CARBONATE (Interaction) Reason:
150.0 Milligram Daily
Batch: Started: Stopped: 20/06/2001
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:
Case Number: 167083
Reported: 01/08/2001
Hospitalisation:
Onset Date: 20/06/2001
Outcome: Recovered

Reaction Details:

Medicine Details:

Admitted to hospital

Gender: M
Weight:
Age: 51Y
DOB:
Causality: Causality possible

Seq: 1

GEMFIBROZIL (Other drug) Reason:  Othr&unspec metabolic diseases
1.2 Gram Daily
Batch: Started: 17/04/2001 Stopped:
RANITIDINE (Other drug) Reason:
300.0 Milligram Daily
Batch: Started: Stopped:
ACICLOVIR (Other drug) Reason:
800.0 Milligram Daily
Batch: Started: Stopped:
Laboratory Investigations:
Additional Information:
Report Run : 04/06/2007 03:53PM  Database: pusime02 ADRS004 Page 52 of 434




TGA

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 167614 Seq: 1 Gender: M
Reported: 15/08/2001 Weight: 93.00
Hospitalisation: Age: 40Y
Onset Date: 21/05/2001 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Rash

Rash on lower limbs, face, scalp.

Prenisolone, phenergan.

Medicine Details:

Report Run : 04/06/2007 03:53PM  Database: pusime02

BENZTROPINE MESYLATE (Other drug) Reason:
1.0 Milligram Daily
Batch: Started: L TERM Stopped:
SODIUM VALPROATE (Other drug) Reason:
500.0 Milligram Daily
Batch: Started: L TERM Stopped:
FLUPHENAZINE NOS (Other drug) Reason:
100.0 Milligram Daily
Batch: Started: Stopped:
FRUSEMIDE (Other drug) Reason:
40.0 Milligram Daily
Batch: Started: 21/05/2001 Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 167614 Seq: 1 Gender: M
Reported: 15/08/2001 Weight: 93.00
Age: 40Y

Hospitalisation:
Onset Date: 21/05/2001
Outcome: Recovered

Reaction Details:

DOB:
Causality: Causality possible

Medicine Details:
QUETIAPINE (Suspected) Reason:  Unspecified psychosis
400.0 Milligram Daily
Batch: Started: 10/05/2001 Stopped: 22/05/2001

Laboratory Investigations:

Additional Information:
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THERAPEUTIC 60ODS
ADMINISTRATION

QUETIAPINE,SEROQUEL

Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 168114 Seq: 1 Gender: F
Reported: 04/09/2001 Weight: 94.00
Hospitalisation: Age: 45
Onset Date: 16/08/2001 DOB: 30/03/1956
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Depression Worsening of depression Ceased seroquel. required a
visit to doctor.
Dystonia
Hyperkinesia
Visual disturbance
Medicine Details:
COGENTIN (Other drug) Reason:
Injection 1.0 Dose Unspecified As necessary Intravenous
Batch: Started: Stopped:
DIAZEPAM (Other drug) Reason:
Injection 2.0 Millilitre As necessary Intravenous
Batch: Started: Stopped:
MORPHINE SULPHATE (Other drug) Reason:
Injection 1.0 Dose Unspecified As necessary Intravenous
Batch: Started: Stopped:
PANADEINE FORTE (Other drug) Reason:
Tablet 2.0 Dose Unspecified As necessary Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

Patient was also taking promethazine hcl, stemetil, tegretol cr, vioxx. patient recovered 29/8/01.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 168114 Seq: 1 Gender: F
Reported: 04/09/2001 Weight: 94.00
Hospitalisation: Age: 45
Onset Date: 16/08/2001 DOB: 30/03/1956
Outcome: Recovered Causality: Causality probable

Reaction Details:

Medicine Details:

ANDROCUR (Other drug) Reason:
Tablet 50.0 Milligram Daily Oral
Batch: Started: Stopped:
CHLORPROMAZINE HYDROCHLORIDE (Other drug) Reason:
Tablet 1.2 Gram Daily Oral
Batch: Started: Stopped:
CIPRAMIL (Other drug) Reason:
Tablet 60.0 Milligram Daily Oral
Batch: Started: Stopped:
GASTRO-STOP (Other drug) Reason:
Capsule 8.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:

Additional Information:
Patient was also taking promethazine hcl, stemetil, tegretol cr, vioxx. patient recovered 29/8/01.
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Onset Date: 16/08/2001
Outcome: Recovered

Reaction Details:

Medicine Details:

Case Number: 168114 Seq: 1 Gender: F
Reported: 04/09/2001 Weight: 94.00
Hospitalisation: Age: 45

DOB: 30/03/1956
Causality: Causality probable

MAXOLON (Other drug) Reason:

Injection 3.0 Dose Unspecified Daily Intravenous

Batch: Started: Stopped:
MOGADON (Other drug) Reason:

Tablet 10.0 Milligram Daily Oral

Batch: Started: Stopped:
OGEN (Other drug) Reason:

Tablet 1.2 Milligram Daily Oral

Batch: Started: Stopped:
SEROQUEL (Suspected) Reason:

0.0
Batch: Started: Stopped:

Laboratory Investigations:

Additional Information:
Patient was also taking promethazine hcl, stemetil, tegretol cr, vioxx. patient recovered 29/8/01.
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THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 168277 Seq: 1 Gender: M
Reported: 10/09/2001 Weight: 68.00
Hospitalisation: Age: 65Y
Onset Date: 31/07/2001 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Neurosis
Medicine Details:
RENITEC (Other drug) Reason: Essential benign hypertension
Tablet 20.0 Milligram Daily Oral
Batch: Started: Stopped: CONTIN
FELODIPINE (Other drug) Reason:  Essential benign hypertension
Oral application 10.0 Milligram Daily Oral
Batch: Started: Stopped: CONTIN
EPILIM (Other drug) Reason:  Explosive personality disorder
Tablet 1.2 Gram Daily Oral
Batch: Started: Stopped: CONTIN
SEROQUEL (Suspected) Reason:  Explosive personality disorder
Tablet 200.0 Milligram Daily Oral
Batch: Started: 31/07/2001 Stopped: 07/08/2001
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Persistent sexual disinhibition over 1 week abrupt onset with increased seroquel from 50 mg bd to 100 mg bd and abrupt
cessation when seroquel reduced to 50mg bd after 1 week. patient has dementia with behavioral disturbance.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 168520 Seq: 1 Gender: M
Reported: 19/09/2001 Weight: 110.00
Hospitalisation: Age: 33
Onset Date: 08/09/2001 DOB: 29/08/1968
Outcome: Recovered with sequelae Causality: Causality probable

Reaction Details:
Preferred Term Severity Report Description Treatment
Cardiac failure Life Severe cardiac failure.

threatening

Date of recovery 13.9.01.

Cardiomyopathy Life
threatening reactions were life threatening.

Medicine Details:
ZYPREXA (Other drug) Reason:
5.0 Milligram Daily
Batch: Started: L TERM Stopped:
CLOMIPRAMINE HYDROCHLORIDE (Other drug) Reason:  Obsessive compulsive neurosis
150.0 Milligram Daily
Batch: Started: 01/01/1997 Stopped: CONTIN
SEROQUEL (Suspected) Reason:  Unspecified schizophrenia
200.0 Milligram Daily
Batch: Started: 07/09/2001 Stopped: 11/09/2001

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Sequelae: cardiac failure symptoms. the dose start date for clomipramine is not necessarily accurate but indicates the drug was

started sometime in the year.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 168868 Seq: 1 Gender: F
Reported: 04/10/2001 Weight:
Hospitalisation: Age: 60
Onset Date: 20/09/2001 DOB: 12/04/1941
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Neutropenia Quetiapine ceased.

Medicine Details:
QUETIAPINE (Suspected) Reason:  Unspecified schizophrenia

300.0 Milligram Daily
Batch: Started: 19/07/2001 Stopped: 20/09/2001

Laboratory Investigations:
Date Type Range Date Tested Result Details

Neutrophils Neutrophil count - 1.4.

Additional Information:
Neutropenia when on olanzapine.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 168869 Seq: 1 Gender: M
Reported: 04/10/2001 Weight:
Age: 51

Hospitalisation: Admitted to hospital
Onset Date: 08/09/2001

Outcome: Not yet recovered
Reaction Details:

Preferred Term Severity Report Description Treatment

Patient was hospitalised.
seroquel ceased.

DOB: 26/12/1949
Causality: Causality possible

Blood creatine phosphokinase incr

Medicine Details:
SEROQUEL (Suspected) Reason:  Unspecified neurosis
900.0 Milligram Daily
Batch: Started: Stopped: 22/06/2001
EFEXOR-XR (Suspected) Reason: Depression
300.0 Milligram Daily
Batch: Started: 30/07/2001 Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details
Creatine 12/09/2001 1050

Additional Information:
Efexor xr was initiated at 75mg daily on 4.7.01 increasing by 75mg increments to 300mg daily on 30.7.01.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 169102 Seq: 1 Gender: U
Reported: 12/10/2001 Weight: 100.00
Hospitalisation: Age: 33Y
Onset Date: 02/10/2001 DOB:
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Dystonia

Medicine Details:
QUETIAPINE (Suspected) Reason:  Unspecified psychosis

800.0 Milligram Daily
Batch: Started: 02/09/2001 Stopped: 02/10/2001

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Dose of quetiapine was increased to 800mg because of poor response to lower doses. history of akathesia with risperidone.

patient recovered 6/10/01.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 169758 Seq: 1 Gender: M
Reported: 06/11/2001 Weight: 75.00
Hospitalisation: Age: 43
Onset Date: 19/03/2001 DOB: 02/07/1957

Outcome: Recovered Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Somnolence Severe sedation

Medicine Details:
QUETIAPINE (Suspected) Reason:

0.0
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 169759 Seq: 1 Gender: F
Reported: 06/11/2001 Weight: 90.00
Hospitalisation: Age: 38
Onset Date: 21/03/2001 DOB: 24/10/1962
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment

Depersonalisation

Report Run : 04/06/2007 03:53PM  Database: pusime02

Nausea
of recovery 02/04/01.
Somnolence
Medicine Details:
QUILONUM SR (Other drug) Reason:
1.3 Gram Daily
Batch: Started: 27/08/1999 Stopped: CONTIN
QUETIAPINE (Suspected) Reason:  Unspecified psychosis
100.0 Milligram Daily
Batch: Started: 20/03/2001 Stopped: 28/03/2001
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
ADRS004 Page 64 of 434
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

QUETIAPINE,SEROQUEL

Public Case Detail

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:
Case Number: 169825 Seq: 1 Gender: F
Reported: 07/11/2001 Weight:
Hospitalisation: Treated in outpatient department only. Age: 23Y
Onset Date: 23/08/2001 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Convulsion Severe Severe tonic clonic seizure. Patient investigated at a&e.
epilim has been instituted to
prevent further seizures.
Medicine Details:
SEROQUEL (Suspected) Reason:  Unspecified schizophrenia
450.0 Milligram Daily
Batch: Started: Stopped: CONTIN
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 169838 Seq: 1 Gender: F
Reported: 08/11/2001 Weight: 77.00
Hospitalisation: Age: 37
Onset Date: 11/12/2000 DOB: 31/10/1963
Outcome: Recovered Causality: Causality certain
Reaction Details:
Preferred Term Severity Report Description Treatment
Hyperkinesia Restless legs at night during sleep. Ceased seroquel, required a
visit to doctor.

Medicine Details:
SEROQUEL (Suspected) Reason:  Unspecified psychosis

100.0 Milligram Daily
Batch: Started: 11/12/2000 Stopped: 21/10/2001

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Symptoms resolved on ceasing seroquel and recurred when restarting.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 169962 Seq: 1 Gender: M
Reported: 16/11/2001 Weight: 102.00
Hospitalisation: Age: 27Y
DOB:

Onset Date: 28/06/2001
Outcome: Not yet recovered

Reaction Details:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Diabetes mellitus Insulin injections then
metformin tablets.

Medicine Details:

Reason:  Unspecified schizophrenia

SEROQUEL (Suspected)
Oral application 700.0 Milligram Daily Oral
Batch: Started: 19/09/2000 Stopped: 02/08/2001
Laboratory Investigations:
Date Type Range Date Tested Result Details
Serum glucose Bsl of 40.

Additional Information:
The date of onset is not necessarily accurate but indicates the onset sometime in the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 170167 Seq: 1 Gender: F
Reported: 21/11/2001 Weight: 70.00
Hospitalisation: Admitted to hospital Age: 45
Onset Date: 22/03/2001 DOB: 19/07/1955
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Urinary retention Severe Acute serev urinary retention. Patient was hopsitalised.
ceased seroquel.

Medicine Details:

ESTALIS CONTINUOUS (Other drug) Reason:
0.0
Batch: Started: Stopped:
VALIUM (Other drug) Reason:
0.0
Batch: Started: Stopped:
EFEXOR (Other drug) Reason:
300.0 Milligram Daily
Batch: Started: Stopped: CONTIN
SEROQUEL (Suspected) Reason:  Unspecified psychosis
400.0 Milligram Daily
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

Report Run : 04/06/2007 03:53PM  Database: pusime02 ADRS004 Page 68 of 434



TGA

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 170370 Seq: 1 Gender: F
Reported: 27/11/2001 Weight:
Hospitalisation: Admitted to hospital Age: 22
Onset Date: 10/09/2001 DOB: 15/03/1979
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Neutropenia Patient was hospitalised. date
of recovery 17.9.01.
Medicine Details:
QUETIAPINE (Suspected) Reason:  Unspecified psychosis
800.0 Milligram Daily
Batch: Started: 01/08/2000 Stopped: 12/09/2001
Laboratory Investigations:
Date Type Range Date Tested Result Details

history of schizophrenia.

Additional Information:
The dose start date for quetiapine is not necessarily accurate but indicates the drug was started sometime in the month. patient
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 170851 Seq: 1 Gender: F
Reported: 05/12/2001 Weight: 90.00
Hospitalisation: Age: 22
Onset Date: DOB: 17/03/1979
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Myalgia Ceased seroquel. required a
visit to doctor.

Medicine Details:
SEROQUEL (Suspected) Reason:
0.0

Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 171020 Seq: 1 Gender: F
Reported: 14/12/2001 Weight: 85.00
Hospitalisation: Age: 38
Onset Date: 20/11/2001 DOB: 24/04/1963
Outcome: Recovered Causality: Causality probable

Reaction Details:
Preferred Term Severity Report Description Treatment
Dyspnoea Breathlessness Date of recovery 27/11/01
Agitation

Medicine Details:
SEROQUEL (Suspected) Reason:
800.0 Milligram Daily

Batch: Started: 08/11/2001 Stopped: 25/11/2001

Unspecified schizophrenia

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 171026 Seq: 1 Gender: F
Reported: 14/12/2001 Weight: 47.00
Hospitalisation: Age: 50Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Extrapyramidal disorder Parkinsons syndrome. Seroquel ceased. date of
recovery 12/12/01.

Medicine Details:
SEROQUEL (Suspected) Reason:  Unspecified psychosis

400.0 Milligram Daily
Batch: Started: 01/03/2000 Stopped: 04/12/2001

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 171036 Seq: 1 Gender: F
Reported: 17/12/2001 Weight: 167.00
Hospitalisation: Hospitalisation prolonged Age: 25
Onset Date: 07/12/2001 DOB: 02/12/1976
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Patient was hospitalised. date
of recovery 10.12.01. rapid
retitration of efexor over 36
hours to usual dose,
reinitiation of valproate and
titration of quetapine.

Dyspnoea

Medicine Details:

EFEXOR (Suspected) Reason: Depression
300.0 Milligram Daily
Batch: Started: 01/06/2001 Stopped: 05/12/2001
QUETIAPINE (Suspected) Reason: Depression
800.0 Milligram Daily
Batch: Started: 01/06/2001 Stopped: 05/12/2001
SODIUM VALPROATE (Suspected) Reason:
3.0 Gram Daily
Batch: Started: 01/06/2001 Stopped: 05/12/2001
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
The dose start dates for efexor and quetiapine are not necessarily accurate but indicates the drug was started sometime in the
month. patient history of borderline personality disorder and major depression.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 171037 Seq: 1 Gender: F
Reported: 17/12/2001 Weight: 167.00
Hospitalisation: Hospitalisation prolonged Age: 25
Onset Date: 07/12/2001 DOB: 02/12/1976
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Anxiety Patient was hospitalised. date

of recovery 10.12.01. rapid
retitration of efexor over 36
hours to usual dose,
reinitiation of valproate and
titration of quetiapine.

Depersonalisation

Drug withdrawal syndrome
Hallucination

Sleep disorder

Medicine Details:

EFEXOR (Suspected) Reason: Depression
300.0 Milligram Daily
Batch: Started: 01/06/2001 Stopped: 05/12/2001
QUETIAPINE (Suspected) Reason: Depression
800.0 Milligram Daily
Batch: Started: 01/06/2001 Stopped: 05/12/2001
SODIUM VALPROATE (Suspected) Reason:
3.0 Gram Daily
Batch: Started: Stopped: 05/12/2001

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
The dose start dates for efexor and quetiapine are not necessarily accurate but indicates the drugs were started sometime in the
month. foices within her own head saying she is a bad person and should kill herself.
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THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

171417
19/12/2001

Case Number:
Reported:
Hospitalisation:
Onset Date:
Outcome:

Reaction Details:

03/12/2001
Recovered

Seq: 1

Admitted to hospital

Gender:
Weight:
Age:

139.00

DOB: 02/12/1976
Causality: Causality possible

Preferred Term Severity Report Description Treatment
Chest pain
Dyspnoea
Oedema peripheral Patient was admitted to
hospital and commenced on
frusemide 80mg daily and slow
k 2 daily.
Medicine Details:
SEROQUEL (Suspected) Reason:
Tablet 50.0 Milligram As necessary Oral
Batch: Started: 01/08/2001 Stopped:
SEROQUEL (Suspected) Reason:  Unspecified psychosis
Tablet 800.0 Milligram Daily Oral
Batch: Started: 01/08/2001 Stopped:
EPILIM (Suspected) Reason:
Tablet 3.0 Gram Daily Oral
Batch: Started: 01/08/2001 Stopped:
EFEXOR-XR (Suspected) Reason: Depression
Capsule 300.0 Milligram Daily Oral
Batch: Started: 01/08/2001 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

The dose start dates are not necessarily accurate but indicates seroquel, epilim, efexor xr, diazepam, were started sometime in
the month. patient's father has ischaemic heart disease.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 171417 Seq: 1 Gender: F
Reported: 19/12/2001 Weight: 139.00
Hospitalisation: Admitted to hospital Age: 25
Onset Date: 03/12/2001 DOB: 02/12/1976
Outcome: Recovered Causality: Causality possible

Reaction Details:

Medicine Details:

DIAZEPAM (Suspected) Reason:
Tablet 15.0 Milligram Daily Oral
Batch: Started: 01/11/2001 Stopped:

Laboratory Investigations:

Additional Information:
The dose start dates are not necessarily accurate but indicates seroquel, epilim, efexor xr, diazepam, were started sometime in
the month. patient's father has ischaemic heart disease.
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THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 171929 Seq: 1 Gender: F
Reported: 14/01/2002 Weight:
Hospitalisation: Admitted to hospital Age: 47
Onset Date: 05/10/2001 DOB: 11/06/1954
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Anaemia
Fatigue
Stomatitis
Thrombocytopenia Required a visit to doctor.
hospitalised.
Weight increased
Medicine Details:
SEROQUEL (Suspected) Reason:  Unspecified psychosis
200.0 Milligram Daily
Batch: Started: 01/12/2000 Stopped: 28/10/2001
Laboratory Investigations:
Date Type Range Date Tested Result Details
Haemoglobin 115 - 165 05/10/2001 50
Histology 05/10/01 - marked macrocytic anaemia, moderate
hypersegmentation of neutrophil s. moderate thrombocytopenia,
mild polychromacia.
Platelets 140 - 400 05/10/2001 59

Additional Information:
The dose start and stop date is not necessarily accurate but indicates the drug was started and stopped sometime in the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 172600 Seq: 1 Gender: F
Reported: 14/02/2002 Weight: 100.00
Hospitalisation: Age: 30
Onset Date: 01/01/2002 DOB: 01/07/1971
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Dyskinesia Tongue bitten, startles/jolt, arm thrown out.

Medicine Details:

EPILIM (Other drug) Reason:
800.0 Milligram Daily
Batch: Started: 02/11/2001 Stopped:
ANAFRANIL (Other drug) Reason:
200.0 Milligram Daily
Batch: Started: 02/11/2001 Stopped:
SEROQUEL (Suspected) Reason:
500.0 Milligram Daily
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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ADMINISTRATION

QUETIAPINE,SEROQUEL

Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

172641
13/02/2002

Case Number:
Reported:
Hospitalisation:
Onset Date: 22/04/2001
Outcome: Unknown

Reaction Details:

Seq: 1

Gender:

Weight:

Age:

DOB
Causality

44
1 27/12/1956
: Causality possible

Preferred Term

Severity

Report Description

Treatment

Delirium
Leukopenia
Neutropenia

Q

uetiapine ceased.

Medicine Details:

PREMIA 5 (Other drug)

Batch:

5.0 Milligram
Started:

Reason:  Menopausal symptoms
Daily

Stopped:

ASPIRIN (Other drug)

Batch:

600.0 Milligram
Started:

Reason:
Daily
Stopped:

LORAZEPAM (Suspected)

Reason:

2.5 Milligram As necessary
Batch: Started: 19/04/2001 Stopped:
SEROQUEL (Suspected) Reason:  Unspecified schizophrenia
300.0 Milligram Daily
Batch: Started: Stopped: 2W
Laboratory Investigations:
Date Type Range Date Tested Result Details
Neutrophils 22/04/2001 2.46
Neutrophils 23/04/2001 1.9
White blood cells 22/04/2001 4.14
White blood cells 23/04/2001 3.27
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 172641 Seq: 1 Gender: F
Reported: 13/02/2002 Weight:
Age: 44

Hospitalisation:
Onset Date: 22/04/2001
Outcome: Unknown

Reaction Details:

DOB: 27/12/1956
Causality: Causality possible

Medicine Details:

OLANZAPINE (Suspected) Reason:
20.0 Milligram Daily
Batch: Started: 21/04/2001 Stopped:
ZUCLOPENTHIXOL ACETATE (Suspected) Reason:
20.0 Milligram Daily
Batch: Started: Stopped: 18/04/2001
VENLAFAXINE HYDROCHLORIDE (Suspected) Reason:
300.0 Milligram Daily
Batch: Started: Stopped: 20/04/2001

Laboratory Investigations:

Additional Information:
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Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 173278 Seq: 1 Gender: F
Reported: 01/03/2002 Weight: 98.00
Hospitalisation: Admitted to hospital Age: 43Y
Onset Date: 24/01/2002 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Hypotension Decreased bp.
Blood creatine phosphokinase incr Elevated ck.
Anuria Not passing urine.
Dyspnoea
Generalised oedema Patient was hospitalised.
medication was reviewed and
some withdrawn with
polypharmacy being the major
factor.
Peripheral ischaemia
Medicine Details:
DERALIN (Other drug) Reason:  Anxiety neurosis
Tablet 40.0 Milligram Daily Oral
Batch: Started: 24/01/2002 Stopped: CONTIN
DERALIN (Suspected) Reason:  Anxiety neurosis
Tablet 80.0 Milligram Daily Oral
Batch: Started: 17/01/2002 Stopped: 24/01/2002
CIPRAMIL (Suspected) Reason: Depression
Tablet 40.0 Milligram Daily Oral
Batch: Started: 17/01/2002 Stopped: 24/01/2002
PAXAM (Suspected) Reason: Other disturbance of sensation
Tablet 4.0 Milligram Daily Oral
Batch: Started: 17/01/2002 Stopped: 24/01/2002
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 173278 Seq: 1 Gender: F
Reported: 01/03/2002 Weight: 98.00
Hospitalisation: Admitted to hospital Age: 43Y
Onset Date: 24/01/2002 DOB:
Outcome: Recovered Causality: Causality possible

Reaction Details:

Medicine Details:

PAXAM (Suspected) Reason:  Other disturbance of sensation

Tablet 2.0 Milligram Daily Oral

Batch: Started: 24/01/2002 Stopped: 24/01/2002
NEURONTIN (Suspected) Reason:

Capsule 1.8 Gram Daily Oral

Batch: Started: 21/01/2002 Stopped: 24/01/2002
NEURONTIN (Suspected) Reason:

Capsule 300.0 Milligram Daily Oral

Batch: Started: 24/01/2002 Stopped: 28/01/2002
DROLEPTAN (Suspected) Reason:  Ofr spec symp psychopathol nec

Injection 5.0 Milligram Daily Intravenous

Batch: Started: 17/01/2002 Stopped: 26/01/2002

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 173278 Seq: 1 Gender: F
Reported: 01/03/2002 Weight: 98.00
Hospitalisation: Admitted to hospital Age: 43Y
DOB:

Onset Date: 24/01/2002

Recovered Causality: Causality possible

Outcome:
Reaction Details:

Medicine Details:

ZYPREXA (Suspected) Reason:  Unspecified schizophrenia
Oral application 20.0 Milligram Daily Oral
Batch: Started: 15/01/2002 Stopped: 24/01/2002
SEROQUEL (Suspected) Reason:  Unspecified schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: 21/01/2002 Stopped: 24/01/2002
SERENACE (Suspected) Reason:  Unspecified psychosis
Tablet 10.0 Milligram Daily Oral
Batch: Started: 21/01/2002 Stopped: 24/01/2002
Laboratory Investigations:
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail
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THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 173703 Seq: 1 Gender: M
Reported: 19/03/2002 Weight:
Hospitalisation: Age: 30
Onset Date: 06/01/2002 DOB: 22/01/1971
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Pyrexia Required Mild fever.
Specialist

Consultation

Blood creatine phosphokinase incr
Confusional state

Dystonia Treated with fluids. seroquel

and droperidol ceased.

Hypertonia

Medicine Details:

SEROQUEL (Suspected) Reason:
400.0 Milligram Daily
Batch: Started: 15/12/2001 Stopped: 06/01/2002
DROPERIDOL (Suspected) Reason:  Otr spec symp psychopathol nec
40.0 Milligram Daily
Batch: Started: 05/01/2002 Stopped: 06/01/2002

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 173754 Seq: 1 Gender: M
Reported: 21/03/2002 Weight: 105.00
Hospitalisation: Age: 30
Onset Date: 24/01/2002 DOB: 18/05/1971
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Hyperprolactinaemia Required a visit to doctor.

Medicine Details:

SEROQUEL (Suspected) Reason:  Schizophrenia
250.0 Milligram Daily
Batch: Started: 01/08/2000 Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
The dose start date is not necessaily accurate but indicates seroquel was started sometime in the month.
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THERAPEUTIC 60ODS
ADMINISTRATION

QUETIAPINE,SEROQUEL

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

174000
27/03/2002

Case Number:
Reported:
Hospitalisation:
Onset Date:
Outcome:

Reaction Details:

04/03/2002
Not yet recovered

Admitted to hospital

Seq: 1

Gender: F

Weight: 70.00
Age: 60
DOB: 04/06/1941

Causality: Causality possible

Preferred Term

Severity

Report Description

Treatment

Oculogyration
Agitation
Anorexia

Coma
Confusional state
Malaise

Renal failure acute
Sepsis
Syncope

Abnormal eye movements

dialysis.

Admitted to icu, initiated on

Medicine Details:

QUETIAPINE (Suspected) Reason: Depression
600.0 Milligram Daily
Batch: Started: Stopped: 04/03/2002
AVANZA (Suspected) Reason: Depression
30.0 Milligram Daily
Batch: Started: 28/02/2002 Stopped: 04/03/2002
DIAMICRON (Suspected) Reason: Diabetes mellitus
320.0 Milligram Daily
Batch: Started: Stopped: 04/03/2002
DIABEX (Suspected) Reason: Diabetes mellitus
1.7 Gram Daily
Batch: Started: Stopped: 04/03/2002
Laboratory Investigations:
Date Type Range Date Tested Result Details
Creatinine 06/03/2002 616
Creatinine 12/03/2002 323
Creatinine 11/03/2002 235
Additional Information:
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THERAPEUTIC 60ODS
ADMINISTRATION

QUETIAPINE,SEROQUEL

Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 174265 Seq: 1 Gender: M
Reported: 08/04/2002 Weight: 85.00
Hospitalisation: Admitted to hospital Age: 30
Onset Date: 11/03/2002 DOB: 07/05/1971
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Dizziness Acute onset dizziness. Patient presented to ed.
frequent sips of water. advised
to be reviewed by psychiatrist
to have medication reviewed.
Dry mouth Severe Markedly dry mouth.
Somnolence Sedation.
Tachycardia Sinus tachycardia of 130bpm.
Dysphagia
Medicine Details:
ZOLOFT (Other drug) Reason:  Anxiety neurosis
100.0 Milligram Daily
Batch: Started: Stopped:
SEROQUEL (Suspected) Reason:  Unspecified schizophrenia
Tablet 600.0 Milligram Daily Oral
Batch: Started: S TERM Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

Previously taking seroquel 500mg commencing february 2001. no previous allergies.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 174371 Seq: 1 Gender: M
Reported: 10/04/2002 Weight:
Hospitalisation: Admitted to hospital Age: 37
Onset Date: 21/01/2002 DOB: 28/06/1964
Outcome: Recovered Causality: Causality certain
Reaction Details:
Preferred Term Severity Report Description Treatment
Blood creatine phosphokinase incr
Choreoathetosis
Dry mouth
Dyskinesia
Hypertonia
Leukocytosis
Mydriasis
Neuroleptic malignant syndrome Seroquel ceased. treated with
dantroelne 25mg given. patient
was hospitalised.
Pyrexia
Urinary retention

Medicine Details:

SEROQUEL (Suspected) Reason:  Unspecified schizophrenia
Injection 300.0 Milligram Daily Subcutaneous
Batch: Started: 01/10/2001 Stopped: 23/01/2002

Laboratory Investigations:

Date Type Range Date Tested Result Details
Creatine 23/01/2002 2890
Creatine 24/01/2002 1830
Creatine 25/01/2002 864
Creatine 26/01/2002 677
Creatine 27/01/2002 650
Creatine 28/01/2002 430

Additional Information:

The dose start date for seroquel is not necessarily accurate but indicates the drug was started sometime in the month.
rechallenged with seroquel On the 8/2/02 and patient experienced same symptoms seroquel ceased again 9/2/02.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 174523 Seq: 1 Gender: F
Reported: 15/04/2002 Weight: 65.00
Hospitalisation: Age: 25
Onset Date: DOB: 12/11/1976
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Tremor \Whole body variable fine tremor
Dyskinesia

Medicine Details:

VENTOLIN (Other drug) Reason:
0.0
Batch: Started: Stopped:
EPILIM (Other drug) Reason:
1.0 Gram Daily
Batch: Started: Stopped:
AROPAX (Other drug) Reason:
20.0 Milligram Daily
Batch: Started: Stopped:
SEROQUEL (Suspected) Reason:
200.0 Milligram Daily
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 174758 Seq: 1 Gender: F
Reported: 22/04/2002 Weight:
Hospitalisation: Age: 21Y
Onset Date: 16/04/2002 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Galactorrhoea Milk producing - not pregnant.
Medicine Details:
PANADEINE (Other drug) Reason: Pain
2.0 Dose Unspecified As necessary
Batch: Started: Stopped:
PARACETAMOL ELIXIR (Other drug) Reason: Pain
Oral Liquid 0.0 As necessary Oral
Batch: Started: Stopped:
TRAMAL SR (Other drug) Reason: Pain
2.0 Dose Unspecified Daily
Batch: Started: Stopped:
MOCLOBEMIDE (Other drug) Reason:
600.0 Milligram Daily
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 174758 Seq: 1 Gender: F
Reported: 22/04/2002 Weight:
Hospitalisation: Age: 21Y

DOB:

Onset Date: 16/04/2002
Outcome: Not yet recovered

Reaction Details:

Causality: Causality possible

Medicine Details:

Reason:  Other cellulitis and abscess

AMOXYCILLIN SODIUM (Other drug)
1.5 Gram Daily
Batch: Started: Stopped:
SEROQUEL (Suspected) Reason:
400.0 Milligram Daily
Batch: Started: 10/04/2002 Stopped:

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 174836 Seq: 1 Gender: F
Reported: 26/04/2002 Weight:
Hospitalisation: Age: 52
Onset Date: 16/04/2002 DOB: 28/05/1949
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Hypertonia Cog wheel rigidity of upper limbs.
Dyskinesia Oro-buccal dyskinesia. Required a visit to doctor.
cease quetiapine.
Medicine Details:
LITHICARB (Other drug) Reason:  Unspecified schizophrenia
1.2 Gram Daily
Batch: Started: Stopped:
THYROXINE SODIUM (Other drug) Reason: Myxedema
50.0 Microgram Daily
Batch: Started: Stopped:
TEMAZEPAM (Other drug) Reason:
10.0 Milligram Daily
Batch: Started: Stopped:
QUETIAPINE (Suspected) Reason:  Unspecified schizophrenia
300.0 Milligram Daily
Batch: Started: 01/02/2002 Stopped: 28/03/2002
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

Patient has had epse with typical anti-psychotic. the dose start date for quetiapine is not necessarily accurate but indicates
quetiapine was started sometime in the month. the dose stop date for quetiapine is not necessarily accurate but indicates
quetiapine was stopped sometime in the month.
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QUETIAPINE,SEROQUEL

Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 175531 Seq: 1 Gender: F
Reported: 16/05/2002 Weight:
Hospitalisation: Age: 17
Onset Date: 06/04/2002 DOB: 19/04/1984
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Leukopenia Date of recovery 10.4.02.
patient was already in hospital.
Pyrexia
Rash

Medicine Details:

Report Run : 04/06/2007 03:53PM  Database: pusime02

CLOPIXOL (Other drug) Reason:  Ofr spec symp psychopathol nec
Tablet 5.0 Milligram As necessary Oral
Batch: Started: 28/03/2002 Stopped:
COGENTIN (Other drug) Reason:
Tablet 0.5 Milligram Daily Oral
Batch: Started: 18/03/2002 Stopped:
SEROQUEL (Suspected) Reason:  Unspecified psychosis
Tablet 700.0 Milligram Daily Oral
Batch: Started: 18/03/2002 Stopped: 06/04/2002
TERIL (Suspected) Reason:
Tablet 600.0 Milligram Daily Oral
Batch: Started: 27/03/2002 Stopped: 06/04/2002
Laboratory Investigations:
Date Type Range Date Tested Result Details
White blood cells 6-12 Whbc - 2.82.
Additional Information:
Seroquel ceased on 06/04/02 for one day.
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QUETIAPINE,SEROQUEL

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 175593 Seq: 1 Gender: F
Reported: 20/05/2002 Weight: 87.00
Hospitalisation: Age: 50
Onset Date: 05/05/2002 DOB: 04/09/1951
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Confusional state

Blepharospasm
Dyskinesia
Tremor

Dizziness
Drug level increased

Required a visit to doctor. date

Disorientated to time and place.
of recovery: 10/05/2002.

Frequent and prolonged blinking.
Peri-oral dyskinesia.
Tremor in hands, stammer when speaking.

Medicine Details:

CARBAMAZEPINE (Suspected) Reason:  Manic-depression psycho,manic
Oral application 2.0 Gram Daily Oral
Batch: Started: 01/01/2002 Stopped: 06/05/2002
LITHIUM CARBONATE (Suspected) Reason:  Manic-depression psycho,manic
1.0 Gram Daily
Batch: Started: 01/01/2000 Stopped: 06/05/2002
QUETIAPINE (Suspected) Reason:  Manic-depression psycho,manic
Tablet 500.0 Milligram Daily Oral
Batch: Started: 01/01/2000 Stopped: 06/05/2002
Laboratory Investigations:
Date Type Range Date Tested Result Details
Serum drug level <40 Carbamazepine level 44.

Additional Information:

The dose start dates for all suspected drugs are not accurate but indicates suspected drugs were started sometime in the year.
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THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 175739 Seq: 1 Gender: M
Reported: 29/05/2002 Weight:
Hospitalisation: Age: 24
Onset Date: 01/05/2002 DOB: 21/02/1978
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Blood creatine phosphokinase incr|Life
threatening

Bromocriptine given,

Neuroleptic malignant syndrome [Life
quietiapine withdrawn.

threatening

Medicine Details:

BENZTROPINE MESYLATE (Other drug) Reason:
Oral application 2.0 Milligram Daily Oral
Batch: Started: Stopped: 01/05/2002
KEFZOL (Other drug) Reason:
3.0 Gram Daily
Batch: Started: 01/05/2002 Stopped: 02/05/2002
QUETIAPINE (Suspected) Reason:
400.0 Milligram Daily
Batch: Started: Stopped: 02/05/2002

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 175854 Seq: 1 Gender: F
Reported: 03/06/2002 Weight: 84.00
Hospitalisation: Admitted to hospital Age: 46
Onset Date: 28/04/2002 DOB: 05/06/1955
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Constipation Chronic constipation. Patient was hospitalised.

required a visit to doctor.
treated with enemas and
laxatives. dose reduced,
laxative continued, second
blockage 1 month later.

Medicine Details:

LITHIUM CARBONATE (Other drug) Reason:
750.0 Milligram Daily
Batch: Started: Stopped: CONTIN
CIPRAMIL (Other drug) Reason: Depression
60.0 Milligram Daily
Batch: Started: Stopped: CONTIN
SEROQUEL (Suspected) Reason:  Unspecified schizophrenia
800.0 Milligram Daily
Batch: Started: 01/01/2002 Stopped: 30/05/2002

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 176334 Seq: 1 Gender: F
Reported: 17/06/2002 Weight:
Hospitalisation: Age: 60Y

DOB:

Onset Date: 28/10/2001

Outcome: Recovered Causality: Causality probable

Reaction Details:
Preferred Term Severity Report Description Treatment
Rhinitis Runny nose. Seroquel ceased.
Somnolence

Medicine Details:
SEROQUEL (Suspected) Reason:
25.0 Milligram Daily
Batch: Started: 01/10/2001 Stopped: 3wW
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
The dose start date is not necessarily accurate but indicates the drug was started sometime in the month.
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

QUETIAPINE,SEROQUEL

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 177045 Seq: 1 Gender: F
Reported: 11/07/2002 Weight:
Hospitalisation: Age: 31Y
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Dyskinesia Orofacial.
Hyperkinesia
Medicine Details:
EFEXOR (Other drug) Reason: Depression
37.5 Milligram Daily
Batch: Started: 15/08/1999 Stopped:
INDERAL (Other drug) Reason:
120.0 Milligram Daily
Batch: Started: 17/05/2001 Stopped:
COGENTIN (Other drug) Reason: Paralysis agitans
2.0 Gram Daily
Batch: Started: 27/03/2002 Stopped:
SEROQUEL (Suspected) Reason:  Unspecified schizophrenia
600.0 Milligram Daily
Batch: Started: 16/01/2002 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

QUETIAPINE,SEROQUEL

Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

178066
15/08/2002

Case Number:
Reported:
Hospitalisation:
Onset Date: 26/06/2002

Seq: 1

Gender: M
Weight:
Age:
DOB:

81Y

Outcome: Death, maybe drug Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Dermatitis bullous
Hepatic function abnormal
Prothrombin level decreased
Purpura Date of death: 4.7.02. sodium
valproate was ceased.
Medicine Details:
CALTRATE (Other drug) Reason:
1.2 Gram Daily
Batch: Started: Stopped:
OSTELIN 1000 (Other drug) Reason:
1.0 Thousand Internal Daily
Batch: Started: Stopped:
SODIUM VALPROATE (Suspected) Reason:
Tablet 400.0 Milligram Daily Oral
Batch: Started: 22/06/2002 Stopped: 26/06/2002
AUGMENTIN DUO FORTE (Suspected) Reason:
Tablet 2.0 Dose Unspecified Daily Oral
Batch: Started: 21/06/2002 Stopped: 23/06/2002
Laboratory Investigations:
Date Type Range Date Tested Result Details
ALT = SGPT 26/06/2002 758
Bilirubin 26/06/2002 61
International 26/06/2002 32

Additional Information:
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

178066
15/08/2002

Case Number:
Reported:
Hospitalisation:
Onset Date: 26/06/2002
Outcome:

Reaction Details:

Medicine Details:

Seq: 1

Death, maybe drug

Gender: M
Weight:
Age:
DOB:

81Y

Causality: Causality possible

KARVEA (Suspected) Reason:
Tablet 150.0 Milligram Daily Oral
Batch: Started: Stopped: 23/06/2002
ISCOVER (Suspected) Reason:
Tablet 75.0 Milligram Daily Oral
Batch: Started: Stopped: 23/06/2002
QUETIAPINE (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
Batch: Started: 17/06/2002 Stopped: 23/06/2002
SALCATONIN (Suspected) Reason:
Injection 100.0 Unit Daily Subcutaneous
Batch: Started: 23/06/2002 Stopped: 28/06/2002
Laboratory Investigations:
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

and sertraline doses
decreased. commenced

Case Number: 178797 Seq: 1 Gender: F
Reported: 06/09/2002 Weight:
Hospitalisation: Age:
Onset Date: 01/06/2002 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Agitation
Anxiety
Confusional state Seroquel ceased, oxazepam

olanzapine.
Medicine Details:
ALENDRONATE SODIUM (Other drug) Reason:  Other diseases of bone
Tablet 70.0 Milligram Weekly Oral
Batch: Started: Stopped: CONTIN
RAMIPRIL (Other drug) Reason:  Essential benign hypertension
Tablet 2.5 Milligram Daily Oral
Batch: Started: Stopped: CONTIN
CALCIUM CARBONATE (Other drug) Reason: Other diseases of bone
Tablet 1.2 Gram Daily Oral
Batch: Started: Stopped: CONTIN
SEROQUEL (Suspected) Reason:  Unspecified psychosis
Tablet 400.0 Milligram Daily Oral
Batch: Started: Stopped: 23/04/2002
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

QUETIAPINE,SEROQUEL

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 178797 Seq: 1 Gender: F
Reported: 06/09/2002 Weight:
Hospitalisation: Age:
DOB:

Onset Date: 01/06/2002
Outcome: Recovered

Reaction Details:

Medicine Details:

Causality: Causality possible

SERTRALINE HYDROCHLORIDE (Suspected) Reason: Depression

Tablet 100.0 Milligram Daily Oral
Batch: Started: Stopped: 23/04/2002
OXAZEPAM (Suspected) Reason: Disturbance of sleep
Tablet 30.0 Milligram Daily Oral
Batch: Started: Stopped: 23/04/2002

Laboratory Investigations:

Additional Information:
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Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

QUETIAPINE,SEROQUEL

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 178996 Seq: 1 Gender: F
Reported: 12/09/2002 Weight:
Hospitalisation: Age: 30
Onset Date: 27/08/2002 DOB: 29/08/1971
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Agitation
Chills Patient recovered 28/8/02.
ceased seroquel.
Hyperhidrosis
Insomnia

Medicine Details:

SEROQUEL (Suspected) Reason:
Tablet 200.0 Milligram Daily Oral
Batch: Started: Stopped:
SOLIAN (Suspected) Reason:
Tablet 600.0 Milligram Daily Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 179353 Seq: 1 Gender: M
Reported: 24/09/2002 Weight:
Hospitalisation: Age: 41Y
Onset Date: 17/09/2002 DOB:

Outcome: Death Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Fatigue
Malaise
Sudden death

Medicine Details:
SEROQUEL (Interaction) Reason:
0.0
Batch: Started: Stopped:
METHADONE HYDROCHLORIDE (Interaction) Reason:
0.0
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Coroner's case.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 179354 Seq: 1 Gender: M
Reported: 24/09/2002 Weight:
Hospitalisation: Admitted to hospital Age: 19Y
Onset Date: 10/09/2002 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Convulsion Convulsions 3 times. Patient was hospitalised

Medicine Details:

SEROQUEL (Interaction) Reason:
0.0
Batch: Started: Stopped:
METHADONE HYDROCHLORIDE (Interaction) Reason:
0.0
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
No history of epilepsy.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 179403 Seq: 1 Gender: F
Reported: 25/09/2002 Weight: 103.00
Age: 49

Hospitalisation:
Onset Date: 28/06/2002
Outcome: Recovered

Reaction Details:

DOB: 27/06/1953
Causality: Causality possible

Preferred Term Severity Report Description Treatment
Mouth ulceration Required a visit to doctor.
recovered 23/9/02.

Medicine Details:

LOPERAMIDE HYDROCHLORIDE (Other drug) Reason:
2.0 Dose Unspecified As necessary
Batch: Started: 01/12/2000 Stopped:
PRAMIN (Other drug) Reason:  Nausea and vomiting
Oral application 1.0 Dose Unspecified As necessary Oral
Batch: Started: 01/03/2000 Stopped:
SOMAC (Other drug) Reason: Other diseases of esophagus
1.0 Dose Unspecified Daily
Batch: Started: 01/12/2001 Stopped:
TEGRETOL (Other drug) Reason:
3.0 Dose Unspecified Daily
Batch: Started: 01/06/1995 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
The onset date is not necessarily accurate but indicates onset sometime in the month. the dose start date is not necessarily

accurate but indicates seroquel was started sometime in the month.
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

QUETIAPINE,SEROQUEL

Public Case Detail

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:
Case Number: 179403 Seq: 1
Reported: 25/09/2002
Hospitalisation:
Onset Date: 28/06/2002
Outcome: Recovered

Reaction Details:

Medicine Details:

Gender: F
Weight: 103.00
Age: 49
DOB: 27/06/1953
Causality: Causality possible

ZOLOFT (Other drug)

Reason:  Unspecified schizophrenia

2.0 Dose Unspecified Daily

Batch: Started: Stopped:
SEROQUEL (Suspected) Reason:  Unspecified schizophrenia

Tablet 1.0 Dose Unspecified Daily Oral

Batch: Started: 01/05/2002 Stopped: 20/09/2002

Laboratory Investigations:

Additional Information:

The onset date is not necessarily accurate but indicates onset sometime in the month. the dose start date is not necessarily
accurate but indicates seroquel was started sometime in the month.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 179940 Seq: 1 Gender: M
Reported: 18/10/2002 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 28
Onset Date: 15/09/2002 DOB: 28/01/1974
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Neuroleptic malignant syndrome

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 450.0 Milligram Daily Oral
Batch: Started: 13/09/2002 Stopped: 19/09/2002
QUETIAPINE (Suspected) Reason:
Tablet 1.1 Gram Daily Oral
Batch: Started: 07/07/2002 Stopped: 17/09/2002

Laboratory Investigations:

Date Type Range Date Tested Result Details
18/10/2002 |Creatine 20/09/2002 2356
18/10/2002 |Creatine 21/09/2002 2073
18/10/2002  [Creatine 22/09/2002 991
18/10/2002_|Creatine 24/09/2002 248

Additional Information:
Concomitant quetiapine was weaned off at the time of the event
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 179987 Seq: 1 Gender: M
Reported: 21/10/2002 Weight:
Hospitalisation: Age: 28
Onset Date: 17/09/2002 DOB: 28/01/1974
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Blood creatine phosphokinase incr
Neuroleptic malignant syndrome

Pyrexia
Tachycardia Clozapine and quetiapine
ceased.
Medicine Details:
DIAZEPAM (Other drug) Reason:
15.0 Milligram Daily
Batch: Started: 06/09/2002 Stopped: 17/09/2002
KENACOMB OTIC (Other drug) Reason:
Ear Drops 6.0 Dose Unspecified Daily Topical
Batch: Started: Stopped: CONTIN
CLOZAPINE (Suspected) Reason:  Unspecified schizophrenia
Tablet 5.0 Milligram Daily Oral
Batch: Started: 16/09/2002 Stopped: 18/09/2002
QUETIAPINE (Suspected) Reason:
Tablet 1.1 Gram Daily Oral
Batch: Started: 07/07/2002 Stopped: 17/09/2002
Laboratory Investigations:
Date Type Range Date Tested Result Details
Creatine 19/09/2002 3675 (ck - 3000).
Creatine 21/09/2002 203 (ck - 3000).
Creatine 24/09/2002 248 (ck - 3000).

Additional Information:
Previouse exposure to drug.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 180261 Seq: 1 Gender: F
Reported: 31/10/2002 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 52Y
Onset Date: 23/09/2002 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Cardiomyopathy
Cardiomyopathy
Confusional state
Consciousness fluctuating
Delirium
Electrocardiogram abnormal
Myocardial infarction
Psychotic disorder Severe Haloperidol. Patient admitted
to hospital. Started on digoxin,
metoprolol,
ramipril
Troponin increased
Medicine Details:
HALOPERIDOL (Other drug) Reason:  Psychosis asso w otr phys cond
Batch: Started: Stopped:
TEMAZEPAM (Other drug) Reason:
Batch: Started: Stopped:
CIPRAMIL (Other drug) Reason:
Oral application 40.0 Milligram Daily Oral
Batch: Started: Stopped:
OLANZAPINE (Suspected) Reason:
0.0
Batch: Started: Stopped: 28/09/2001

Laboratory Investigations:

Date Type Range Date Tested Result Details

17/12/2002 |[Other data

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 180261 Seq: 1 Gender: F
Reported: 31/10/2002 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 52Y
Onset Date: 23/09/2002 DOB:
Outcome: Recovered Causality: Causality possible

Reaction Details:

Medicine Details:

SEROQUEL (Suspected) Reason:  Unspecified psychosis
Tablet 600.0 Milligram Daily Oral
Batch: Started: 28/09/2001 Stopped: 22/09/2002

Laboratory Investigations:

Additional Information:
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

QUETIAPINE,SEROQUEL

Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 180431 Seq: 1 Gender: F
Reported: 08/11/2002 Weight:
Hospitalisation: Age: 41Y
Onset Date: 07/10/2002 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Oedema peripheral

Oedema in both legs up to knees and in
both hands

Seroquel ceased.

Medicine Details:

LAMOTRIGINE (Other drug) Reason:
200.0 Milligram Daily
Batch: Started: Stopped:
LITHIUM CARBONATE (Other drug) Reason:
900.0 Milligram Daily
Batch: Started: Stopped:
SODIUM VALPROATE (Other drug) Reason:  Other&unspecified epilepsy
3.0 Gram Daily
Batch: Started: Stopped:
SEROQUEL (Suspected) Reason:  Unspecified psychosis
Tablet 400.0 Milligram Daily Oral
Batch: Started: 07/10/2002 Stopped: 09/10/2002
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

Seroquel 200mg bd por given on 04/10/02 till 07/10/02, then changed to 400mg. nocte on 07/10/02.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 180832 Seq: 1 Gender: M
Reported: 19/12/2002 Weight: 94.00
Hospitalisation: Admitted to hospital Age: 43
Onset Date: 03/08/2001 DOB: 06/06/1958
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Psychotic disorder Life stable for a week and then florid psychotic [Admitted to hospital.
threatening  |reaction

Medicine Details:

SEROQUEL (Suspected) Reason:  Unspecified schizophrenia
Tablet 300.0 Milligram Daily Oral
Batch: Started: 23/07/2001 Stopped: 03/08/2001

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 181019 Seq: 1 Gender: F
Reported: 02/01/2003 Weight: 0.00
Hospitalisation: Age: 88
Onset Date: 10/11/2002 DOB: 17/02/1914
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
International normalised ratio decr({Required Visit |Disturbance in anticoagulation. Increase in Warfarin dose.
to Doctor
Prothrombin level increased Required Visit
to Doctor

Medicine Details:

SEROQUEL (Interaction) Reason:
Tablet 200.0 Milligram Daily Oral
Batch: Started: Stopped:
WARFARIN SODIUM (Interaction) Reason:
Tablet 2.0 Milligram Daily Oral
Batch: Started: Stopped:
COVERSYL (Other drug) Reason:
Tablet 4.0 Milligram Daily Oral
Batch: Started: Stopped:
FEFOL (Other drug) Reason:
Capsule 1.0 Dose Unspecified Daily Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

telangiectasia.

Patient history of appendicectomy, goitre - retrosternal, hearing - impaired, renal impairment, tuberculosis, heart murmer,
hypertension, cerebrovascular insufficiency, iron deficientcy - anaemia, helicobacter pylori infection, pulmonary embolism and
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 181761 Seq: 1 Gender: M
Reported: 16/01/2003 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 24
Onset Date: 05/12/2002 DOB: 20/12/1977
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Myocarditis Myocarditis, fever, diarroea, vomiting, Metoprolol and given cardiac
pluretic chest pain, pleurodynia. monitoring.
Cough
Diarrhoea
Pleuritic pain
Pneumonia primary atypical
Pyrexia
\Vomiting

Medicine Details:

SEROQUEL (Suspected) Reason:
Tablet Oral
Batch: Started: Stopped:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 300.0 Milligram Daily Oral
Batch: Started: 20/11/2002 Stopped: 09/12/2002

Laboratory Investigations:

Date Type Range Date Tested Result Details

16/01/2003 |Chest X-ray
16/01/2003 |Electrocardiograph
16/01/2003 |[Other data
16/01/2003 |Troponin

Additional Information:
Myocarditis was not mentioned on the hospital adverse reaction report. The patient recovered without sequelae.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 181854 Seq: 1 Gender: F
Reported: 21/01/2003 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 63Y
Onset Date: 08/08/2001 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Renal impairment Also has renal impairment secondary to
dehydration, and hyperkalaemia.
Bradycardia Bradycardia, hypotension, black bowel Atenolol ceased.
motion, dizzy and collapsed.
Circulatory collapse
Dizziness
Hyperkalaemia
Hypotension
Melaena
Medicine Details:
FELODUR ER (Suspected) Reason:  Essential benign hypertension
Tablet 10.0 Milligram Oral
Batch: Started: Stopped: 09/08/2001
TEGRETOL (Suspected) Reason:  Unspecifid affective psychosis
Tablet 200.0 Milligram Daily Oral
Batch: Started: Stopped: 09/08/2001
TENORMIN (Suspected) Reason: Essential benign hypertension
Tablet 100.0 Milligram Daily Oral
Batch: Started: Stopped: 09/08/2001
SEROQUEL (Suspected) Reason:  Unspecifid affective psychosis
Tablet 400.0 Milligram Daily Oral
Batch: Started: 15/07/2001 Stopped: 09/08/2001
Laboratory Investigations:
Date Type Range Date Tested Result Details
21/01/2003 [Creatinine 09/08/2001 334
21/01/2003 |Potassium 09/08/2001 7.7
Additional Information:
Patient also taking Lithium, Largactil, Modecate, Tazac and Lipitor.
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 182035

Hospitalisation:

Reported: 24/01/2003

Onset Date: 25/10/2002

Seq: 1

Gender: F
0.00
Age: 34

Weight:

DOB: 19/04/1968

Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Galactorrhoea Lactation - Non-Puerperal
Medicine Details:
EPILIM (Suspected) Reason:  Unspecified schizophrenia
2.0 Gram Daily
Batch: Started: Stopped: Contin
SEROQUEL (Suspected) Reason:  Unspecified schizophrenia
Tablet 300.0 Milligram Daily Oral
Batch: Started: Stopped: Contin
SOLIAN (Suspected) Reason:  Unspecified schizophrenia
Tablet 200.0 Milligram Daily Oral
Batch: Started: Stopped: Contin
LUVOX (Suspected) Reason:  Unspecified schizophrenia
Tablet 100.0 Milligram Daily Oral
Batch: Started: Stopped: Contin
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

QUETIAPINE,SEROQUEL

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:
Case Number: 182620 Seq: 1 Gender: F
Reported: 10/02/2003 Weight: 4.00
Hospitalisation: Age: 99U
Onset Date: 09/11/2002 DOB:
Outcome: Recovered

Reaction Details:

Causality: Causality probable

Preferred Term Severity Report Description Treatment
Drug withdrawal syndrome neonat: Jittery, hypertonic, poor feeding,
withdrawal syndrome from maternal
Seroquel.
Feeding disorder neonatal
Hypertonia
Medicine Details:
AMISULPRIDE (Other drug) Reason:  Unspecified schizophrenia
Batch: Started: Stopped:
MULTIVITAMINS (Other drug) Reason:  Unspec vitamin deficien states
Batch: Started: Stopped:
COLOXYL WITH SENNA (Other drug) Reason:
Batch: Started: Stopped:
SEROQUEL (Suspected) Reason:  Unspecified psychosis
Tablet 1.0 Gram Daily Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Baby 1 day old, weight 4kg.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

neutrophils. Possible neuroleptic
malignant syndrome. Creatine
phosphokinase

Case Number: 182723 Seq: 1 Gender: M
Reported: 11/02/2003 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 44Y
Onset Date: 08/11/2002 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Neuroleptic malignant syndrome Confusion, hallucinations, increased white |Quetiapine ceased. Diazepam
cell count with increased given prn for confusion.

increased.
Blood creatine phosphokinase incr
Confusional state
Hallucination
Leukocytosis
Medicine Details:
QUETIAPINE (Suspected) Reason:  Unspecified schizophrenia
Tablet 600.0 Milligram Daily Oral
Batch: Started: 03/11/2002 Stopped: 08/11/2002
Laboratory Investigations:
Date Type Range Date Tested Result Details
11/02/2003 [C-Reactive Protein 08/11/2002 7.8
11/02/2003 |Creatine 08/11/2002 1500
11/02/2003 |Creatine 12/11/2002 218
11/02/2003 |Neutrophils 08/11/2002 14.4
11/02/2003 |Neutrophils 12/11/2002 8.4
11/02/2003 |White blood cells 08/11/2002 19.7
11/02/2003 |White blood cells 12/11/2002 13.7
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 183568 Seq: 1 Gender: M
Reported: 28/02/2003 Weight: 0.00
Age: 27

Hospitalisation: Admitted to hospital
DOB: 10/06/1975

Onset Date:
Outcome: Recovered 16/02/2003 Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Constipation Extreme constipation.

Medicine Details:

SEROQUEL (Suspected) Reason:  Unspecified psychosis
Tablet 150.0 Milligram Daily Oral
Batch: Started: L TERM Stopped: 25/01/2003

Laboratory Investigations:
Date Type Range Date Tested Result

Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 183909 Seq: 1 Gender: F
Reported: 06/03/2003 Weight: 0.00
Hospitalisation: Age: 99U
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Anxiety Required Visit |Patient became "strung out" and paranoid, [Seroquel ceased.
to Doctor not liking to be left alone in the

evenings and fearing that someone
wanted to mutilate her. After dose
increase

she became quite psychotic, even
delirious and her personality changed -
she

became aggressive and rude and lost
judgment of appropriate behaviour.

Abnormal behaviour Required Visit
to Doctor

Medicine Details:

SEROQUEL (Suspected) Reason:  Schizophrenia
Tablet 800.0 Milligram Daily Oral
Batch: Started: Stopped: 2 Years

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient has quietened down quite a lot, but she has not gone back to her previous personality. She is still psychotic but not so
floridly so. Carries on dual conversations with two different voices.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 183909 Seq: 1 Gender: F
Reported: 06/03/2003 Weight: 0.00
Hospitalisation: Age: 99U
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Aggression Required Visit
to Doctor

Delirium Required Visit
to Doctor

Drug ineffective Required Visit
to Doctor

Fear Required Visit
to Doctor

Paranoia Required Visit
to Doctor

Personality change Required Visit
to Doctor

Medicine Details:

SEROQUEL (Suspected) Reason:  Schizophrenia
Tablet 800.0 Milligram Daily Oral
Batch: Started: Stopped: 2 Years

Laboratory Investigations:

Additional Information:

Patient has quietened down quite a lot, but she has not gone back to her previous personality. She is still psychotic but not so
floridly so. Carries on dual conversations with two different voices.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 183909 Seq: 1 Gender: F
Reported: 06/03/2003 Weight: 0.00
Hospitalisation: Age: 99U
DOB:

Onset Date:

Outcome: Not yet recovered Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Psychotic disorder Required Visit
to Doctor
Schizophrenia Required Visit
to Doctor

Medicine Details:
SEROQUEL (Suspected) Reason:  Schizophrenia
Tablet 800.0 Milligram Daily Oral
Batch: Started: Stopped: 2 Years

Laboratory Investigations:

Additional Information:
Patient has quietened down quite a lot, but she has not gone back to her previous personality. She is still psychotic but not so

floridly so. Carries on dual conversations with two different voices.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 183941 Seq: 1 Gender: M
Reported: 14/01/2003 Weight: 64.00
Hospitalisation: Age: 22
Onset Date: DOB: 22/12/1980
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Leukopenia Required Visit [Leucopaenia, neutropaenia, Cessation of Seroquel
to Doctor lymphopaemia, thrombotytopaenia and

elevated LFT's,
iatrogenic hepatitis.

Hepatitis Required Visit
to Doctor

Lymphopenia Required Visit
to Doctor

Neutropenia Required Visit
to Doctor

Thrombocytopenia Required Visit
to Doctor

Medicine Details:

SEROQUEL (Suspected) Reason:  Schizophrenia
Tablet 100.0 Milligram Oral
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details
14/01/2003 |ALT = SGPT <40 02/12/2002 27
14/01/2003 [ALT = SGPT <40 09/12/2002 149
14/01/2003 [AST = SGOT <35 02/12/2002 28
14/01/2003 [AST = SGOT <35 09/12/2002 385
14/01/2003 |Lymphocytes 1-4 02/12/2002 0.9
14/01/2003 [Neutrophils 2.0-7.5 02/12/2002 1.3
14/01/2003 [Platelets 150-400 02/12/2002 107

Additional Information:
181539 is a duplicate
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 183941 Seq: 1 Gender: M
Reported: 14/01/2003 Weight: 64.00
Age: 22

Hospitalisation:
Onset Date:
Outcome: Not yet recovered

Reaction Details:

DOB: 22/12/1980
Causality: Causality possible

Medicine Details:

SEROQUEL (Suspected) Reason:  Schizophrenia
Tablet 100.0 Milligram Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

14/01/2003 |White blood cells 4-11 02/12/2002 2.5

Additional Information:
181539 is a duplicate
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 184176 Seq: 1 Gender: U
Reported: 20/03/2003 Weight: 0.00
Hospitalisation: Age: 99U
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Psychotic disorder Acute onset of psychosis, confusion and

irritability, tingling sensation or
dysaesthesia of both arms.
Confusional state
Irritability
Paraesthesia

Medicine Details:

SEROQUEL (Suspected) Reason:  Schizophrenia
Tablet 300.0 Milligram Daily Oral
Batch: Started: 06/11/2002 Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Also taking - Oral hypoghycaemic and Fat Blaster.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 184208 Seq: 1 Gender: F
Reported: 20/03/2003 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 85
Onset Date: 25/02/2003 DOB: 02/05/1917
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Syncope Syncope, postural hypotension, convulsive |Given Midazolam and
episode, expressive dysphasis, Phenergan.

chorieform movements.

Convulsion

Dysphasia

Movement disorder
Orthostatic hypotension

Medicine Details:

AVANZA (Suspected) Reason: Depression
Tablet 60.0 Milligram As necessary Oral
Batch: Started: Stopped:
SEROQUEL (Suspected) Reason: Depression
Tablet 150.0 Milligram Daily Oral
Batch: Started: Stopped:
EFEXOR-XR (Suspected) Reason: Depression
Tablet 75.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 184439 Seq: 1 Gender: F
Reported: 27/03/2003 Weight: 55.00
Age: 19

Hospitalisation:

Onset Date: 22/01/2003 DOB: 06/12/1983

Outcome: Recovered 26/02/2003 Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment

Nausea Required Visit [Nausea, vomiting, severe sedation. Seroquel ceased.
to Doctor

Sedation Required Visit
to Doctor

\/omiting Required Visit
to Doctor

Medicine Details:
SEROQUEL (Suspected) Reason:  Unspecified schizophrenia
Tablet Oral
Batch: Started: 21/01/2003 Stopped: 24/02/2003
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 184661 Seq: 1 Gender: M
Reported: 04/04/2003 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 29
Onset Date: 11/12/2002 DOB: 13/08/1973
Outcome: Recovered with sequelae 29/03/2003 Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Hyperglycaemia Development of hyperglycaemia with Commencement of insulin
symptoms of thirst, tiredness, polyuria, therapy.

sweating, polydipsia, candida.

Candidiasis
Fatigue
Hyperhidrosis
Polydipsia
Polyuria
Thirst

Medicine Details:

QUETIAPINE (Suspected) Reason:  Unspecified psychosis
Tablet 300.0 Milligram Daily Oral
Batch: Started: 09/12/2002 Stopped: 24/03/2003

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Patient's sister has type | Diabetes (on insulin).
Patient also taking Sertraline and Ramipril.
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 184696 Seq: 1 Gender: F
Reported: 07/04/2003 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 33
Onset Date: 19/03/2003 DOB: 24/08/1969
Outcome: Recovered 19/03/2003 Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Syncope Patient had a syncopal episode. Seroquel ceased.
Electrocardiogram QT prolonged
Medicine Details:
SERZONE (Other drug) Reason: Depression
100.0 Milligram Daily
Batch: Started: Stopped:
SEROQUEL (Suspected) Reason:  Unspecified psychosis
100.0 Milligram Daily
Batch: Started: 19/03/2003 Stopped: 19/03/2003
Laboratory Investigations:
Date Type Range Date Tested Result Details
07/04/2003 |Electrocardiograph
Additional Information:
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

QUETIAPINE,SEROQUEL

Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

hospitalisation

Case Number: 184730 Seq: 1 Gender: F
Reported: 07/04/2003 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 27
Onset Date: 14/03/2003 DOB:
Outcome: Recovered 15/03/2003 Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Leukopenia Caused or Possible drug interaction, leucopenia, Seroquel was ceased.
prolonged neutropenia
inpatient
hospitalisation
Neutropenia Caused or
prolonged
inpatient

Medicine Details:

SODIUM VALPROATE (Other drug) Reason:  Other&unspecified epilepsy
Tablet 1200.0 Milligram Daily Oral
Batch: Started: 21/01/2003 Stopped: 16/03/2003
SEROQUEL (Suspected) Reason:  Unspecified psychosis
Tablet 1400.0 Milligram Daily Oral
Batch: Started: 21/01/2003 Stopped: 16/03/2003
Laboratory Investigations:
Date Type Range Date Tested Result Details
07/04/2003 [leucocytes 14/03/2003 2.4
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

QUETIAPINE,SEROQUEL

Public Case Detail

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 184807 Seq: 1 Gender: M
Reported: 09/04/2003 Weight: 53.00
Hospitalisation: Age: 51
Onset Date: DOB: 01/02/1952
Outcome: Recovered 27/03/2003 Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Depressed level of consciousness |[Required Visit [Became "foggy". Given Benztropine.
to Doctor

Medicine Details:

HALOPERIDOL (Other drug) Reason:  Unspecified psychosis
5.0 Milligram Daily
Batch: Started: 19/03/2003 Stopped: 20/03/2003
PERICYAZINE (Other drug) Reason:  Unspecified psychosis
Tablet 5.0 Milligram Daily Oral
Batch: Started: 20/03/2003 Stopped: 26/03/2003
QUETIAPINE (Suspected) Reason:  Unspecified psychosis
Tablet 100.0 Milligram Daily Oral
Batch: Started: 26/03/2003 Stopped: 30/03/2003
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
On Quetiapine 100mg but no so much on 50mg.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 185246 Seq: 1 Gender: F
Reported: 24/04/2003 Weight: 83.00
Hospitalisation: Age: 36
Onset Date: 15/02/2003 DOB: 18/08/1966
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Visual field defect Required Visit |Appear visual field deficit - bilateral, Reduce Quetiapine
to Doctor temporal

Medicine Details:

MIRTAZAPINE (Other drug) Reason: Depression
Tablet 60.0 Milligram Daily Oral
Batch: Started: Stopped:
QUETIAPINE (Suspected) Reason:  Unspecified psychosis
Tablet 1500.0 Milligram Reducing Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

QUETIAPINE,SEROQUEL

Public Case Detail

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 185564
Reported: 07/05/2003
Hospitalisation: Admitted to hospital

Seq: 1

Gender: M
Weight: 0.00
Age: 28
DOB: 19/09/1974

Report Run : 04/06/2007 03:54PM  Database: pusime02

Onset Date:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Gastric ulcer Oesophagitis and gastric ulceration
Oesophagitis Oesophagitis and gastric ulceration
Medicine Details:
SEROQUEL (Suspected) Reason:  Schizophrenia
Tablet 1.0 Gram Daily Oral
Batch: Started: Stopped: Contin
TRAMADOL HYDROCHLORIDE (Suspected) Reason:  Otr&unsp vertebrogen pain synd
150.0 Milligram Daily
Batch: Started: Stopped: Contin
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

QUETIAPINE,SEROQUEL

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 186485 Seq: 1 Gender: M
Reported: 02/06/2003 Weight: 0.00
Hospitalisation: Age: 27Y
Onset Date: 20/03/2003 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Neutropenia Caused or Neutropenia Ceased Seroquel and
prolonged Chlorpromazine, no further
inpatient Droperidol given.
hospitalisation

Medicine Details:

SEROQUEL (Suspected) Reason:
Tablet Oral
Batch: Started: Stopped: 21/03/2003

DROPERIDOL (Suspected) Reason:  Otr spec symp psychopathol nec
Injection 10.0 Milligram 1 time Intramuscular
Batch: Started: Stopped:

CHLORPROMAZINE HYDROCHLORIDE (Suspected) Reason:  Ofr spec symp psychopathol nec
Tablet 100.0 Milligram Daily Oral
Batch: Started: 18/03/2003 Stopped: 21/03/2003

Laboratory Investigations:
Date Type Range Date Tested Result Details

02/06/2003 |Creatinine

02/06/2003 [Neutrophils (2-7.5) 03/04/2003 1.24

02/06/2003 |[Neutrophils (2-7.5) 28/03/2003 1.09

02/06/2003 |[Neutrophils (2-7.5) 20/03/2003 1.61

02/06/2003 [White blood cells 20/03/2003 3.5

02/06/2003 [White blood cells 28/03/2003 2.8

02/06/2003 |[White blood cells 03/04/2003 2.7

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

QUETIAPINE,SEROQUEL

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 186520 Seq: 1 Gender: F
Reported: 02/06/2003 Weight: 0.00
Hospitalisation: Age: 21Y
DOB:

Onset Date:
Outcome: Unknown

Reaction Details:

Causality: Causality possible

Report Run : 04/06/2007 03:54PM  Database: pusime02

Preferred Term Severity Report Description Treatment
Vision blurred Worsened blurred vision and difficulty with
near and far sight.
Accommodation disorder
Visual disturbance
Medicine Details:
PROTHIADEN (Suspected) Reason:
Oral
Batch: Started: Stopped:
PHENERGAN (Suspected) Reason:
Batch: Started: Stopped:
SEROQUEL (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
The patient had changed from Amisulpride to Seroquel due to hyperprolactinaemia.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 186970 Seq: 1 Gender: M
Reported: 16/06/2003 Weight: 0.00
Hospitalisation: Age: 99U
Onset Date: 10/06/2003 DOB:
Outcome: Recovered 10/06/2003 Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Salivary hypersecretion Salivation, dystonia, torticollis and Cogentin 2mg/IM given.
movements of tongue.
Dystonia
Tongue paralysis
Torticollis

Medicine Details:

SEROQUEL (Suspected) Reason:  Schizophrenia
Tablet 100.0 Milligram Daily Oral
Batch: Started: Stopped:

SOLIAN (Suspected) Reason:  Schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: 01/06/2003 Stopped: 10/06/2003

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Poor compliance and medications.
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 188153 Seq: 1 Gender: F
Reported: 03/07/2003 Weight: 120.00
Hospitalisation: Age: 38
Onset Date: DOB: 15/06/1965
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Chest discomfort Required Visit [Hollow feeling in the central chest.
to Doctor

Asthenia Required Visit [Limpness of both wrists and weakness of
to Doctor the extremities.

Dizziness Required Visit [Non postural dizziness and light
to Doctor headedness.

Jaw disorder Required Visit [Tension in masticatory muscles.
to Doctor

Paraesthesia Required Visit |Tingling of finger tips and around the Symptoms settled when Epilim
to Doctor mouth. was added to medications.

Dizziness Required Visit
to Doctor

Medicine Details:

SEROQUEL (Suspected) Reason:  Unspecified schizophrenia
Batch: Started: Stopped: Contin
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Seroquel started mid 2002. Reaction onset date: mid 2002
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 188264 Seq: 1 Gender: F
Reported: 09/07/2003 Weight: 0.00
Hospitalisation: Age: 29
Onset Date: 13/02/2003 DOB: 04/02/1974
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Rhabdomyolysis Admitted with rhabdomyolysis secondary
to seizures.
Pyrexia Elevated temp (to 39 degress celsius).
Neuroleptic malignant syndrome Neuroleptic malignant syndrome. Ceased Valproate,

Venlafaxine and Quetiepine
13/02/03. Pt rescusitated,
intubated and ventilated and
required inotropes.

Somnolence Spent most of the day sleeping and was
difficult to rouse.

Acidosis
Blood creatine phosphokinase incr

Medicine Details:

STILNOX (Interaction) Reason:
Batch: Started: Stopped:
QUETIAPINE (Interaction) Reason:  Convulsions
150.0 Milligram Daily
Batch: Started: S TERM Stopped:
SODIUM VALPROATE (Interaction) Reason: Convulsions
1.0 Gram Daily
Batch: Started: Stopped:
VENLAFAXINE HYDROCHLORIDE (Interaction) Reason:
150.0 Milligram Daily
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

09/07/2003 |Creatine

Additional Information:
Patient also taking Valproate, Venlafaxine, Panadol, Stilnox, Sandomigran, Mersyndol, Diazepam, Phenergan and Ventolin.
Valproate and Venlafaxine were both restarted without adverse effect.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 188264 Seq: 1 Gender: F
Reported: 09/07/2003 Weight: 0.00
Hospitalisation: Age: 29
Onset Date: 13/02/2003 DOB: 04/02/1974
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Convulsion

Depressed level of consciousness
Hyperkalaemia

Medicine Details:

STILNOX (Interaction) Reason:
Batch: Started: Stopped:
QUETIAPINE (Interaction) Reason:  Convulsions
150.0 Milligram Daily
Batch: Started: S TERM Stopped:
SODIUM VALPROATE (Interaction) Reason: Convulsions
1.0 Gram Daily
Batch: Started: Stopped:
VENLAFAXINE HYDROCHLORIDE (Interaction) Reason:
150.0 Milligram Daily
Batch: Started: Stopped:

Laboratory Investigations:

Additional Information:
Patient also taking Valproate, Venlafaxine, Panadol, Stilnox, Sandomigran, Mersyndol, Diazepam, Phenergan and Ventolin.
Valproate and Venlafaxine were both restarted without adverse effect.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 188672 Seq: 1 Gender: M
Reported: 21/07/2003 Weight: 0.00
Hospitalisation: Age: 33
Onset Date: 10/03/2003 DOB: 24/06/1969
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Diabetes mellitus Diabetes Mellitus cI?ielt and Diaformin 1/2 tab
aily.

Medicine Details:

SEROQUEL (Suspected) Reason:  Hallucinations
Tablet 400.0 Milligram Daily Oral
Batch: Started: 27/02/2003 Stopped: 20/03/2003

Laboratory Investigations:

Date Type Range Date Tested Result Details

21/07/2003 |Serum glucose

Additional Information:

Patient also taking Efexor XR and Colgout/Progout.
Family history of type 2 diabetes (late onset) in both grand mothers. Ongoing diabetes despite stopping quetiapine.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 188765 Seq: 1 Gender: F
Reported: 24/07/2003 Weight: 0.00
Hospitalisation: Age: 72
Onset Date: 01/05/2003 DOB: 16/02/1931
Outcome: Recovered 30/05/2003 Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Blood thyroid stimulating hormone Possible effect on TSH. Seroquel ceased.

Medicine Details:

SEROQUEL (Suspected) Reason: Disturbance of speech
Tablet 50.0 Milligram Daily Oral
Batch: Started: 01/05/2003 Stopped: 30/05/2003

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
The patient was concurrently suffering from dementia, decreased thyroid function, chronic diarrhoea, hypokalaemia and
decreased vitamin B12. She had previously undergone a bowel resection for an intestinal obstruction.

Patient history: Thyroid problems, Chronic diarrhoea and Dementia.
Patient also taking Thyroxine, Ranitidine, Chlorvescent., Neo-Cytamen, Folate Sodium, Imodium and Temazepam.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 189091 Seq: 1 Gender: F
Reported: 30/07/2003 Weight: 70.00
Hospitalisation: Age: 54
Onset Date: 10/07/2003 DOB: 20/05/1949
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Vision blurred Required Visit [Blurred vision, dry mouth.
to Doctor
Dry mouth Required Visit
to Doctor
Medicine Details:
SEROQUEL (Interaction) Reason:
Tablet 100.0 Milligram Daily Oral
Batch: Started: 26/05/2003 Stopped:
PROTHIADEN (Interaction) Reason:
Capsule 25.0 Milligram Daily Oral
Batch: Started: 27/02/2003 Stopped:
PROTHIADEN (Interaction) Reason:
Tablet 75.0 Milligram Daily Oral
Batch: Started: 10/07/2003 Stopped:
RISPERDAL (Interaction) Reason:
Tablet 2.0 Milligram Daily Oral
Batch: Started: 02/09/2002 Stopped: 03/06/2003
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 189091 Seq: 1 Gender: F
Reported: 30/07/2003 Weight: 70.00
Hospitalisation: Age: 54
Onset Date: 10/07/2003 DOB: 20/05/1949

Outcome: Not yet recovered Causality: Causality possible

Reaction Details:

Medicine Details:

ZYPREXA (Interaction) Reason:
Tablet 12.5 Milligram Daily Oral
Batch: Started: 02/09/2002 Stopped: 03/06/2003

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 189200 Seq: 1 Gender: M
Reported: 06/08/2003 Weight: 0.00
Hospitalisation: Age: 99u
Onset Date: DOB:
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Gravitational oedema The patient developed bilateral dependent

oedema of the ankles. Seroquel was
stopped, and the event improved/resolved.
There was no obvious congestive

heart failure, ECG was normal, there was
no obvious renal or hepatic impairment
based on laboratory test value, and no
local disease to explain the symptoms.

Medicine Details:

SEROQUEL (Suspected) Reason:  Psychosis associated w other &unspec intracranial
Tablet Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

06/08/2003 |[Other data

Additional Information:
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 189783 Seq: 1 Gender: M
Reported: 22/08/2003 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 99u
Onset Date: DOB:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Priapism Caused or Priapism
prolonged
inpatient
hospitalisation

Medicine Details:
SEROQUEL (Suspected) Reason:
Tablet Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 189907 Seq: 1 Gender: F
Reported: 28/08/2003 Weight: 75.00
Hospitalisation: Age: 17
Onset Date: DOB: 01/01/1986
Outcome: Recovered 27/05/2003 Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Drug level increased Required Visit [Drug level increased - Tegretol
to Doctor
Affect lability Required Visit |Emotionally labile
to Doctor
Sedation Required Visit [Excessive sedation
to Doctor
Condition aggravated Required Visit [Increased seizures
to Doctor
Drug interaction Required Visit [Interaction
to Doctor
Obsessive-compulsive disorder  |Required Visit [Very obsessive
to Doctor
Medicine Details:
CARBAMAZEPINE (Interaction) Reason: Epilepsy
Tablet 1.8 Gram Daily Oral
Batch: Started: Stopped: 27/05/2003
CLOBAZAM (Interaction) Reason:  Epilepsy
Tablet 20.0 Milligram Daily Oral
Batch: Started: Stopped:
QUETIAPINE (Interaction) Reason:  Unspecified psychosis
Tablet 25.0 Milligram Daily Oral
Batch: Started: 26/02/2003 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
28/08/2003 |[Other data

Additional Information:

Onset 04/2003. History: Has mental retardation in addition to generaised epilepsy and schizophrenia.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 189924 Seq: 1 Gender: M
Reported: 28/08/2003 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 32
Onset Date: 06/08/2003 DOB: 12/11/1970
Outcome: Recovered 20/08/2003 Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Priapism Experienced priapism without resolution  [Surgical - bilateral
with ice packs, EMLA cream or oral glandulo-corura shunt.
pseudoephedrine.

Medicine Details:

SEROQUEL (Suspected) Reason:  Paranoid type schizophrenia
Tablet 300.0 Milligram Daily Oral
Batch: Started: 15/05/2002 Stopped: 12/08/2003

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient has history of schizophrenia (been on Seroquel a long time). Continued to have delusions, diazepam and temazepam
was initiated. Had no known allergies before this. May have erectile dysfunction. First report - "very rare" according PI.
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THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 190481 Seq: 1 Gender: F
Reported: 15/09/2003 Weight: 0.00
Hospitalisation: Age: 55Y
Onset Date: DOB:
Outcome: Death, maybe drug Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Myocarditis Caused or Acute myocarditis
prolonged
inpatient
hospitalisation

Medicine Details:

SEROQUEL (Suspected) Reason:  Unspecified schizophrenia
Oral
Batch: Started: Stopped:
ZYPREXA (Suspected) Reason:  Unspecified schizophrenia
Tablet 20.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

15/09/2003 |Other data

Additional Information:
The patient had no history of cardiac problems.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 190705 Seq: 1 Gender: F
Reported: 19/09/2003 Weight: 60.00
Age: 87

Hospitalisation:

Onset Date: 26/05/2003 DOB: 14/10/1915

Outcome: Recovered 31/05/2003 Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Cardiac arrest Life Cardiac arrest with ECG, prolonged QT. |Hospitalised.

threatening

Electrocardiogram QT prolonged |Life
threatening

Medicine Details:

QUETIAPINE (Suspected) Reason:  Ofr spec symp psychopathol nec
Tablet 50.0 Milligram Daily Oral
Batch: Started: 25/05/2003 Stopped: 26/05/2003

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 191291 Seq: 1 Gender: F
Reported: 14/10/2003 Weight: 0.00
Age: 30

Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Details:
Preferred Term Severity Report Description Treatment

Ceased Serquel.

DOB: 24/06/1973
Causality: Causality probable

Neutropenia Neutropenia

Medicine Details:

SEROQUEL (Suspected) Reason:  Unspecified schizophrenia
Tablet 300.0 Milligram Daily Oral
Batch: Started: 24/07/2003 Stopped: 12/08/2003

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient was also taking Clozaril and Solian.
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Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 191801
Reported: 03/11/2003
Hospitalisation:
Onset Date: 30/10/2003
Outcome:

Reaction Details:

Recovered without treatment

Seq: 1

31/10/2003

Gender: F

Weight: 0.00
Age: 32
DOB: 20/03/1971

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Erythema Required Visit [ltchy, erythematous rash on the face. Cessation of Seroquel.
to Doctor
Pruritus Required Visit |ltchy, erythematous rash on the face. Cessation of Seroquel.
to Doctor
Medicine Details:
ZYPREXA (Other drug) Reason:
Tablet 15.0 Milligram 1 time Oral
Batch: Started: Stopped:
COGENTIN (Other drug) Reason:
Injection 2.0 Milligram As necessary Intramuscular
Batch: Started: 26/10/2003 Stopped:
LARGACTIL (Other drug) Reason:
Tablet 150.0 Milligram As necessary Oral
Batch: Started: 26/10/2003 Stopped:
TEMAZE (Other drug) Reason:
Tablet 20.0 Milligram As necessary Oral
Batch: Started: 26/10/2003 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 191801 Seq: 1 Gender: F
Reported: 03/11/2003 Weight: 0.00
Age: 32

Hospitalisation:
Onset Date: 30/10/2003
Outcome: Recovered without treatment 31/10/2003

Reaction Details:

DOB: 20/03/1971
Causality: Causality possible

Medicine Details:

Benztrop (Other drug) Reason:
Tablet 2.0 Milligram As necessary Oral
Batch: Started: 26/10/2003 Stopped:
ANTENEX (Other drug) Reason:
Tablet 10.0 Milligram As necessary Oral
Batch: Started: 26/10/2003 Stopped:
SEROQUEL (Suspected) Reason:  Unspecified psychosis
Tablet 50.0 Milligram 1 time Oral
Batch: Unknown Started: 30/10/2003 Stopped: 30/10/2003

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

hospitalisation

Case Number: 192419 Seq: 1 Gender: M
Reported: 24/11/2003 Weight: 0.00
Hospitalisation: Age: 23
Onset Date: 02/11/2003 DOB: 22/02/1980
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Myocarditis Caused or Myocarditis, red blood cell sedimentation |Panadol, aspirin
prolonged rate increased, ventricular
inpatient dysfuction, pyrexia, headache,
hospitalisation [tachycardia.
C-reactive protein increased Caused or
prolonged
inpatient
hospitalisation
Headache Caused or
prolonged
inpatient

Medicine Details:

CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 125.0 Milligram Daily Oral
Batch: Started: 10/10/2003 Stopped: 05/11/2003
SEROQUEL (Suspected) Reason:
1.0 Dose Unspecified Daily
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details
24/11/2003 |C-Reactive Protein 17/11/2003 <5
24/11/2003 |C-Reactive Proteir 11/11/2003 74
24/11/2003 |C-Reactive Proteir] 10/11/2003 125

24/11/2003 Creatine

24/11/2003 [Echocardiogram
24/11/2003 |ElectrocardiograpH
24/11/2003 |(Erythrocyte 17/11/2003 40

Additional Information:

Risk factors for myocardial disease were stated as drug abuse (last time approx. 4 months ago) and clozaril treatment.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 192419 Seq: 1 Gender: M
Reported: 24/11/2003 Weight: 0.00
Hospitalisation: Age: 23
Onset Date: 02/11/2003 DOB: 22/02/1980
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Pyrexia Caused or
prolonged
inpatient

hospitalisation

Red blood cell sedimentation rate i{Caused or
prolonged
inpatient
hospitalisation

Tachycardia Caused or
prolonged
inpatient
hospitalisation

Medicine Details:

CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 125.0 Milligram Daily Oral
Batch: Started: 10/10/2003 Stopped: 05/11/2003
SEROQUEL (Suspected) Reason:
1.0 Dose Unspecified Daily
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

24/11/2003 Erythrocyte . 10/11/2003 77
24/11/2003 |Hepatitis C
24/11/2003 |Other data
24/11/2003 |Troponin

Additional Information:
Risk factors for myocardial disease were stated as drug abuse (last time approx. 4 months ago) and clozaril treatment.
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THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 192419 Seq: 1 Gender: M
Reported: 24/11/2003 Weight: 0.00
Hospitalisation: Age: 23
Onset Date: 02/11/2003 DOB: 22/02/1980
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Troponin | increased Caused or
prolonged
inpatient
hospitalisation

Medicine Details:

CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 125.0 Milligram Daily Oral
Batch: Started: 10/10/2003 Stopped: 05/11/2003
SEROQUEL (Suspected) Reason:
1.0 Dose Unspecified Daily
Batch: Started: Stopped:

Laboratory Investigations:

Additional Information:
Risk factors for myocardial disease were stated as drug abuse (last time approx. 4 months ago) and clozaril treatment.
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ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 193033 Seq: 1 Gender: F
Reported: 10/12/2003 Weight: 75.00
Hospitalisation: Age: 99U
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Constipation Caused or August 2001 - Severe colonic loading, Received weekly enema
prolonged constipation. treatment and laxatives.
inpatient
hospitalisation

Medicine Details:

SEROQUEL (Suspected) Reason:  Schizophrenia
Tablet 1.0 Dose Unspecified Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Approximately three years after starting (1998) Seroquel patient experienced severe clonic loading with constipation.
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THERAPEUTIC GOODS ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 193274 Seq: 1 Gender: F
Reported: 17/12/2003 Weight: 0.00
Hospitalisation: Age: 17
Onset Date: 05/12/2003 DOB: 15/01/1986
Outcome: Recovered 05/12/2003 Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Depressed level of consciousness

Consciousness impaired.

Required ICU admission,
given Flumazenil 500mg iv
with rapid response.

Medicine Details:

SEROQUEL (Interaction) Reason:  Ofr spec symp psychopathol nec
Batch: Started: Stopped:
MIDAZOLAM (Interaction) Reason:  Otr spec symp psychopathol nec
Injection 10.0 Milligram As necessary Intramuscular
Batch: Started: Stopped:
DROPERIDOL (Interaction) Reason:  Ofr spec symp psychopathol nec
Injection 5.0 Milligram As necessary Intramuscular
Batch: Started: Stopped:
Abilify (Interaction) Reason:  Ofr spec symp psychopathol nec
Tablet 15.0 Milligram Daily Oral
Batch: Started: 26/11/2003 Stopped: 05/12/2003
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Patient was also taking Levlen, Ferro-Gradmet, Nicabate, Mylanta.
Aripiprazole commenced 1 week prior (26/11/03).
Multiple drug interactions many have pre this event.cipitated
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 193274 Seq: 1 Gender: F
Reported: 17/12/2003 Weight: 0.00
Hospitalisation: Age: 17
Onset Date: 05/12/2003 DOB: 15/01/1986
Outcome: Recovered 05/12/2003 Causality: Causality possible

Reaction Details:

Medicine Details:

LAMICTAL (Interaction) Reason:
Tablet 137.0 Milligram Daily Oral
Batch: Started: Stopped:
DIAZEPAM (Interaction) Reason:  Otr spec symp psychopathol nec
Tablet 20.0 Milligram Daily Oral
Batch: Started: Stopped:
EPILIM (Interaction) Reason:
Tablet 1000.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:

Additional Information:

Patient was also taking Levlen, Ferro-Gradmet, Nicabate, Mylanta.
Aripiprazole commenced 1 week prior (26/11/03).

Multiple drug interactions many have pre this event.cipitated
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ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 193407 Seq: 1 Gender: F
Reported: 22/12/2003 Weight: 0.00
Hospitalisation: Age: 25
Onset Date: DOB: 13/12/1978
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Dystonia Dystonia, Diabetes mellitus NOS, Suicidal |Benztropine 4mg/day was
ideation, Weight increased. given to treat Dystonia and

also given Benadryl cough
syrup and Metformin.

Diabetes mellitus
Suicidal ideation
Weight increased

Medicine Details:

CLOZARIL (Suspected) Reason:  Schizophrenia
Tablet 100.0 Milligram Daily Oral
Batch: Started: 06/09/1996 Stopped: Contin
SEROQUEL (Suspected) Reason:
550.0 Milligram Daily
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

Other drugs: Citalopram and Valproate Sodium. Patient needed care 24 hours a day. Onset date 2002. Seroquel initiated on
550mg/day increased to 650mg/day before being discontinued. Clozaril was increased to 300mg/day and continued. This report is
a duplicate of 189882.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 193608 Seq: 1 Gender: F
Reported: 06/01/2004 Weight: 45.00
Hospitalisation: Age: 10
Onset Date: DOB: 14/06/1993
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Hyperglycaemia Caused or Polydipsia, polyuria, abdominal pain, Insulin.
prolonged hyperglycaemia, glycosuria, ketonuria.
inpatient
hospitalisation
Abdominal pain Caused or
prolonged
inpatient
hospitalisation
Glycosuria Caused or
prolonged
inpatient

hospitalisation

Medicine Details:

SEROQUEL (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
Batch: Started: S TERM Stopped: 18/12/2003

Laboratory Investigations:

Date Type Range Date Tested Result Details

06/01/2004 |Other data
06/01/2004 [Serum glucose

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 193608 Seq: 1 Gender: F
Reported: 06/01/2004 Weight: 45.00
Hospitalisation: Age: 10
Onset Date: DOB: 14/06/1993
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Ketonuria Caused or
prolonged
inpatient
hospitalisation
Polydipsia Caused or
prolonged
inpatient
hospitalisation
Polyuria Caused or
prolonged
inpatient

hospitalisation

Medicine Details:

SEROQUEL (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
Batch: Started: S TERM Stopped: 18/12/2003

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 193988 Seq: 1 Gender: F
Reported: 19/01/2004 Weight: 0.00
Hospitalisation: Age: 10
Onset Date: DOB: 14/06/1993
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Diabetes mellitus insulin-depender|{Caused or Hyperglycaemia and ketones in urine.
prolonged
inpatient
hospitalisation
Hyperglycaemia Caused or
prolonged
inpatient
hospitalisation
Ketonuria Caused or
prolonged
inpatient

hospitalisation

Medicine Details:

SEROQUEL (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
Batch: Started: 15/09/2003 S TERM Stopped: 20/12/2003

Laboratory Investigations:

Date Type Range Date Tested Result Details

19/01/2004 |[Other data
19/01/2004 |Serum glucose

Additional Information:
Seroquel was stopped and the diabetes mellitus was reported to have resolved on the same day.
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THERAPEUTIC 60ODS
ADMINISTRATION

QUETIAPINE,SEROQUEL

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 194012 Seq: 1 Gender: M
Reported: 21/01/2004 Weight: 0.00
Hospitalisation: Age: 99U
Onset Date: 09/12/2003 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Circulatory collapse Life Sudden collapse, prolonged Quetiapine ceased.
threatening unconsciousness, and hypotension.
Tachycardia Life Tachyarrhythmia
threatening
Electrocardiogram QT prolonged |Life
threatening
Hypotension Life
threatening
Loss of consciousness Life
threatening
Medicine Details:
QUETIAPINE (Suspected) Reason:  Obsessive compulsive neurosis
Tablet 600.0 Milligram Daily Oral
Batch: Started: Stopped: 10/11/2003
FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Depression
Capsule 80.0 Milligram Daily Oral
Batch: Started: Stopped: 10/11/2003
ERYTHROMYCIN (Suspected) Reason:  Ac upr resp inf,mult,unsp stes
400.0 Milligram Daily
Batch: Started: Stopped: 10/11/2003
Laboratory Investigations:
Date Type Range Date Tested Result Details
21/01/2004 |ElectrocardiograpH 09/12/2003 | Long QTc on
Additional Information:
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 194136 Seq: 1 Gender: M
Reported: 29/01/2004 Weight: 0.00
Hospitalisation: Age: 39Y
Onset Date: 22/06/2003 DOB:
Outcome: Recovered 30/06/2003 Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment

Constipation Caused or Constipation and urinary retention. Catheterisation.
prolonged
inpatient
hospitalisation

Urinary retention Caused or
prolonged
inpatient
hospitalisation

Medicine Details:

SEROQUEL (Suspected) Reason:  Schizophrenia

Tablet 500.0 Milligram Daily Oral
Batch: Started: 16/06/2003 Stopped: 24/06/2003
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

Patient also administered: Diazepam, Coloxyl with Senna, Lactulose.
Reaction occurred following increase dose from 250mg daily to 500mg daily.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 194162 Seq: 1 Gender: M
Reported: 30/01/2004 Weight: 77.00
Hospitalisation: Age: 48
Onset Date: 02/11/2003 DOB: 14/05/1955
Outcome: Recovered 24/11/2003 Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Insulin resistance Life Insulin resistance resulting in presentation |Unknown insulin regimen.

threatening  [with diabetic ketoacidosis,
diabetes mellitus aggravated.

Diabetes mellitus Life
threatening

Diabetic ketoacidosis

Medicine Details:

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

Laboratory Investigations:

Date Type Range Date Tested Result Details

30/01/2004 |Haemoglobin
30/01/2004 [Serum glucose

Additional Information:

Previous to commencing quetiapine had been a well controlled type 2 diabetic.
Patient was also taking Metformin, Glimepiride, Glibendomide, cardizem CD, Enalapril, Gemfibrozil, Efexor.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 194684 Seq: 1 Gender: F
Reported: 17/02/2004 Weight: 70.00
Hospitalisation: Age: 50
Onset Date: DOB: 02/10/1953
Outcome: Recovered 03/02/2004 Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Confusional state Required Visit [Confusion, night terrors, sleep walking,
to Doctor tremor, sweats, fear and shoulder
cramps.
Muscle spasms Required Visit |Leg and shoulder cramps.
to Doctor
Fear Required Visit
to Doctor
Hyperhidrosis Required Visit
to Doctor
Sleep terror Required Visit
to Doctor

Medicine Details:

LITHIUM CARBONATE (Suspected) Reason:
Tablet 250.0 Milligram Daily Oral
Batch: Started: Stopped:
ENDEP (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
Batch: Started: Stopped:
SEROQUEL (Suspected) Reason:
Tablet 150.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Onset date: 09/03. Dose start and stop dates for all drugs: 06/03 an 07/03.
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 194684 Seq: 1 Gender: F
Reported: 17/02/2004 Weight: 70.00
Hospitalisation: Age: 50
Onset Date: DOB: 02/10/1953
Outcome: Recovered 03/02/2004 Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Sleep walking Required Visit
to Doctor
Tremor Required Visit
to Doctor
Medicine Details:
LITHIUM CARBONATE (Suspected) Reason:
Tablet 250.0 Milligram Daily Oral
Batch: Started: Stopped:
ENDEP (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
Batch: Started: Stopped:
SEROQUEL (Suspected) Reason:
Tablet 150.0 Milligram Daily Oral
Batch: Started: Stopped:
Laboratory Investigations:
Additional Information:
Onset date: 09/03. Dose start and stop dates for all drugs: 06/03 an 07/03.
Report Run : 04/06/2007 03:54PM  Database: pusime02 ADRS004 Page 168 of 434




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 194751 Seq: 1 Gender: M
Reported: 19/02/2004 Weight: 0.00
Hospitalisation: Age: 99U
Onset Date: 14/02/2004 DOB:
Outcome: Recovered 15/02/2004 Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Neuroleptic malignant syndrome |Life Neuroleptic malignant syndrome. Benztropine
threatening

Medicine Details:

HALOPERIDOL (Suspected) Reason:  Unspecified psychosis
5.7 Milligram Daily
Batch: Started: 06/02/2004 Stopped: 11/02/2004
QUETIAPINE (Suspected) Reason:  Unspecified psychosis
Tablet 100.0 Milligram Daily Oral
Batch: Started: 06/02/2004 Stopped: 14/02/2004

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient was also taking Paracetamol and Sodium Valproate.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

QUETIAPINE,SEROQUEL

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 194976 Seq: 1 Gender: U
Reported: 27/02/2004 Weight: 0.00
Hospitalisation: Age: 99U
DOB:

Onset Date:
Outcome: Recovered

Reaction Details:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Constipation Constipation - severe, dehydration. Manual disimpaction.
Dehydration
Medicine Details:

SEROQUEL (Suspected) Reason:  Unspecified psychosis
Tablet 500.0 Milligram Daily
Batch: Started: S TERM Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Patient also administered: Lithium, Thyroxine, Omeprazole, Citracal, Ferrogradumet, Mirtazapine.
Constipation was unresponsive to oral laxatives, enemas and golytely. Patient presented to ED 3 times.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 195452 Seq: 1 Gender: M
Reported: 12/03/2004 Weight: 0.00
Hospitalisation: Age: 55
Onset Date: DOB: 26/02/1949
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Leukopenia Leucopenia, thrombocytopenia and

neutropenia.

Neutropenia
Thrombocytopenia

Medicine Details:

QUETIAPINE (Suspected) Reason:
Tablet 800.0 Milligram Daily Oral
Batch: Started: 19/01/2004 Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details
12/03/2004 |Neutrophils
12/03/2004 [Platelets
12/03/2004 |White blood cells

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 196772 Seq: 1 Gender: F
Reported: 23/04/2004 Weight: 0.00
Hospitalisation: Age: 94Y
DOB:

Onset Date: 06/04/2004

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Loss of consciousness Patient collapsed

Medicine Details:

SEROQUEL (Suspected) Reason:
Tablet 25.0 Milligram Daily Oral
Batch: Started: 06/04/2004 Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Event considered serious due to medical importance.
Report 196777 is a duplicate of this report.
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Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 196797 Seq: 1 Gender: F
Reported: 27/04/2004 Weight: 0.00
Hospitalisation: Age: 22
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Accidental overdose Caused or Accidental overdose, grand mal
prolonged convulsion, medication error.
inpatient
hospitalisation
Grand mal convulsion Caused or
prolonged
inpatient
hospitalisation
Medication error Caused or
prolonged
inpatient

hospitalisation

Medicine Details:

SEROQUEL (Interaction) Reason:

Tablet 600.0 Milligram Daily Oral

Batch: Started: 02/06/2003 Stopped: 15/06/2003
NEFAZODONE HYDROCHLORIDE (Interaction) Reason:

400.0 Milligram Daily

Batch: Started: 15/06/2003 Stopped:
LAMOTRIGINE (Other drug) Reason: Convulsions

Tablet 400.0 Milligram Daily Oral

Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Internal Medicine Journal: 2004 Vol: 34 issue: Page (s): 133-134.

History: Epilepsy and Depression. The patient should have been taking Quatiapine, but rather had been prescribed Nefazodone.
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 197392 Seq: 1 Gender: F
Reported: 17/05/2004 Weight: 84.00
Hospitalisation: Age: 49
Onset Date: 15/03/2004 DOB: 19/12/1954
Outcome: Recovered Causality: Causality certain
Reaction Details:
Preferred Term Severity Report Description Treatment
Weight increased Weight gain 3-4 kg with fluid retention, Stopped Seroquel

pitting oedema.

Fluid retention
Pitting oedema

Medicine Details:

SEROQUEL (Suspected) Reason:  Unspecified psychosis
Tablet 100.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Symptoms stopped when Seroquel ceased and occurred again when resuming.
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 197647 Seq: 1 Gender: M
Reported: 27/05/2004 Weight: 65.00
Hospitalisation: Age: 29
Onset Date: 08/04/2004 DOB: 22/09/1974
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
White blood cell count decreased Patient developed reduced white cell Cease Seroquel and start
count. aripiprazole.

Medicine Details:

SEROQUEL (Suspected) Reason:  Unspecified schizophrenia
Tablet 1.0 Gram Daily Oral
Batch: Started: 15/10/2003 Stopped: 14/05/2004

Laboratory Investigations:

Date Type Range Date Tested Result Details
27/05/2004 [Neutrophils 08/04/2004 1.7
27/05/2004 |Neutrophils 04/05/2004 1.4
27/05/2004 [Neutrophils 19/05/2004 2.8
27/05/2004 [White blood cells 08/04/2004 5.0
27/05/2004 |White blood cells 04/05/2004 3.5
27/05/2004 [White blood cells 19/05/2004 5.3

Additional Information:
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Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 197676 Seq: 1 Gender: F
Reported: 27/05/2004 Weight: 50.00
Hospitalisation: Age: -1
Onset Date: 18/03/2004 DOB: 03/05/2004
Outcome: Unknown Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Nail discolouration Seven day history of nail changes sodium valproate ceased.
(yellowing and brown ridges on the
fingernails only).
Nail disorder
Medicine Details:
TEMAZEPAM (Other drug) Reason:
20.0 Milligram As necessary Oral
Batch: Started: Stopped:
CITALOPRAM HYDROBROMIDE (Other drug) Reason: Depression
Tablet 50.0 Milligram Daily Oral
Batch: Started: Stopped:
SODIUM VALPROATE (Suspected) Reason:
200.0 Milligram 2 times Oral
Batch: Started: 18/03/2004 S TERM Stopped: 29/03/2004
QUETIAPINE (Suspected) Reason:
Tablet 125.0 Milligram Daily Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
No dietary deficiencies, non smoker.
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THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 197796 Seq: 1 Gender: M
Reported: 02/06/2004 Weight: 90.00
Hospitalisation: Age: 55
Onset Date: 20/05/2004 DOB: 29/03/1949
Outcome: Recovered 21/05/2004 Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Hypotension Life Hypotension, tachycardia, ST-elevation,
threatening  [collapse, vomiting.
Circulatory collapse Life

threatening

Electrocardiogram ST segment elelLife
threatening

Tachycardia Life
threatening
\/omiting Life

threatening

Medicine Details:

SEROQUEL (Suspected) Reason:  Unspecified schizophrenia
Tablet 100.0 Milligram Daily Oral
Batch: Started: 20/05/2004 Stopped: 21/05/2004

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Prior to that the patient was taking Olanzapine 5mg for 3 years. Olanzapine was ceased on 19/05/04.
History of PSE to conventional outopsydotrs.
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ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 197896 Seq: 1 Gender: F
Reported: 04/06/2004 Weight: 0.00
Age: 99u

Hospitalisation:
Onset Date:
Outcome: Recovered

DOB:
Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Electrocardiogram abnormal Required Visit |ECG results abnormal. Seroquel changed to Abilify
to Doctor 30mg.

Medicine Details:

Abilify (Other drug) Reason:
Tablet 30.0 Milligram Oral
Batch: Started: Stopped:
SEROQUEL (Suspected) Reason:
Tablet 1.0 Gram Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Doctor changed patient medication to Abilify (Aripiprazole) 30mg and the problem continued but ceased when Abilify dose was

reduced to 15mg.
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THERAPEUTIC GOODS ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

198124
15/06/2004

Case Number:
Reported:
Hospitalisation:
Onset Date: 05/06/2004
Outcome:

Reaction Details:

Seq: 1

Not yet recovered

Causality

Gender: F

Weight: 60.00
Age: 34
DOB: 09/03/1970

: Causality possible

Preferred Term Severity Report Description Treatment
Serotonin syndrome Required Visit |Serotonin syndrome, tachycardia, dizzy,
to Doctor sweating and mild confusion.
Confusional state Required Visit
to Doctor
Dizziness Required Visit
to Doctor
Hyperhidrosis Required Visit
to Doctor
Tachycardia Required Visit
to Doctor
Medicine Details:
ARTHRO-AID (Other drug) Reason: Other diseases of joint
Capsule 750.0 Milligram As necessary Oral
Batch: Started: Stopped: Ongoing
PANADEINE FORTE (Other drug) Reason: Pain
Tablet Dose Unspecified As necessary Oral
Batch: Started: Stopped: Ongoing
AROPAX (Suspected) Reason:
Tablet 40.0 Milligram Daily Oral
Batch: Started: 01/01/2003 Stopped: 08/06/2004
SEROQUEL (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
Batch: Started: 05/06/2003 Stopped: 08/06/2004
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 198132 Seq: 1 Gender: F
Reported: 15/06/2004 Weight: 0.00
Hospitalisation: Age: 42
Onset Date: 23/04/2004 DOB: 13/02/1962
Outcome: Recovered 28/04/2004 Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Confusional state Required Visit [Confusion, memory lapses, sweating,
to Doctor flushing and muscle cramps.
Amnesia Required Visit
to Doctor
Flushing Required Visit
to Doctor
Hyperhidrosis Required Visit
to Doctor
Muscle spasms Required Visit
to Doctor
Medicine Details:
DIAZEPAM (Other drug) Reason:
10.0 Milligram Daily
Batch: Started: Stopped:
CLOMIPRAMINE HYDROCHLORIDE (Suspected) Reason:  Obsessive compulsive neurosis
Tablet 150.0 Milligram Daily Oral
Batch: Started: 19/03/2004 Stopped: 23/04/2004
QUETIAPINE (Suspected) Reason:
Tablet 150.0 Milligram Daily Oral
Batch: Started: Stopped: 28/04/2004
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 198190 Seq: 1 Gender: M
Reported: 16/06/2004 Weight: 0.00
Hospitalisation: Age: 42
Onset Date: 13/03/2004 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Priapism Priapism and agitation. Nebulised 5mg salbutamol

with no effect (twice).
Transfered to A & E. Withdraw
blood and fluid from penile
area to resolve the situation.
Injected adrenaline

1:10,000 diluted 1 in 10ml.
Urologist injected aramine to

subside.
Agitation
Medicine Details:
DROPERIDOL (Suspected) Reason:
Injection 10.0 Milligram Daily
Batch: Started: 13/03/2004 Stopped:
QUETIAPINE (Suspected) Reason:
Tablet 300.0 Milligram Daily Oral
Batch: Started: Stopped:
CHLORPROMAZINE HYDROCHLORIDE (Suspected) Reason:  Ofr spec symp psychopathol nec
Tablet 200.0 Milligram Daily Oral
Batch: Started: 13/03/2004 Stopped:
DIAZEPAM (Suspected) Reason:
Tablet 10.0 Milligram Daily Oral
Batch: Started: 13/03/2004 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Large amounts of alcohol injested previous night (18 schooners). Priapism resolved but was exacerbated by chlorpromazine.
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Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 198361 Seq: 1 Gender: F
Reported: 21/06/2004 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 37
Onset Date: 09/06/2004 DOB: 07/09/1966
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Atrial fibrillation Patient complained of the flu, had an

irregular pulse and showed atrial fibrillation
and heart rate of 126 bpm on ECG.

Heart rate increased
Heart rate irregular
Influenza
Tachycardia

Medicine Details:

CLOZARIL (Suspected) Reason:  Unspecified schizophrenia

Tablet 350.0 Milligram Daily Oral

Batch: Started: 10/03/2004 Stopped: 13/09/2004 Contin
SEROQUEL (Suspected) Reason:

Tablet 100.0 Milligram Daily Oral

Batch: Started: Stopped: 09/06/2004 0

Laboratory Investigations:
Date Type Range Date Tested Result Details

21/06/2004 |ElectrocardiograpH

Additional Information:
Family history: myocardial infarction. Father died of myocardial infarction at the age of 55 years. Brother had myocardial
infarction at the age of 40 years.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 198647 Seq: 1 Gender: F
Reported: 02/07/2004 Weight: 0.00
Hospitalisation: Age: 20

DOB: 01/07/1984
Causality: Causality possible

Onset Date:
Outcome: Recovered

Reaction Details:

Preferred Term Severity Report Description Treatment
Electrocardiogram abnormal Abnormal ECG; prolonged QTC interval. |Dose of Serquel was reduced
to 500mg dailyand next ECG
was normal.
Electrocardiogram QT prolonged

Medicine Details:

SEROQUEL (Suspected) Reason:  Unspecified psychosis
Tablet 1400.0 Milligram Daily Oral
Batch: Started: 27/05/2004 Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

02/07/2004 |[Other data

Additional Information:
Patient was also taking Intal inhaler, Ventolin, Luvox, Solian.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 198729 Seq: 1 Gender: F
Reported: 05/07/2004 Weight: 85.00
Hospitalisation: Age: 58Y
Onset Date: 15/01/2004 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Malaise Required Increased blood sugar levels, diarrhoea  |Seroquel dose decreased,
Specialist and nausea. Diaformin dose increased and
Consultation referredto
Endocrinologist.
Blood glucose increased Required
Specialist
Consultation
Diarrhoea Required
Specialist

Consultation

Medicine Details:

SEROQUEL (Suspected) Reason: Depression
Tablet 200.0 Milligram Daily Oral
Batch: Started: S TERM Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Symptoms aggravated with increased dose of Diaformin and decreased dose of Seroquel. Also taking Zoloft, Diaformin,
Diamicron, Lipitor and Lopid.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 198729 Seq: 1 Gender: F
Reported: 05/07/2004 Weight: 85.00
Hospitalisation: Age: 58Y
DOB:

Onset Date: 15/01/2004

Outcome: Not yet recovered Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Nausea Required
Specialist
Consultation

Medicine Details:

Reason: Depression

SEROQUEL (Suspected)
Tablet 200.0 Milligram Daily Oral
Batch: Started: S TERM Stopped:

Laboratory Investigations:

Additional Information:
Symptoms aggravated with increased dose of Diaformin and decreased dose of Seroquel. Also taking Zoloft, Diaformin,

Diamicron, Lipitor and Lopid.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 198986 Seq: 1 Gender: M
Reported: 15/07/2004 Weight: 0.00
Hospitalisation: Age: 55Y
Onset Date: 28/04/2004 DOB:
Outcome: Recovered 29/04/2004 Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Pyrexia Life Febrile, tachycardia, tachypnoea, very stiff [Seroquel ceased. Given
threatening (immobile), dry mouth and Cogentin 2mg oral daily and
neuroleptic malignant syndrome. withheld Valproate and IV
fluid hydration.
Dry mouth Life
threatening
Hypertonia Life
threatening
Mobility decreased Life
threatening
Neuroleptic malignant syndrome |Life
threatening

Medicine Details:

SEROQUEL (Suspected) Reason:
Tablet 900.0 Milligram Daily Oral
Batch: Started: 24/04/2004 Stopped: 29/04/2004
EPILIM (Suspected) Reason:  Unspecified schizophrenia
1.0 Gram Daily
Batch: Started: 24/04/2004 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Patient also taking Epilim, Coloxyl with Senna and Lactulose.
Report Run : 04/06/2007 03:54PM  Database: pusime02 ADRS004 Page 186 of 434




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 198986 Seq: 1 Gender: M
Reported: 15/07/2004 Weight: 0.00
Hospitalisation: Age: 55Y
DOB:

Onset Date: 28/04/2004

Outcome: Recovered 29/04/2004 Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Tachycardia Life

threatening

Tachypnoea Life
threatening

Medicine Details:

SEROQUEL (Suspected) Reason:
Tablet 900.0 Milligram Daily Oral
Batch: Started: 24/04/2004 Stopped: 29/04/2004

EPILIM (Suspected) Reason:  Unspecified schizophrenia

1.0 Gram Daily
Batch: Started: 24/04/2004 Stopped:

Laboratory Investigations:

Additional Information:
Patient also taking Epilim, Coloxyl with Senna and Lactulose.

Report Run : 04/06/2007 03:54PM  Database: pusime02 ADRS004 Page 187 of 434



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 199074 Seq: 1 Gender: U
Reported: 16/07/2004 Weight: 0.00
Hospitalisation: Age: 99U
Onset Date: 09/01/2004 DOB:
Outcome: Recovered 16/01/2004 Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Renal failure acute Caused or ARF and hypernatraemia - ?diabetes Withheld Lithium and
prolonged insipidis. Quetiapine.
inpatient
hospitalisation
Azotaemia Caused or
prolonged
inpatient
hospitalisation
Blood creatinine increased Caused or
prolonged
inpatient

hospitalisation

Medicine Details:

LITHIUM CARBONATE (Suspected) Reason:
Tablet 500.0 Milligram Daily Oral
Batch: Started: L TERM Stopped: 09/01/2004
QUETIAPINE (Suspected) Reason:
Tablet 200.0 Milligram Daily Oral
Batch: Started: L TERM Stopped: 10/01/2004

Laboratory Investigations:

Date Type Range Date Tested Result Details
16/07/2004 |[Creatinine 10/01/2004 397
16/07/2004 |[Creatinine 16/01/2004 125
16/07/2004 |Serum drug level 0.6-1 09/01/2004 1.1
16/07/2004 [Serum drug level 0.6-1 03/09/2003 0.74
16/07/2004 [Sodium 135-145 09/01/2004 150
16/07/2004 [Sodium 135-145 14/01/2004 155
16/07/2004 [Sodium 135-145 16/01/2004 140

Additional Information:

Patient also taking Ostelin, Nexium, Metoprolol, Oxazepam and Venlafaxine.
Patient history: Long term manic depressive on Lithium.
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 199074 Seq: 1 Gender: U
Reported: 16/07/2004 Weight: 0.00
Hospitalisation: Age: 99U
Onset Date: 09/01/2004 DOB:
Outcome: Recovered 16/01/2004 Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Drug level increased Caused or
prolonged
inpatient
hospitalisation
Hypernatraemia Caused or
prolonged
inpatient
hospitalisation
Medicine Details:
LITHIUM CARBONATE (Suspected) Reason:
Tablet 500.0 Milligram Daily Oral
Batch: Started: L TERM Stopped: 09/01/2004
QUETIAPINE (Suspected) Reason:
Tablet 200.0 Milligram Daily Oral
Batch: Started: L TERM Stopped: 10/01/2004
Laboratory Investigations:
Date Type Range Date Tested Result Details
16/07/2004 |Urea 10/01/2004 24
16/07/2004 |Urea 16/01/2004 11.4
Additional Information:
Patient also taking Ostelin, Nexium, Metoprolol, Oxazepam and Venlafaxine.
Patient history: Long term manic depressive on Lithium.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 199462 Seq: 1 Gender: M
Reported: 28/07/2004 Weight: 0.00
Hospitalisation: Age: 64
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Therapeutic response unexpected Patients parkinsonian symptoms
responded by the next day, with
pronounced
improvement by the third day - Drug effect
unexpected

Medicine Details:

QUETIAPINE (Suspected) Reason:  Schizophrenia
Tablet 25.0 Milligram Daily Oral
Batch: Started: Stopped: Continued

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

Quetiapine was increased to 50mg/daily. We do not consider the improvement in EPS as spontaneous following Amisulpride
withdrawal, as these symptoms persisted to the same degree until the addition of Quetiapine. This report is a seq to 199302.
History: of chronic paranoid schizophrenia of about 15 years duration. Aslo a 10 year history of poorly treated diabetes millitus.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 199516 Seq: 1 Gender: F
Reported: 30/07/2004 Weight: 55.00
Hospitalisation: Age: 21
Onset Date: 15/04/2004 DOB: 28/08/1982
Outcome: Not yet recovered Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment

Alopecia Hair loss from scalp.

Medicine Details:

QUETIAPINE (Suspected) Reason:  Unspecified psychosis
Tablet 700.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 199900 Seq: 1 Gender: F
Reported: 11/08/2004 Weight: 60.00
Hospitalisation: Age: 22
Onset Date: 30/07/2004 DOB: 30/09/1981
Outcome: Recovered 05/08/2004 Causality: Causality certain
Reaction Details:
Preferred Term Severity Report Description Treatment
Rash maculo-papular Patient developed a maculopapular dry

rash seconday to Seroquel.

Pruritus

Medicine Details:

SEROQUEL (Suspected) Reason:  Ofr spec symp psychopathol nec
Tablet 25.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Suspected drug is cert/rechallenge. During rash developed 2/52 after first exposure, recurred within 24 hours of taking Seroquel

1/12 later.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 199974 Seq: 1 Gender: M
Reported: 13/08/2004 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 46
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Hyperglycaemia Caused or Patient developed hyperglycaemia and Patient weaned of Seroquel
prolonged lack of effect. and commenced with
inpatient Amisulpride. Metformin given
hospitalisation for diabetes.
Drug ineffective Caused or
prolonged
inpatient
hospitalisation
Lethargy Caused or
prolonged
inpatient
hospitalisation

Medicine Details:

CITALOPRAM HYDROBROMIDE (Other drug) Reason:
Tablet 40.0 Milligram Daily Oral
Batch: Started: Stopped:
OMEPRAZOLE (Other drug) Reason:
20.0 Milligram Daily
Batch: Started: Stopped:
ROFECOXIB (Other drug) Reason:
25.0 Milligram Daily Oral
Batch: Started: Stopped:
SEROQUEL (Suspected) Reason:
Tablet 1.0 Gram Daily Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
13/08/2004 |Serum glucose Blood sugar level was 27.4.

Additional Information:
Type |l diabetes mellitus (untreated).
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 199974 Seq: 1 Gender: M
Reported: 13/08/2004 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 46
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Thirst Caused or
prolonged
inpatient
hospitalisation
\Weight decreased Caused or
prolonged
inpatient

hospitalisation

Medicine Details:

CITALOPRAM HYDROBROMIDE (Other drug) Reason:
Tablet 40.0 Milligram Daily Oral
Batch: Started: Stopped:
OMEPRAZOLE (Other drug) Reason:
20.0 Milligram Daily
Batch: Started: Stopped:
ROFECOXIB (Other drug) Reason:
25.0 Milligram Daily Oral
Batch: Started: Stopped:
SEROQUEL (Suspected) Reason:
Tablet 1.0 Gram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:

Additional Information:
Type |l diabetes mellitus (untreated).
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 200188 Seq: 1 Gender: M
Reported: 20/08/2004 Weight: 100.00
Hospitalisation: Age: 26
Onset Date: 15/06/2004 DOB: 11/10/1977
Outcome: Recovered 11/08/2004 Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Fatigue Life Seroquel making patient very tired and Seroquel dose reduced.

threatening weak, only able to walk a few minutes
before exhausted and unable to lift
weights he previously could lift.

Asthenia Life
threatening

Medicine Details:

SODIUM VALPROATE (Other drug) Reason:
1.0 Gram

Batch: Started: Stopped:
SEROQUEL (Suspected) Reason:  Unspecified schizophrenia

Tablet 400.0 Milligram Daily Oral

Batch: Started: 08/10/2003 Stopped: 06/08/2004 0
SOLIAN (Suspected) Reason:

Tablet 400.0 Milligram Daily Oral

Batch: Started: 08/10/2003 Stopped: 06/08/2004

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 200387 Seq: 1 Gender: M
Reported: 30/08/2004 Weight: 92.00
Hospitalisation: Admitted to hospital Age: 38
Onset Date: 23/08/2004 DOB: 17/12/1965
Outcome: Recovered 24/08/2004 Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Urinary retention Caused or Patient developed acute urinary retention. |Catheterized.
prolonged
inpatient
hospitalisation

Medicine Details:

AVANZA (Other drug) Reason:
Tablet 30.0 Milligram Daily
Batch: Started: 15/06/2002 Stopped:
AVANZA (Suspected) Reason:
Tablet 30.0 Milligram Daily
Batch: Started: 15/06/2002 Stopped: 0
SEROQUEL (Suspected) Reason:  Unspecified psychosis
800.0 Milligram Daily
Batch: Started: 15/05/2003 Stopped: 0
Valpam (Suspected) Reason:
25.0 Milligram Daily
Batch: Started: 15/02/2004 Stopped: 0
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 200498 Seq: 1 Gender: F
Reported: 02/09/2004 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 31
Onset Date: 21/07/2004 DOB: 24/11/1972
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Intestinal obstruction Caused or Bowel obstruction Ceased Seroquel and Cipramil
prolonged
inpatient
hospitalisation

Medicine Details:

SEROQUEL (Suspected) Reason:
Tablet
Batch: Started: 29/06/2004 Stopped: 01/08/2004
CIPRAMIL (Suspected) Reason: Depression
Tablet Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

History of wilms tumor as a child, and had undergone a nephrectomy and radiotherapy treatment. She had a history of bowel
obstructions, which had settled with conservative management, and had undergone a bowel resection in 2002.

History of recurrent bowel obstruction.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 200605 Seq: 1 Gender: M
Reported: 07/09/2004 Weight: 0.00
Hospitalisation: Age: 39
Onset Date: 25/07/2004 DOB: 30/01/1965
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Myocarditis Caused or Patient developed shortness of breath, Antihypertensive drug nos.
prolonged neuroleptic malignant syndrome and
inpatient myocarditis. Electrocardiogram abnormal -
hospitalisation [not specified.
Dyspnoea Caused or
prolonged
inpatient
hospitalisation
Electrocardiogram abnormal Caused or
prolonged
inpatient

hospitalisation

Medicine Details:

CLOZAPINE (Other drug) Reason:  Unspecified schizophrenia

Tablet 200.0 Milligram Daily Oral

Batch: Started: Stopped: 0
SOLIAN (Suspected) Reason:  Unspecified schizophrenia

800.0 Milligram Daily Oral

Batch: Started: Stopped: 0
SEROQUEL (Suspected) Reason:

Tablet 600.0 Milligram Daily Oral

Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

07/09/2004 |[Other data

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 200605 Seq: 1 Gender: M
Reported: 07/09/2004 Weight: 0.00
Hospitalisation: Age: 39
Onset Date: 25/07/2004 DOB: 30/01/1965
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Neuroleptic malignant syndrome |Caused or
prolonged
inpatient
hospitalisation

Medicine Details:

CLOZAPINE (Other drug) Reason:  Unspecified schizophrenia

Tablet 200.0 Milligram Daily Oral

Batch: Started: Stopped: 0
SOLIAN (Suspected) Reason:  Unspecified schizophrenia

800.0 Milligram Daily Oral

Batch: Started: Stopped: 0
SEROQUEL (Suspected) Reason:

Tablet 600.0 Milligram Daily Oral

Batch: Started: Stopped:

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 200622 Seq: 1 Gender: F
Reported: 07/09/2004 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 31
Onset Date: 09/08/2004 DOB: 20/12/1972
Outcome: Recovered 30/08/2004 Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Musculoskeletal stiffness Caused or Patient experienced stiffness, confusion,
prolonged felt vague and had delusions.
inpatient

hospitalisation

Blood creatine phosphokinase incr|Caused or
prolonged
inpatient
hospitalisation

Confusional state Caused or
prolonged
inpatient
hospitalisation

Medicine Details:

SEROQUEL (Suspected) Reason:  Unspecified schizophrenia
Tablet 25.0 Milligram Daily Oral
Batch: Started: 05/05/2004 S TERM Stopped: 11/08/2004

Laboratory Investigations:

Date Type Range Date Tested Result Details

07/09/2004 |[Other data

Additional Information:
The patient was on Aldazine 25mg daily for many years. She changed to Seroquel because of Akathesia on 5/5/04.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 200622 Seq: 1 Gender: F
Reported: 07/09/2004 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 31
Onset Date: 09/08/2004 DOB: 20/12/1972
Outcome: Recovered 30/08/2004 Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Delusion Caused or
prolonged
inpatient
hospitalisation
Disturbance in attention Caused or
prolonged
inpatient

hospitalisation

Medicine Details:

SEROQUEL (Suspected) Reason:  Unspecified schizophrenia
Tablet 25.0 Milligram Daily Oral
Batch: Started: 05/05/2004 S TERM Stopped: 11/08/2004

Laboratory Investigations:

Additional Information:
The patient was on Aldazine 25mg daily for many years. She changed to Seroquel because of Akathesia on 5/5/04.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 201099 Seq: 1 Gender: F
Reported: 23/09/2004 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 22
Onset Date: 29/08/2004 DOB: 04/06/1982
Outcome: Recovered 04/09/2004 Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Infantile apnoeic attack Required Visit [Baby born at 36 weeks gestation Required ventilation, ICU
to Doctor spontaneous rapture of membranes,

prolonged labour induced with syntocinon
infusion by normal vaginal delivery. Time
to establish respiration 5 min. transient
bradycardia associated with decreased

temperature.
Bradycardia
Hypothermia
Premature labour Required Visit
to Doctor
Medicine Details:
FLUOXETINE HYDROCHLORIDE (Suspected) Reason: Depression
Capsule 40.0 Milligram Daily Oral
Batch: Started: Stopped:
QUETIAPINE (Suspected) Reason:
Tablet 25.0 Milligram Daily Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 201316 Seq: 1 Gender: F
Reported: 28/09/2004 Weight: 60.00
Hospitalisation: Age: 26
Onset Date: 15/08/2004 DOB: 21/12/1977
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Oedema peripheral Required Visit |Patient experienced bilateral lower limb
to Doctor oedema.

Medicine Details:

QUETIAPINE (Suspected) Reason:  Ofr spec symp psychopathol nec
Tablet 150.0 Milligram Daily Oral
Batch: Started: 01/06/2004 Stopped: 0

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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Case Detail

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 201321 Seq: 1 Gender: F
Reported: 28/09/2004 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 16
Onset Date: 15/12/2003 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Overdose Caused or The patient took an overdose of 2g of
prolonged Seroquel during December 2003. She was
inpatient admitted to intensive care and remained in

a coma for the first four to six days. She
then developed pneumonia and so
remained in intensive care for two weeks.
She also experienced dehydration and
loss of appetite, no neurological damage
was observed.

hospitalisation

Medicine Details:

SEROQUEL (Suspected) Reason:
Tablet 2.0 Gram Total Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 201328 Seq: 1 Gender: M
Reported: 28/09/2004 Weight: 80.00
Hospitalisation: Age: 39
Onset Date: 01/04/2003 DOB: 27/09/1963
Outcome: Recovered 01/04/2003 Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Flushing The patient experienced flushing, Seroquel ceased
dysphasia, postural hypotension and
nausea.
Dysphasia
Nausea
Orthostatic hypotension
Medicine Details:
CIPRAMIL (Other drug) Reason: Depression
Tablet 40.0 Milligram Daily Oral
Batch: Started: Stopped:
SEREPAX (Other drug) Reason:  Otr spec symp psychopathol nec
Tablet 60.0 Milligram Daily Oral
Batch: Started: Stopped:
SEROQUEL (Suspected) Reason: Depression
Tablet 50.0 Milligram Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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ADMINISTRATION

QUETIAPINE,SEROQUEL

Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 201894 Seq: 1 Gender: F
Reported: 21/10/2004 Weight: 85.00
Hospitalisation: Age: 48
Onset Date: 15/04/2004 DOB: 16/05/1955
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Psoriasis Required Visit |Flare up of psoriasis. Continued creams
to Doctor
Medicine Details:
DAIVONEX (Other drug) Reason:
Cream Topical
Batch: Started: Stopped:
ADVANTAN (Other drug) Reason:
Ointment Topical
Batch: Started: Stopped:
AVANZA (Other drug) Reason: Depression
Tablet 30.0 Milligram Daily Oral
Batch: Started: 15/03/2004 Stopped:
SEROQUEL (Suspected) Reason:  Unspecified schizophrenia
Tablet 25.0 Milligram Daily Oral
Batch: Started: 01/03/2004 Stopped: 30/09/2004
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 202383 Seq: 1 Gender: F
Reported: 09/11/2004 Weight: 0.00
Age: 25Y

Hospitalisation:
Onset Date: DOB:
Outcome: Unknown

Reaction Details:

Causality: Causality possible

Preferred Term Severity Report Description

Treatment

Neuroleptic malignant syndrome Neuroleptic malignant syndrome, altered
conscious state, fever, neuromuscular

rigidity, autonomic instability and
creatinine phosphokinase increased.

Autonomic nervous system imbala
Blood creatine phosphokinase incr
Depressed level of consciousness
Muscle rigidity

Pyrexia

Medicine Details:

SEROQUEL (Suspected) Reason:

Tablet
Batch: Started: Stopped:

Oral

LITHIUM CARBONATE (Suspected) Reason:

Tablet
Batch: Started: Stopped:

Oral

Laboratory Investigations:

Date Type Range Date Tested Result Details

09/11/2004 [Creatine

Cratinine phosphokinase level also increased to 3600.

Additional Information:

Report Run : 04/06/2007 03:54PM  Database: pusime02 ADRS004
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 202659 Seq: 1 Gender: U
Reported: 18/11/2004 Weight: 0.00
Hospitalisation: Age: 31

DOB: 28/02/1973
Causality: Causality possible

Onset Date:
Outcome: Unknown

Reaction Details:
Preferred Term Severity Report Description Treatment
Suicidal ideation The patient had suicidal ideation and was
violent.
Aggression

Medicine Details:

CIPRAMIL (Suspected) Reason:
Tablet Oral
Batch: Started: Stopped:
SEROQUEL (Suspected) Reason:
Tablet Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 202673 Seq: 1 Gender: U
Reported: 18/11/2004 Weight: 0.00
Hospitalisation: Age: 99U
DOB:

Onset Date:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Suicidal ideation Suicidal ideation.

Medicine Details:

RISPERIDONE (Suspected) Reason:
Batch: Started: Stopped:
QUETIAPINE (Suspected) Reason:
Tablet Oral
Batch: Started: Stopped:
AVANZA (Suspected) Reason:
Tablet 60.0 Milligram Daily Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 202691 Seq: 1 Gender: U
Reported: 18/11/2004 Weight: 0.00
Hospitalisation: Age: 99u
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Suicidal ideation Suicidal and homicidal ideation.
Homicidal ideation

Medicine Details:

QUETIAPINE (Suspected) Reason:
Tablet Oral
Batch: Started: Stopped:
FLUOXETINE HYDROCHLORIDE (Suspected) Reason:
Capsule Oral
Batch: Started: Stopped:
HALOPERIDOL (Suspected) Reason:
Batch: Started: Stopped:
EFEXOR (Suspected) Reason:
Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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Public Case Detail
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ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 202709 Seq: 1 Gender: U
Reported: 18/11/2004 Weight: 0.00
Hospitalisation: Age: 20
Onset Date: DOB: 19/03/1984
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Suicidal ideation Suicidal ideation.

Medicine Details:

CIPRAMIL (Suspected) Reason:
Tablet Oral
Batch: Started: Stopped:

QUETIAPINE (Suspected) Reason:
Tablet Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 202791 Seq: 1 Gender: U
Reported: 18/11/2004 Weight: 0.00
Hospitalisation: Age: 99U
DOB:

Onset Date:
Outcome: Unknown

Reaction Details:
Preferred Term Severity Report Description Treatment

Overdose Patient overdosed.

Causality: Causality possible

Medicine Details:

QUETIAPINE (Suspected) Reason:
Tablet 400.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 202808 Seq: 1 Gender: U
Reported: 18/11/2004 Weight: 0.00
Hospitalisation: Age: 99U
DOB:

Onset Date:
Outcome: Unknown

Reaction Details:

Causality: Causality possible

Preferred Term Severity Report Description Treatment

Suicidal ideation Suicidal ideation and suicide attempt.

Suicide attempt

Medicine Details:

SEROQUEL (Suspected) Reason:
Tablet Oral
Batch: Started: Stopped: 0
LARGACTIL (Suspected) Reason:
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail
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THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 202810 Seq: 1 Gender: U
Reported: 18/11/2004 Weight: 0.00
Hospitalisation: Age: 24

DOB: 30/11/1979
Causality: Causality possible

Onset Date:
Outcome: Unknown

Reaction Details:
Preferred Term Severity Report Description Treatment

Akathisia Patient experienced akathisia, homicide
attempt, suicidal and homicidal ideation.

Homicidal ideation
Suicidal ideation

Medicine Details:

SEROQUEL (Suspected) Reason:
Tablet Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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Public Case Detail
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THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 203008 Seq: 1 Gender: F
Reported: 24/11/2004 Weight: 0.00
Hospitalisation: Age: 33
Onset Date: DOB:

Outcome: Unknown Causality: Causality possible
Reaction Details:

Preferred Term Severity Report Description Treatment
Mouth ulceration Stevens-Johnson syndrome type reaction.

The patient developed ulcers in the mouth
and vaginal ulcers, but there was no skin

involvement.
\Vaginal ulceration
Medicine Details:
SEROQUEL (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 203972 Seq: 1 Gender: M
Reported: 06/01/2005 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 35Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Cardiomyopathy Caused or The patient's cardiac function has slowly |Seroquel ceased.
prolonged deteriorated since starting Seroquel. He
inpatient has been diagnosed with possible

hospitalisation [cardiomyopathy, endomyocarditis and
endocarditis.

Endocarditis Caused or
prolonged
inpatient
hospitalisation

Myocarditis Caused or
prolonged
inpatient
hospitalisation

Medicine Details:

SEROQUEL (Suspected) Reason:
Tablet 1.0 Gram Daily Oral
Batch: Started: L TERM Stopped: 0

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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Public Case Detail
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THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 203973 Seq: 1 Gender: F
Reported: 06/01/2005 Weight: 0.00
Hospitalisation: Age: 49
Onset Date: 02/09/2002 DOB: 03/11/1952
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Hyperglycaemia The patient developed hyperglycaemia,  |Seroquel ceased.
weight gain of 22 kg and increased blood
sugar level.
Weight increased

Medicine Details:

SEROQUEL (Suspected) Reason:  Delirium
Tablet 500.0 Milligram Daily Oral
Batch: Started: 16/07/2001 Stopped: 19/09/2002

Laboratory Investigations:
Date Type Range Date Tested Result Details

06/01/2005 |Other data Blood suger increased 6.8 and 6.2

Additional Information:
Medical history: Allergic rhinitis and asthma.
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Public Case Detail

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 204283 Seq: 1 Gender: F
Reported: 17/01/2005 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 24
Onset Date: 19/12/2004 DOB: 13/05/1980
Outcome: Recovered 24/12/2004 Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Chest pain Caused or Chest pain, muscles aching and soreness,
prolonged sinus tachycardia, dispensed Serquel in
inpatient error.
hospitalisation
Medication error Caused or
prolonged
inpatient
hospitalisation
Myalgia Caused or
prolonged
inpatient

hospitalisation

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 450.0 Milligram Daily Oral
Batch: Started: 21/08/2004 Stopped: 18/12/2004
SEROQUEL (Suspected) Reason:
Tablet 230.0 Milligram Daily Oral
Batch: Started: 19/12/2004 Stopped: 21/12/2004
Laboratory Investigations:
Date Type Range Date Tested Result Details
17/01/2005 [Serum drug level Plasma clozapine level of 385 microg/L on 23 Dec.
17/01/2005 [Serum drug level Plasma quetiapine of <25 microg/L on 23 Dec

Additional Information:

Report Run : 04/06/2007 03:55PM Database: pusime02
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 204283 Seq: 1 Gender: F
Reported: 17/01/2005 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 24
Onset Date: 19/12/2004 DOB: 13/05/1980
Outcome: Recovered 24/12/2004 Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Sinus tachycardia Caused or
prolonged
inpatient
hospitalisation

Medicine Details:

CLOZARIL (Suspected) Reason:
Tablet 450.0 Milligram Daily Oral
Batch: Started: 21/08/2004 Stopped: 18/12/2004
SEROQUEL (Suspected) Reason:
Tablet 230.0 Milligram Daily Oral
Batch: Started: 19/12/2004 Stopped: 21/12/2004

Laboratory Investigations:

Additional Information:
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Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 204421
Reported: 22/01/2005
Hospitalisation: Admitted to hospital
Onset Date:
Outcome:

Reaction Details:

Recovered

Seq: 1

Gender: F

Weight:
Age:

52.00
42

DOB: 22/12/1962
Causality: Causality possible

Overdose

hospitalisation

Caused or
prolonged
inpatient
hospitalisation

dose

patient taking 40mg- 20mg maximum daily

Preferred Term Severity Report Description Treatment
Urinary retention Caused or Patient experienced repeated episodes of |Escitalopram, Seroquel and
prolonged urinary retention with 2 hospital Edronax discontinued.
inpatient admissions.

Medicine Details:

Report Run : 04/06/2007 03:55PM  Database: pusime02

Escitalopram (Suspected) Reason: Depression
Tablet 40.0 Milligram Daily Oral
Batch: Started: 15/04/2004 Stopped: 15/08/2004
SEROQUEL (Suspected) Reason:
Tablet 5.0 Milligram Daily Oral
Batch: Started: Stopped:
EDRONAX (Suspected) Reason:
Tablet 4.0 Milligram Daily Oral
Batch: Started: 15/06/2004 Stopped: 15/08/2004 0
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
The patient has a history of urinary retention on TCA's.
ADRS004 Page 220 of 434
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 204552 Seq: 1 Gender: F
Reported: 24/01/2005 Weight: 90.00
Hospitalisation: Admitted to hospital Age: 25
Onset Date: 06/12/2004 DOB: 16/10/1979
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Photosensitivity reaction Caused or Photosensitivity, admitted for worsening  [Quetiapine reduced and Abilify
prolonged psychosis commenced.
inpatient
hospitalisation
Drug ineffective Caused or
prolonged
inpatient

hospitalisation

Medicine Details:

QUETIAPINE (Suspected) Reason:  Unspecified psychosis
Tablet 600.0 Milligram Daily Oral
Batch: Started: S TERM Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient admitted for worsening psychosis, not skin reaction.
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TGA

THERAPEUTIC 60ODS
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Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 204674 Seq: 1 Gender: F
Reported: 27/01/2005 Weight: 0.00
Hospitalisation: Age: 99u
DOB:

Onset Date:
Outcome: Death

Reaction Details:

Causality: Causality possible

Preferred Term Severity Report Description Treatment

Death The patient died in her sleep. A coroner's
report stated that the cause of death was

considered to be epilepsy.

Medicine Details:
SODIUM VALPROATE (Other drug) Reason:
Oral
Batch: Started: Stopped:
SEROQUEL (Suspected) Reason:  Other atyp forms schizophrenia
Tablet 1.0 Gram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Concomitant disease: Intellectual disturbances, disturbance in attention.
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Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 204681 Seq: 1 Gender: F
Reported: 27/01/2005 Weight: 0.00
Hospitalisation: Age: 70
Onset Date: 13/12/2004 DOB: 21/06/1934
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Tardive dyskinesia Llip smacking, blephharospasm, tardive  |Benztropine 1mg x 2,

dyskinesia, tremor, involving right arm and [Diazepam.
legs, lower limb, serotoucrgic syndrome.

Blepharospasm
Serotonin syndrome
Tardive dyskinesia
Tremor

Medicine Details:

LITHIUM CARBONATE (Other drug) Reason:
Tablet 500.0 Milligram Oral
Batch: Started: Stopped:

CALTRATE (Other drug) Reason:
Tablet 600.0 Milligram Oral
Batch: Started: Stopped:

ASPIRIN (Other drug) Reason:
Tablet 150.0 Milligram Oral
Batch: Started: Stopped:

IRON (Other drug) Reason:
Oral Liquid, Syrup Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 204681 Seq: 1 Gender: F
Reported: 27/01/2005 Weight: 0.00
Hospitalisation: Age: 70
Onset Date: 13/12/2004 DOB: 21/06/1934

Outcome: Unknown Causality: Causality possible

Reaction Details:

Medicine Details:

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

Laboratory Investigations:

Additional Information:
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 204738 Seq: 1 Gender: M
Reported: 31/01/2005 Weight: 0.00
Hospitalisation: Age: 73
Onset Date: 08/01/2004 DOB:
Outcome: Recovered 09/01/2004 Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Somnolence Required Visit |Patient experienced somnolence. Stop MS Contin.
to Doctor

Medicine Details:

BENZYLPENICILLIN (Other drug) Reason:  Other cellulitis and abscess
11.0 Gram Intravenous
Batch: Started: 02/01/2004 Stopped:
THYROXINE SODIUM (Other drug) Reason: Myxedema
100.0 Milligram Oral
Batch: Started: Stopped:
METOPROLOL TARTRATE (Other drug) Reason:  Acute myocard infarc,no hypert
25.0 Milligram Oral
Batch: Started: 03/01/2004 Stopped:
ASPIRIN (Other drug) Reason:  Acute myocard infarc,no hypert
150.0 Milligram Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 204738 Seq: 1 Gender: M
Reported: 31/01/2005 Weight: 0.00
Hospitalisation: Age: 73
Onset Date: 08/01/2004 DOB:
Outcome: Recovered 09/01/2004 Causality: Causality possible

Reaction Details:

Medicine Details:

PHYTOMENADIONE (Other drug) Reason:
10.0 Milligram Oral
Batch: Started: 05/01/2004 Stopped:
AMANTADINE HYDROCHLORIDE (Other drug) Reason: Paralysis agitans
200.0 Milligram Daily Oral
Batch: Started: L TERM Stopped:
MADOPAR (Other drug) Reason: Paralysis agitans
3.0 Dose Unspecified Daily Oral
Batch: Started: L TERM Stopped:
PERGOLIDE (Other drug) Reason: Paralysis agitans
2.0 Milligram Daily Oral
Batch: Started: L TERM Stopped:

Laboratory Investigations:

Additional Information:
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THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 204738 Seq: 1 Gender: M
Reported: 31/01/2005 Weight: 0.00
Hospitalisation: Age: 73
Onset Date: 08/01/2004 DOB:
Outcome: Recovered 09/01/2004 Causality: Causality possible

Reaction Details:

Medicine Details:

PRAVASTATIN SODIUM (Other drug) Reason:  Chron isch heart dis no hyper
40.0 Milligram Daily Oral
Batch: Started: L TERM Stopped:
ISOSORBIDE MONONITRATE (Other drug) Reason:  Chron isch heart dis no hyper
60.0 Milligram Daily Oral
Batch: Started: L TERM Stopped:
Morphine Mixture (Suspected) Reason:  Otr&unsp vertebrogen pain synd
30.0 Milligram As necessary Oral
Batch: Started: 05/01/2004 Stopped:
MS CONTIN (Suspected) Reason:  Otr&unsp vertebrogen pain synd
Tablet 20.0 Milligram Daily Oral
Batch: Started: 05/01/2004 Stopped: 08/01/2004

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 204738 Seq: 1 Gender: M
Reported: 31/01/2005 Weight: 0.00
Hospitalisation: Age: 73
Onset Date: 08/01/2004 DOB:
Outcome: Recovered 09/01/2004 Causality: Causality possible

Reaction Details:

Medicine Details:

QUETIAPINE (Suspected) Reason:  Unspecified psychosis
Tablet 50.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:

Additional Information:
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

QUETIAPINE,SEROQUEL

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 204761 Seq: 1 Gender: F
Reported: 01/02/2005 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 38
Onset Date: 18/11/2004 DOB:
Outcome: Recovered 07/12/2004 Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Electrocardiogram QT prolonged |Caused or Prolonged QT interval - collapse, Stop Quetiapine and
prolonged drowsiness, jerking movements previous [Amitriptyline
inpatient few days.
hospitalisation
Circulatory collapse Caused or
prolonged
inpatient
hospitalisation
Dyskinesia Caused or
prolonged
inpatient
hospitalisation
Medicine Details:
HUMULIN NPH (Other drug) Reason: Diabetes mellitus
Injection 10.0 Unit Subcutaneous
Batch: Started: Stopped:
IRBESARTAN (Other drug) Reason:  Essential benign hypertension
150.0 Milligram Oral
Batch: Started: Stopped:
ATORVASTATIN (Other drug) Reason: Othr&unspec metabolic diseases
40.0 Milligram
Batch: Started: Stopped:
METHADONE HYDROCHLORIDE (Other drug) Reason:
20.0 Milligram Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
01/02/2005 |Electrocardiograph 18/11/2004 499
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 204761 Seq: 1 Gender: F
Reported: 01/02/2005 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 38
Onset Date: 18/11/2004 DOB:
Outcome: Recovered 07/12/2004 Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Somnolence Caused or
prolonged
inpatient
hospitalisation

Medicine Details:

ACTRAPID (Other drug) Reason: Diabetes mellitus
Injection 6.0 Unit Subcutaneous
Batch: Started: Stopped:
MOTILIUM (Other drug) Reason:
3.0 Dose Unspecified Oral
Batch: Started: Stopped:
METOCLOPRAMIDE HYDROCHLORIDE (Other drug) Reason:
30.0 Milligram Oral
Batch: Started: Stopped:
QUETIAPINE (Suspected) Reason: Depression
Tablet 100.0 Milligram Daily Oral
Batch: Started: 15/02/2004 Stopped: 22/11/2004 0

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 204761 Seq: 1 Gender: F
Reported: 01/02/2005 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 38
Onset Date: 18/11/2004 DOB:
Outcome: Recovered 07/12/2004 Causality: Causality possible

Reaction Details:

Medicine Details:

AMITRIPTYLINE HYDROCHLORIDE (Suspected) Reason: Depression
Tablet 250.0 Milligram Daily Oral
Batch: Started: 15/02/2004 Stopped: 19/11/2004 0

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 204775 Seq: 1 Gender: F
Reported: 01/02/2005 Weight: 0.00
Hospitalisation: Age: 39
Onset Date: 02/09/2002 DOB: 03/11/1962
Outcome: Recovered 07/05/2003 Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Hyperglycaemia Patient developed hyperglycaemia a(6.8) [Seroquel stopped.
and weight gain of 22kg.
Weight increased

Medicine Details:

SEROQUEL (Suspected) Reason:  Ofr spec symp psychopathol nec
Tablet 500.0 Milligram Daily Oral
Batch: Started: 16/07/2001 Stopped: 19/09/2002

Laboratory Investigations:
Date Type Range Date Tested Result Details

01/02/2005 |Serum glucose Blood sugar: 6.8 and 6.2.

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

QUETIAPINE,SEROQUEL

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 204956 Seq: 1 Gender: F
Reported: 05/02/2005 Weight: 0.00
Hospitalisation: Age: 32Y
DOB:

Onset Date: 01/01/2005
Outcome: Unknown

Reaction Details:

Causality: Causality possible

Report Run : 04/06/2007 03:55PM  Database: pusime02

Preferred Term Severity Report Description Treatment
Alopecia Hair loss - partial.
Alopecia
Medicine Details:
LAMOTRIGINE (Other drug) Reason:
Tablet 250.0 Milligram Oral
Batch: Started: 25/06/2004 Stopped:
Escitalopram (Other drug) Reason:
Tablet 20.0 Milligram Oral
Batch: Started: 17/12/2004 Stopped:
SEROQUEL (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
Batch: Started: 25/12/2004 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
when the dose reduced to 50mg/day, the adverse event improved
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 205041 Seq: 1 Gender: F
Reported: 08/02/2005 Weight: 0.00
Hospitalisation: Age: 40
Onset Date: DOB: 10/12/1964
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Tic Patient developed a moderate tic in her
right eye.

Medicine Details:

EPILIM (Other drug) Reason:
Tablet 600.0 Milligram Daily Oral
Batch: Started: Stopped: 0
SEROQUEL (Suspected) Reason:
Tablet Oral
Batch: Started: Stopped:
Lexapro (Suspected) Reason:
40.0 Milligram Daily Oral
Batch: Started: Stopped:
EDRONAX (Suspected) Reason:
Tablet 16.0 Milligram Daily Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
History of alcohol and Benzodiazapine dependence.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 205145 Seq: 1 Gender: M
Reported: 10/02/2005 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 70Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Depressed level of consciousness |Caused or The patient was noted to be unarousable.
prolonged
inpatient
hospitalisation

Medicine Details:

SEROQUEL (Suspected) Reason:
Tablet 300.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
History: Dementia, high blood pressure, diabetes mellitus, urinary tract infection.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 205146 Seq: 1 Gender: F
Reported: 10/02/2005 Weight: 0.00
Hospitalisation: Age: 64
DOB:

Onset Date: 01/11/2004

Outcome: Not yet recovered Causality: Causality probable

Reaction Details:
Preferred Term Severity Report Description Treatment
Leukopenia Patient developed Leukopenia and Seroquel discontinued and
Neutropenia. treatment changed to
Olanzapine.
Neutropenia

Medicine Details:

Reason:  Unspecified schizophrenia

SEROQUEL (Suspected)
Tablet 1.0 Gram Daily Oral
Batch: Started: 15/12/2003 Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 205197 Seq: 1 Gender: M
Reported: 11/02/2005 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 50
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Liver function test abnormal Caused or The patient experienced worsening of liver
prolonged function tests.
inpatient
hospitalisation

Medicine Details:

SEROQUEL (Suspected) Reason:
Tablet 200.0 Milligram Daily Oral
Batch: Started: L TERM Stopped:
VENLAFAXINE HYDROCHLORIDE (Suspected) Reason:
75.0 Milligram Daily
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

11/02/2005 |Other data Liver scan was normal.

Additional Information:
History: Liver function test abnormal. Anormal liver function tests prior to hospital admissin, which has worsened after his

co-medication was switched from Citalopram to Venlafaxine.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 205206 Seq: 1 Gender: M
Reported: 14/02/2005 Weight: 0.00
Hospitalisation: Age: 99U
DOB:

Onset Date:

Outcome: Death, maybe drug Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Neutropenia Patient developed non-serious
neutropenia and died due respiratory
failure.
Respiratory failure
Medicine Details:
SEROQUEL (Suspected) Reason:
Tablet 2.0 Gram Daily Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Patient died due to respiratory failure on an unknown date.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 205462 Seq: 1 Gender: M
Reported: 22/02/2005 Weight: 0.00
Hospitalisation: Age: 38
Onset Date: 20/12/2005 DOB: 26/01/1967
Outcome: Recovered 07/02/2005 Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Pain The patient experienced painful sustained

retraction of the testes for more than 12
hours. He had two episodes, each
associated with a single missed dose fo
Quetiapine Fumarate while taking

Phenelzine.
Drug withdrawal syndrome
Genital pain
Testicular retraction
Medicine Details:
QUETIAPINE (Suspected) Reason:  Unspecified schizophrenia
Tablet 300.0 Milligram Daily Oral
Batch: Started: 27/04/2004 Stopped:
PHENELZINE SULPHATE (Suspected) Reason: Depression
30.0 Milligram Daily
Batch: Started: 12/10/2004 Stopped: 08/02/2005
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 205765 Seq: 1 Gender: F
Reported: 06/03/2005 Weight: 78.00
Hospitalisation: Age: 32
Onset Date: 01/03/2004 DOB: 26/08/1971
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Dizziness Required Dizziness,
Specialist constipation,blackouts,nausea,musle
Consultation [spasms uncontrolled body shakes
Amnesia Required Memory loss{severe} none as yet
Specialist
Consultation
Abdominal pain Required Severe intestinal pains,
Specialist
Consultation
Insomnia Required Sleeplessness or at times can't keep
Specialist awake

Consultation

Medicine Details:

SEROQUEL (Suspected) Reason:
Tablet 100.0 Milligram 1 time Oral
Batch: Started: 10/10/1996 Stopped: 0

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 205765 Seq: 1 Gender: F
Reported: 06/03/2005 Weight: 78.00
Hospitalisation: Age: 32
Onset Date: 01/03/2004 DOB: 26/08/1971
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Suicide attempt Required did try suicide few times by injecting large
Specialist amounts of the drug
Consultation
Constipation Required
Specialist
Consultation
Loss of consciousness Required
Specialist
Consultation
Muscle spasms Required
Specialist

Consultation

Medicine Details:

SEROQUEL (Suspected) Reason:
Tablet 100.0 Milligram 1 time Oral
Batch: Started: 10/10/1996 Stopped: 0

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 205765 Seq: 1 Gender: F
Reported: 06/03/2005 Weight: 78.00
Hospitalisation: Age: 32

Onset Date: 01/03/2004 DOB: 26/08/1971
Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Nausea Required
Specialist
Consultation

Medicine Details:

SEROQUEL (Suspected) Reason:
Tablet 100.0 Milligram 1 time Oral
Batch: Started: 10/10/1996 Stopped: 0

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 206132 Seq: 1 Gender: F
Reported: 17/03/2005 Weight: 0.00
Hospitalisation: Age: 99U
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Akathisia Caused or Patient developed Akathisa-like symptoms
prolonged and extrapyramidal side effects.
inpatient
hospitalisation
Extrapyramidal disorder Caused or
prolonged
inpatient

hospitalisation

Medicine Details:

SEROQUEL (Suspected) Reason:  Specific disorders of sleep
Tablet 100.0 Milligram Daily Oral
Batch: Started: 15/06/2004 Stopped: 15/09/2004

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Occurred 6 months after ceasing Seroquel.
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 206432 Seq: 1 Gender: F
Reported: 01/04/2005 Weight: 0.00
Hospitalisation: Age: 26Y
Onset Date: 09/02/2005 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Dystonia The patient experienced a severe dystonic [Cogentin 2mg IM.
reaction.
Medicine Details:
PAXAM (Other drug) Reason:
Tablet 3.0 Milligram Oral
Batch: Started: Stopped: 14/02/2005
EPILIM (Other drug) Reason:
Tablet 1.0 Gram Oral
Batch: Started: Stopped:
SERENACE (Suspected) Reason:
Injection 2.0 Milligram As necessary Intramuscular
Batch: Started: 08/02/2005 Stopped: 14/02/2005
SEROQUEL (Suspected) Reason:  Unspecified schizophrenia
Tablet 600.0 Milligram Daily Oral
Batch: Started: 08/02/2005 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Discharged on 14/02/05 with Seroquel 400, Epilim 1000.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 206433 Seq: 1 Gender: M
Reported: 01/04/2005 Weight: 79.00
Hospitalisation: Age: 32Y
Onset Date: 09/02/2005 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Dystonia The patient experienced a severe dystonic [Cogentin 2mg IM.
reaction.

Medicine Details:

PAXAM (Other drug) Reason:
Tablet 6.0 Milligram Oral
Batch: Started: 31/01/2005 Stopped:
SEROQUEL (Suspected) Reason:  Unspecified schizophrenia
Tablet 1.0 Gram Daily Oral
Batch: Started: 08/02/2005 Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 206719 Seq: 1 Gender: F
Reported: 07/04/2005 Weight: 0.00
Hospitalisation: Age: 29
Onset Date: 13/02/2003 DOB: 04/02/1974
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Drug interaction Caused or The patient was admitted to hospital with [The patient was resuscitated,
prolonged rhabdomyolysis secondary to seizures. intubated, ventilated and
inpatient required inotropes. Valproate,
hospitalisation Venlafaxine and Quetiapine

were ceased.

Neuroleptic malignant syndrome [Caused or
prolonged
inpatient
hospitalisation

Medicine Details:

PANADOL (Other drug) Reason:
Batch: Started: Stopped:
SANDOMIGRAN (Other drug) Reason:
Batch: Started: Stopped:
MERSYNDOL (Other drug) Reason:
Batch: Started: Stopped:
DIAZEPAM (Other drug) Reason:
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

A drug interaction between Stilnos, Quetiapine, Valproate and Venlafaxine was suspected. Valproate, Venlafaxine and
Quetipaine were withdraw. Valproate and Venlafaxine were subsequenctly restarted without adverse event.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 206719 Seq: 1 Gender: F
Reported: 07/04/2005 Weight: 0.00
Hospitalisation: Age: 29
Onset Date: 13/02/2003 DOB: 04/02/1974
Outcome: Recovered Causality: Causality possible

Reaction Details:

Medicine Details:

PROMETHAZINE HYDROCHLORIDE (Other drug) Reason:
Batch: Started: Stopped:
SALBUTAMOL (Other drug) Reason:
Batch: Started: Stopped:
STILNOX (Suspected) Reason: Convulsions
Tablet Oral
Batch: Started: Stopped: 0
QUETIAPINE (Suspected) Reason:
Tablet 150.0 Milligram Daily Oral
Batch: Started: Stopped: 13/02/2003

Laboratory Investigations:

Additional Information:
A drug interaction between Stilnos, Quetiapine, Valproate and Venlafaxine was suspected. Valproate, Venlafaxine and
Quetipaine were withdraw. Valproate and Venlafaxine were subsequenctly restarted without adverse event.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 206719 Seq: 1 Gender: F
Reported: 07/04/2005 Weight: 0.00
Hospitalisation: Age: 29
Onset Date: 13/02/2003 DOB: 04/02/1974
Outcome: Recovered Causality: Causality possible

Reaction Details:

Medicine Details:

SODIUM VALPROATE (Suspected) Reason:  Convulsions
Tablet 1.0 Gram Daily Oral
Batch: Started: Stopped: 0
VENLAFAXINE HYDROCHLORIDE (Suspected) Reason:
150.0 Milligram Daily
Batch: Started: Stopped: 0

Laboratory Investigations:

Additional Information:
A drug interaction between Stilnos, Quetiapine, Valproate and Venlafaxine was suspected. Valproate, Venlafaxine and
Quetipaine were withdraw. Valproate and Venlafaxine were subsequenctly restarted without adverse event.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 207335 Seq: 1 Gender: M
Reported: 21/04/2005 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 55
Onset Date: 09/03/2005 DOB: 19/04/1949
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Tardive dyskinesia Caused or The patient experienced relapse Clozaril dosage increased
prolonged psychosis, worsening of tardive dyskinesia [from 400mg/day to
inpatient and neutrophilia, vomiting, diarrhoea and |450mg/day. Started

hospitalisation leucocytosis and elevated liver enzymes. |electro-convulsive therapy.
He may have been non-compliant with
Clozaril treatment.

Diarrhoea Caused or
prolonged
inpatient
hospitalisation

Medicine Details:

QUETIAPINE (Suspected) Reason:
Tablet 100.0 Milligram Oral
Batch: Started: Stopped:

EFEXOR (Suspected) Reason:

75.0 Milligram Oral

Batch: Started: Stopped:

VALIUM (Suspected) Reason:
Batch: Started: Stopped:

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

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 207335 Seq: 1 Gender: M
Reported: 21/04/2005 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 55
Onset Date: 09/03/2005 DOB: 19/04/1949
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Hepatic enzyme increased Caused or
prolonged
inpatient
hospitalisation
Leukocytosis Caused or
prolonged
inpatient
hospitalisation
Neutrophilia Caused or
prolonged
inpatient

hospitalisation

Medicine Details:

QUETIAPINE (Suspected) Reason:
Tablet 100.0 Milligram Oral
Batch: Started: Stopped:
EFEXOR (Suspected) Reason:
75.0 Milligram Oral
Batch: Started: Stopped:
VALIUM (Suspected) Reason:
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 207335 Seq: 1 Gender: M
Reported: 21/04/2005 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 55
Onset Date: 09/03/2005 DOB: 19/04/1949
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Vomiting Caused or
prolonged
inpatient
hospitalisation

Medicine Details:

QUETIAPINE (Suspected) Reason:
Tablet 100.0 Milligram Oral
Batch: Started: Stopped:
EFEXOR (Suspected) Reason:
75.0 Milligram Oral
Batch: Started: Stopped:
VALIUM (Suspected) Reason:
Batch: Started: Stopped:
CLOZARIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 207536 Seq: 1 Gender: F
Reported: 02/05/2005 Weight: 0.00
Hospitalisation: Age: 99u
DOB:

Onset Date:
Outcome: Not yet recovered

Reaction Details:
Preferred Term Severity Report Description

The patient experienced dystonia. Quetiapine ceased.

Causality: Causality probable

Treatment

Dystonia

Medicine Details:

SEROQUEL (Suspected) Reason:
Tablet 800.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 207636 Seq: 1 Gender: F
Reported: 05/05/2005 Weight: 0.00
Hospitalisation: Age: 46
Onset Date: 28/02/2003 DOB: 31/05/1956
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Electrocardiogram QT prolonged Electrocardiogram QT prolonged (QTc Quetiapine ceased and
494). Risperidone started.
Medicine Details:
ESOMEPRAZOLE MAGNESIUM TRIHYDRATE (Other drug) Reason: Other diseases of esophagus
20.0 Milligram Daily
Batch: Started: Stopped:
METFORMIN HYDROCHLORIDE (Other drug) Reason: Diabetes mellitus
Tablet 2.0 Gram Daily Oral
Batch: Started: Stopped:
DIAZEPAM (Other drug) Reason:  Anxiety neurosis
15.0 Milligram Daily
Batch: Started: Stopped:
QUETIAPINE (Suspected) Reason:  Unspecified schizophrenia
Tablet 800.0 Milligram Daily Oral
Batch: Started: Stopped: 28/02/2003
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run : 04/06/2007 03:55PM  Database: pusime02 ADRS004 Page 253 of 434




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 207760 Seq: 1 Gender: M
Reported: 12/05/2005 Weight: 0.00
Hospitalisation: Age: 28
Onset Date: 20/04/2005 DOB: 02/01/1977
Outcome: Recovered with sequelae Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Diabetic ketoacidosis Life Patient was admitted to ICU with diabetic |Fluid and electrolyte
threatening ketoacidosis following a 3 week history of [replacement. Insulin. Zyprexa
weight loss (10 kg), polyuria. and Seroquel ceased. Abilify
commenced
Polyuria Life
threatening
Weight decreased Life
threatening

Medicine Details:

ZYPREXA (Suspected) Reason:
Tablet 20.0 Milligram 1 time Oral
Batch: Started: 01/04/2004 Stopped: 02/05/2005
SEROQUEL (Suspected) Reason:
Tablet 400.0 Milligram 1 time Oral
Batch: Started: 01/04/2004 Stopped: 02/05/2005

Laboratory Investigations:
Date Type Range Date Tested Result Details

12/05/2005 |Biochemistry Hypokalemia, hyperglycaemia

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 207974 Seq: 1 Gender: M
Reported: 19/05/2005 Weight: 70.00
Hospitalisation: Age: 27
Onset Date: 21/01/2005 DOB: 08/08/1977
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Neutropenia Neutropenia suspected while on Cessation of medication.
Quetiapine.

Medicine Details:

QUETIAPINE (Suspected) Reason:  Unspecified schizophrenia
Tablet 400.0 Milligram Daily Oral
Batch: Started: 14/12/2004 Stopped: 22/03/2005

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 207977 Seq: 1 Gender: M
Reported: 19/05/2005 Weight: 0.00
Hospitalisation: Required a visit to the doctor Age: 25
Onset Date: DOB: 09/11/1979
Outcome: Recovered 08/03/2005 Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Neutropenia Suspected neutropenia persisted. Quetiapine ceased.

Medicine Details:

SEROQUEL (Suspected) Reason:
Tablet 1.0 Gram Daily Oral
Batch: Started: 30/12/2004 Stopped: 15/02/2005

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 208415 Seq: 1 Gender: F
Reported: 02/06/2005 Weight: 38.00
Hospitalisation: Age: 34
Onset Date: 15/01/2004 DOB: 31/01/1969
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Oral mucosal blistering Incapacity/dis [After four months of Seroquel treatment
ability the patient developed oral blisters of a
moderate intensity.

Medicine Details:

SEROQUEL (Suspected) Reason:  Unspecified schizophrenia
Tablet 600.0 Milligram Daily Oral
Batch: Started: 15/09/2003 Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 208416 Seq: 1 Gender: M
Reported: 02/06/2005 Weight: 0.00
Hospitalisation: Age: 51Y
DOB:

Onset Date:
Outcome: Unknown

Reaction Details:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Circulatory collapse Three weeks after beginning treatment Taken to the emergency room.
with Seroquel the patient collapsed at
home.

Medicine Details:

Reason: Depression
Oral

Stopped:

ZOLOFT (Suspected)

Tablet
Batch: Started:

SEROQUEL (Suspected) Reason:  Otr spec symp psychopathol nec

Tablet 50.0 Milligram Daily Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient also taking cholesterol lowering drugs. Concomitant disease: diabetes mellitus
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 208442 Seq: 1 Gender: F
Reported: 03/06/2005 Weight: 0.00
Hospitalisation: Age: 25
Onset Date: DOB: 30/11/1979
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Homicidal ideation The patient experienced homicidal

ideation, suicidal ideation, a suicide
attempt, auditory hallucinations and
akathisia .She found herself at her
parents' hourse carrying a knife with the
intention to kill them.

Akathisia
Hallucination, auditory
Suicidal ideation
Suicide attempt

Medicine Details:

SEROQUEL (Suspected) Reason:
Tablet Oral
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Report 208441 is the first sequence to this report.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 208454 Seq: 1 Gender: M
Reported: 03/06/2005 Weight: 0.00
Hospitalisation: Age: 32
Onset Date: DOB: 13/06/1972
Outcome: Unrelated death Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Suicidal ideation Death The patient was violently suicidal with Treated with Chlorpromazine.

multiple suicidal acts whilst on Efexor. He
developed voice hallucinations, which
were treated with Seroquel. This led to an
overdose of suicidal intention and delirium.

Delirium Death
Suicide attempt Death

Medicine Details:

SEROQUEL (Suspected) Reason:
Tablet Oral
Batch: Started: Stopped:
EFEXOR (Suspected) Reason:
300.0 Milligram Daily Oral
Batch: Started: L TERM Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient drank a bottle of vodka, fell over aspirated and died. Not a suicide but a death.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 208710 Seq: 1 Gender: F
Reported: 16/06/2005 Weight: 0.00
Hospitalisation: Age: 99U
Onset Date: 15/03/2001 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Neutropenia Suspected- In March 2001, patient
developed moderate neutropenia, and was
monitored regularly with blood tests.
Neutropenia was considered to be
fluctuating. Seroquel was eventually
ceased due to risk. event resolved on
cessation
Medicine Details:
OXAZEPAM (Other drug) Reason:
Tablet 60.0 Milligram Oral
Batch: Started: Stopped:
EPILIM (Other drug) Reason:
Tablet 1000.0 Milligram Daily Oral
Batch: Started: Stopped: 0
SEROQUEL (Suspected) Reason:
Tablet 650.0 Milligram Oral
Batch: Started: 15/11/2000 Stopped: 19/09/2002 0
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 208713 Seq: 1 Gender: M
Reported: 16/06/2005 Weight: 0.00
Hospitalisation: Age: 29
Onset Date: 21/05/2005 DOB: 01/11/1975
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Swollen tongue Patient experienced swollen tongue and [Treated with Cogentin 2mg
difficulty speaking, shakey and trouble with|oral 02/02/05 and 1mg
co-ordination. 02/03/05..
Coordination abnormal
Nervousness
Speech disorder
Medicine Details:
OMEPRAZOLE (Other drug) Reason:
20.0 Milligram
Batch: Started: 19/05/2005 Stopped:
CLOPIXOL-ACUPHASE (Suspected) Reason:
Injection 100.0 Milligram Daily Intramuscular
Batch: Started: 20/05/2005 Stopped:
QUETIAPINE (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
Batch: Started: 20/05/2005 Stopped:
OLANZAPINE (Suspected) Reason:
Tablet 10.0 Milligram Daily Oral
Batch: Started: 21/05/2005 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 208821 Seq: 1 Gender: M
Reported: 21/06/2005 Weight: 0.00
Hospitalisation: Age: 59
Onset Date: 11/05/2005 DOB: 11/04/1946
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Hypotension The patient experienced hypotension (BP [Seroquel withheld, increased
86/58), oversedation, decreased GCS, Dobutamine and increased
was not easily rousable, delirium, Oxygen (nasal prongs).

hallucinations, confusion, slurred speech,
cheyne-stokes breathing and deterioration
of heart failure.

Cheyne-Stokes respiration
Confusional state

Delirium

Dysarthria

Hallucination

Sedation

Medicine Details:

PRAVASTATIN SODIUM (Other drug) Reason:
Batch: Started: Stopped:
MAGMIN (Other drug) Reason:
Batch: Started: Stopped:
RAMIPRIL (Other drug) Reason:
Batch: Started: Stopped: 0
DIGOXIN (Other drug) Reason:
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 208821 Seq: 1 Gender: M
Reported: 21/06/2005 Weight: 0.00
Hospitalisation: Age: 59
Onset Date: 11/05/2005 DOB: 11/04/1946
Outcome: Recovered Causality: Causality possible

Reaction Details:

Medicine Details:

TEMAZEPAM (Other drug) Reason:

Batch: Started: Stopped:
SOTALOL HYDROCHLORIDE (Other drug) Reason:

Batch: Started: Stopped:
SLOW-K (Other drug) Reason:

Batch: Started: Stopped:
FRUSEMIDE (Other drug) Reason:

Batch: Started: Stopped:

Laboratory Investigations:

Additional Information:
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Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 208821 Seq: 1 Gender: M
Reported: 21/06/2005 Weight: 0.00
Hospitalisation: Age: 59
Onset Date: 11/05/2005 DOB: 11/04/1946
Outcome: Recovered Causality: Causality possible

Reaction Details:

Medicine Details:

CLEXANE (Other drug) Reason:

Batch: Started: Stopped:
WARFARIN SODIUM (Other drug) Reason:

Batch: Started: Stopped:
QUININE (Other drug) Reason:

Batch: Started: Stopped:
SPIRONOLACTONE (Other drug) Reason:

Batch: Started: Stopped:

Laboratory Investigations:

Additional Information:
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 208821 Seq: 1 Gender: M
Reported: 21/06/2005 Weight: 0.00
Hospitalisation: Age: 59
Onset Date: 11/05/2005 DOB: 11/04/1946
Outcome: Recovered Causality: Causality possible

Reaction Details:

Medicine Details:

SEROQUEL (Suspected) Reason:
Tablet 200.0 Milligram Daily Oral
Batch: Started: 11/05/2005 Stopped: 12/05/2005

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

QUETIAPINE,SEROQUEL

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 208856 Seq: 1 Gender: F
Reported: 21/06/2005 Weight: 0.00
Hospitalisation: Age: 34Y
DOB:

Onset Date: 19/05/2005
Outcome: Unknown

Reaction Details:

Causality: Causality possible

Preferred Term Severity Report Description

Treatment

Convulsion
eleven days after stopping Xanax therapy.

Drug withdrawal syndrome

Patient experienced a seizure ten to Xanax ceased.

Medicine Details:

XANAX (Suspected) Reason:

Tablet
Batch: Started: Stopped:

Oral

AURORIX (Suspected) Reason:

Tablet
Batch: Started: Stopped:

Oral

SEROQUEL (Suspected) Reason:

Tablet
Batch: Started: Stopped:

Oral

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

This was the second in three years under same circumstances. Both occured within 7-10 days of abrupt cessation of Xanax
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 208859 Seq: 1 Gender: F
Reported: 21/06/2005 Weight: 0.00
Hospitalisation: Age: 39Y
Onset Date: 15/02/2005 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Hypermetropia Incapacity/dis |The patient developed long-sightedness  [Lenses changed to
ability and began to experience headaches. accomodate her long
sightedness.
Headache Incapacity/dis
ability

Medicine Details:

DOTHIEPIN HYDROCHLORIDE (Other drug) Reason:
150.0 Milligram Oral
Batch: Started: Stopped:
SEROQUEL (Suspected) Reason: Depression
Tablet 30.0 Milligram Daily Oral
Batch: Started: 15/02/2005 Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
History: Depression, short-sighted and myapia. Patient had been short-sighted since the age of 12.

Report Run : 04/06/2007 03:55PM  Database: pusime02 ADRS004

Page 268

of 434




TGA

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Faecaloma

hospitalisation

Caused or
prolonged
inpatient
hospitalisation

physician increased the dose to 1200mg
daily. The patient developed a severe
partial bowel obstruction, secondary to

faecal impaction.

Case Number: 208957 Seq: 1 Gender: F
Reported: 23/06/2005 Weight: 0.00
Hospitalisation: Age: 41Y
Onset Date: 30/03/2005 DOB:
Outcome: Recovered 15/04/2005 Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Intestinal obstruction Caused or The patient suffered a manic episode, The dose of Seroquel was
prolonged which was not controlled by a 600mg dose [reduced, the patient
inpatient of Seroquel, therefore the patient's underwent two treatments with

Glycoprep (macrogol 3350) for
bowel evacuation.

Medicine Details:

AROPAX (Other drug) Reason:
20.0 Milligram
Batch: Started: Stopped:
VALIUM (Other drug) Reason:
Batch: Started: Stopped:
SEROQUEL (Suspected) Reason:  Unspecified schizophrenia
Tablet 1.2 Gram Daily
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
600mg dose increased the Seroquel dose was 1200mg daily.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 208957 Seq: 1 Gender: F
Reported: 23/06/2005 Weight: 0.00
Hospitalisation: Age: 41Y
Onset Date: 30/03/2005 DOB:
Outcome: Recovered 15/04/2005 Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Therapy regimen changed Caused or
prolonged
inpatient
hospitalisation

Medicine Details:

AROPAX (Other drug) Reason:
20.0 Milligram
Batch: Started: Stopped:
VALIUM (Other drug) Reason:
Batch: Started: Stopped:
SEROQUEL (Suspected) Reason:  Unspecified schizophrenia
Tablet 1.2 Gram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:

Additional Information:
600mg dose increased the Seroquel dose was 1200mg daily.
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THERAPEUTIC 60ODS
ADMINISTRATION

QUETIAPINE,SEROQUEL

Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 209439 Seq: 1 Gender: M
Reported: 04/07/2005 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 30Y
Onset Date: 01/04/2003 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Hepatitis Caused or The patient developed hepatitis. Dose of Seroquel reduced,
prolonged observation and follow up at
inpatient Gastro Clinic on several
hospitalisation occasions.

Medicine Details:

SEROQUEL (Suspected) Reason:  Unspecified schizophrenia
Tablet 500.0 Milligram Daily Oral
Batch: Started: 15/03/2003 Stopped: 15/04/2003 0

CIPRAMIL (Suspected) Reason:  Unspecified schizophrenia
Tablet 20.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

04/07/2005 |ALT = SGPT ALT 268.

04/07/2005 [AST = SGOT AST 93.

04/07/2005 |Albumin ALB 48.

04/07/2005 |Bilirubin Bili 15.

04/07/2005 |SAP = ALP ALP 104.

Additional Information:

Initially taking Olanzapine which was ceased (unknown why) 4/52 ago, and Sroquel initiated.
Marked fatty infiltrate of liver. Reviewed - Gastro Clinic 01/09/04. ALT now 179 (was 500).
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THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 209498 Seq: 1 Gender: F
Reported: 06/07/2005 Weight: 0.00
Hospitalisation: Age: 38
Onset Date: DOB: 08/07/1966
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
\Vomiting expereinced night seats, vomiting and

tiredness. she was grumpy from feeling
tired at work

Night sweats experienced night sweats within the first
month of taking efexor XR 225mg,
resolved when within 7 to 10 days of
reducing dose to 150mg

Therapy regimen changed gradaul increase in dose form 75mg to
225mg

Fatigue

Medicine Details:

SEROQUEL (Suspected) Reason:
Tablet Oral
Batch: Started: Stopped:
EFEXOR-XR (Suspected) Reason: Depression
Capsule 225.0 Milligram Daily Oral
Batch: Started: 15/04/2005 Stopped: Continuing

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Current conditions: Schizophrenia.Psychotic disorder, Smoker, Overweight
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QUETIAPINE,SEROQUEL

Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

hospitalisation

Caused or
prolonged
inpatient
hospitalisation

Blood creatine phosphokinase incr

Caused or
prolonged
inpatient
hospitalisation

Depressed level of consciousness

creatinine kinase increased, white level
count increased, neutrophils increased.

Case Number: 209576 Seq: 1 Gender: F
Reported: 07/07/2005 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 59
Onset Date: 16/08/2004 DOB: 29/06/1945
Outcome: Recovered 04/07/2004 Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Neuroleptic malignant syndrome |Caused or Patient developed neuroleptic malignant  |Withheld Dothiepin and
prolonged syndrome, fevers to 40 degrees, Quetiapine.
inpatient decreased level of consciousness,

Medicine Details:

DIAZEPAM (Other drug) Reason:
Batch: Started: Stopped:
ASPIRIN (Other drug) Reason:
Batch: Started: Stopped:
THIAMINE (Other drug) Reason:
Batch: Started: Stopped:
CENTRUM TABLETS (Other drug) Reason:
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
07/07/2005 |Neutrophils Neutrophils 10.39.
07/07/2005 |White blood cells WCC 12.4.
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 209576 Seq: 1 Gender: F
Reported: 07/07/2005 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 59
Onset Date: 16/08/2004 DOB: 29/06/1945
Outcome: Recovered 04/07/2004 Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Neutrophil count increased Caused or
prolonged
inpatient
hospitalisation
Pyrexia Caused or
prolonged
inpatient

hospitalisation

White blood cell count increased |Caused or
prolonged
inpatient
hospitalisation

Medicine Details:

COLOXYL (Other drug) Reason:

Batch: Started: Stopped:
FRUSEMIDE (Other drug) Reason:

Batch: Started: Stopped:
METFORMIN HYDROCHLORIDE (Other drug) Reason:

Batch: Started: Stopped:
METOPROLOL TARTRATE (Other drug) Reason:

Batch: Started: Stopped:

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 209576 Seq: 1 Gender: F
Reported: 07/07/2005 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 59
Onset Date: 16/08/2004 DOB: 29/06/1945
Outcome: Recovered 04/07/2004 Causality: Causality possible

Reaction Details:

Medicine Details:

PRAVACHOL (Other drug) Reason:

Batch: Started: Stopped:
SOMAC (Other drug) Reason:

Batch: Started: Stopped:
RAMIPRIL (Other drug) Reason:

Batch: Started: Stopped:
GLYCERYL TRINITRATE (Other drug) Reason:

Batch: Started: Stopped:

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 209576 Seq: 1 Gender: F
Reported: 07/07/2005 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 59
Onset Date: 16/08/2004 DOB: 29/06/1945
Outcome: Recovered 04/07/2004 Causality: Causality possible

Reaction Details:

Medicine Details:

NOVORAPID (Other drug) Reason:
Batch: Started: Stopped:
PROTAPHANE (Other drug) Reason:
Batch: Started: Stopped:
DOTHIEPIN HYDROCHLORIDE (Suspected) Reason: Depression
Tablet 25.0 Milligram Daily Oral
Batch: Started: Stopped: 01/07/2004
QUETIAPINE (Suspected) Reason: Hallucinations
Tablet 50.0 Milligram Daily Oral
Batch: Started: Stopped: 01/07/2004

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 209636 Seq: 1 Gender: M
Reported: 08/07/2005 Weight: 0.00
Hospitalisation: Age: 34
Onset Date: DOB: 03/07/1971
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Dysuria The patient commenced treatment with

Seroquel approximately three years ago
on a lower dose. The patient began
Seroquel 800mg. On an unknown date the
patient developed difficulty with urination,
which resolved spontaneously within two
to three hours. On re-introduction of
Seroquel the event recurred.

Therapy regimen changed

Medicine Details:

SEROQUEL (Suspected) Reason:  Unspecified schizophrenia
Tablet 800.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 209780 Seq: 1 Gender: F
Reported: 13/07/2005 Weight: 70.00
Hospitalisation: Admitted to hospital Age: 29
Onset Date: 15/12/2004 DOB: 10/06/1975
Outcome: Recovered 12/06/2005 Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Constipation Caused or The patient experienced severe Given IV fluids and
prolonged constipation with mega colon and gastrografin enema. Seroquel
inpatient sub-acute gut obstruction. She had an ceased.

hospitalisation [increasing problem with no result for 3 - 4
P weeks. She became dehydrated and was
vomiting.

Dehydration Caused or
prolonged
inpatient
hospitalisation

Medicine Details:

LAMICTAL (Other drug) Reason:  Other&unspecified epilepsy
200.0 Milligram Daily
Batch: Started: L TERM Stopped:
RIVOTRIL (Other drug) Reason:  Other&unspecified epilepsy
3.0 Milligram Daily
Batch: Started: L TERM Stopped:
SEROQUEL (Suspected) Reason:  Unspecified schizophrenia
Tablet 900.0 Milligram Daily Oral
Batch: Started: Stopped: 10/06/2005

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

QUETIAPINE,SEROQUEL

Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 209780 Seq: 1 Gender: F
Reported: 13/07/2005 Weight: 70.00
Hospitalisation: Admitted to hospital Age: 29
Onset Date: 15/12/2004 DOB: 10/06/1975
Outcome: Recovered 12/06/2005 Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Vomiting Caused or
prolonged
inpatient
hospitalisation

Medicine Details:

LAMICTAL (Other drug) Reason:  Other&unspecified epilepsy
200.0 Milligram Daily
Batch: Started: L TERM Stopped:
RIVOTRIL (Other drug) Reason:  Other&unspecified epilepsy
3.0 Milligram Daily
Batch: Started: L TERM Stopped:
SEROQUEL (Suspected) Reason:  Unspecified schizophrenia
Tablet 900.0 Milligram Daily Oral
Batch: Started: Stopped: 10/06/2005
Laboratory Investigations:
Additional Information:
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

QUETIAPINE,SEROQUEL

Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 209781 Seq: 1
Reported: 13/07/2005
Hospitalisation: Required a visit to the doctor
Onset Date:
Outcome: Recovered

Reaction Details:

30/05/2004

Gender: F

Weight: 72.00
Age: 47
DOB: 04/02/1958

Causality: Causality probable

Preferred Term Severity Report Description Treatment
Constipation The patient experienced severe Seroquel dose reduced over
constipation leading to mega colon. two weeks until ceased.
Medicine Details:
EFEXOR-XR (Other drug) Reason: Depression
150.0 Milligram Daily
Batch: Started: L TERM Stopped:
SEROQUEL (Suspected) Reason:  Unspecified schizophrenia
Tablet 300.0 Milligram Daily Oral
Batch: Started: L TERM Stopped: 12/05/2004
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Low dose 25mg Seroquel tried again on 3 occasions in September 04.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 210087 Seq: 1 Gender: M
Reported: 25/07/2005 Weight: 0.00
Hospitalisation: Age: 81
Onset Date: 12/06/2005 DOB: 10/04/1924
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Pruritus Caused or Patient experienced itchy skin which then |Oral antihistamines.
prolonged developed into a rash on the chest and
inpatient legs.
hospitalisation
Rash Caused or
prolonged
inpatient

hospitalisation

Medicine Details:

AUGMENTIN DUO FORTE (Other drug) Reason:
Batch: Started: Stopped:
Ciprol (Other drug) Reason:
Batch: Started: Stopped:
GLICLAZIDE (Other drug) Reason:
Batch: Started: Stopped:
ZOCOR (Other drug) Reason:
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 210087 Seq: 1 Gender: M
Reported: 25/07/2005 Weight: 0.00
Hospitalisation: Age: 81
Onset Date: 12/06/2005 DOB: 10/04/1924
Outcome: Recovered Causality: Causality possible

Reaction Details:

Medicine Details:

SPIRIVA (Other drug) Reason:

Batch: Started: Stopped:
PANADOL (Other drug) Reason:

Batch: Started: Stopped:
VENTOLIN NEBULES (Other drug) Reason:

Batch: Started: Stopped:
ENDONE (Other drug) Reason:

Batch: Started: Stopped:

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 210087 Seq: 1 Gender: M
Reported: 25/07/2005 Weight: 0.00
Hospitalisation: Age: 81
Onset Date: 12/06/2005 DOB: 10/04/1924
Outcome: Recovered Causality: Causality possible

Reaction Details:

Medicine Details:

OXYCONTIN (Other drug) Reason:
Batch: Started: Stopped:
ANGININE (Other drug) Reason:
Batch: Started: Stopped:
SERENACE (Other drug) Reason:
Batch: Started: Stopped:
SEROQUEL (Suspected) Reason:
Tablet 12.5 Milligram As necessary Oral
Batch: Started: 09/06/2005 Stopped: 16/06/2005 0

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

coincided with increased dose of
Quetiapine and commencement of
Venlafaxine.

Gravitational oedema

Case Number: 210134 Seq: 1 Gender: M
Reported: 27/07/2005 Weight: 0.00
Hospitalisation: Age: 69Y
Onset Date: 03/07/2005 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Therapy regimen changed The patient developed pitting oedema on |Dose of Quetiapine was

the distal third right and left leg, which reduced to 150mg.

Medicine Details:

MADOPAR (Other drug) Reason:
3.0 Dose Unspecified Oral
Batch: Started: Stopped: 24/06/2005
BENZHEXOL HYDROCHLORIDE (Other drug) Reason:
6.0 Milligram Oral
Batch: Started: Stopped:
ASPIRIN (Other drug) Reason:
100.0 Milligram
Batch: Started: Stopped:
ALPRAZOLAM (Other drug) Reason:
2.0 Milligram Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 210134 Seq: 1 Gender: M
Reported: 27/07/2005 Weight: 0.00
Hospitalisation: Age: 69Y
DOB:

Onset Date: 03/07/2005

Outcome: Recovered

Reaction Details:

Medicine Details:

Causality: Causality possible

CITALOPRAM HYDROBROMIDE (Other drug) Reason:
20.0 Milligram
Batch: Started: Stopped: 28/06/2005
COLOXYL WITH SENNA (Other drug) Reason:
2.0 Dose Unspecified
Batch: Started: Stopped:
QUETIAPINE (Suspected) Reason:
Tablet 200.0 Milligram Daily Oral
Batch: Started: Stopped: 24/06/2005
EFEXOR-XR (Suspected) Reason:
Capsule 75.0 Milligram Daily Oral
Batch: Started: 01/07/2005 Stopped:
Laboratory Investigations:
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 210213 Seq: 1 Gender: F
Reported: 28/07/2005 Weight: 0.00
Hospitalisation: Age: 41
Onset Date: 20/06/2005 DOB: 04/04/1964
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Tardive dyskinesia The patient developed mild tardive
dyskinesia.
Medicine Details:
CIPRAMIL (Other drug) Reason:
Tablet Oral
Batch: Started: Stopped:
EFEXOR (Suspected) Reason:
Oral
Batch: Started: Stopped:
SEROQUEL (Suspected) Reason:  Unspecified psychosis
Tablet 600.0 Milligram Daily Oral
Batch: Started: S TERM Stopped: 0
OLANZAPINE (Suspected) Reason:
5.0 Milligram Daily Oral
Batch: Started: 11/09/2004 Stopped: 29/09/2004
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 210404 Seq: 1 Gender: F
Reported: 04/08/2005 Weight: 0.00
Hospitalisation: Age: 53
Onset Date: 15/01/2005 DOB: 27/04/1951
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Psoriasis Caused or Patient experienced worsening psoriasis
prolonged with bleeding, blood cholesterol increased,
inpatient no menstruation, facial flushing, teeth

hospitalisation [clenching/grinding, "grinding made teeth

fillings fall out", purple discolouration of
skin on feet, peeling of both feet, "bad
circulation", candida, agitation, patient also
experienced hypermania and biting of
tongue, while tapering Efexor.

Medicine Details:

NEURONTIN (Other drug) Reason:
Batch: Started: Stopped:
VALIUM (Other drug) Reason:
Batch: Started: Stopped:
XANAX (Other drug) Reason:
Batch: Started: Stopped:
PARIET (Other drug) Reason:
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

The patient's concurrent ilinesses include psoriasis (both parents also have psoriasis, hypertension and pain. The patient was
'medically retired' due to psychiatric problems which she has had since she was 12 years old. The patient has a past history of
major back surgery during which time, she tested positive for 'staph and helicabacter' infections. The patient was previously
hospitalised with psoriasis while taking Prozac and experienced mania while taking Cortisone. The patient has a familial history of
hypercholesterolaemia and her father has bipolar disorder.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 210404 Seq: 1 Gender: F
Reported: 04/08/2005 Weight: 0.00
Hospitalisation: Age: 53
Onset Date: 15/01/2005 DOB: 27/04/1951
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Drug withdrawal syndrome Caused or patient expereinced forgetfulness while
prolonged taking Efeoxr, hypomania while tapering
inpatient and was suicidal after stopping therapy
hospitalisation
Agitation Caused or
prolonged
inpatient
hospitalisation
Amenorrhoea Caused or
prolonged
inpatient

hospitalisation

Medicine Details:

RENITEC (Other drug) Reason:

Batch: Started: Stopped:
DI-GESIC (Other drug) Reason:

Batch: Started: Stopped:
PETHIDINE HYDROCHLORIDE (Other drug) Reason:

Batch: Started: Stopped:
VITAMINS (Other drug) Reason:

Batch: Started: Stopped:

Laboratory Investigations:

Additional Information:

The patient's concurrent ilinesses include psoriasis (both parents also have psoriasis, hypertension and pain. The patient was
'medically retired' due to psychiatric problems which she has had since she was 12 years old. The patient has a past history of
major back surgery during which time, she tested positive for 'staph and helicabacter' infections. The patient was previously
hospitalised with psoriasis while taking Prozac and experienced mania while taking Cortisone. The patient has a familial history of
hypercholesterolaemia and her father has bipolar disorder.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 210404 Seq: 1 Gender: F
Reported: 04/08/2005 Weight: 0.00
Hospitalisation: Age: 53
Onset Date: 15/01/2005 DOB: 27/04/1951
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Blood cholesterol increased Caused or
prolonged
inpatient
hospitalisation
Bruxism Caused or
prolonged
inpatient
hospitalisation
Candidiasis Caused or
prolonged
inpatient
hospitalisation
Medicine Details:
EFEXOR-XR (Suspected) Reason:  Anxiety neurosis
Capsule 150.0 Milligram Daily Oral
Batch: Started: L TERM Stopped: 15/04/2005 0
SEROQUEL (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
Batch: Started: Stopped: Continuing.

Laboratory Investigations:

Additional Information:

hypercholesterolaemia and her father has bipolar disorder.

The patient's concurrent ilinesses include psoriasis (both parents also have psoriasis, hypertension and pain. The patient was
'medically retired' due to psychiatric problems which she has had since she was 12 years old. The patient has a past history of
major back surgery during which time, she tested positive for 'staph and helicabacter' infections. The patient was previously

hospitalised with psoriasis while taking Prozac and experienced mania while taking Cortisone. The patient has a familial history of
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 210404 Seq: 1 Gender: F
Reported: 04/08/2005 Weight: 0.00
Hospitalisation: Age: 53
Onset Date: 15/01/2005 DOB: 27/04/1951
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Dermatitis exfoliative Caused or
prolonged
inpatient
hospitalisation
Flushing Caused or
prolonged
inpatient
hospitalisation
Haemorrhage subcutaneous Caused or
prolonged
inpatient

hospitalisation

Medicine Details:

NEURONTIN (Other drug) Reason:

Batch: Started: Stopped:
VALIUM (Other drug) Reason:

Batch: Started: Stopped:
XANAX (Other drug) Reason:

Batch: Started: Stopped:
PARIET (Other drug) Reason:

Batch: Started: Stopped:

Laboratory Investigations:

Additional Information:

The patient's concurrent ilinesses include psoriasis (both parents also have psoriasis, hypertension and pain. The patient was
'medically retired' due to psychiatric problems which she has had since she was 12 years old. The patient has a past history of
major back surgery during which time, she tested positive for 'staph and helicabacter' infections. The patient was previously
hospitalised with psoriasis while taking Prozac and experienced mania while taking Cortisone. The patient has a familial history of
hypercholesterolaemia and her father has bipolar disorder.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 210404 Seq: 1 Gender: F
Reported: 04/08/2005 Weight: 0.00
Hospitalisation: Age: 53
Onset Date: 15/01/2005 DOB: 27/04/1951
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Mania Caused or
prolonged
inpatient
hospitalisation
Memory impairment Caused or
prolonged
inpatient
hospitalisation
Poor peripheral circulation Caused or
prolonged
inpatient

hospitalisation

Medicine Details:

RENITEC (Other drug) Reason:

Batch: Started: Stopped:
DI-GESIC (Other drug) Reason:

Batch: Started: Stopped:
PETHIDINE HYDROCHLORIDE (Other drug) Reason:

Batch: Started: Stopped:
VITAMINS (Other drug) Reason:

Batch: Started: Stopped:

Laboratory Investigations:

Additional Information:

The patient's concurrent ilinesses include psoriasis (both parents also have psoriasis, hypertension and pain. The patient was
'medically retired' due to psychiatric problems which she has had since she was 12 years old. The patient has a past history of
major back surgery during which time, she tested positive for 'staph and helicabacter' infections. The patient was previously
hospitalised with psoriasis while taking Prozac and experienced mania while taking Cortisone. The patient has a familial history of
hypercholesterolaemia and her father has bipolar disorder.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 210404 Seq: 1 Gender: F
Reported: 04/08/2005 Weight: 0.00
Hospitalisation: Age: 53
Onset Date: 15/01/2005 DOB: 27/04/1951
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Skin discolouration Caused or
prolonged
inpatient
hospitalisation
Tongue biting Caused or
prolonged
inpatient
hospitalisation
Tooth disorder Caused or
prolonged
inpatient
hospitalisation
Medicine Details:
EFEXOR-XR (Suspected) Reason:  Anxiety neurosis
Capsule 150.0 Milligram Daily Oral
Batch: Started: L TERM Stopped: 15/04/2005 0
SEROQUEL (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
Batch: Started: Stopped: Continuing.

Laboratory Investigations:

Additional Information:

hypercholesterolaemia and her father has bipolar disorder.

The patient's concurrent ilinesses include psoriasis (both parents also have psoriasis, hypertension and pain. The patient was
'medically retired' due to psychiatric problems which she has had since she was 12 years old. The patient has a past history of
major back surgery during which time, she tested positive for 'staph and helicabacter' infections. The patient was previously

hospitalised with psoriasis while taking Prozac and experienced mania while taking Cortisone. The patient has a familial history of
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 210560 Seq: 1 Gender: F
Reported: 10/08/2005 Weight: 0.00
Hospitalisation: Age: 17Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Toxic epidermal necrolysis Incapacity/dis [Patient developed toxic epidermal Ceased Lamictal, Quetiapine,
ability necrolysis. Chlorpromazine HCL, Lithium

salt, Sodium Valproate,
Biperiden. Treatment with
Risperdone was started.

Medicine Details:

LAMICTAL (Suspected) Reason:  Unspecifid affective psychosis
Tablet Oral
Batch: Started: Stopped:
QUETIAPINE (Suspected) Reason:
Tablet Oral
Batch: Started: Stopped:
CHLORPROMAZINE HYDROCHLORIDE (Suspected) Reason:
Batch: Started: Stopped:
LITHIUM CARBONATE (Suspected) Reason:
Tablet Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 210560 Seq: 1 Gender: F
Reported: 10/08/2005 Weight: 0.00
Hospitalisation: Age: 17Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality probable

Reaction Details:

Medicine Details:

SODIUM VALPROATE (Suspected) Reason:
Oral
Batch: Started: Stopped:
BIPERIDEN HYDROCHLORIDE (Suspected) Reason:
Tablet Oral
Batch: Started: Stopped:

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 210982 Seq: 1 Gender: F
Reported: 22/08/2005 Weight: 120.00
Hospitalisation: Admitted to hospital Age: 32
Onset Date: 05/08/2005 DOB: 01/08/1973
Outcome: Recovered 12/08/2005 Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Asthma Caused or The patient experienced a moderate Nebs, Prednisolone, Oxygen,
prolonged severity asthma attack. Potassium and Magnesium
inpatient supplements given. Coversyl,
hospitalisation Cipramil and Seroquel ceased.

Medicine Details:

Report Run : 04/06/2007 03:55PM Database: pusime02

COVERSYL (Suspected) Reason:  Essential benign hypertension
Tablet 4.0 Milligram Daily Oral
Batch: Started: 04/08/2005 Stopped: 05/08/2005
CIPRAMIL (Suspected) Reason: Depression
Tablet 20.0 Milligram Daily Oral
Batch: Started: 27/07/2005 Stopped: 10/08/2005
SEROQUEL (Suspected) Reason:  Manic-depression psycho,manic
Tablet 100.0 Milligram Daily Oral
Batch: Started: 27/07/2005 Stopped: 11/08/2005
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 211097 Seq: 1 Gender: M
Reported: 25/08/2005 Weight: 0.00
Hospitalisation: Age: 46
Onset Date: 08/08/2005 DOB: 27/02/1959
Outcome: Unknown Causality: Causality possible

Reaction Details:

Preferred Term Severity Report Description Treatment

Tachycardia Patient experienced tachycardia 90-110, |Clopine withheld.
elevated creatinine kinase reported as
246, suspected neuroleptic malignant
syndrome.

Blood creatine phosphokinase incr
Neuroleptic malignant syndrome
Pyrexia

Medicine Details:

LORAZEPAM (Other drug) Reason:
Tablet 6.0 Milligram Oral
Batch: Started: Stopped: 0

CLONAZEPAM (Other drug) Reason:

Batch: Started: Stopped:

PARACETAMOL (Other drug) Reason:
Tablet 4.0 Gram Oral
Batch: Started: Stopped:

OLANZAPINE (Suspected) Reason:
Tablet 20.0 Milligram Oral
Batch: Started: Stopped: 0

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 211097 Seq: 1 Gender: M
Reported: 25/08/2005 Weight: 0.00
Age: 46

Hospitalisation:
Onset Date: 08/08/2005
Outcome: Unknown

Reaction Details:

DOB: 27/02/1959
Causality: Causality possible

Medicine Details:

Aripiprazole (Suspected) Reason:
Tablet 15.0 Milligram Oral
Batch: Started: Stopped: 0
QUETIAPINE (Suspected) Reason:
Batch: Started: Stopped:
CLOPINE (Suspected) Reason:
Tablet 125.0 Milligram Daily Oral
Batch: Started: 26/07/2005 Stopped: 09/08/2005

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 211113 Seq: 1 Gender: M
Reported: 25/08/2005 Weight: 0.00
Hospitalisation: Required a visit to the doctor Age: 40
Onset Date: 24/07/2005 DOB: 18/09/1964
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Hallucination Patient experienced hallucinations, Nil
agitation, confused felt hazy for one week
and delirium.

Confusional state
Delirium

Medicine Details:

ALLEGRON (Other drug) Reason:
Batch: Started: Stopped:
LAMICTAL (Suspected) Reason:
Batch: Started: Stopped: 0
SEROQUEL (Suspected) Reason:
Batch: Started: Stopped: 0
XANAX (Suspected) Reason:
Batch: Started: Stopped: 0
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 211113 Seq: 1 Gender: M
Reported: 25/08/2005 Weight: 0.00
Hospitalisation: Required a visit to the doctor Age: 40
Onset Date: 24/07/2005 DOB: 18/09/1964
Outcome: Recovered Causality: Causality probable

Reaction Details:

Medicine Details:

Travacalm Original (Suspected) Reason:  Motion sickness
Tablet 3.0 Dose Unspecified Daily Oral
Batch: Started: 24/07/2005 Stopped: 24/07/2005 0

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 211208 Seq: 1 Gender: F
Reported: 30/08/2005 Weight: 87.00
Hospitalisation: Required a visit to the doctor Age: 59
Onset Date: 24/02/2005 DOB: 10/10/1945
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Condition aggravated Schizophrenia: required a increased dose

of Seroquel to control symptoms from 3
daily, after started Ezetrol.

Medicine Details:

Ezetrol (Interaction) Reason:  Othr&unspec metabolic diseases
Tablet 10.0 Milligram Daily Oral
Batch: Started: 24/02/2005 Stopped: 24/03/2005
SEROQUEL (Interaction) Reason:
Tablet 300.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 211549 Seq: 1 Gender: M
Reported: 09/09/2005 Weight: 0.00
Hospitalisation: Age: 35
Onset Date: 20/07/2005 DOB: 20/07/1970
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Dyskinesia Caused or The patient experienced involuntary jaw  |Clozapine dose reduced.
prolonged movements, a rigid jaw and 'went stiff as a
inpatient board'.
hospitalisation
Drug withdrawal syndrome Caused or
prolonged
inpatient
hospitalisation
Hypertonia Caused or
prolonged
inpatient

hospitalisation

Medicine Details:

CLOZAPINE (Suspected) Reason:  Unspecified psychosis
Tablet 300.0 Milligram Daily Oral
Batch: Started: 20/06/2005 Stopped:
QUETIAPINE (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
Batch: Started: 15/07/2005 Stopped: 19/07/2005

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 211593 Seq: 1 Gender: F
Reported: 12/09/2005 Weight: 0.00
Age: 21

Hospitalisation:
Onset Date: 05/09/2005
Outcome: Recovered

DOB: 24/03/1984
Causality: Causality probable

Reaction Details:
Preferred Term Severity Report Description Treatment
Hyperprolactinaemia Hyperprolactinaemia Seroquel was ceased; Serum
prolactin returned to within the
normal range

Medicine Details:

SEROQUEL (Suspected) Reason:
Tablet 100.0 Milligram 1 time Oral
Batch: Started: 01/12/2004 Stopped: 01/09/2005
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 211750 Seq: 1 Gender: F
Reported: 19/09/2005 Weight: 0.00
Hospitalisation: Age: 38Y
DOB:

Onset Date: 15/07/2005
Outcome: Unknown

Reaction Details:

Preferred Term Severity Report Description

Patient developed a dry mouth and that
the recurrent erosion syndrome had

Causality: Causality possible

Treatment

Condition aggravated

worsened.
Dry mouth
Ulcerative keratitis
Medicine Details:
SEROQUEL (Suspected) Reason:  Anxiety neurosis
Tablet 25.0 Milligram Daily Oral
Batch: Started: 15/07/2005 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 211839 Seq: 1 Gender: F
Reported: 22/09/2005 Weight: 92.00
Hospitalisation: Required a visit to the doctor Age: 43
Onset Date: 29/07/2005 DOB: 30/09/1961
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Tardive dyskinesia Required Visit [The patient experienced tardive Quetiapine ceased.
to Doctor dyskinesia. Symptoms included

buccolaryngeal mastication, clenched jaw,
protruding tongue and opening and closing

of mouth.
Medicine Details:
Escitalopram (Other drug) Reason: Depression
40.0 Milligram Oral
Batch: Started: Stopped:
SOMAC (Other drug) Reason:
40.0 Milligram
Batch: Started: Stopped:
OLANZAPINE (Other drug) Reason:
Batch: Started: Stopped:
REBOXETINE MESYLATE (Other drug) Reason: Depression
8.0 Milligram Daily Oral
Batch: Started: 19/01/2005 Stopped: contin
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 211839 Seq: 1 Gender: F
Reported: 22/09/2005 Weight: 92.00
Hospitalisation: Required a visit to the doctor Age: 43
Onset Date: 29/07/2005 DOB: 30/09/1961
Outcome: Not yet recovered Causality: Causality possible

Reaction Details:

Medicine Details:

SEROQUEL (Suspected) Reason:  Unspecified schizophrenia
Tablet 200.0 Milligram Daily Oral
Batch: Started: 18/07/2005 Stopped: 10/08/2005 0

Laboratory Investigations:

Additional Information:

Report Run : 04/06/2007 03:55PM  Database: pusime02 ADRS004 Page 305 of 434



TGA

THERAPEUTIC 60ODS
ADMINISTRATION

QUETIAPINE,SEROQUEL

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 211868 Seq: 1 Gender: M
Reported: 22/09/2005 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 43
Onset Date: 18/08/2005 DOB: 07/07/1962
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Anger Caused or Patient experienced an angry episode
prolonged leading to cruelty to his girlfriend's dog.
inpatient
hospitalisation
Medicine Details:
CLONAZEPAM (Other drug) Reason:  Unspecifid affective psychosis
Batch: Started: Stopped:
SODIUM VALPROATE (Other drug) Reason:
Batch: Started: Stopped:
CHLORPROMAZINE HYDROCHLORIDE (Other drug) Reason:  Unspecifid affective psychosis
Batch: Started: Stopped:
LAMOTRIGINE (Other drug) Reason:  Unspecifid affective psychosis
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Study D1447C00126.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 211868 Seq: 1 Gender: M
Reported: 22/09/2005 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 43
Onset Date: 18/08/2005 DOB: 07/07/1962
Outcome: Not yet recovered Causality: Causality possible

Reaction Details:

Medicine Details:

VENLAFAXINE HYDROCHLORIDE (Suspected) Reason:
Batch: Started: Stopped:

SEROQUEL (Suspected) Reason:  Unspecifid affective psychosis
Tablet 800.0 Milligram Daily Oral
Batch: Started: 23/06/2005 Stopped: 0

Laboratory Investigations:

Additional Information:
Study D1447C00126.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 211957 Seq: 1 Gender: M
Reported: 26/09/2005 Weight: 0.00
Hospitalisation: Age: 57
Onset Date: 15/06/2005 DOB: 30/04/1948
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Convulsion Caused or Patient experienced an episode of delirium|Clozaril ceased. Patient
prolonged and seizures. A second seizure with commenced on Quetiapine
inpatient delirium occurred, and a blood creatine and Phenytoin.
hospitalisation [Phosphokinase increased.
Ammonia increased Caused or
prolonged
inpatient

hospitalisation

Blood creatine phosphokinase incr|Caused or
prolonged
inpatient
hospitalisation

Medicine Details:

SODIUM VALPROATE (Other drug) Reason:

Batch: Started: Stopped:

CLOZARIL (Suspected) Reason:
Tablet Oral
Batch: Started: Stopped:

QUETIAPINE (Suspected) Reason:

Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

26/09/2005 |Creatine CK - 1.76 (units not provided).

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 211957 Seq: 1 Gender: M
Reported: 26/09/2005 Weight: 0.00
Hospitalisation: Age: 57
Onset Date: 15/06/2005 DOB: 30/04/1948
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Delirium Caused or
prolonged
inpatient

hospitalisation

Neuroleptic malignant syndrome |Caused or
prolonged
inpatient
hospitalisation

Psychotic disorder Caused or
prolonged
inpatient
hospitalisation

Medicine Details:

SODIUM VALPROATE (Other drug) Reason:

Batch: Started: Stopped:

CLOZARIL (Suspected) Reason:
Tablet Oral
Batch: Started: Stopped:

QUETIAPINE (Suspected) Reason:

Batch: Started: Stopped:

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 212026 Seq: 1 Gender: F
Reported: 28/09/2005 Weight: 0.00
Hospitalisation: Age: 41Y
DOB:

Onset Date:
Outcome: Unknown

Reaction Details:
Preferred Term Severity Report Description Treatment

Intentional drug misuse Life The patient informed her partner that she
threatening had ingested her Seroquel tablets in an
attempt to commit suicide due to suffering

from period pain.

Causality: Causality possible

Drug ineffective Life
threatening
Suicidal ideation Life

threatening

Medicine Details:

SEROQUEL (Suspected) Reason: Depression
Tablet 75.0 Milligram Daily Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
History of drug overdose, intentional misuse, period pain, suicide attempt. Patient had apparently attempted a drug overdose

three times within ten days.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 212027 Seq: 1 Gender: F
Reported: 28/09/2005 Weight: 0.00
Hospitalisation: Age: 39
Onset Date: DOB: 07/07/1966
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Intentional overdose Life The patient ingested 30 tablets of 300 mg [Intubation and ventilation for
threatening  |of Seroquel due to a situational crisis. 24 hours.

Upon admission to hospital she was
drowsy and had a GCS of 3.

Drug ineffective Life
threatening
Suicide attempt Life

threatening

Medicine Details:

SEROQUEL (Suspected) Reason: Depression
Tablet 600.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
On an unspecified date the patient ingested 30 tabs of 300mg of seroquel due to situational crisis. Upon admission to hospital she

was drowsy and had a GCS of 3. She required intubation and ventilation for 24 hrs.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 212222 Seq: 1 Gender: M
Reported: 05/10/2005 Weight: 0.00
Hospitalisation: Age: 17
Onset Date: 08/08/2005 DOB: 24/09/1987
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Caused or
prolonged
inpatient
hospitalisation

Raised CK (474U/L). Raised pulse rate
(104bpm). Headaches. Hypertension
(160/100).

Blood creatine phosphokinase incr

Caused or
prolonged
inpatient
hospitalisation

Headache

Caused or
prolonged
inpatient
hospitalisation

Hypertension

Seroquel was ceased.;
Antipsychotic medication
changed to Clopine

Medicine Details:

ATIVAN (Other drug) Reason:  Anxiety neurosis
Tablet 2.0 Milligram 3 times Oral
Batch: Started: 31/07/2005 Stopped: 03/08/2005 0
PAXAM (Other drug) Reason:  Anxiety neurosis
Tablet 1.0 Milligram 2 times Oral
Batch: Started: 03/08/2005 Stopped: 0
AROPAX (Other drug) Reason: Depression
Tablet 30.0 Milligram 1 time Oral
Batch: Started: Stopped: 0
SEROQUEL (Suspected) Reason:  Unspecified schizophrenia
Tablet 2 times Oral
Batch: Started: 29/07/2005 Stopped: 08/08/2005 0
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report 212206 is the first sequence to this report.
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 212222 Seq: 1 Gender: M
Reported: 05/10/2005 Weight: 0.00
Hospitalisation: Age: 17
Onset Date: 08/08/2005 DOB: 24/09/1987
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Tachycardia Caused or
prolonged
inpatient
hospitalisation

Medicine Details:

ATIVAN (Other drug) Reason:  Anxiety neurosis
Tablet 2.0 Milligram 3 times Oral
Batch: Started: 31/07/2005 Stopped: 03/08/2005 0
PAXAM (Other drug) Reason:  Anxiety neurosis
Tablet 1.0 Milligram 2 times Oral
Batch: Started: 03/08/2005 Stopped: 0
AROPAX (Other drug) Reason: Depression
Tablet 30.0 Milligram 1 time Oral
Batch: Started: Stopped: 0
SEROQUEL (Suspected) Reason:  Unspecified schizophrenia
Tablet 2 times Oral
Batch: Started: 29/07/2005 Stopped: 08/08/2005 0
Laboratory Investigations:
Additional Information:
Report 212206 is the first sequence to this report.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 212576 Seq: 1 Gender: F
Reported: 14/10/2005 Weight: 0.00
Hospitalisation: Age: 42Y
Onset Date: 15/07/2005 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Weight increased The patient commenced treatment with

Seroquel on approximately 30 June 2005,
after which she experienced an irregular
heart beat, indigestion and a weight gain

of 6 kgs.
Dyspepsia
Medicine Details:
SEROQUEL (Suspected) Reason:  Unspecifid affective psychosis

Tablet 400.0 Milligram Daily Oral

Batch: Started: 30/06/2005 Stopped:
Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Report 212577 is the second sequence to this report.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 212577 Seq: 1 Gender: F
Reported: 14/10/2005 Weight: 0.00
Hospitalisation: Age: 42Y
Onset Date: 22/09/2005 DOB:
Outcome: Recovered 24/09/2005 Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Accidental overdose Caused or The patient mistakenly took 1200 mg of
prolonged Seroquel after experiencing a stressful
inpatient day. During the night she experienced an

hospitalisation [irregular heart beat and presented at the
Emergency Department.

Heart rate irregular Caused or
prolonged
inpatient
hospitalisation

Medicine Details:

SEROQUEL (Suspected) Reason:  Unspecifid affective psychosis
Tablet 1.2 Gram Daily Oral
Batch: Started: 22/09/2005 Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Report 212576 is the first sequence to this report.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 212647 Seq: 1 Gender: M
Reported: 17/10/2005 Weight: 0.00
Hospitalisation: Age: 56
Onset Date: 07/05/2005
Outcome: Death

DOB: 22/03/1949
Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Death Death On 7 May 2005 the patient was found
dead, the cause of death was unknown.
Medicine Details:
SEROQUEL (Suspected) Reason:  Unspecifid affective psychosis
Tablet 800.0 Milligram Daily Oral
Batch: Started: 10/06/2004 Stopped: 20/04/2005 0
LITHIUM CARBONATE (Suspected) Reason:
1.0 Gram Daily Oral
Batch: Started: 16/08/2004 Stopped:
OLANZAPINE (Suspected) Reason:
10.0 Milligram Daily Oral
Batch: Started: 20/04/2005 Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 212787 Seq: 1 Gender: F
Reported: 24/10/2005 Weight: 0.00
Hospitalisation: Age: 42Y
Onset Date: 10/10/2005 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Intentional overdose Caused or The patient ingested 2000mg of Seroquel [Seroquel ceased.
prolonged after experiencing a stressful day. An ECG
inpatient was performed which showed QT
hospitalisation [changes.

Medicine Details:

SEROQUEL (Suspected) Reason:  Unspecifid affective psychosis
Tablet 2.0 Gram Daily Oral
Batch: Started: 30/06/2005 Stopped: 10/10/2005 0

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 213232 Seq: 1 Gender: M
Reported: 09/11/2005 Weight: 0.00
Hospitalisation: Age: 67Y
Onset Date: 15/06/2005 DOB:
Outcome: Unknown Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Parkinsonism Caused or Approximately one month after Seroquel ceased.
prolonged commencing Seroquel therapy the patient
inpatient had a fall at home and was admitted to
hospitalisation [hospital for Parkinson-like symptoms.

Medicine Details:

SEROQUEL (Suspected) Reason:  Unspecified schizophrenia
Tablet Oral
Batch: Started: 15/05/2005 Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 213473 Seq: 1 Gender: M
Reported: 16/11/2005 Weight: 70.00
Hospitalisation: Age: 75
Onset Date: DOB: 31/10/1930
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Deep vein thrombosis Patient developed deep vein thrombosis.

Medicine Details:

OXAZEPAM (Other drug) Reason:
Batch: Started: Stopped:
EDRONAX (Suspected) Reason:
2.0 Dose Unspecified Daily Oral
Batch: Started: Stopped: 0
SEROQUEL (Suspected) Reason:
8.0 Milligram Daily
Batch: Started: Stopped: 0

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

QUETIAPINE,SEROQUEL

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 214293 Seq: 1
Reported: 14/12/2005
Hospitalisation: Required a visit to the doctor
Onset Date:
Outcome: Not yet recovered

Reaction Details:

Gender: F

Weight: 83.00
Age: 55
DOB: 01/07/1950

Causality: Causality possible

Preferred Term Severity

Report Description Treatment

Dysgeusia

Patient started Seroquel and within 2 Chewing gum.

weeks developed "bad taste"-bitter. Only
relieved by sweet items.

Medicine Details:

BRICANYL (Other drug) Reason: Asthma
Batch: Started: Stopped:
Seretide 250/50 Accuhaler (Other drug) Reason: Asthma
Batch: Started: Stopped:
FOSAMAX ONCE WEEKLY TABLETS (Other drug) Reason: Other diseases of bone
Batch: Started: Stopped: 0
NEXIUM (Other drug) Reason: Other diseases of esophagus
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run : 04/06/2007 03:55PM  Database: pusime02 ADRS004 Page 320 of 434




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 214293 Seq: 1 Gender: F
Reported: 14/12/2005 Weight: 83.00
Hospitalisation: Required a visit to the doctor Age: 55
Onset Date: DOB: 01/07/1950
Outcome: Not yet recovered Causality: Causality possible

Reaction Details:

Medicine Details:

ZOCOR (Other drug) Reason:  Othr&unspec metabolic diseases
Batch: Started: Stopped:
CIPRAMIL (Other drug) Reason: Depression
Batch: Started: Stopped:
SEROQUEL (Suspected) Reason:
Tablet 25.0 Milligram Daily Oral
Batch: Started: 14/10/2005 Stopped:

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 214304 Seq: 1 Gender: M
Reported: 14/12/2005 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 64
Onset Date: 07/11/2005 DOB: 24/05/1941
Outcome: Recovered Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Hypotension Patient experienced hypotention, Ceasing Quetiapine.
tachycardia, collapse, confusion and
convulsions.

Circulatory collapse
Confusional state
Convulsion
Tachycardia

Medicine Details:

SODIUM VALPROATE (Other drug) Reason:
Batch: Started: Stopped:
IRBESARTAN (Other drug) Reason:
Batch: Started: Stopped:
Glucosamine Nos (Other drug) Reason:  Unspecified arthritis
Batch: Started: Stopped:
Seretide 250/25 MDI (Other drug) Reason:
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 214304 Seq: 1 Gender: M
Reported: 14/12/2005 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 64
Onset Date: 07/11/2005 DOB: 24/05/1941
Outcome: Recovered Causality: Causality probable

Reaction Details:

Medicine Details:

THIAMINE (Other drug) Reason:
Batch: Started: Stopped:
QUETIAPINE (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
Batch: Started: 05/11/2005 Stopped: 07/11/2005 0

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 214557 Seq: 1 Gender: M
Reported: 04/01/2006 Weight: 0.00
Hospitalisation: Age: 21
Onset Date: DOB: 10/09/1984
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Homicidal ideation Whilst on Seroquel the patient would

'sleep for ages and ages' and would wake
up wanting to kill himself and everybody.

Akathisia
Somnolence

Medicine Details:
SEROQUEL (Suspected) Reason:

Tablet Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Report 214555 is the first sequence to this report and report 214558 is the third sequence.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 214751 Seq: 1 Gender: F
Reported: 10/01/2006 Weight: 0.00
Age: 53

Hospitalisation:
Onset Date:
Outcome: Recovered

Reaction Details:

DOB: 27/04/1952
Causality: Causality possible

Preferred Term Severity Report Description Treatment
Neutropenia Whilst receiving Seroquel the patient Seroquel ceased and
experienced neutropenia (suspected restarted.

agranulocytosis).

Medicine Details:

SEROQUEL (Suspected) Reason:
Tablet 600.0 Milligram Daily Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 214779 Seq: 1 Gender: F
Reported: 10/01/2006 Weight: 0.00
Hospitalisation: Age: 50Y
DOB:

Onset Date:
Outcome: Unknown

Reaction Details:

Preferred Term Severity Report Description

Patient was diagnosed with breast cancer.

Causality: Causality possible

Treatment

Breast cancer female

Medicine Details:

SEROQUEL (Suspected) Reason:
Tablet 900.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 214914 Seq: 1 Gender: F
Reported: 12/01/2006 Weight: 0.00
Hospitalisation: Age: 99U

Onset Date: 15/12/2005 DOB:
Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Convulsion Patient experienced two seizures.

Medicine Details:

SEROQUEL (Suspected) Reason:
Tablet 300.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 215394 Seq: 1 Gender: M
Reported: 30/01/2006 Weight: 100.00
Hospitalisation: Age: 54Y
Onset Date: 20/12/2005 DOB:
Outcome: Recovered with sequelae Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Tardive dyskinesia Caused or serotonin syndrome tardive dyskinesia withdrawal of medicines
prolonged
inpatient
hospitalisation

Medicine Details:

PAROXETINE HYDROCHLORIDE (Other drug) Reason: Depression

Capsule 40.0 Milligram Daily Oral

Batch: Started: 11/11/2003 Stopped: 18/01/2006
SEROQUEL (Suspected) Reason:  Unspecified psychosis

Capsule 200.0 Milligram Daily Oral

Batch: Started: 23/11/2005 Stopped: 18/01/2006 0
LITHIUM CARBONATE (Suspected) Reason: Depression

Tablet 1.0 Gram Daily Oral

Batch: Started: 01/01/2005 Stopped: 18/01/2006 0

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 215416 Seq: 1 Gender: M
Reported: 31/01/2006 Weight: 81.00
Hospitalisation: Age: 25
Onset Date: 03/11/2005 DOB: 19/12/1979
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Neutropenia Pateint developed neutropenia and Quetiapine ceased, repeat
leukopenia. FBE
Leukopenia

Medicine Details:

LORAZEPAM (Other drug) Reason:  Anxiety neurosis
Batch: Started: Stopped:
IBUPROFEN (Other drug) Reason: Pain
Batch: Started: Stopped:
TEMAZEPAM (Other drug) Reason:  Specific disorders of sleep
Batch: Started: Stopped:
DEEP HEAT CREAM (Other drug) Reason: Pain
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
31/01/2006 |Neutrophils 2.0-7.5 03/11/2005 0.7
31/01/2006 |White blood cells 4.0-11.00 03/11/2005 3.1

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 215416 Seq: 1 Gender: M
Reported: 31/01/2006 Weight: 81.00
Hospitalisation: Age: 25
Onset Date: 03/11/2005 DOB: 19/12/1979
Outcome: Unknown Causality: Causality possible

Reaction Details:

Medicine Details:

QUETIAPINE (Suspected) Reason:  Unspecified psychosis
Tablet 1.6 Gram Daily Oral
Batch: Started: 13/07/2005 Stopped: 03/11/2005

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 215437 Seq: 1 Gender: F
Reported: 31/01/2006 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 21
Onset Date: 08/01/2006 DOB: 29/02/1984
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Overdose Caused or The patient attempted to hang herself Intubated and received 100%
prolonged using a towel. Three days later she was  |Fi02.
inpatient found unconscious on the side of the road,

italisation |having taken an overdose of trial
hospitalisation medication. She had apneic episodes,
tachycardia at 120 bpm, her pupils were
5mm and sluggish, blood sugar level 6.1
and she suffered delirium.

Suicide attempt Caused or
prolonged
inpatient
hospitalisation

Medicine Details:

ALCOHOL (Suspected) Reason:
Oral Liquid Oral
Batch: Started: Stopped:
SEROQUEL (Suspected) Reason:
Tablet 400.0 Milligram Daily Oral
Batch: Started: 29/12/2005 Stopped: 08/01/2006

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 215695 Seq: 1 Gender: F
Reported: 09/02/2006 Weight: 0.00
Hospitalisation: Age: 56
Onset Date: DOB: 02/10/1949
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Diabetes mellitus inadequate contr After Seroquel dose was increased the Insulin dose increased.
patient experienced an increase in blood
sugar levels.

Medicine Details:

SEROQUEL (Suspected) Reason:  Unspecified schizophrenia
Tablet 800.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Patient also taking Hydrochlorothiazide, Gemfibrozil, Omeprazole, Irbesartan, Insulin, Diethylstilbestrol and Gliclazide.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 215744 Seq: 1 Gender: M
Reported: 10/02/2006 Weight: 0.00
Hospitalisation: Age: 61
Onset Date: 29/11/2005 DOB: 27/02/1944
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Dystonia Life Patient awoke with a feeling of being Ceased Seroquel
threatening unable to swallow and drowsiness

Medicine Details:

PAROXETINE HYDROCHLORIDE (Other drug) Reason:
Batch: Started: Stopped:
ZANIDIP (Other drug) Reason:
Batch: Started: Stopped:
ZOCOR (Other drug) Reason:
Batch: Started: Stopped:
ATACAND PLUS 16/12.5 (Other drug) Reason:
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 215744 Seq: 1 Gender: M
Reported: 10/02/2006 Weight: 0.00
Hospitalisation: Age: 61
Onset Date: 29/11/2005 DOB: 27/02/1944

Outcome: Recovered Causality: Causality possible

Reaction Details:

Medicine Details:

Glucosamine Nos (Other drug) Reason:
Batch: Started: Stopped:

SEROQUEL (Suspected) Reason: Depression
Tablet 600.0 Milligram Daily Oral
Batch: Started: 23/11/2005 Stopped: 30/11/2005

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 215795 Seq: 1 Gender: F
Reported: 13/02/2006 Weight: 0.00
Hospitalisation: Age: 56
Onset Date: 07/10/2005 DOB: 04/12/1948
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Tardive dyskinesia Incapacity/dis [The patient experienced worsening Seroquel ceased, changed to
ability dyskinetic movements of the pelvic girdle |Tetrabenzine 175mg daily.
and upper/lower limbs.
Dyskinesia Incapacity/dis
ability

Medicine Details:

SEROQUEL (Suspected) Reason:  Unspecifid affective psychosis
Tablet 100.0 Milligram Daily Oral
Batch: Started: 07/09/2005 Stopped: 14/11/2005 0

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

Report 215794 is the first sequence to this report.
Also taking Zyprexa and Lithicarb
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 216007 Seq: 1 Gender: M
Reported: 20/02/2006 Weight: 90.00
Hospitalisation: Required a visit to the doctor Age: 31
Onset Date: 02/02/2006 DOB: 10/10/1974
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Therapy regimen changed The patient developed a skin rash which  [Seroquel ceased.

was severe and affected the mouth and
skin with swelling of the face - urticaria.
His dose of Seroquel had increased.

Face oedema
Rash
Urticaria

Medicine Details:

TEGRETOL (Other drug) Reason:  Unspecifid affective psychosis
400.0 Milligram Oral

Batch: Started: 14/01/2006 Stopped:

LITHIUM CARBONATE (Other drug) Reason:  Unspecifid affective psychosis
1.5 Gram Daily

Batch: Started: L TERM Stopped: Continuing.
SEROQUEL (Suspected) Reason:

Tablet 100.0 Milligram Daily Oral

Batch: Started: 15/11/2005 Stopped: 02/02/2006

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 216168 Seq: 1 Gender: M
Reported: 27/02/2006 Weight: 0.00
Hospitalisation: Age: 24Y
Onset Date: 13/01/2006 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Palpitations Approximately four weeks after starting Seroquel ceased, Pericyazine
Seroquel the patient experienced commenced.
palpitations.

Medicine Details:

SEROQUEL (Suspected) Reason:  Unspecified schizophrenia
Tablet 600.0 Milligram Daily Oral
Batch: Started: 15/12/2005 Stopped: 29/01/2006

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 216178 Seq: 1 Gender: F
Reported: 27/02/2006 Weight: 86.00
Hospitalisation: Age: 85
Onset Date: 12/12/2005 DOB: 20/03/1920
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Neutropenia Caused or The patient's white cell count and Quetiapine ceased.
prolonged neutrophils fell. Risperidone recommended.
inpatient
hospitalisation
Leukopenia Caused or
prolonged
inpatient

hospitalisation

Medicine Details:

OMEPRAZOLE (Other drug) Reason:  Agranulocytosis
Batch: Started: Stopped:
DONEPEZIL HYDROCHLORIDE (Other drug) Reason:
Batch: Started: Stopped:
DILTIAZEM HYDROCHLORIDE (Other drug) Reason:
Batch: Started: Stopped:
LERCANIDIPINE HYDROCHLORIDE (Other drug) Reason:
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
27/02/2006 [Neutrophils 12/12/2005 it was noted Neutrophils fell from 4.1 x 10 9/L to 1.9
x 10 9/L, 13/12/2005 fell further to 1.5 x 10 9/L, 17/12/2005
increased to 2.6 x 10 9/L.
27/02/2006 [White blood cells 12/12/2005 it was noted her wcc had fallen from 5.5 x 10 9/L to
2.9 x 10 9/L. 13/12/2005 WCC fell further to 2.7 x 10 9/L,
17/12/2005 WCC had increased to 4 x 10 9/L.

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 216178 Seq: 1 Gender: F
Reported: 27/02/2006 Weight: 86.00
Hospitalisation: Age: 85
Onset Date: 12/12/2005 DOB: 20/03/1920
Outcome: Recovered Causality: Causality possible

Reaction Details:

Medicine Details:

ALENDRONATE SODIUM (Other drug) Reason:

Batch: Started: Stopped:
CALTRATE (Other drug) Reason:

Batch: Started: Stopped:
OSTELIN 1000 (Other drug) Reason:

Batch: Started: Stopped:
SERETIDE ACCUHALER NOS (Other drug) Reason:

Batch: Started: Stopped:

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 216178 Seq: 1 Gender: F
Reported: 27/02/2006 Weight: 86.00
Hospitalisation: Age: 85
Onset Date: 12/12/2005 DOB: 20/03/1920
Outcome: Recovered Causality: Causality possible

Reaction Details:

Medicine Details:

SPIRIVA (Other drug) Reason:
Batch: Started: Stopped:
QUETIAPINE (Suspected) Reason:  Unspecified psychosis
Tablet 400.0 Milligram Daily Oral
Batch: Started: 12/08/2005 Stopped: 12/12/2005

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 216185 Seq: 1 Gender: F
Reported: 28/02/2006 Weight: 0.00
Hospitalisation: Age: 56
Onset Date: DOB: 28/04/1949
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Colonic pseudo-obstruction The patient experienced colonic Colonoscopy and insertion of
pseudo-obstruction. colonic tube. Given
Neostigmine 5mg IV, regular
irrigation with Glycoprep.

Medicine Details:
QUETIAPINE (Suspected) Reason:

Tablet Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 216635 Seq: 1 Gender: M
Reported: 22/03/2006 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 35Y
Onset Date: DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Dyspnoea Life Patient developed difficulty in breathing.  |Adrenaline.

threatening Suspected anaphylactic shock.

Anaphylactic shock Life
threatening

Medicine Details:

SEROQUEL (Suspected) Reason:  Unspecified schizophrenia
Tablet 200.0 Milligram Daily Oral
Batch: Started: 11/02/2006 Stopped: 12/02/2006 0

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 216709 Seq: 1 Gender: F
Reported: 28/03/2006 Weight: 0.00
Age: 28Y

Hospitalisation:
Onset Date:
Outcome: Unknown

DOB:
Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Hepatic failure Life Pateint started Seroquel, after increasing |Seroquel was withdrawn.

threatening the dose the patient developed liver failure
and associated oedema in her legs, the
patient also developed leukopenia.

Leukopenia Life
threatening
Oedema Life

threatening

Medicine Details:

SEROQUEL (Suspected) Reason:
Tablet 100.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested

Result Details

Additional Information:
Known to be hepatitis C positive.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 216817 Seq: 1 Gender: F
Reported: 31/03/2006 Weight: 0.00
Hospitalisation: Hospitalisation prolonged Age: 28Y
Onset Date: 21/12/2005 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Convulsion Patient experienced a seizure Haloperidol

Medicine Details:

SEROQUEL (Suspected) Reason:  Unspecified psychosis
Tablet 200.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Also taking imipramine, valproate, bismuth.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

QUETIAPINE,SEROQUEL

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 216894 Seq: 1 Gender: M
Reported: 03/04/2006 Weight: 0.00
Hospitalisation: Age: 35Y
DOB:

Onset Date:
Outcome: Unknown

Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Convulsion After commencing Zyprexa pateint
experienced a seizure.

Medicine Details:

SEROQUEL (Suspected) Reason:
Tablet Oral
Batch: Started: Stopped:
EFEXOR (Suspected) Reason:
Oral
Batch: Started: Stopped:
LITHIUM CARBONATE (Suspected) Reason:
Tablet Oral
Batch: Started: Stopped:
ZYPREXA (Suspected) Reason:  Unspecifid affective psychosis
Tablet 10.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

duplicate of 216945.

Patient's medical history includes the patient experiencing extreme agitation whilst receiving Lithium. This report 216894 is a
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 217304 Seq: 1 Gender: F
Reported: 11/04/2006 Weight: 0.00
Hospitalisation: Age: 24Y
Onset Date: 15/08/2005 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Dystonia Incapacity/dis |Patient developed electric shock like
ability sensation in foresarms associated with
muscle spasms.
Muscle spasms Incapacity/dis
ability
Paraesthesia Incapacity/dis
ability

Medicine Details:

LITHIUM CARBONATE (Other drug) Reason:
Batch: Started: Stopped:
SODIUM VALPROATE (Other drug) Reason:
Batch: Started: Stopped:
CARBAMAZEPINE (Other drug) Reason:
Batch: Started: Stopped:
OLANZAPINE (Other drug) Reason:
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 217304 Seq: 1 Gender: F
Reported: 11/04/2006 Weight: 0.00
Hospitalisation: Age: 24Y
Onset Date: 15/08/2005 DOB:
Outcome: Not yet recovered Causality: Causality possible

Reaction Details:

Medicine Details:

SEROQUEL (Suspected) Reason:  Unspecifid affective psychosis
Tablet 300.0 Milligram Daily Oral
Batch: Started: 15/09/2004 Stopped:

Laboratory Investigations:

Additional Information:
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

QUETIAPINE,SEROQUEL

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

217333
12/04/2006

Case Number:

Reported:
Hospitalisation:
Onset Date: 25/01/2006

Seq: 1

Gender: M
Weight: 75.00
Age: 44
DOB: 28/08/1961

Outcome: Death, maybe drug 25/01/2006 Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Death Death Presumed sudden death.
Sudden death Death Presumed sudden death.
Medicine Details:
ASMOL CFC-FREE (Other drug) Reason:
Inhalation 100.0 Microgram Inhalation
Batch: Started: Stopped:
PANADEINE FORTE (Other drug) Reason:
Tablet 1.0 Dose Unspecified Oral
Batch: Started: Stopped:
SEROQUEL (Suspected) Reason:  Unspecifid affective psychosis
Batch: Started: Stopped:
EFEXOR (Suspected) Reason:
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
12/04/2006 [Coroners findings Cause of death: unascertained
Additional Information:
History: Brain damage (perinatal). Minimal brain syndrome, diagnosed bipolar in January 2006.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 217333 Seq: 1 Gender: M
Reported: 12/04/2006 Weight: 75.00
Hospitalisation: Age: 44
Onset Date: 25/01/2006 DOB: 28/08/1961
Outcome: Death, maybe drug 25/01/2006 Causality: Causality possible

Reaction Details:

Medicine Details:

ALCOHOL (Suspected) Reason:

Batch: Started: Stopped:
CANNABIS PREPARATION (Suspected) Reason:

Batch: Started: Stopped:
EPILIM (Suspected) Reason:

Batch: Started: Stopped:

Laboratory Investigations:

Additional Information:
History: Brain damage (perinatal). Minimal brain syndrome, diagnosed bipolar in January 2006.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 217386 Seq: 1 Gender: F
Reported: 18/04/2006 Weight: 0.00
Hospitalisation: Age: 54
Onset Date: 14/02/2006 DOB: 13/06/1951
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Platelet count decreased Patient experienced platelet count Ceased Seroquel.
decreased.

Medicine Details:

FLUVOXAMINE MALEATE (Other drug) Reason:
200.0 Milligram
Batch: Started: 15/08/2001 Stopped:
PROVERA (Other drug) Reason:  Menopausal symptoms
Batch: Started: Stopped:
SEROQUEL (Suspected) Reason:  Anxiety neurosis
Tablet 50.0 Milligram Daily Oral
Batch: Started: 04/04/2005 Stopped: 24/02/2006

Laboratory Investigations:

Date Type Range Date Tested Result Details
18/04/2006 |Platelets 14/02/2006 72
18/04/2006 |Platelets 09/03/2006 104
18/04/2006 |Platelets 20/03/2002 214

Additional Information:
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

QUETIAPINE,SEROQUEL

Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 217475 Seq: 1 Gender: F
Reported: 19/04/2006 Weight: 58.00
Hospitalisation: Required a visit to the doctor Age: 54
Onset Date: 15/01/2006 DOB: 13/06/1951
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Thrombocythaemia Patient developed thrombocytopaenia. Ceased Fluvoxamine and
Quetiapine.
Medicine Details:
PREMARIN (Other drug) Reason: Menopausal symptoms
Batch: Started: Stopped:
PROVERA (Other drug) Reason:  Menopausal symptoms
Batch: Started: Stopped:
Blackmores Fish Oil (Other drug) Reason:
Oral
Batch: Started: Stopped:
FLUVOXAMINE MALEATE (Suspected) Reason: Depression
Tablet 200.0 Milligram Daily Oral
Batch: Started: 08/01/2006 Stopped: 27/02/2006 0
Laboratory Investigations:
Date Type Range Date Tested Result Details
19/04/2006 [Platelets (150-450) 14/02/2006 | 72x109/C
19/04/2006 |Platelets (150-450) 27/02/2006 | 3/1 x109/C
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 217475 Seq: 1 Gender: F
Reported: 19/04/2006 Weight: 58.00
Hospitalisation: Required a visit to the doctor Age: 54
Onset Date: 15/01/2006 DOB: 13/06/1951
Outcome: Not yet recovered Causality: Causality possible

Reaction Details:

Medicine Details:

QUETIAPINE (Suspected) Reason: Depression
Tablet 50.0 Milligram Daily Oral
Batch: Started: 15/04/2005 Stopped: 18/02/2006 0

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 217523 Seq: 1 Gender: F
Reported: 20/04/2006 Weight: 0.00
Age: 43Y

Hospitalisation:
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible

Reaction Details:

Preferred Term Severity Report Description Treatment
Drug ineffective Patient experienced severe candida Ketoconazole was
infection on her axillae, groink feet and discontinued.

vaginal/perineal area. The patient also
developed intermittent drenching sweats,
chills, rigors and nausea (short of
comiting) but there was no evidence of

hyperthermia.
Candidiasis
Chills
Hyperhidrosis
Nausea
Medicine Details:
KETOCONAZOLE (Interaction) Reason:
Tablet Oral
Batch: Started: Stopped:
SEROQUEL (Interaction) Reason:
Tablet 600.0 Milligram Daily Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
Concomitant drugs included Moclobemide, Lansoprazole, Fluticasone with Salmeterol and Tibolone.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 217666 Seq: 1 Gender: F
Reported: 24/04/2006 Weight: 90.00
Hospitalisation: Required a visit to the doctor Age: 75
Onset Date: 09/12/2005 DOB: 11/10/1930
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Thrombocytopenia Patient experienced thrombocytopaenia |Ceased Valpro and Seroquel.

Medicine Details:

HALOPERIDOL (Other drug) Reason:
Batch: Started: Stopped:
EPILIM (Other drug) Reason:  Unspecified psychosis
Batch: Started: Stopped:
FRUSEMIDE (Other drug) Reason:
Batch: Started: Stopped:
GOPTEN (Other drug) Reason:
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
24/04/2006 |Platelets Once Valproate stopped decreased to 59. Once Seroquel
stopped as well, increased to 90.

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 217666 Seq: 1 Gender: F
Reported: 24/04/2006 Weight: 90.00
Hospitalisation: Required a visit to the doctor Age: 75
Onset Date: 09/12/2005 DOB: 11/10/1930
Outcome: Not yet recovered Causality: Causality possible

Reaction Details:

Medicine Details:

OMEPRAZOLE (Other drug) Reason:
Batch: Started: Stopped:
IMDUR (Other drug) Reason:
Batch: Started: Stopped:
LIPITOR (Other drug) Reason:
Batch: Started: Stopped:
VALPRO (Suspected) Reason:
Batch: Started: Stopped: Feb/Mar

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 217666 Seq: 1 Gender: F
Reported: 24/04/2006 Weight: 90.00
Hospitalisation: Required a visit to the doctor Age: 75
Onset Date: 09/12/2005 DOB: 11/10/1930
Outcome: Not yet recovered Causality: Causality possible

Reaction Details:

Medicine Details:

SEROQUEL (Suspected) Reason:  Unspecified psychosis
Tablet 200.0 Milligram Daily Oral
Batch: Started: Stopped: 15/03/2006 0

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 217945 Seq: 1 Gender: F
Reported: 03/05/2006 Weight: 57.00
Hospitalisation: Age: 14
Onset Date: 14/03/2006 DOB: 16/05/1991
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Neutropenia Caused or Neutropaenia Dose of 200mg tds, 300mg
prolonged nocte was reduced to 100mg
inpatient mane, 200mg at 4pm and
hospitalisation 300mg nocte

(27/3/2006-29/3/2006) and
was eventually ceased on
29/3/2006. It was replaced
with amisulpride (50mg bd) to
treat the auditory
hallucinations

Medicine Details:

FLUVOXAMINE MALEATE (Other drug) Reason: Depression

Tablet 150.0 Milligram Daily Oral

Batch: Started: 24/01/2006 Stopped: 0
SODIUM VALPROATE (Suspected) Reason:

Tablet 1500.0 Milligram Daily Oral

Batch: Started: 25/01/2006 Stopped: 0
QUETIAPINE (Suspected) Reason: Hallucinations

Tablet 900.0 Milligram Daily Oral

Batch: Started: 23/01/2006 Stopped: 28/03/2006 0

Laboratory Investigations:

Date Type Range Date Tested Result Details
03/05/2006 |Neutrophils 1.8-8.0 14/03/2006 1.7
03/05/2006 |Neutrophils 1.8-8.0 25/03/2006 1.0
03/05/2006 |Neutrophils 1.8-8.0 26/03/2006 1.7
03/05/2006 |Neutrophils 1.8-8.0 28/03/2006 1.3
03/05/2006 [Neutrophils 1.8-8.0 29/03/2006 1.5
03/05/2006 |Neutrophils 1.8-8.0 30/03/2006 1.5
03/05/2006 |Neutrophils 1.8-8.0 05/04/2006 3.9

Additional Information:

Report Run : 04/06/2007 03:56PM Database: pusime02 ADRS004 Page 357 of434



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 217945 Seq: 1 Gender: F
Reported: 03/05/2006 Weight: 57.00
Hospitalisation: Age: 14
Onset Date: 14/03/2006 DOB: 16/05/1991
Outcome: Unknown Causality: Causality possible

Reaction Details:

Medicine Details:

FLUVOXAMINE MALEATE (Other drug) Reason: Depression

Tablet 150.0 Milligram Daily Oral

Batch: Started: 24/01/2006 Stopped: 0
SODIUM VALPROATE (Suspected) Reason:

Tablet 1500.0 Milligram Daily Oral

Batch: Started: 25/01/2006 Stopped: 0
QUETIAPINE (Suspected) Reason: Hallucinations

Tablet 900.0 Milligram Daily Oral

Batch: Started: 23/01/2006 Stopped: 28/03/2006 0

Laboratory Investigations:

Date Type Range Date Tested Result Details
03/05/2006 |Neutrophils 1.8-8.0 12/04/2006 1.7
03/05/2006 |Neutrophils 1.8-8.0 24/04/2006 1.2

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 217987 Seq: 1 Gender: F
Reported: 04/05/2006 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 81
Onset Date: 27/03/2006 DOB: 29/06/1924
Outcome: Recovered with sequelae Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Hypothermia Hypothermia secondary to antipsychotic
treatment (temp 31-33.6 degrees C.

Medicine Details:

OLANZAPINE (Suspected) Reason:  Unspecified psychosis
Batch: Started: Stopped:

SEROQUEL (Suspected) Reason:  Unspecified psychosis
Tablet 150.0 Milligram Daily Oral
Batch: Started: Stopped: 06/04/2006

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Report 217989 is the second sequence to this report.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 218290 Seq: 1 Gender: M
Reported: 12/05/2006 Weight: 87.00
Hospitalisation: Required a visit to the doctor Age: 20
Onset Date: 24/02/2006 DOB: 17/04/1985
Outcome: Recovered 24/02/2006 Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Tachycardia Tachycardia, high amplitude chest leads -

?LVH. Nil ST changes.

Electrocardiogram abnormal

Medicine Details:

SEROQUEL (Suspected) Reason:  Ofr spec symp psychopathol nec
Tablet 100.0 Milligram 1 time Oral
Batch: Started: 24/02/2006 Stopped: 24/02/2006 0

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 218476 Seq: 1 Gender: M
Reported: 18/05/2006 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 28
Onset Date: 15/11/2005 DOB: 23/09/1977
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Akathisia Caused or Within days of starting Seroquel therapy, |Dose of Seroquel was reduced
prolonged patient experienced akathisia and to 100mg daily oral.
inpatient dyskinesia.
hospitalisation
Dyskinesia Caused or
prolonged
inpatient

hospitalisation

Medicine Details:

SEROQUEL (Suspected) Reason:  Unspecified schizophrenia
Tablet 350.0 Milligram Daily Oral
Batch: Started: 15/11/2005 Stopped: 15/04/2006

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 218879 Seq: 1 Gender: U
Reported: 02/06/2006 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 73
Onset Date: DOB: 14/12/1932
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Cognitive disorder Caused or 13/04/06: Incontient/Impaired cognition,  [Metofrmin, Clomipramine and
prolonged mobility. 14/04/06: Oedema. 18/04/06: Ogen ceased.
inpatient Febrile and dysphagia. 23/04/06:
hospitalisation [Hyperglycaemia.
Dysphagia Caused or
prolonged
inpatient
hospitalisation
Hyperglycaemia Caused or
prolonged
inpatient

hospitalisation

Medicine Details:

METFORMIN HYDROCHLORIDE (Suspected) Reason:

Tablet 500.0 Milligram Daily Oral

Batch: Started: 25/04/2006 Stopped: 02/05/2006 0
CLOMIPRAMINE HYDROCHLORIDE (Suspected) Reason:

Tablet 50.0 Milligram Daily Oral

Batch: Started: 18/11/2005 Stopped: 02/05/2006
OGEN (Suspected) Reason:

1.3 Milligram Daily

Batch: Started: 16/03/2006 Stopped: 02/05/2006
ATENOLOL (Suspected) Reason:

Tablet 25.0 Milligram Daily Oral

Batch: Started: 26/09/2005 Stopped: 02/05/2006

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 218879 Seq: 1 Gender: U
Reported: 02/06/2006 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 73
Onset Date: DOB: 14/12/1932
Outcome: Not yet recovered Causality: Causality possible

Reaction Details:

Preferred Term

Severity

Report Description

Treatment

Mobility decreased

Oedema

Pyrexia

Caused or
prolonged
inpatient
hospitalisation

Caused or
prolonged
inpatient
hospitalisation

Caused or
prolonged
inpatient
hospitalisation

Medicine Details:

OLANZAPINE (Suspected) Reason:  Explosive personality disorder
10.0 Milligram Daily
Batch: Started: 26/09/2005 Stopped: 02/05/2006
EPILIM (Suspected) Reason:  Explosive personality disorder
1.5 Gram Daily
Batch: Started: 26/06/2005 Stopped: 02/05/2006
LASIX (Suspected) Reason: Edema and dropsy
80.0 Milligram Daily
Batch: Started: 26/09/2005 Stopped: 02/05/2006
ALDACTONE (Suspected) Reason: Edema and dropsy
Tablet 50.0 Milligram Daily Oral
Batch: Started: 26/09/2005 Stopped: 02/05/2006
Laboratory Investigations:
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 218879 Seq: 1 Gender: U
Reported: 02/06/2006 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 73
Onset Date: DOB: 14/12/1932
Outcome: Not yet recovered Causality: Causality possible

Reaction Details:

Medicine Details:

SEROQUEL (Suspected) Reason:  Explosive personality disorder
Tablet 400.0 Milligram Daily Oral
Batch: Started: 26/09/2005 Stopped: 02/05/2006

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 218894 Seq: 1 Gender: F
Reported: 03/06/2006 Weight: 0.00
Hospitalisation: Age: 24
Onset Date: 14/05/2006 DOB: 16/07/1981
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Drug interaction Suspected drug interaction: After Decreased dose of Seroquel

commencing Ritalin (increasing dose up to |from 50mg to 25mg.
10mg three times daily), patient noticed
that the effect of Seroquel (50mg used
once daily in the evening) was more
pronounced with a sudden "need" to sleep
occuring within an hour of Seroquel
dosing; and difficulty waking up in the
morning followed by a "hangover" effect
during the day.

Somnolence

Medicine Details:

RITALIN (Interaction) Reason:
Tablet 30.0 Milligram Daily Oral
Batch: B5052 Started: 28/04/2006 Stopped:
SEROQUEL (Interaction) Reason:
Tablet 50.0 Milligram Daily Oral
Batch: CX 371 Started: 15/03/2006 Stopped:
EFEXOR (Other drug) Reason:  Ofr ecz&der due otr&unsp cause
Capsule 300.0 Milligram Daily Oral
Batch: 70161A Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 219657 Seq: 1 Gender: F
Reported: 04/07/2006 Weight: 70.00
Hospitalisation: Age: 75
Onset Date: 15/10/2005 DOB: 11/10/1930
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Thrombocytopenia Patient experienced low platelets.
Medicine Details:
HALOPERIDOL (Other drug) Reason:
Batch: Started: Stopped:
GOPTEN (Other drug) Reason:
Batch: Started: Stopped:
METFORMIN HYDROCHLORIDE (Other drug) Reason:
Batch: Started: Stopped:
ZOLOFT (Other drug) Reason:
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
04/07/2006 [Platelets 11/04/2006 79
04/07/2006 |Platelets 04/05/2006 11
04/07/2006 |Platelets 12/05/2006 61
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 219657 Seq: 1 Gender: F
Reported: 04/07/2006 Weight: 70.00
Hospitalisation: Age: 75
Onset Date: 15/10/2005 DOB: 11/10/1930
Outcome: Recovered Causality: Causality possible

Reaction Details:

Medicine Details:

SEROQUEL (Suspected) Reason:  Unspecified schizophrenia
Tablet 200.0 Milligram Daily Oral
Batch: Started: 15/10/2005 Stopped: 15/03/2006
SODIUM VALPROATE (Suspected) Reason:
Tablet 1.0 Gram Daily Oral
Batch: Started: Stopped: 15/12/2005

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 219695 Seq: 1 Gender: F
Reported: 04/07/2006 Weight: 0.00
Hospitalisation: Age: 17Y
Onset Date: 15/02/2006 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Arthritis Patient developed arthritis in the knees,  [lbuprofen as required and
the pain began in one knee and physiotherapy
progressed to both, her condition was
diagnosed as chondromalacia patella,
patient also developed weight gain (an
increase in 2 waist sizes) of approximately
8 kg and showed oedema of the face and
legs.
Chondromalacia
Oedema
\Weight increased
Medicine Details:
AURORIX (Other drug) Reason:
Tablet 0.5 Dose Unspecified Oral
Batch: Started: 15/02/2006 Stopped:
SEROQUEL (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
Batch: Started: 04/01/2006 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 219828 Seq: 1 Gender: M
Reported: 10/07/2006 Weight: 0.00
Hospitalisation: Age: 80Y
DOB:

Onset Date:

Outcome: Recovered Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Visual disturbance After receiving Seroquel for three to six Seroquel ceased.

months the patient experienced visual
disturbance, nearly blindness.

Medicine Details:
SEROQUEL (Suspected) Reason:
Tablet 200.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested

Result Details

Additional Information:
The patient was elderly and had concurrent diabetes.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 219835 Seq: 1 Gender: M
Reported: 10/07/2006 Weight: 0.00
Hospitalisation: Age: 42Y
DOB:

Onset Date:

Outcome: Recovered Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Abasia Incapacity/dis |Patient was stuttering and unable to walk. |Seroquel ceased
ability
Dysphemia Incapacity/dis
ability
Medicine Details:
SEROQUEL (Interaction) Reason:
Tablet Oral
Batch: Started: Stopped: 0
Lyrica (Interaction) Reason:  Otr&unsp forms neuralg&neurit
Capsule 150.0 Milligram Daily Oral
Batch: Started: Stopped: Continuing.
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 219920 Seq: 1 Gender: F
Reported: 11/07/2006 Weight: 0.00
Hospitalisation: Age: 99u
DOB:

Onset Date:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
White blood cell count decreased Patient was noted to have a decreased
white blood cell count and neutrophil count
was 1.7.
Neutrophil count decreased

Medicine Details:

SEROQUEL (Suspected) Reason:
Tablet 50.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 219972 Seq: 1 Gender: F
Reported: 13/07/2006 Weight: 62.00
Hospitalisation: Age: 53
Onset Date: 15/06/2006 DOB: 01/05/1953
Outcome: Recovered 30/06/2006 Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Neutropenia Patient developed neutropenia. Al?ose of Edronax reduced to
mg.

Medicine Details:

EDRONAX (Other drug) Reason:

Tablet 6.0 Milligram Daily Oral

Batch: Started: 26/01/2006 Stopped: Continued
SEROQUEL (Suspected) Reason:

Tablet 75.0 Milligram Daily Oral

Batch: Started: 05/04/2006 Stopped: 17/06/2006 0

Laboratory Investigations:

Date Type Range Date Tested Result Details
13/07/2006 |Neutrophils 17/06/2006 1.12
13/07/2006 |Neutrophils 30/06/2006 1.9

Additional Information:
History of ongoing depression/anxiety since 1999, chronic pain since 1995
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 220247 Seq: 1 Gender: M
Reported: 20/07/2006 Weight: 94.00
Hospitalisation: Age: 29
Onset Date: 04/07/2006 DOB: 29/11/1976
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Malaise Caused or Patient felt vaguely unwell with malaise IV Fluids and all medications
prolonged and minor diarrhoea, lethargy, malaise, were discontinued apart from
inpatient drowsiness, confusion, anorexia and citalopram, Oxazepam, and

hospitalisation liaundice, mild asterixis aong with minor  |Tramadol.
P horizontal nystagmus to both left and right.
Induced hepatotoxicity.

Anorexia Caused or
prolonged
inpatient
hospitalisation

Medicine Details:

METOCLOPRAMIDE HYDROCHLORIDE (Other drug) Reason:

Batch: Started: Stopped:
THIAMINE (Other drug) Reason:

Batch: Started: Stopped:
FOLIC ACID (Other drug) Reason:

Batch: Started: Stopped:
OXAZEPAM (Other drug) Reason:

Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details
20/07/2006 [AST = SGOT 07/07/2006 3386
20/07/2006 |AST =SGOT 08/07/2006 3710
20/07/2006 [AST = SGOT 12/07/2006 160
20/07/2006 [Albumin 07/07/2006 49
20/07/2006 |Albumin 08/07/2006 36
20/07/2006 [Amylase 08/07/2006 66
20/07/2006 (Bilirubin 07/07/2006 145

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 220247 Seq: 1 Gender: M
Reported: 20/07/2006 Weight: 94.00
Hospitalisation: Age: 29
Onset Date: 04/07/2006 DOB: 29/11/1976
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Asterixis Caused or
prolonged
inpatient
hospitalisation
Confusional state Caused or
prolonged
inpatient
hospitalisation
Diarrhoea Caused or
prolonged
inpatient

hospitalisation

Medicine Details:

TRAMADOL HYDROCHLORIDE (Other drug) Reason:
Batch: Started: Stopped:

SEROQUEL (Suspected) Reason:
Tablet 200.0 Milligram Total Oral
Batch: Started: 03/07/2006 Stopped: 07/07/2006

Laboratory Investigations:

Date Type Range Date Tested Result Details

20/07/2006 (Bilirubin 08/07/2006 127

20/07/2006 |Bilirubin 12/07/2006 92

20/07/2006 (Creatine 07/07/2006 91

20/07/2006 [Ferritin 07/07/2006 50045

20/07/2006 [GGT = SGGT = 07/07/2006 237

20/07/2006 [GGT = SGGT = 08/07/2006 233

20/07/2006 |GGT = SGGT = 12/07/2006 293

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 220247 Seq: 1 Gender: M
Reported: 20/07/2006 Weight: 94.00
Hospitalisation: Age: 29
Onset Date: 04/07/2006 DOB: 29/11/1976
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Hepatotoxicity Caused or
prolonged
inpatient

hospitalisation

International normalised ratio incre|Caused or
prolonged
inpatient
hospitalisation

Jaundice Caused or
prolonged
inpatient
hospitalisation

Medicine Details:

METOCLOPRAMIDE HYDROCHLORIDE (Other drug) Reason:

Batch: Started: Stopped:
THIAMINE (Other drug) Reason:

Batch: Started: Stopped:
FOLIC ACID (Other drug) Reason:

Batch: Started: Stopped:
OXAZEPAM (Other drug) Reason:

Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details
20/07/2006 (International 07/07/2006 3.2
20/07/2006 Internai.tionlal ‘_ 12/07/2006 1.1
20/07/2006 |Other data 07/07/06: Serum B12 at >2000.
20/07/2006 [SAP = ALP 08/07/2006 100
20/07/2006 [SAP = ALP 12/07/2006 111
20/07/2006 [Serum glucose 08/07/2006 6.0

Additional Information:
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

QUETIAPINE,SEROQUEL

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 220247 Seq: 1 Gender: M
Reported: 20/07/2006 Weight: 94.00
Hospitalisation: Age: 29
Onset Date: 04/07/2006 DOB: 29/11/1976
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Lethargy Caused or
prolonged
inpatient
hospitalisation
Malaise Caused or
prolonged
inpatient
hospitalisation
Nystagmus Caused or
prolonged
inpatient
hospitalisation

Medicine Details:

TRAMADOL HYDROCHLORIDE (Other drug) Reason:
Batch: Started: Stopped:
SEROQUEL (Suspected) Reason:
Tablet 200.0 Milligram Total Oral
Batch: Started: 03/07/2006 Stopped: 07/07/2006
Laboratory Investigations:
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 220247 Seq: 1 Gender: M
Reported: 20/07/2006 Weight: 94.00
Hospitalisation: Age: 29
Onset Date: 04/07/2006 DOB: 29/11/1976
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Serum ferritin increased Caused or
prolonged
inpatient
hospitalisation
Somnolence Caused or
prolonged
inpatient

hospitalisation

Medicine Details:

METOCLOPRAMIDE HYDROCHLORIDE (Other drug) Reason:

Batch: Started: Stopped:
THIAMINE (Other drug) Reason:

Batch: Started: Stopped:
FOLIC ACID (Other drug) Reason:

Batch: Started: Stopped:
OXAZEPAM (Other drug) Reason:

Batch: Started: Stopped:

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 220247 Seq: 1 Gender: M
Reported: 20/07/2006 Weight: 94.00
Hospitalisation: Age: 29
Onset Date: 04/07/2006 DOB: 29/11/1976
Outcome: Not yet recovered Causality: Causality possible

Reaction Details:

Medicine Details:

TRAMADOL HYDROCHLORIDE (Other drug) Reason:
Batch: Started: Stopped:

SEROQUEL (Suspected) Reason:
Tablet 200.0 Milligram Total Oral
Batch: Started: 03/07/2006 Stopped: 07/07/2006

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 220454 Seq: 1 Gender: F
Reported: 31/07/2006 Weight: 80.00
Hospitalisation: Age: 62Y
Onset Date: 15/04/2006 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Arthropathy Severe hypersensitivity in lower body and |Separate Lipitor and all
legs in both soft tissues and joints such vegetable/fruit to 8 hours prior
that she screamed for its duration of 4 to Seroquel.
hours continuously per night.
Pain

Medicine Details:

AVAPRO HCT 300/12.5 (Other drug) Reason: Essential benign hypertension
Batch: Started: Stopped:

AURORIX (Other drug) Reason: Depression
Batch: Started: Stopped:

PARIET (Other drug) Reason:  Ofr disorders stomach function
Batch: Started: Stopped:

LIPITOR (Other drug) Reason: Othr&unspec metabolic diseases
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 220454 Seq: 1 Gender: F
Reported: 31/07/2006 Weight: 80.00
Hospitalisation: Age: 62Y
Onset Date: 15/04/2006 DOB:
Outcome: Recovered Causality: Causality possible

Reaction Details:

Medicine Details:

SEROQUEL (Suspected) Reason: Depression
Tablet 200.0 Milligram Daily Oral
Batch: Started: 15/04/2006 Stopped: 15/07/2006

Laboratory Investigations:

Additional Information:

Report Run : 04/06/2007 03:56PM  Database: pusime02 ADRS004 Page 380 of 434



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 220552 Seq: 1 Gender: F
Reported: 03/08/2006 Weight: 0.00
Hospitalisation: Age: 85Y
Onset Date: 15/07/2005 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Weight increased Incapacity/dis |Weight gain from 76kg-> 89kg over 12
ability months.

Medicine Details:

SOMAC (Other drug) Reason:
Batch: Started: Stopped:
KARVEA (Other drug) Reason:
Batch: Started: Stopped:
COLGOUT (Other drug) Reason:
Batch: Started: Stopped:
LIPITOR (Other drug) Reason:
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 220552 Seq: 1 Gender: F
Reported: 03/08/2006 Weight: 0.00
Hospitalisation: Age: 85Y
Onset Date: 15/07/2005 DOB:
Outcome: Unknown Causality: Causality possible

Reaction Details:

Medicine Details:

MURELAX (Other drug) Reason:

Batch: Started: Stopped:
CARDIPRIN 100 (Other drug) Reason:

Batch: Started: Stopped:
NATRILIX (Other drug) Reason:

Batch: Started: Stopped:
MS CONTIN (Other drug) Reason:

Batch: Started: Stopped:

Laboratory Investigations:

Additional Information:
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Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 220552 Seq: 1 Gender: F
Reported: 03/08/2006 Weight: 0.00
Hospitalisation: Age: 85Y
DOB:

Onset Date: 15/07/2005
Outcome: Unknown

Reaction Details:

Causality: Causality possible

Medicine Details:

COLOXYL WITH SENNA (Other drug) Reason:
Batch: Started: Stopped:
F.G.F. (Other drug) Reason:
Batch: Started: Stopped:
SEROQUEL (Suspected) Reason: Depression
Tablet 200.0 Milligram Daily Oral
Batch: Started: 15/07/2005 Stopped: 0

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 220556 Seq: 1 Gender: M
Reported: 03/08/2006 Weight: 0.00
Hospitalisation: Age: 33
Onset Date: 15/06/2006 DOB: 03/10/1972
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Weight increased Approximately 1 hour after taking seroquel

the patient developed a dry mouth and
slurred speech. One week after
commencing seroquel, the patient
experienced a severe weight gain of 14kg.

Dry mouth
Dysarthria

Medicine Details:

XANAX (Other drug) Reason:
Tablet 3.0 Milligram Oral
Batch: Started: Stopped:
SEROQUEL (Suspected) Reason:  Anxiety neurosis
Tablet 100.0 Milligram Oral
Batch: Started: 01/06/2006 Stopped: 0

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 220560 Seq: 1 Gender: U
Reported: 03/08/2006 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 99u
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Rash Caused or
prolonged
inpatient
hospitalisation

Medicine Details:
SEROQUEL (Suspected) Reason:

Tablet Oral
Batch: Started: Stopped: 0

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 220609 Seq: 1 Gender: M
Reported: 07/08/2006 Weight: 0.00
Hospitalisation: Age: 42Y
Onset Date: 22/07/2006 DOB:
Outcome: Death, maybe drug 22/07/2006 Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Myocardial infarction Heart attack
Medicine Details:
SEROQUEL (Suspected) Reason:
600.0 Milligram
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 221314 Seq: 1 Gender: F
Reported: 04/09/2006 Weight: 0.00
Hospitalisation: Age: 60Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Delirium Caused or The patient experienced delirium and
prolonged suspected neuroleptic malignant syndrom
inpatient

hospitalisation

Neuroleptic malignant syndrome |Caused or
prolonged
inpatient
hospitalisation

Medicine Details:

SEROQUEL (Suspected) Reason:
Tablet 400.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

QUETIAPINE,SEROQUEL

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 221658 Seq: 1 Gender: M
Reported: 18/09/2006 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 67Y
DOB:

Onset Date:
Outcome: Recovered

Reaction Details:

Causality: Causality possible

Preferred Term Severity Report Description

Treatment

Neuroleptic malignant syndrome |Caused or The patient developed ataxia, delirium,
prolonged elevated CPK (5900-units not provided)

inpatient autonomic dysfunction
hospitalisation

Medicine Details:

CHLORPROMAZINE HYDROCHLORIDE (Other drug) Reason:  Unspecified schizophrenia

As necessary

Batch: Started: Stopped:

SEROQUEL (Suspected) Reason:  Unspecified schizophrenia

Tablet 900.0 Milligram 3 times Oral
Batch: Started: Stopped:

Report Run : 04/06/2007 03:56PM Database: pusime02

Laboratory Investigations:
Date Type Range Date Tested Result Details
18/09/2006 |Creatine N/A 5900 units
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 221751 Seq: 1 Gender: M
Reported: 20/09/2006 Weight: 0.00
Hospitalisation: Age: 99U
Onset Date: 31/08/2006 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Dystonia Oral dystonia/dyskinesia Reduction and eventual
cessation over 10 days. Given
Benztropine.
Dyskinesia

Medicine Details:

CLONAZEPAM (Other drug) Reason:
Tablet 2.0 Milligram As necessary Oral
Batch: Started: Stopped:
Lithicarb SR (Other drug) Reason:
Tablet 1.3 Milligram Daily Oral
Batch: Started: L TERM Stopped:
SODIUM VALPROATE (Other drug) Reason:
Tablet 2.0 Gram Daily Oral
Batch: Started: L TERM Stopped:
QUETIAPINE (Suspected) Reason:
Tablet 800.0 Milligram Daily Oral
Batch: Started: S TERM Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

Report Run : 04/06/2007 03:56PM Database: pusime02 ADRS004
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 221788 Seq: 1 Gender: F
Reported: 21/09/2006 Weight: 0.00
Hospitalisation: Age: 99u
DOB:

Onset Date:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Condition aggravated Worsen fatty liver disease
Hepatic steatosis

Medicine Details:

SEROQUEL (Suspected) Reason:
Tablet Oral
Batch: Started: Stopped: 0
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 221887 Seq: 1 Gender: M
Reported: 25/09/2006 Weight: 0.00
Hospitalisation: Age: 99u
DOB:

Onset Date:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Diabetes mellitus Diabetes mellitus type Il
Medicine Details:
SEROQUEL (Suspected) Reason:  Ofr spec symp psychopathol nec
Tablet 600.0 Milligram Daily Oral
Batch: Started: Stopped: 0
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run : 04/06/2007 03:56PM  Database: pusime02 ADRS004 Page 391 of 434




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 222350 Seq: 1 Gender: M
Reported: 11/10/2006 Weight: 0.00
Hospitalisation: Age: 41Y
Onset Date: DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Hypoaesthesia Expereinced numbness in the feet, low

heart rate, acute pain in arms, sharp pain
in arms, trouble in swallowing tablets,
panic attacks, lack of efficacy and
convulsion.

Convulsion

Drug ineffective
Heart rate decreased
Pain in extremity
Panic attack

Medicine Details:

SEROQUEL (Suspected) Reason:  Unspecified schizophrenia
Tablet 1.2 Gram Daily Oral
Batch: Started: 15/08/2006 Stopped: 0

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 222709 Seq: 1 Gender: F
Reported: 26/10/2006 Weight: 0.00
Hospitalisation: Age: 99u
DOB:

Onset Date:

Outcome: Death, maybe drug Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Completed suicide Completed suicide in 2004

Medicine Details:

SEROQUEL (Suspected) Reason:  Unspecified schizophrenia
Tablet Oral
Batch: Started: Stopped: 0

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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TG A Public Case Detail

THERAPEUTIC 60ODS
ADMINISTRATION

QUETIAPINE,SEROQUEL

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 222780 Seq: 1 Gender: M
Reported: 31/10/2006 Weight: 0.00
Hospitalisation: Age: 21
Onset Date: DOB: 09/04/1985
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Nausea Nausea, dizziness, disorientation
Disorientation
Disturbance in attention
Dizziness
Thinking abnormal
Medicine Details:
EPILIM (Suspected) Reason: Depression
1.5 Milligram Daily Oral
Batch: Started: 01/02/2004 Stopped: 13/10/2006 0
LUVOX (Suspected) Reason: Depression
212.0 Milligram Daily Oral
Batch: Started: 01/02/2004 Stopped: 13/10/2006 0
SEROQUEL (Suspected) Reason: Depression
400.0 Milligram Daily Oral
Batch: Started: 01/02/2004 Stopped: 13/10/2006 0
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run : 04/06/2007 03:56PM  Database: pusime02 ADRS004 Page 394 of 434




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 222808 Seq: 1 Gender: F
Reported: 31/10/2006 Weight: 0.00
Hospitalisation: Age: 55
Onset Date: DOB: 31/07/1951
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Akathisia Akathisia Seroquel ceased

Medicine Details:

SEROQUEL (Suspected) Reason:
Tablet 100.0 Milligram 1 time Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 222912 Seq: 1 Gender: F
Reported: 06/11/2006 Weight: 0.00
Hospitalisation: Age: 47Y
DOB:

Onset Date:
Outcome: Recovered

Reaction Details:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Paralysis Incapacity/dis |Paralysis to the extent of where she could
ability not move and cold not alert her husband.
Lasted for 7 hours.

Medicine Details:

Reason:  Specific disorders of sleep

SEROQUEL (Suspected)
Tablet 50.0 Milligram Daily Oral
Batch: Started: Stopped: 0

Laboratory Investigations:
Date Type Range Date Tested

Result Details

Additional Information:
Also taking fluvoxamine, zopiclone, diethylstilboestrol, esomeprazole, insulin aspart, protophane, Seretide, tiotropium and

Ventolin. History of diabetes, asthma and hyperthyroidism.
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

QUETIAPINE,SEROQUEL

Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

hospitalisation

Caused or
prolonged
inpatient
hospitalisation

Migraine

Constant pain behind right eye

Case Number: 223048 Seq: 1 Gender: M
Reported: 13/11/2006 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 22Y
Onset Date: 15/11/2006 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Amnesia Caused or "No recollection of ending up where he
prolonged was"
inpatient
hospitalisation
Loss of consciousness Caused or Blackouts
prolonged
inpatient

Medicine Details:

CANNABIS PREPARATION (Suspected) Reason:
Batch: Started: Stopped:
SEROQUEL (Suspected) Reason: Depression
Tablet 75.0 Milligram Daily Oral
Batch: Started: S TERM Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

improved on a higher dose.

GP dies not believe ill effects were related to Seroquel explaining patient had an infection and gastritis. Not recovered but

Report Run : 04/06/2007 03:56PM Database: pusime02

ADRS004
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 223048 Seq: 1 Gender: M
Reported: 13/11/2006 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 22Y
Onset Date: 15/11/2006 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Dizziness Caused or Felt dizzy
prolonged
inpatient
hospitalisation
Pharyngolaryngeal pain Caused or Sore throat
prolonged
inpatient
hospitalisation
Malaise Caused or Very tired, weak
prolonged
inpatient

hospitalisation

Medicine Details:

CANNABIS PREPARATION (Suspected) Reason:
Batch: Started: Stopped:
SEROQUEL (Suspected) Reason: Depression
Tablet 75.0 Milligram Daily Oral
Batch: Started: S TERM Stopped:

Laboratory Investigations:

Additional Information:
GP dies not believe ill effects were related to Seroquel explaining patient had an infection and gastritis. Not recovered but
improved on a higher dose.
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Case Number:
Reported:
Hospitalisation:
Onset Date:
Outcome:

Reaction Details:

Report Details:

223048 Seq: 1

13/11/2006
Admitted to hospital
15/11/2006

Not yet recovered

Gender: M

Weight: 0.00
Age: 22Y
DOB:

Causality: Causality possible

Preferred Term

Severity

Report Description

Treatment

Dry mouth
Gastritis
Infection

Nasal congestion

Medicine Details:

Batch:

CANNABIS PREPARATION (Suspected)

Started:

Reason:

Stopped:

Tablet
Batch:

SEROQUEL (Suspected)

75.0 Milligram
Started:

Reason: Depression
Daily Oral
S TERM Stopped:

Laboratory Investigations:

Additional Information:
GP dies not believe ill effects were related to Seroquel explaining patient had an infection and gastritis. Not recovered but
improved on a higher dose.

Report Run : 04/06/2007 03:56PM Database: pusime02
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 223488 Seq: 1 Gender: M
Reported: 27/11/2006 Weight: 0.00
Hospitalisation: Age: 35Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Tachycardia - Tachycardia
- Increased cholesterol levels
- Weight gain
Blood cholesterol increased

Weight increased

Medicine Details:

Reason:  Unspecified psychosis

SEROQUEL (Suspected)
Tablet Oral
Batch: Started: Stopped: 0
Laboratory Investigations:
Date Type Range Date Tested Result Details
Heart rate = 120bpm. Cholesterol = 7.4

27/11/2006 |[Other data

Additional Information:
History: Family history increased cholesterol, Type 11a hyperlipidaemia, family history of heart failure, cardiac failure, weight gain

with risperidone, weight increased with olanzapine.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 223715 Seq: 1 Gender: F
Reported: 04/12/2006 Weight: 0.00
Hospitalisation: Age: 25
Onset Date: 03/10/2006 DOB: 29/06/1981

Outcome: Recovered Causality: Causality probable

Reaction Details:

Preferred Term Severity Report Description Treatment
Dystonia Caused or Cervical dystonic reaction. Observation, drug ceased.
prolonged
inpatient
hospitalisation

Medicine Details:

QUETIAPINE (Suspected) Reason:
Tablet 25.0 Milligram Daily Oral
Batch: Started: 29/09/2006 Stopped: 02/10/2006 0

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 223733 Seq: 1 Gender: M
Reported: 04/12/2006 Weight: 0.00
Hospitalisation: Age: 99u
DOB:

Onset Date:

Outcome: Unknown Causality: Causality possible

Reaction Details:
Preferred Term Severity Report Description Treatment
Feeling of despair Patient had feelings of despair,
depression, akathisia.
Akathisia
Depression
Medicine Details:
SEROQUEL (Suspected) Reason:
Batch: Started: Stopped:
Abilify (Suspected) Reason:  Unspecified schizophrenia
Tablet 45.0 Milligram Daily Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run : 04/06/2007 03:56PM  Database: pusime02 ADRS004 Page 402 of 434




TGA

THERAPEUTIC 60ODS
ADMINISTRATION

QUETIAPINE,SEROQUEL

THERAPEUTIC GOODS ADMINISTRATION

Public Case Detail

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 223787
Reported: 05/12/2006
Hospitalisation:

Seq: 1

Gender: M
Weight: 101.00
Age: 43

threatening

admission, oral risperidone was
commenced, with the depot also given 6
days after. 10 days after admission, LFT's

had increased dramatically.

Onset Date: DOB: 25/04/1963
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Hepatic enzyme increased Life Baseline LFT's were normal. 2 days into  |Risperidone, quetiapine and

chlorpromazine ceased.

Medicine Details:

RISPERIDONE (Suspected) Reason:  Unspecified schizophrenia
25.0 Milligram 1 time
Batch: Started: 17/10/2006 Stopped: 20/10/2006
CHLORPROMAZINE HYDROCHLORIDE (Suspected) Reason:  Otr spec symp psychopathol nec

100.0 Milligram As necessary
Batch: Started: 10/10/2006 Stopped: 20/10/2006 0
RISPERIDONE (Suspected) Reason:  Unspecified schizophrenia
Tablet 2.0 Milligram Daily Oral
Batch: Started: 11/10/2006 Stopped: 20/10/2006
QUETIAPINE (Suspected) Reason:  Unspecified schizophrenia
Tablet 200.0 Milligram Daily Oral
Batch: Started: Stopped: 20/10/2006
Laboratory Investigations:
Date Type Range Date Tested Result Details
05/12/2006 |[ALT = SGPT 20/10/2006 ALTx30
05/12/2006 |GGT = SGGT = 20/10/2006 GGT x 30
05/12/2006 |[SAP = ALP 20/10/2006 | Alk Phos x 4
Additional Information:
Report Run : 04/06/2007 03:56PM  Database: pusime02 ADRS004 Page 403 of 434




TGA

THERAPEUTIC 60ODS
ADMINISTRATION

QUETIAPINE,SEROQUEL

Public Case Detail

THERAPEUTIC GOODS ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 223859
Reported: 06/12/2006
Hospitalisation:
Onset Date: 20/11/2006
Outcome:

Reaction Details:

Recovered without treatment

Seq: 1

24/11/2006

Gender: F
Weight: 0.00
Age: 21
DOB: 09/04/1985

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Somnolence Incapacity/dis |- Macrolide interaction with Seroquel
ability - Lethargy
- Somnolence
Drug interaction Incapacity/dis
ability
Lethargy Incapacity/dis
ability
Medicine Details:
SEROQUEL (Interaction) Reason:  Unspecified psychosis
Tablet 400.0 Milligram Daily Oral
Batch: Started: 01/02/2005 Stopped: 0
RULIDE (Interaction) Reason:  Otr&nos infec&parasit diseases
300.0 Milligram Daily Oral
Batch: Started: 20/11/2006 Stopped: 24/11/2006
EPILIM (Other drug) Reason: Depression
1.2 Gram Oral
Batch: Started: 01/02/2005 Stopped:
LUVOX (Other drug) Reason: Depression
Tablet 200.0 Milligram Daily Oral
Batch: Started: 01/02/2005 Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details
Additional Information:
Report Run : 04/06/2007 03:56PM  Database: pusime02 ADRS004 Page 404 of 434




THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 223893 Seq: 1 Gender: M
Reported: 07/12/2006 Weight: 0.00
Hospitalisation: Admitted to hospital Age: 99u
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Dyskinesia Caused or dyskinesia parkinsonism abnormal Buprenorphrine
prolonged behaviour dementia abasia
inpatient
hospitalisation
Abasia
Abnormal behaviour
Dementia

Parkinsonism

Medicine Details:

REMINYL (Suspected) Reason:
24.0 Milligram Oral
Batch: Started: Stopped: 0
QUETIAPINE (Suspected) Reason:
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 223923 Seq: 1 Gender: F
Reported: 08/12/2006 Weight: 0.00
Hospitalisation: Age: 67Y
DOB:

Onset Date:
Outcome: Unknown

Reaction Details:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Aggression Aggressive behaviour
Suicidal ideation Increased suicidal tendencies Sertraline

Medicine Details:

AVAPRO (Other drug) Reason: Essential benign hypertension
Batch: Started: Stopped:
SEREPAX (Other drug) Reason:
30.0 Milligram
Batch: Started: Stopped:
TENORMIN (Other drug) Reason: Essential benign hypertension
50.0 Milligram Daily
Batch: Started: Stopped:
LIPITOR (Other drug) Reason: Othr&unspec metabolic diseases
Tablet 10.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:

Report Run : 04/06/2007 03:56PM Database: pusime02 ADRS004
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 223923 Seq: 1 Gender: F
Reported: 08/12/2006 Weight: 0.00
Hospitalisation: Age: 67Y
DOB:

Onset Date:
Outcome: Unknown

Reaction Details:

Causality: Causality possible

Medicine Details:
ZOLOFT (Other drug)

Reason: Depression

50.0 Milligram Daily
Batch: Started: Stopped:
SEROQUEL (Suspected) Reason:  Unspecified psychosis
100.0 Milligram Daily Oral
Batch: Started: Stopped: 0

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 224307 Seq: 1 Gender: M
Reported: 27/12/2006 Weight: 0.00
Hospitalisation: Age: 64Y
DOB:

Onset Date:
Outcome: Unknown

Reaction Details:

Causality: Causality possible

Preferred Term Severity Report Description Treatment

Neck mass Lump in neck

White blood cell count increased Massive increase of white blood cell
counts

Cervix disorder

Medicine Details:

SEROQUEL (Suspected) Reason:

Tablet
Batch:

Oral

Started: Stopped: 0

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:
Case Number: 224381

Reported: 04/01/2007

Hospitalisation:

Onset Date: 05/10/2006
Not yet recovered

Outcome:
Reaction Details:

Seq: 1

Gender: F
Weight: 0.00

Age: 82Y
DOB:

Causality: Causality possible

Preferred Term Severity Report Description Treatment
Jaundice Abn LFT + jaundice Drug stopped.
Medicine Details:

IRBESARTAN (Other drug) Reason:
75.0 Milligram
Batch: Started: Stopped:
ASPIRIN (Other drug) Reason:
100.0 Milligram
Batch: Started: Stopped:
CALTRATE (Other drug) Reason:
1.0 Dose Unspecified
Batch: Started: Stopped:
CALCITRIOL (Other drug) Reason:
1.0 Dose Unspecified
Batch: Started: Stopped:

Laboratory Investigations:

Date Type

Range

Details

04/01/2007 |ALT = SGPT
04/01/2007 |ALT = SGPT
04/01/2007 [AST = SGOT
04/01/2007 [AST = SGOT
04/01/2007 |Albumin
04/01/2007 |Albumin
04/01/2007 |Bilirubin

Date Tested Result
05/10/2006 632
23/10/2006 73
05/10/2006 749
23/10/2006 91
05/10/2006 27
23/10/2006 25
05/10/2006 183

Additional Information:

Bipolar disease plus vascular dementia.
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

QUETIAPINE,SEROQUEL

Public

THERAPEUTIC GOODS ADMINISTRATION

Case Detail

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Reported: 04/01/2007
Hospitalisation:
Onset Date: 05/10/2006
Outcome: Not yet recovered

Reaction Details:

Medicine Details:

Case Number: 224381 Seq: 1

Gender: F

Weight: 0.00
Age: 82Y
DOB:

Causality: Causality possible

EFEXOR (Other drug) Reason:
75.0 Milligram Daily
Batch: Started: L TERM Stopped: 06/10/2006
LITHIUM CARBONATE (Other drug) Reason:
375.0 Milligram Daily
Batch: Started: L TERM Stopped: 06/10/2006
QUETIAPINE (Suspected) Reason:  Unspecifid affective psychosis
Tablet 25.0 Milligram Daily Oral
Batch: Started: 05/09/2006 Stopped: 28/09/2006

Laboratory Investigations:

Date Type Range

Details

04/01/2007 |Bilirubin
04/01/2007 |GGT = SGGT =

04/01/2007 |GGT = SGGT =
04/01/2007 |Other data

04/01/2007 |SAP = ALP
04/01/2007 |SAP = ALP

Date Tested Result
23/10/2006 36
05/10/2006 247
23/10/2006 88
05/10/2006 180
23/10/2006 105

7-8 mm, Liver (N), veins (N).

All hepatitis seroligy negative. Ultrasound - sonte in GB, CBD

Additional Information:
Bipolar disease plus vascular dementia.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 224761 Seq: 1 Gender: M
Reported: 17/01/2007 Weight: 0.00
Hospitalisation: Required a visit to the doctor Age: 99U
Onset Date: 11/11/2006 DOB:
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Parkinsonism Developed dyskinesia and parkinsons Reminyl was reduced to 16mg
symptoms. and Norspan commenced.
Dyskinesia

Medicine Details:

SEROQUEL (Suspected) Reason:
Batch: Started: Stopped:
REMINYL (Suspected) Reason:
Capsule 24.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 225247 Seq: 1 Gender: F
Reported: 31/01/2007 Weight: 0.00
Hospitalisation: Age: 99u
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Neutropenia - Agranulocytosis
Medicine Details:
CLOZAPINE (Suspected) Reason:
Batch: Started: Stopped:
SEROQUEL (Suspected) Reason:
Tablet Oral
Batch: Started: Stopped: 0
Laboratory Investigations:
Date Type Range Date Tested Result Details
31/01/2007 |Neutrophils 28/12/2006 1.3 Baseline with clozapine and before Seroquel: 2.9
31/01/2007 |Neutrophils 09/01/2007 1.3 Baseline with clozapine and before Seroquel: 2.9
31/01/2007 [Neutrophils 19/01/2007 1.2 Baseline with clozapine and before Seroquel: 2.9
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 225393 Seq: 1 Gender: F
Reported: 05/02/2007 Weight: 0.00
Age: 99u

Hospitalisation:

Onset Date:
Outcome: Unknown

Reaction Details:

Preferred Term Severity Report Description Treatment

Agranulocytosis Developed agranulocytosis and redness

while taking clozapine. Switched to
Seroquel - neutrophil count still low but
better than with clozapine

DOB:
Causality: Causality possible

Erythema

Medicine Details:

CLOZAPINE (Suspected) Reason:
Batch: Started: Stopped:
SEROQUEL (Suspected) Reason:
Tablet Oral
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 225395 Seq: 1 Gender: F
Reported: 22/01/2007 Weight: 0.00
Age: 38

Hospitalisation:

Onset Date: 12/12/2006 DOB: 23/03/1968

Outcome: Recovered 14/12/2006 Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Thrombocytopenia Life Thrombocytupenia on Na Valpurate and  [Discontnuation of Na
threatening Seroquel. Valproate & Seroquel.

Medicine Details:
SEROQUEL (Suspected)

Reason:  Unspecified psychosis

Tablet 400.0 Milligram Daily Oral
Batch: Started: 02/12/2006 Stopped: 13/12/2006
SODIUM VALPROATE (Suspected) Reason:  Unspecified psychosis
400.0 Milligram Daily Oral
Batch: Started: 02/12/2006 Stopped: 13/12/2006
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 225561 Seq: 1 Gender: M
Reported: 08/02/2007 Weight: 0.00
Hospitalisation: Age: 21Y
Onset Date: 21/01/2007 DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Urine output decreased Peeing only once per day, rocking from

foot to foot, tongue movements described
as like a snake, urinary retention

Urine analysis abnormal Concentrated urine, didn't talk much, inner
restlessness, pacing the floor

Abnormal behaviour
Poverty of speech
Psychomotor hyperactivity
Restlessness

Tardive dyskinesia
Urinary retention

Medicine Details:

EPILIM (Other drug) Reason:

Batch: Started: Stopped:
CIPRAMIL (Other drug) Reason:

Batch: Started: Stopped:
OLANZAPINE (Other drug) Reason:

Batch: Started: Stopped:
CLOZAPINE (Other drug) Reason:

Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 225561 Seq: 1 Gender: M
Reported: 08/02/2007 Weight: 0.00
Hospitalisation: Age: 21Y
DOB:

Onset Date: 21/01/2007
Outcome: Unknown

Reaction Details:

Causality: Causality possible

Medicine Details:
PROZAC (Other drug)

Reason:

Batch: Started: Stopped:

LITHIUM CARBONATE (Other drug) Reason:

Batch: Started: Stopped:
Reason:  Unspecified schizophrenia

Oral

SEROQUEL (Suspected)

Tablet
Batch: Started: 01/01/2007 Stopped: 21/01/2007 0

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 226175 Seq: 1 Gender: F
Reported: 28/02/2007 Weight: 0.00
Hospitalisation: Age: 54
Onset Date: DOB: 27/04/1952
Outcome: Recovered Causality: Causality certain
Reaction Details:
Preferred Term Severity Report Description Treatment
Neutropenia Patient experienced neutropenia and

decreased white blood cell count while on
Seroquel. Seroquel was ceased and later
reintroduced and events recurred.

White blood cell count decreased

Medicine Details:

SEROQUEL (Suspected) Reason:  Unspecified schizophrenia
Tablet 300.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:

The patient was on no other medicines and had no significant alcohol use and no illicit drug use. After initial event, patient
recovered on cessation of drug. It was reintroduced in April 2006 and events returned. The Dr ceased drug again in September
2006 but patient had not fully recovered. However patient had continued using Seroquel PRN to assist sleep without Dr's

knowledge.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 226290 Seq: 1 Gender: F
Reported: 05/03/2007 Weight: 0.00
Hospitalisation: Age: 99u
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Dizziness Caused or transient and severe
prolonged
inpatient
hospitalisation
Hypotension Caused or
prolonged
inpatient
hospitalisation
Panic attack Caused or
prolonged
inpatient

hospitalisation

Medicine Details:

SEROQUEL (Suspected) Reason:
Tablet 900.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
Patient has had several episodes of these events, some leading to hospitalisation. She has a history of codeine abuse and the
reporter believes this may be related to the events
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 226292 Seq: 1 Gender: M
Reported: 05/03/2007 Weight: 0.00
Hospitalisation: Age: 33
Onset Date: 15/08/2006 DOB: 04/06/1973
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Hepatic steatosis Had been diagnosed while patient on
Seroquel
Liver function test abnormal

Medicine Details:

Ethanol (Suspected) Reason:
Batch: Started: Stopped:
SEROQUEL (Suspected) Reason:  Unspecified psychosis
Tablet 900.0 Milligram Daily Oral
Batch: Started: 15/03/2005 L TERM Stopped: 15/01/2007

Laboratory Investigations:

Date Type Range Date Tested Result Details
05/03/2007 |Liver function testq 23/08/2006 . ALK
05/03/2007 |Liver function test 26/10/2006 . ALK
05/03/2007 |Liver function testj 07/12/2006 ALK

Additional Information:
doctor reports that patient had previously experienced significant abnormal LFT's while on high dose Seroquel in prison The

events improved after ceasing Seroquel
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 226294 Seq: 1 Gender: F
Reported: 05/03/2007 Weight: 0.00
Hospitalisation: Age: 99u
DOB:

Onset Date:
Outcome: Unknown

Reaction Details:
Preferred Term Severity Report Description Treatment

Weight increased

Causality: Causality possible

doctor suspected abdominal distension
was due to fluid retension, rapid weight
gain of 9 kilograms

Abdominal distension

Medicine Details:
SEROQUEL (Suspected) Reason:
Batch: Started: Stopped:
OLANZAPINE (Suspected) Reason:
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result

Details

Additional Information:
Abdominal distension and weight gain occured after one week of olanzapine treatment , and worsened on commencement of

Seroquel, switched to risperidone but developed " prolcatin issues" and then switched to aripiprazole
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 226368 Seq: 1 Gender: M
Reported: 06/03/2007 Weight: 0.00
Hospitalisation: Age: 48
Onset Date: DOB: 12/04/1958
Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Blood cholesterol increased Caused or Increased cholesterol and triglyceride Required specialist
prolonged levels. consultation. Weaning of dose
inpatient by 50mg s tolerated.
hospitalisation
Blood triglycerides increased Caused or
prolonged
inpatient

hospitalisation

Medicine Details:

QUETIAPINE (Suspected) Reason: Depression
Tablet 300.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:

Date Type Range Date Tested Result Details
06/03/2007 |Cholesterol 26/01/2007 12.2
06/03/2007 |Cholesterol 27/01/2007 25.2
06/03/2007 |Cholesterol 28/01/2007 13.7
06/03/2007 |Cholesterol 29/01/2007 23.6
06/03/2007 |Cholesterol 30/01/2007 21.9
06/03/2007 |Triglyceride 26/01/2007 34.7
06/03/2007 |Triglyceride 29/01/2007 72.0

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 226368 Seq: 1 Gender: M
Reported: 06/03/2007 Weight: 0.00
Hospitalisation: Age: 48
Onset Date: DOB: 12/04/1958
Outcome: Not yet recovered Causality: Causality possible

Reaction Details:

Medicine Details:

QUETIAPINE (Suspected) Reason: Depression
Tablet 300.0 Milligram Daily Oral
Batch: Started: Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

06/03/2007 |[Triglyceride 30/01/2007 55.9

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 226515 Seq: 1 Gender: F
Reported: 12/03/2007 Weight: 0.00
Hospitalisation: Treated in Accident/Emergency Department Age: 45
Onset Date: 15/11/2006 DOB: 27/07/1961
Outcome: Recovered 15/12/2006 Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Palpitations -Palpitations
-Sweating
- Diarrhoea
- Incoordinated
- Clumsy
- Verbal confusion
- Serotonergic confusion
- Panic
Confusional state
Coordination abnormal
Diarrhoea
Hyperhidrosis
Medicine Details:
SEROQUEL (Suspected) Reason:
Tablet Milligram Daily Oral
Batch: Started: 15/10/2005 Stopped: 15/12/2006 0
EPILIM (Suspected) Reason:
2.0 Gram Daily Oral
Batch: Started: Stopped: ongoing
CIPRAMIL (Suspected) Reason:
Tablet 20.0 Milligram Daily Oral
Batch: Started: Stopped: ongoing
LITHIUM CARBONATE (Suspected) Reason:
Tablet 1250.0 Milligram Daily Oral
Batch: Started: Stopped: ongoing
Laboratory Investigations:
Date Type Range Date Tested Result Details
12/03/2007 |ElectrocardiograpH 15/11/2006 normal
12/03/2007 |Pharmacokinetics 15/11/2006 | blood level of

Additional Information:
The reporting physician believes that all medications the patient was taking were suspect/interacting drugs.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 226515 Seq: 1 Gender: F
Reported: 12/03/2007 Weight: 0.00
Hospitalisation: Treated in Accident/Emergency Department Age: 45
Onset Date: 15/11/2006 DOB: 27/07/1961
Outcome: Recovered 15/12/2006 Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment

Panic disorder
Serotonin syndrome

Medicine Details:

SEROQUEL (Suspected) Reason:

Tablet Milligram Daily Oral

Batch: Started: 15/10/2005 Stopped: 15/12/2006 0
EPILIM (Suspected) Reason:

2.0 Gram Daily Oral

Batch: Started: Stopped: ongoing
CIPRAMIL (Suspected) Reason:

Tablet 20.0 Milligram Daily Oral

Batch: Started: Stopped: ongoing
LITHIUM CARBONATE (Suspected) Reason:

Tablet 1250.0 Milligram Daily Oral

Batch: Started: Stopped: ongoing

Laboratory Investigations:

Additional Information:
The reporting physician believes that all medications the patient was taking were suspect/interacting drugs.
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 226565 Seq: 1 Gender: F
Reported: 13/03/2007 Weight: 0.00
Hospitalisation: Age: 45Y
Onset Date: 15/01/2007 DOB:
Outcome: Recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Urticaria Urticarial rash to arms, back and legs Quetapine ceased,
itchy. recommenced amisulpride at
previous dose.

Medicine Details:

DIAZEPAM (Other drug) Reason:
Batch: Started: Stopped:
METOCLOPRAMIDE HYDROCHLORIDE (Other drug) Reason:
Batch: Started: Stopped:
TROPISETRON HYDROCHLORIDE (Other drug) Reason:
Batch: Started: Stopped:
THIAMINE (Other drug) Reason:
Batch: Started: Stopped:
Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

QUETIAPINE,SEROQUEL

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 226565 Seq: 1 Gender: F
Reported: 13/03/2007 Weight: 0.00
Hospitalisation: Age: 45Y
DOB:

Onset Date: 15/01/2007
Outcome: Recovered

Reaction Details:

Causality: Causality possible

Medicine Details:
FOLIC ACID (Other drug) Reason:
Batch: Started: Stopped:
Escitalopram (Other drug) Reason:
Batch: Started: Stopped:
NICOTINE TRANSDERMAL PATCH (Other drug) Reason:  Smoker
Daily
Batch: Started: Stopped:
PANTOPRAZOLE (Suspected) Reason:  Unspecified schizophrenia
40.0 Milligram Daily
Batch: Started: 07/01/2007 Stopped: 15/01/2007

Laboratory Investigations:

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 226565 Seq: 1 Gender: F
Reported: 13/03/2007 Weight: 0.00
Hospitalisation: Age: 45Y
Onset Date: 15/01/2007 DOB:
Outcome: Recovered Causality: Causality possible

Reaction Details:

Medicine Details:

QUETIAPINE (Suspected) Reason:  Unspecified schizophrenia
Tablet 100.0 Milligram Daily Oral
Batch: Started: 12/01/2007 Stopped: 15/01/2007

Laboratory Investigations:

Additional Information:

Report Run : 04/06/2007 03:56PM Database: pusime02 ADRS004 Page 427 of 434



THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 226807 Seq: 1 Gender: F
Reported: 21/03/2007 Weight: 0.00
Hospitalisation: Age: 15Y
Onset Date: DOB:
Outcome: Unknown Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Tachycardia Patient experienced tachycardia.

Medicine Details:

SEROQUEL (Suspected) Reason:
Tablet 300.0 Milligram Oral
Batch: Started: Stopped: 0

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

QUETIAPINE,SEROQUEL

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:

Case Number: 226831
Reported: 22/03/2007
Hospitalisation:
Onset Date:
Outcome:

Reaction Details:

Seq: 1

Unknown

Gender: M
Weight: 0.00
Age: 35Y
DOB:
Causality: Causality possible

Preferred Term Severity

Report Description

Treatment

Weight increased

- Weight increase (28 kilos)

Medicine Details:

COGENTIN (Other drug)

Batch:

Started:

Reason:

Stopped:

SEROQUEL (Suspected)
Tablet
Batch:

Started:

Reason:
Daily
L TERM

Milligram

Oral
Stopped:

Laboratory Investigations:

Date Type Range

Date Tested

Result

Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 227363 Seq: 1 Gender: F
Reported: 04/04/2007 Weight: 0.00
Hospitalisation: Age: 41

Onset Date: 29/03/2007

DOB: 03/03/1966

rash, fever, oedema.?

threatening
Steven-Johnson-Syndrome

Oedema Life
threatening

Pyrexia Life
threatening

Stevens-Johnson syndrome Life

threatening

Outcome: Not yet recovered Causality: Causality possible
Reaction Details:
Preferred Term Severity Report Description Treatment
Erythema multiforme Life erythema multiforme

Medicine Details:

AMOXYCILLIN SODIUM (Suspected) Reason:
Tablet 500.0 Milligram 3 times Oral
Batch: Started: 26/03/2007 Stopped: 29/03/2007
QUILONUM SR (Suspected) Reason:
Tablet 450.0 Milligram 2 times Oral
Batch: Started: 01/02/2007 Stopped: 02/04/2007
LAMICTAL (Suspected) Reason:
Tablet 25.0 Milligram 1 time Oral
Batch: Started: 01/02/2007 Stopped: 02/04/2007
SEROQUEL (Suspected) Reason:
Tablet 25.0 Milligram 1 time Oral
Batch: Started: 01/03/2007 Stopped: 02/04/2007
Laboratory Investigations:
Date Type Range Date Tested Result Details
04/04/2007 |White blood cells elevated
Additional Information:
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TGA

THERAPEUTIC 60ODS
ADMINISTRATION

QUETIAPINE,SEROQUEL

THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:

Report Details:
Case Number: 227363
Reported: 04/04/2007
Hospitalisation:
Onset Date: 29/03/2007
Outcome: Not yet recovered

Reaction Details:

Seq: 1

Medicine Details:

Gender: F
Weight: 0.00
Age: 41
DOB: 03/03/1966
Causality: Causality possible

EFEXOR-XR (Suspected) Reason:
Tablet 75.0 Milligram 1 time Oral
Batch: Started: 01/11/2006 Stopped: 02/04/2007
Laboratory Investigations:
Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 227540 Seq: 1 Gender: F
Reported: 11/04/2007 Weight: 0.00
Hospitalisation: Age: 36
Onset Date: DOB: 13/05/1970
Outcome: Not yet recovered Causality: Causality certain
Reaction Details:
Preferred Term Severity Report Description Treatment
Nasal congestion Nasal Congestion.

Medicine Details:

QUETIAPINE (Suspected) Reason:
Tablet 200.0 Milligram Daily Oral
Batch: Started: 13/10/2006 Stopped:

Laboratory Investigations:
Date Type Range Date Tested Result Details

Additional Information:
cert(re-chall)
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 227737 Seq: 1 Gender: M
Reported: 19/04/2007 Weight: 68.00
Hospitalisation: Age: 19
Onset Date: 10/10/2005 DOB: 03/12/1985
Outcome: Recovered 22/03/2006 Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment

Nuchal rigidity Incapacity/dis [a feeling of rigidity of neck muscles
ability

Dyspnoea Incapacity/dis [a perception of breathlessness
ability

Diarrhoea Incapacity/dis
ability

Dysphagia Incapacity/dis
ability

Hypoventilation Incapacity/dis
ability

Nausea Incapacity/dis
ability

Medicine Details:

SEROQUEL (Suspected) Reason: Depression

Tablet 50.0 Milligram 1 time Oral
Batch: Started: 01/10/2005 Stopped: 06/03/2006

Laboratory Investigations:

Date Type Range Date Tested Result Details

Additional Information:
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THERAPEUTIC GOODS ADMINISTRATION
Public Case Detail

TGA

THERAPEUTIC 60ODS
ADMINISTRATION

Date Range: 1 Jan 1960 To 31 Dec 2059 Unclear causality excluded GM medicines Only Tradenames:
QUETIAPINE,SEROQUEL

Report Details:

Case Number: 227737 Seq: 1 Gender: M
Reported: 19/04/2007 Weight: 68.00
Age: 19

Hospitalisation:

Onset Date: 10/10/2005 DOB: 03/12/1985

Outcome: Recovered 22/03/2006 Causality: Causality probable
Reaction Details:
Preferred Term Severity Report Description Treatment
Vomiting Incapacity/dis
ability
Weight decreased Incapacity/dis
ability

Medicine Details:

SEROQUEL (Suspected) Reason: Depression
Tablet 50.0 Milligram 1 time Oral
Batch: Started: 01/10/2005 Stopped: 06/03/2006

Laboratory Investigations:

Additional Information:
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