
Public Case Detail

Gender :

Weight (kg) :

DOB :

Causality :

Data Entry Date :

Hospitalisation :

Onset Date :

Outcome :

27/08/2007

Required a visit to the doctor

10/06/2007

10/06/2007

Recovered

M

Causality possible

Case Number : 232548

Age :

0

32Y

Cases Count: 31

Information: Previous priapism secondary to chlorpromazine, risperidone and quetiapine.

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

inpatient
hospitalisation

Priapism. Surgical reduction of priapism.
Cease Abilify.

Medicine details :
Abilify (Suspected) Reason : Unspecifid affective psychosis

Tablet 10 Gram Daily Oral

Batch : Started : 23/05/2007 Stopped : 10/06/2007

SOLIAN (Other drug) Reason : Unspecifid affective psychosis

600 Milligram Daily Oral

Batch : Started : Stopped : Ongoing.
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Public Case Detail

Gender :

Weight (kg) :

DOB :

Causality :

Data Entry Date :

Hospitalisation :

Onset Date :

Outcome :

31/08/2007

Unknown

M

Causality possible

Case Number : 232854

Age :

0

99U

Cases Count: 31

Information:

Reaction :
Preferred Term Severity Report Description Treatment
Tardive dyskinesia After 3 months of receiving

Aripiprazole, patient
experienced severe tardive
dyskinesia.

Aripiprazole was stopped.

Medicine details :
Aripiprazole (Suspected) Reason :

15 Milligram Daily

Batch : Started : Stopped :
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Public Case Detail

Gender :

Weight (kg) :

DOB :

Causality :

Data Entry Date :

Hospitalisation :

Onset Date :

Outcome :

10/10/2007

Unknown

M

Causality possible

Case Number : 234162

Age :

0

99U

Cases Count: 31

Information:

Reaction :
Preferred Term Severity Report Description Treatment
Neutropenia Patient experienced

agranulocytosis
(neutropenia)
characterized by a
significant drop in white
blood cells while taking
aripiprazole.

Medicine details :
Abilify (Suspected) Reason :

Tablet 45 Milligram Daily Oral

Batch : Started : Stopped :

CLOZAPINE (Other drug) Reason :

Batch : Started : Stopped :
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Public Case Detail

Gender :

Weight (kg) :

DOB :

Causality :

Data Entry Date :

Hospitalisation :

Onset Date :

Outcome :

22/10/2007

01/10/2007

15/10/2007

Recovered

F

19/06/1952

Causality probable

Case Number : 234646

Age :

93

Cases Count: 31

Information: Previous attempt to change from risperidone and quetiapine to aripiprazole (to help
reduce weight) had resulted in severe relapse.

Reaction :
Preferred Term Severity Report Description Treatment
Feeling abnormal Patient felt "spaced out"

after day or two and then
quite paranoid
(persecutory ideation) and
highly aroused.

Disturbance in sexual arousal

Paranoia

Persecutory delusion

Psychotic disorder

Medicine details :
Abilify (Suspected) Reason : Unspecified psychosis

Tablet 15 Milligram Daily Oral

Batch : Started : 29/09/2007 Stopped : 01/10/2007

RISPERDAL (Other drug) Reason : Unspecified psychosis

Tablet 3 Milligram Daily Oral

Batch : Started : 19/12/2001 L TERM Stopped : 0

SEROQUEL (Other drug) Reason : Unspecified psychosis

Tablet 200 Milligram Daily Oral

Batch : Started : 19/12/2000 L TERM Stopped :
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Public Case Detail

Gender :

Weight (kg) :

DOB :

Causality :

Data Entry Date :

Hospitalisation :

Onset Date :

Outcome :

25/10/2007

Unknown

M

14/09/1966

Causality possible

Case Number : 234807

Age :

75

Cases Count: 31

Information:

Reaction :
Preferred Term Severity Report Description Treatment
Tardive dyskinesia Caused or prolonged

inpatient
hospitalisation

Medicine details :
Abilify (Suspected) Reason : Unspecified psychosis

Tablet 15 Milligram Daily Oral

Batch : Started : Stopped :
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Public Case Detail

Gender :

Weight (kg) :

DOB :

Causality :

Data Entry Date :

Hospitalisation :

Onset Date :

Outcome :

25/10/2007

Required a visit to the doctor

20/09/2007

18/10/2007

Recovered

M

12/07/1964

Causality probable

Case Number : 234981

Age :

92

Cases Count: 31

Information:

Reaction :
Preferred Term Severity Report Description Treatment
Dizziness Experienced dizziness and

drop in blood pressure
when standing up as well
as tachycardia for 2 week
period. Switched to taking
at night however found that
made no difference.

Ceased taking Abilify.

Orthostatic hypotension

Tachycardia

Medicine details :
Abilify (Suspected) Reason :

Tablet 10 Milligram Daily Oral

Batch : Started : 05/09/2007 Stopped : 16/10/2007

COVERSYL (Other drug) Reason :

Batch : Started : Stopped :

EFEXOR-XR (Other drug) Reason :

Batch : Started : Stopped :

LITHIUM CARBONATE (Other drug) Reason :

Batch : Started : Stopped :

MIRTAZAPINE (Other drug) Reason :

Batch : Started : Stopped :

SEROQUEL (Other drug) Reason :

Batch : Started : Stopped :
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Public Case Detail

Gender :

Weight (kg) :

DOB :

Causality :

Data Entry Date :

Hospitalisation :

Onset Date :

Outcome :

19/11/2007

Unknown

F

Causality possible

Case Number : 235415

Age :

0

99u

Cases Count: 31

Information:

Reaction :
Preferred Term Severity Report Description Treatment
Wolff-Parkinson-White
syndrome

Patient experienced weight
gain, developed 13
cavities, urinating 6 times
per day, has had no thirst,
increasd cholesterol, low
blood pressure and her
eyes have not been
functioning properly. She
was diagnosed with
Wolff-Parkinson-White
Syndrome.

Blood cholesterol increased

Dental caries

Eye disorder

Faecal incontinence

Hypotension

Thirst decreased

Urine output increased

Weight increased

Medicine details :
Abilify (Suspected) Reason :

Tablet 10 Milligram Daily Oral

Batch : Started : Stopped :
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Public Case Detail

Gender :

Weight (kg) :

DOB :

Causality :

Data Entry Date :

Hospitalisation :

Onset Date :

Outcome :

21/11/2007

Not yet recovered

F

Causality possible

Case Number : 235520

Age :

0

60Y

Cases Count: 31

Information: Other drug taken: HRTand blackmores vitamins.

Reaction :
Preferred Term Severity Report Description Treatment
Dental caries Patient experienced 13

dental fillings, permanent
diarrhoea and disturbed
sleep.

Diarrhoea

Sleep disorder

Medicine details :
Abilify (Suspected) Reason : Unspecifid affective psychosis

Tablet Oral

Batch : Started : Stopped :
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Public Case Detail

Gender :

Weight (kg) :

DOB :

Causality :

Data Entry Date :

Hospitalisation :

Onset Date :

Outcome :

03/12/2007

Admitted to hospital

25/09/2007

Death

M

15/10/1954

Causality possible

Case Number : 235820

Age :

0

Cases Count: 31

Information: The death was sudden and of unknown cause at the time of the report.

Reaction :
Preferred Term Severity Report Description Treatment
Pulmonary embolism Death Patient experienced

pulmonary embolism,
sudden death, neuroleptic
malignant syndrome, blood
creatine phosphokinase
increased, antipsychotic
drug level increased.

Antipsychotic drug level
increased

Death

Blood creatine phosphokinase
increased

Death

Neuroleptic malignant
syndrome

Death

Sudden death Death

Medicine details :
Abilify (Suspected) Reason : Unspecified psychosis

Tablet 15 Milligram Daily Oral

Batch : Started : 15/02/2007 Stopped :

CLOZARIL (Suspected) Reason : Unspecified psychosis

Tablet 500 Milligram Daily Oral

Batch : Started : 25/10/1993 Stopped : 25/09/2007

Laboratory Investigations :
Type Range Date Tested Result Details
Creatine
phosphokinase

15/09/2007 933

Creatine
phosphokinase

25/09/2007 2216

White blood cells 15/09/2007 19

Serum drug level 10 Nov 2005 Serm clozapine: 574ug/L
(on Clozaril dose of 250mg bd)
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Public Case Detail

Gender :

Weight (kg) :

DOB :

Causality :

Data Entry Date :

Hospitalisation :

Onset Date :

Outcome :

03/12/2007

Unknown

F

Causality possible

Case Number : 235854

Age :

0

99u

Cases Count: 31

Information:

Reaction :
Preferred Term Severity Report Description Treatment
Promiscuity Since taking aripiprazole,

patient has become
increasingly promiscuous.
Medical history included
history of promiscuity prior
to onset of illness.

Mania

Medicine details :
Abilify (Suspected) Reason : Unspecified schizophrenia

Tablet 45 Milligram Daily Oral

Batch : Started : Stopped :
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Public Case Detail

Gender :

Weight (kg) :

DOB :

Causality :

Data Entry Date :

Hospitalisation :

Onset Date :

Outcome :

03/12/2007

Admitted to hospital

Unknown

F

Causality possible

Case Number : 235855

Age :

0

99u

Cases Count: 31

Information: Patient had previously taken many atypical drugs and also fluvoxamine.

Reaction :
Preferred Term Severity Report Description Treatment
Dystonia Caused or prolonged

inpatient
hospitalisation

Patient was hospitalised
due to dystonia, muscle
rigidity and confusion 24
hours after therapy with
aripiprazole 10mg.

Confusional state Caused or prolonged
inpatient
hospitalisation

Muscle rigidity Caused or prolonged
inpatient
hospitalisation

Medicine details :
Abilify (Suspected) Reason :

Tablet 10 Milligram Daily Oral

Batch : Started : Stopped :
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Public Case Detail

Gender :

Weight (kg) :

DOB :

Causality :

Data Entry Date :

Hospitalisation :

Onset Date :

Outcome :

07/12/2007

Unknown

F

Causality possible

Case Number : 236015

Age :

0

68Y

Cases Count: 31

Information:

Reaction :
Preferred Term Severity Report Description Treatment
Mania Caused or prolonged

inpatient
hospitalisation

Patient was hospitalised
due to mania and
psychotic episode, while
on aripiprazole therapy.

Aripiprazole was discontinued.

Psychotic disorder Caused or prolonged
inpatient
hospitalisation

Medicine details :
Abilify (Suspected) Reason :

Tablet 5 Milligram Daily Oral

Batch : Started : Stopped :

EFEXOR (Other drug) Reason :

Batch : Started : Stopped :

PUTRAN02 Page 12 of 31



Public Case Detail

Gender :

Weight (kg) :

DOB :

Causality :

Data Entry Date :

Hospitalisation :

Onset Date :

Outcome :

10/12/2007

24/09/2007

Unknown

F

26/02/1948

Causality possible

Case Number : 236064

Age :

65

Cases Count: 31

Information:

Reaction :
Preferred Term Severity Report Description Treatment
Dental caries Patient says tha she had

no significant dental
problems until starting
Abilify six months ago.

$8,000 dental treatment to
follow.

Medicine details :
Abilify (Suspected) Reason : Unspecified schizophrenia

Tablet 25 Milligram Daily Oral

Batch : Started : 21/05/2007 Stopped :

SEROQUEL (Other drug) Reason : Unspecifid affective psychosis

Tablet 50 Milligram Daily Oral

Batch : Started : 21/11/2005 Stopped :

VALIUM (Other drug) Reason : Anxiety neurosis

Tablet 10 Milligram Daily Oral

Batch : Started : Stopped :
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Public Case Detail

Gender :

Weight (kg) :

DOB :

Causality :

Data Entry Date :

Hospitalisation :

Onset Date :

Outcome :

11/12/2007

15/08/2007

Unknown

M

10/01/1970

Causality possible

Case Number : 236162

Age :

82

Cases Count: 31

Information:

Reaction :
Preferred Term Severity Report Description Treatment
Somnambulism Sleep walking and eating

without memory of it.
Abnormal sleep-related event

Amnesia

Medicine details :
Abilify (Suspected) Reason :

10 Gram Daily

Batch : Started : 15/07/2007 Stopped :

OLANZAPINE (Other drug) Reason :

2.5 Milligram

Batch : Started : 18/03/2004 Stopped :
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Public Case Detail

Gender :

Weight (kg) :

DOB :

Causality :

Data Entry Date :

Hospitalisation :

Onset Date :

Outcome :

18/03/2008

17/06/2007

Recovered

M

29/09/1988

Causality possible

Case Number : 239084

Age :

0

Cases Count: 31

Information:

Reaction :
Preferred Term Severity Report Description Treatment
Promiscuity Gradual onset, chest

pains, jumpy, spending
money +++, spent his
compensation payout
$100,000, sexual
promiscuity.

Valproate

Mania

Medicine details :
Aripiprazole (Suspected) Reason :

30 Milligram Daily Oral

Batch : Started : 11/06/2007 Stopped : 0

AROPAX (Other drug) Reason : Unspecified psychosis

Batch : Started : Stopped : 03/07/2007

SERENACE (Other drug) Reason :

5 Milligram

Batch : Started : Stopped : 03/07/2007
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Public Case Detail

Gender :

Weight (kg) :

DOB :

Causality :

Data Entry Date :

Hospitalisation :

Onset Date :

Outcome :

04/04/2008

18/01/2008

Not yet recovered

M

16/02/1973

Causality possible

Case Number : 239587

Age :

93

Cases Count: 31

Information: Previously had ejaculatory disturbance on risperidone.

Reaction :
Preferred Term Severity Report Description Treatment
Ejaculation failure Unable to ejaculate Ceased Aripoprazole and

propranolol

Medicine details :
Aripiprazole (Suspected) Reason : Unspecified psychosis

Tablet 30 Milligram Daily Oral

Batch : Started : 15/06/2007 Stopped : 19/01/2008

PROPRANOLOL HYDROCHLORIDE (Suspected) Reason : Abnormal involuntary movement

20 Milligram Daily

Batch : Started : 15/08/2007 Stopped : 18/01/2008

CLOPINE (Other drug) Reason : Unspecified psychosis

Tablet 500 Milligram Daily Oral

Batch : Started : 15/06/2007 Stopped :

SODIUM VALPROATE (Other drug) Reason : Prophylaxis

2.5 Gram Daily

Batch : Started : 15/06/2007 Stopped :

PUTRAN02 Page 16 of 31



Public Case Detail

Gender :

Weight (kg) :

DOB :

Causality :

Data Entry Date :

Hospitalisation :

Onset Date :

Outcome :

10/04/2008

Unknown

U

Causality possible

Case Number : 239767

Age :

0

99u

Cases Count: 31

Information:

Reaction :
Preferred Term Severity Report Description Treatment
Psychotic disorder Reporter had a patient who

became psychotic when
using combinations of
quetiapine and aripiprazole
and withdrawing from
Efexor.

Medicine details :
Aripiprazole (Suspected) Reason :

Batch : Started : Stopped :

EFEXOR (Suspected) Reason :

Batch : Started : Stopped :

QUETIAPINE (Suspected) Reason :

Batch : Started : Stopped :
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Public Case Detail

Gender :

Weight (kg) :

DOB :

Causality :

Data Entry Date :

Hospitalisation :

Onset Date :

Outcome :

14/04/2008

Admitted to hospital

Recovered

M

15/05/1964

Causality possible

Case Number : 239903

Age :

67

Cases Count: 31

Information:

Reaction :
Preferred Term Severity Report Description Treatment
Hallucination, auditory Caused or prolonged

inpatient
hospitalisation

Mania, increased auditory
hallucinations, increased
paranoia in schizophrenic
patient.

Intentional drug misuse Caused or prolonged
inpatient
hospitalisation

Mania Caused or prolonged
inpatient
hospitalisation

Paranoia Caused or prolonged
inpatient
hospitalisation

Medicine details :
Aripiprazole (Suspected) Reason : Unspecified schizophrenia

45 Milligram Daily

Batch : Started : 15/10/2007 Stopped : 15/02/2008

ATORVASTATIN (Other drug) Reason :

20 Milligram

Batch : Started : 15/10/2007 Stopped :

CHLORPROMAZINE HYDROCHLORIDE (Other drug) Reason :

300 Milligram Daily

Batch : Started : 15/10/2007 L TERM Stopped :

FLUPHENAZINE DECANOATE (Other drug) Reason :

50 Milligram

Batch : Started : 15/10/2007 Stopped :

OLANZAPINE (Other drug) Reason :

20 Milligram

Batch : Started : 15/10/2007 Stopped :
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Public Case Detail

Gender :

Weight (kg) :

DOB :

Causality :

Data Entry Date :

Hospitalisation :

Onset Date :

Outcome :

21/04/2008

18/01/2008

Not yet recovered

M

Causality possible

Case Number : 240188

Age :

0

35Y

Cases Count: 31

Information:

Reaction :
Preferred Term Severity Report Description Treatment
Ejaculation failure Unable to ejaculate. Aripiprazole and propranolol

ceased.

Medicine details :
Aripiprazole (Suspected) Reason :

Tablet 30 Milligram Daily Oral

Batch : Started : Stopped : 19/01/2008

CLOZAPINE (Suspected) Reason :

500 Milligram Daily

Batch : Started : Stopped :

PROPRANOLOL HYDROCHLORIDE (Suspected) Reason :

20 Milligram Daily

Batch : Started : Stopped : 18/01/2008

VALPRO (Suspected) Reason :

Tablet 2.5 Gram Daily Oral

Batch : Started : Stopped :
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Public Case Detail

Gender :

Weight (kg) :

DOB :

Causality :

Data Entry Date :

Hospitalisation :

Onset Date :

Outcome :

26/05/2008

05/05/2008

Unknown

F

29/08/1942

Causality possible

Case Number : 241203

Age :

89

Cases Count: 31

Information:

Reaction :
Preferred Term Severity Report Description Treatment
Tardive dyskinesia Abnormal involuntary

movements of lips and
tongue.Tardive dyskinesia

Medicine details :
Abilify (Suspected) Reason :

Tablet Milligram Reducing Oral

Batch : Started : 11/01/2006 Stopped : 05/12/2008
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Public Case Detail

Gender :

Weight (kg) :

DOB :

Causality :

Data Entry Date :

Hospitalisation :

Onset Date :

Outcome :

07/07/2008

Admitted to hospital

Not yet recovered

F

04/09/1966

Causality possible

Case Number : 242647

Age :

0

Cases Count: 31

Information: Long history of antidepressant, antipsychotic and sleeping medication use since Oct
2005.

Reaction :
Preferred Term Severity Report Description Treatment
Extrapyramidal disorder Caused or prolonged

inpatient
hospitalisation

Developed psychosis -
treated with Abilify
(arapiprazole) 1 x 15mg
nacte and Avanza 30mg
daily. Gradually during
May, she found it difficult to
stand straight, started
tensing her feet,
experienced involuntary
movement of legs and
toes. GP noted
extrapyramidal symproms
and tried to reduce the
dose butr symptoms of
depression worsened.

Abilify ceased, Avanza
recommenced, dose escalated
30mg n to 45mg n to 60mg n
gradually.

Medicine details :
Abilify (Suspected) Reason : Unspecified psychosis

Tablet 15 Milligram Daily Oral

Batch : Started : 27/05/2006 Stopped : 27/06/2007

ACIMAX (Other drug) Reason :

1 Dose Unspec

Batch : Started : Stopped :

AVANZA (Other drug) Reason :

60 Milligram Daily Oral

Batch : Started : 04/05/2006 Stopped : 15/05/2007

AVANZA (Other drug) Reason :

60 Milligram Daily Oral

Batch : Started : 27/06/2007 Stopped :

SEROQUEL (Other drug) Reason :

50 Milligram

Batch : Started : Stopped :
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Public Case Detail

Gender :

Weight (kg) :

DOB :

Causality :

Data Entry Date :

Hospitalisation :

Onset Date :

Outcome :

18/08/2008

Recovered

F

27/11/1972

Causality possible

Case Number : 243894

Age :

0

Cases Count: 31

Information:

Reaction :
Preferred Term Severity Report Description Treatment
Diplegia A female patient

experienced muscle
paralysis in her legs while
on therapy with
aripiprazole. The patient
was on aripiprazole 30
milligram for the last 6
months and wsed to wake
up every morining in the
last month with muscle
paralysis and complete
lack of movement in her
legs. The physician
reported that the paralysis
was mainly in the right side
but sometimes bilateral.

Medicine details :
Abilify (Suspected) Reason :

30 Milligram Daily

Batch : Started : Stopped : 0
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Public Case Detail

Gender :

Weight (kg) :

DOB :

Causality :

Data Entry Date :

Hospitalisation :

Onset Date :

Outcome :

04/09/2008

Required a visit to the doctor

15/05/2007

Not yet recovered

M

01/09/1966

Causality possible

Case Number : 244375

Age :

0

Cases Count: 31

Information: Long history of antidepressant, antipsychotic and sleeping mediation use since October
2005.

Reaction :
Preferred Term Severity Report Description Treatment
Extrapyramidal disorder Gradually during May,

patient found it difficult to
stand straight, stating
tensing her feet,
experienced involuntary
movement of legs and
toes. Doctor noted
extrapyramidal symptoms.

Abilify ceased and Avanza
recommenced. Doctor then tried
Solian 200mg/day (amisulpiride)
plus Avanza.

Medicine details :
Abilify (Suspected) Reason : Unspecified psychosis

Tablet 15 Milligram Daily Oral

Batch : Started : 27/05/2006 Stopped : 27/06/2007

ACIMAX (Other drug) Reason :

60 Milligram Daily Oral

Batch : Started : Stopped :

AVANZA (Other drug) Reason : Depression

Tablet 60 Milligram Daily Oral

Batch : Started : 04/05/2006 Stopped : 15/05/2007 0

SEROQUEL (Other drug) Reason :

Tablet 50 Milligram Daily Oral

Batch : Started : Stopped :
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Public Case Detail

Gender :

Weight (kg) :

DOB :

Causality :

Data Entry Date :

Hospitalisation :

Onset Date :

Outcome :

05/09/2008

04/08/2008

10/08/2008

Recovered

F

20/04/1960

Causality probable

Case Number : 244400

Age :

70

Cases Count: 31

Information:

Reaction :
Preferred Term Severity Report Description Treatment
Dyspepsia Dyspepsia - sudden onset

about 1/2 an hour after
taking Abilify.

Ceased Abilify.

Medicine details :
Abilify (Suspected) Reason : Unspecified schizophrenia

Tablet 15 Milligram Daily Oral

Batch : Started : 04/08/2008 Stopped : 10/08/2008

QUETIAPINE (Other drug) Reason :

Tablet 600 Milligram Daily Oral

Batch : Started : 01/08/2008 Stopped :
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Public Case Detail

Gender :

Weight (kg) :

DOB :

Causality :

Data Entry Date :

Hospitalisation :

Onset Date :

Outcome :

08/10/2008

Required a visit to the doctor

Recovered

M

19/07/1949

Causality probable

Case Number : 245241

Age :

100

Cases Count: 31

Information:

Reaction :
Preferred Term Severity Report Description Treatment
Pruritus Felt unwell, itch. LFTs

abnormal.
Ceased medication. Return to
previous medication.

Hepatic function abnormal

Malaise

Medicine details :
Abilify (Suspected) Reason : Unspecified psychosis

30 Gram Daily

Batch : Started : 15/05/2008 Stopped : 28/07/2008

EFEXOR (Other drug) Reason : Obsessive compulsive neurosis

45 Milligram Daily

Batch : Started : Stopped :
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Public Case Detail

Gender :

Weight (kg) :

DOB :

Causality :

Data Entry Date :

Hospitalisation :

Onset Date :

Outcome :

20/10/2008

Required a visit to the doctor

05/06/2008

14/06/2008

Recovered

F

17/10/1988

Causality probable

Case Number : 245621

Age :

65

Cases Count: 31

Information:

Reaction :
Preferred Term Severity Report Description Treatment
Dyskinesia Twitching of neck and

head. It appeared to be a
dyskinetic movement but a
trial of benztropine seemed
to provide patient relief -
possibly placebo effect.

Ceased aripiprazole and
substituted quetiapine. Reduced
dose and benztropine

Muscle twitching

Medicine details :
Aripiprazole (Suspected) Reason : Unspecified psychosis

10 Milligram Daily

Batch : Started : 02/06/2008 Stopped : 05/06/2008

AIROMIR (Other drug) Reason :

2 Dose Unspec Daily

Batch : Started : Stopped :

FLUOXETINE HYDROCHLORIDE (Other drug) Reason : Depression

40 Milligram Daily

Batch : Started : Stopped :

OLANZAPINE (Other drug) Reason : Unspecified psychosis

10 Milligram Daily

Batch : Started : 09/07/2007 Stopped : 31/05/2008

PRIMOLUT-N (Other drug) Reason : Excessive menstruation

10 Milligram Daily

Batch : Started : 02/06/2008 Stopped :

WARFARIN SODIUM (Other drug) Reason : Prophylaxis

6 Milligram each/every

Batch : Started : Stopped :
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Public Case Detail

Gender :

Weight (kg) :

DOB :

Causality :

Data Entry Date :

Hospitalisation :

Onset Date :

Outcome :

29/10/2008

Required a visit to the doctor

10/09/2008

Recovered

M

13/09/1969

Causality probable

Case Number : 245887

Age :

110

Cases Count: 31

Information: Similar reaction to anafranil in past.

Reaction :
Preferred Term Severity Report Description Treatment
Rash Facial rash, difficulty

swallowing, manic
symptoms.

Dysphagia

Mania

Medicine details :
Abilify (Suspected) Reason : Unspecified schizophrenia

Tablet 15 Milligram Daily Oral

Batch : Started : 01/09/2008 Stopped : 15/09/2008

PUTRAN02 Page 27 of 31



Public Case Detail

Gender :

Weight (kg) :

DOB :

Causality :

Data Entry Date :

Hospitalisation :

Onset Date :

Outcome :

20/11/2008

Admitted to hospital

19/11/2008

Not yet recovered

M

10/02/1979

Causality probable

Case Number : 246418

Age :

0

Cases Count: 31

Information:

Reaction :
Preferred Term Severity Report Description Treatment
Diabetic ketoacidosis Caused or prolonged

inpatient
hospitalisation

Primary presentation of
Diabetic Ketoacidosis
(DKA) in previously
undiagnosed diabetic.
Obese patient. ?Related to
aripiprazole. Has been
taking for approx 2 years

Treated as for DKA in intensive
care - insulin + dextrose
infusion

Medicine details :
Abilify (Suspected) Reason : Unspecified schizophrenia

Tablet 20 Milligram Daily Oral

Batch : Started : 20/11/2006 Stopped : 20/11/2008 0
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Public Case Detail

Gender :

Weight (kg) :

DOB :

Causality :

Data Entry Date :

Hospitalisation :

Onset Date :

Outcome :

26/11/2008

26/11/2008

26/11/2008

Recovered

F

14/04/1951

Causality possible

Case Number : 246648

Age :

0

Cases Count: 31

Information:

Reaction :
Preferred Term Severity Report Description Treatment
Swollen tongue Caused or prolonged

inpatient
hospitalisation

She developed tongue
swelling/enlargement,
tightness in the jaw and
neck at about 0900.

hydrocortisone, phenergan,
considered cogentin but
symptoms resolved

Muscle tightness Caused or prolonged
inpatient
hospitalisation

Medicine details :
Abilify (Suspected) Reason :

Tablet 2 Milligram 1 time Oral

Batch : Started : Stopped :

Cymbalta (Suspected) Reason :

Tablet 60 Milligram 1 time Oral

Batch : Started : Stopped : 0

PROCHLORPERAZINE MALEATE (Suspected) Reason :

Injection 12.5 Milligram 3 times Intravenous

Batch : Started : 25/11/2008 Stopped : 26/11/2008
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Public Case Detail

Gender :

Weight (kg) :

DOB :

Causality :

Data Entry Date :

Hospitalisation :

Onset Date :

Outcome :

12/01/2009

Admitted to hospital

15/08/2008

Not yet recovered

F

Causality possible

Case Number : 247623

Age :

0

51Y

Cases Count: 31

Information:

Reaction :
Preferred Term Severity Report Description Treatment
Psychotic disorder Caused or prolonged

inpatient
hospitalisation

The patient was treated
with OROS paliperidone 6
mg, initiated in Jun 2008,
for schizophrenia. In mid
June 2008, the dosage of
paliperidone was
increased to 9 mg. During
the end of July 2008,
treatment with aripiprazole
5 mg was added. In Aug
2008, the patient
developed psychotic
symptoms and was
hospitalised.

Medicine details :
Abilify (Suspected) Reason :

5 Milligram Daily

Batch : Started : 30/06/2008 Stopped :

Invega (Suspected) Reason : Unspecified schizophrenia

9 Milligram Daily Oral

Batch : Started : 15/06/2008 Stopped :
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Public Case Detail

Gender :

Weight (kg) :

DOB :

Causality :

Data Entry Date :

Hospitalisation :

Onset Date :

Outcome :

14/01/2009

12/10/2008

18/10/2008

Recovered

M

30/04/1971

Causality certain

Case Number : 247703

Age :

73

Cases Count: 31

Information: Cert/rechallenge.

Reaction :
Preferred Term Severity Report Description Treatment
Back pain Previous episode of back

pain attributed to Abilify.
Recurrence of back
bilateral hip pain on this
occasion attributed to
Abilify.

Abilify stopped.

Arthralgia

Medicine details :
Abilify (Suspected) Reason : Unspecified schizophrenia

Tablet 2.5 Milligram Daily Oral

Batch : Started : 27/08/2008 Stopped : 16/10/2009 0

CIPRAMIL (Other drug) Reason : Depression

Batch : Started : Stopped :

ZYPREXA (Other drug) Reason : Unspecified schizophrenia

Batch : Started : Stopped :

Selection Parameters :   Date Range: 01/08/2007 To 31/12/2059  Unclear causality excluded  GM medicines Only  Medicine Names: Aripiprazole, Abilify
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