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Mr. ZHodak 
Experimental Drugs Section 
Therapeutic Goods Administration 
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WODEN ACT 2606 

ENDORSEMENT TO PRESCRIBE T AFENOQUINE 

The: Anny Malaria Institute endorses 

Dr. /Av k,-~ • /~ 
to be an authorised prescriber of Tafenoquine under the prescribing direction provided by the 
Institute. 

Prescribing of Tafenoquine endorsed by the Army Malaria Institute 

Taff!lloquinc: is an aminoquinolone analogous to Primaquine. Primaquine is presently 
T0COmmended by the Army Malaria Institute (AMI) for the eradication and treannent ofVivax 
Ma!Mia. Tafenoquine has bcc.n trialed by AMI in both Bougainville and East Ti.mor for 
eradication and treatment. It has been fowid to be effective and safe. This supports trials 
conducted by SmithKline Beecham, the manufacturer of Tafenoquinc. 

AMI directs prescribing of Tafenoquine for the purposes of treating :recurrent Vivax Malaria 
in Defence Pex-~oru1el after initial trea1ment with Chloroquine (IAW HPD215). For 
endorsement to prescribe Tafcnoquine in treatment of recurrent Vivax Malaria., the following 
requirements mmt be met by the endurscd and prescribing medical officer: 

Discussion of each 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 Clinical Field, AMI) prior to use: of 
T afenoquine. 

The case will be treated with Chloroquine initially IA W HPD215, 

The patient will be informed of the natuJe and potential side effects of T afenoquine and 
this is to be recorded in the P11ticnt Medical Documents, 

Tafenoquine treatment is to begin prior to any further evidence of Vivax Malaria (usually 
within one week of concluding Chloroquine treatment), 
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The protocol for T afenoquine shall be: 

200mg base daily for three days 

2 

followed by 200mg base weekly for eight weeks. 

Provision of blood slides (tlrick and thin film) or samples (should PCR be required for 
diagnosis) with results ofa full blood count and liver f\m.ction tests are required: 

Prior to onset of treatment with Chloroquine (IA W HPD2 l .5), 

Following treatment with Chloroquine, 

Following treatment with Taf~oquine and 

On the occurrence of any intercurrent illness requiring medical attention during the 
course of the treatment program, or 

In the event of any recurrence of Vivax Malaria in the followin~ 12 months. 

l-M D EDSTEIN 
LTCOL 
DEPUTY DIRECTOR, AMI 

Tel: 07 3332 4930; fa,;: 07 3332 4800 
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AGREEMENT TO TREATMENT DIRECTIONS 

AUTHORISATION OF PIU:SClUllERS UNDER SECTION 111(5) OF TRE 
THERAPEUTIC GOODS ACT 19119 

Unregistered drug to be supplied. (pre5<:ribcd): 

Route of administration/ dosage form: 

Condition / reason for prescribitig: 

Supplier'• Dllnle and addre,s: 

Nam.:: of Body endorsing this application: 

I undersund that: 

'f¥-,<__rJJ ~,,J£ 

i!L.u.J/l./<£N, VN /f;t>r· ~/l. . 

._J't,( • 8 . I_ l1vY1, . 
J 

!he produce i, not registered for rruuketi,,g in Allstralia .md that the Therapeutic Goods 
Admi.ni,tntion (TGA) is unable to vouch for 1lle Q,uality. 5a:fc:1y OT efficacy of this w=gi&~d 
produ,;r, md th• iDI use is regarded .as experimcrrt,,.1. 

the giving of an autharity undtt subsi,ction 19(5) does nat =dcr tht Cotru11onwcalth, the Sccmary 
or a delepte of Ilic Seoe.-y liable to II person in respect of loss. dilimgc, or injury of any kind 
iroffi<rod by the poison as a n:swtof; or ari!ing out of the use of, therapeutic lt()Ods bytha! person or 
another peumi. 

the prodnci may be presaibcd only for patimlS in an authorised pr=ribe. immediate care. 

an a111horis<!d pr'8Criber must contimle to have an appropriate erulorscrnent in order to supply the 
drug. 

That i,, 1111 authorisedl"""'ribcr must he ~~Clll pn<1itiontt CQ&la1ld ill clluica! pniotioe au ho,pi,zl ~ 
hninl tll< endor91:!D<l1t oflhc cU,;,;a Q1llllllitta: ofthatho.spi"'1 !or 1hel""JIO"' of oupply oflhat dtug;.,.. a 
mi::diul pn<1ilioncr~ by• ~t speci.alist m,d;al ooll.cge"' ,pocialist medical society for Ille 
F"'P""' Of"'l'ply of Ilic °"'8-

tbc Scc:t'IUfy oflhe DepffllllCDI of Health md Aged C:Mz may give 11olicc of n,vocation ofiliis 
autborisirti011 at 1111)' time 8.11d. that my autl1oriution would be valid only until revoked or until the 
sp«:ificd product or a sintilar prod1.1ct Is ll!gistered in Australia, wbi,;h cvt:t i.s the carlia. 

J t.gret to: 

obtain fram cacll patient (or guanlian) conscn1 in relation to the proposed U<t of the um,,gistcred 
product. and in thu CaD!exl, inform the plllicm: that the prodilct is not rcgi.5tcred in Australia. 

report any iruspected adverse xeactions to the TGA. 

to provide the TGA with a quartMly ~oft on the number of parienr.s foe whom I have pn:iscribed the 
product. 

,:o comply with all relevant StaWTcrriiory legislation. 

Signa.ture: ---~/AJw._CL., ==Jj,__ __ Date: 

Medical Pnctitioner'• name ;md address. 

Asc··-""f. " ... , .. , JO "'l!- l 1.~ 4' t JI"' 

1ST f;ELD HOSPITAL 
HOLS\'VORTMY 217 'I 
Pu.:,.,,:. \02\ qc,oc, 10:~ 3. 
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