DRUG SAFETY & EVALUATION BRANCH
EXPERIMENTAL DRUGS SECTION

OVERSEAS ADVERSE DRUG REACTION REPORT
FOR INFORMATION ONLY

Dr & Dickson 8 November 2001
Head EU 2

Please find attached an Overseas Adverse Drug Reactions
Reports from GlaxoSmithKline.
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GlaxoSmithKline

FAX

GlaxoSmithKline Australla Pty Ltd
ABN 80 096 307 505

1061 Mowntain Highway

PO Box 168

Boroniz Victoria 3155

Austrafia

Tel +61 39721 6000
Fax +613 9729 5319
www.ggk.com.ay

olease Kinol atfeched Climica! Tral

(Local 1D Z Qa19)

e |
Qeﬁc (S \ /{/m[l » %LA)
% o0 Ao A "

LA

9.¢/5/d9

This fax is intended for the addressee(s} only and may contain information which is confidential or legally privileged,
If raceived in error, please contact the wriiter immediately.
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GlaxoSmithKline

Thursday, 22 Novemher 2001 o
1061 Mountain Highway

Boronia Victoria 3155
PO Box 168 Boronia 3155

Australia
Rhonda Whybrow ' Tel. +61 03 9721 6000
Clinical Trials Netification Officer Fax. +61 03 9723 5219

W, gsk.com,
Drug Safety and Evaluation Branch A gstcom.al

Therapeutic Goods Administration
PO Box 100
Waden ACT 2606

Dear Ms Whybrow
Re: Clinical Trial Seripus Adverse Event (Lozal ID# 2919, Patient initials: [

Thank you for your fax of the 20 November 2001 requesting additional information regarding a Serious Adversa Event
for the trial {details below) which was initially reparted on 6 July, 2001 ’

As requested | have obtained the following from our Head Office:

This avent has has bean ranamed as "Retinal changes'.

The final outcome is that the event is onguing. The nature of these findings {apparent abnormality on
fluarnsesin angiogram) suggests that thay may juzt be normal variants, and in any case are unlikely to
resolve. Therefore further fluorescein angiography is not planned.

ADRAG #: TBA

StudyTitle: Study 033 (AU Army Safaty Study)

Study # 252263/933

Stady Druy: Tafensguine

Should you have any enquiries regarding this case, please do not hesitate to contact me directly on [ | N

Yours sincerely
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RESULT 0K
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THERAPEUTIE
GBaps
ADMINISYRATION

PO Box 100 Woden ACT 2606 Australia
Telephone: (02) 6232 8444 Facsimile: (02) 6232 8241

FACSIMILE

Us-partment of

Health and
Aged Care

Date: 20 November 2001 Total pages: 1
TO: GlaxoSmithKline Australia Ltd Telephone: NG
Facsimile:
ATTENTION:
Regarding: Request for further information — AU
Army Safety Study trial
FROM: Rhonda Whybrow Telephone: 02 6232 3106
Clinical Trials Notification Officer
Branch/Div.: Drug Safety & Evaluation Facsimile: 02 6232 3112
Therapeutic Goods Administration
If you do not receive all pages, please telephone the sender immediately
MESSAGE
Dear I

I wish to acknowledge receipt of the Serious Adverse Event (Local ID# 2919), which was recsived by the
Therapeutic Goods Administration on 16 July 2001.

1 have been asked to obtain additional information on the outcome or progress of this event.

Patient Initials;
DOB:
Country:

East Timor

It would be appreciated if you could fax this information to me as soon as possible on (02) 6232 8112.

If you wish to discuss this matter further please contact me on (02) 6232 8106.
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Date:
TO:

ATTENTION:
Regarding:

FROM:

Branch/Div.:

FACSIMILE

20 November 2001
GlaxoSmithKline Australia Ltd

Request for further information - AU
Army Safety Study trial
Rhonda Whybrow
Clinical Trials Notification Officer
Drug Safety & Evaluation
Therapeutic Goods Administration
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Department of

Health and
Aged Care

Total pages: 1
Telephone: NG
I

Facsimile:

Telephone: 02 6232 8106

Facsimile: 02 6232 8112

If you do not receive all pages, please telephone the sender immediately

pear I

MESSAGE

I wish to acknowledge receipt of the Serious Adverse Event (Local ID# 2919), which was received by the
Therapeutic Goods Administration on 16 July 2001.

I have been asked to obtain additional information on the outcome or progress of this event.

Patient Initials:
DOB:
Country:

East Timor

It would be appreciated if you could fax this information to me as soon as possible on (02) 6232 8112,

If you wish to discuss this matter further please contact me on (02) 6232 8106.

Regards

Rhonda Whybrow

Clinical Trials Officer
Experimental Drugs Section
Drug Safety and Evaluation Branch

CONFIDENTIALITY NOTE: The information contained in this facsimile is legeliy privileged and confidential information intended enly for the use of the
individua} or entity named above. If the receiver of this transmission is not the intended recipient the receiver is hereby netified that any dissemination,
distribution or capy of this facsimile is strictly prohibited. If this facsimile is received in error please notify the sencier by telephone and fetum to the

sender at the above address. Thank you.





