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' & Department of Defence
3 RAR RAP
:(\, The Director From: Capt Graves
Drug Safety and Evaluation 3 RAR RAP
Branch, Therapeutic Goods HOLSWORTHY
Administration NSW 2173
Fax: 62328112 Fax: 02 96002133
Tel: 62328112 Tel: 02 96002261 N
Email: Email:
Subject: ENDORSEMENT TO PRESCRIBE TAFENOQUINE
Reference: |Date: 31 May 2000 | Pages (including cover): 4

IMPORTANT: This facsimile remains the property of the Defence Organisation and is subject to the Jurisdiction
of section 70 of the Crimes Act 1914. If you have received the facsimile in error, you are requested to
immedIately contact the sender by telephone so that arrangements can be made for the return of the document
to the sender.

Instructions or comments:

1. Please find attached an endorsement from the Army Malaria Institute, treatment protocols, and
a signed copy of the agreement to treatment directions.
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}(4 ARMY MALARIA INSTITUTE

Weary Dunlop Dve., Gallipoli Barracks, ENOGGERA, 4152

AMI 548-7-41
AMI /00

WODEN ACT 2606

ENDORSEMENT TO PRESCRIBE TAFENOQUINE
The Army Mularia Instituse endorses

b Modin Gemvek 20 22472

ty be an authorised prescriber of Tafenoquine under the prescribing direction provided by the
Institute.

Prescribing of Tatenoquine endorsed by the Army Malaria Instituta

- Discussion of cach case with the AMI Medical Officer on call (T: 0407 150384),

- Diagnosis of recurrent Vivax Malaria and the primary episode of Vivax Malaria must be
confirmed to AMI (to the satisfaction of the OC Clinjcal Field, AM]I) prior to use of
Tafenoquine,

= The casc will be treated with Chloroquine initially JAW HPD215,

- The patient will be informed of the nature and potential side effects of Tafenoquine and
this is 1o be recorded in the Patient Medical Documents,

- Tafenoquine treatment is to begin prior to any further cvidence of Vivax Malaria (ususlly
within one week of concluding Chioroquine treatment
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{" - Theprotocol far Tafenoquine shal] be:
- 200!!1§basedailyforthmedays

- followed by 200mg bage weekly for eight weeks.

- Following treatment with Chloroquinc,
- Following treatment with Tafenoquine and

- On the occurrence of any intercurrent illness requiri tten during the
1 ; . .
course of the treatment program, or 1 g medicl ateation

~  Inthe event of any recurrence of Vivax Malaria in the following 12 months.

/%2“\“

M D EDSTEIN
LTCOL
DEPUTY DIRECTOR, AMI

Tel: 07 3332 4930; Fax: 07 3332 4800
14 April 2000
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AGREEMENT TO YREATMENT DIRECTIONS

AUTHORISATION OF PRESCRIRERS UNDER SECTION 15(5) OF THE
THERAPEUTIC GOODS ACT 1939

Uuregistered drug 1o be supplied (prescribed).  7AAND Eonk

Route of administration / dosags form: o .

Condition / reasan for preseribing;: LRELCHRRENT  YNAT bl f
Supplier's name and addreas: JK - R //%ML

Nume: of Body endorsing this application: Al deﬂ IR ITE
Ivundermand that:

Admmistation (TGA) is wisble 30 vouch for the guality, safiexy or cfficacy of this unrepistared
product, and that its nse is regarded a< experimental,

the giving of an antharity under subsection 19(5) does not render the Commonwealth, the Secretary
mawmﬁmcmw:mamhwdmw.uiﬁmynfmym
suffered by the person 98 2 resnht of, of arising out of the usc of, therapeutie poods by that person or

the product may be prescribed only for patients in an autharised preseriber immediate care.,

mmmdmwmmmhvemwmmmmmmwm}ym
' Thatic, xu sboticd prescriber nust be 1 modtical practitioney engaged in chivical practir: at s bespits] aadd
mmm«mmm&mmﬁm@d nﬁh:admgou
thodical practiticger cadorsed by a relevant spedislist medical callage or sperizkist society for the
porposc of supgly of the drug,

tchegmg:ycf&aWoﬂhhhmdAaedCuumyginmﬁmofmoaﬂmoﬂﬁ:
unh?xmnntmynmf:md&a:mywmmwculdhcvn!idon!ymuilmakodnrumﬂﬂm
specified product or a smilar product is registered iu Aunstralia, which cver is the earlier,

Y agree to:

obtain fram cach patient {or guardian) consent in relation o the proposcd use of the unrepistered
product, apd in this context, inform the patient that the product is ot registered in Australia.

repoft any suspected adverse reactions ta the TGA.
to provide the TGA with a quarterly repant an the mumber of patients for whom I bave preseribed the
product.

: to comply with all relevant State/Territory Icgislation, y
Signature: _Cg Date: /}7(9@ |

Medical Practitvioner’s name and address. CW T May‘fﬂ/} G MoK
2pAL AP
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