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The Director 
Drug Safety and Evaluation 
Branch, Therapeutic Goods 
Administration 
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TO 062328112 P. 01 Sb 

From: Capt Graves 
3 RAR RAP 
HOLSWORTHY 
NSW 2173 

Fax: 02 96002133 
Tel: 02 96002261 
Email: 

Subject: ENDORSEMENT TO PRESCRIBE TAFENOQUINE 
Reference: l Date: 31 May 2000 l Paqes (includina 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 
immedlately 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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~ ARMY MALARIA INSTITUTE 

Weary Dunlap Dltc., Gallipoli~ ENOGGE!lA, 4152 

AMI 548-7-41 
AMI /00 

Mr.ZHllWU' 
Experimental Drugs Section 
Therapeutic Goods Administration 
PO Box 100 
WODEN ACT 2606 

l~NDORSEMENT TO l'RESCRIBE TAUNOQUINE 
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to be an authorisro prescriber of T afc:noquine under the pxcscribing direction Pfovided by The 
Institu~. 

P.rescribing of Tatenoquine endotsed by the Anny Malaria Institute 

T3fc:noquine ls an aminoquinolone analogous to Prinwquinc. Primaquine is presently 
recommended by the Army Malaria Institute (AMI) for the cmdication and treatment of Vi"ltlfX 
Malaria. Tafenoquine hes been trialed by AMI in both Bougainville and East Timor for 
eradication and treannenL It has been fuund to be effective and safe. This supports trials 
conducted by SmithKline Beecham, the manufactmer ofTafenoquine. 

AMI di=ts prescribing of Tafcnoquine for the puxposes of treating rccmn:nt Vivax Malaria 
in Defence Personnel after initial treatment with Chloroquine (IA W HP02I5). For 
endorsement to prescribe Tarenoquine in treattnerJt of recurrent Vivax Malaria, the following 
re<~ must be met by the e:rulorsed and prescribing medical officer. 

- DisCU$Sion of each case with the AMI Medical Officer on call (T: 0407 150384), 

- Diagnosis of recurrent Vivax Malaria and the primiuy episode of Vivu Malaria must be 
canfinned to AMI (to the satisfaction of the OC Clinical Field, AMI) prior to use of 
Ta!enoquinc, 

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

- The patient will be infonncd of the nature and potaltial side effects of Tafenoquine and 
this is to be recorded in the Patient ~cal Documents, 

- Tafenoquine tn:almcnt is to begin prior to any further evidence of VivaJC Malaria (usually 
within one week of concluding Chloroquine treatment), 

-.:;i1nl I ISNJ HT:4H""H,1 J.l,l>-tH l,Jf'l>,,i...t 
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The protocol forTafenoquine shall be: 

200mg base daily for three days 

TO 
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followed by 200mg base weelr;ly for eight wi:eks. 
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·· Provision of blood slides (thick and thin film) or samples (should PCR be required for 
diagnosis) with results of a full blood count and liver function tests are rcquiicd: 

- Prior to onset of tn:atment with Chloroquine (IA W HPD215), 

- Following treatment with Chloroquine, 

- Following treaimeot with Tafenoquine and 

- On tbe occurnnce of any in~unent illness requiring medical attention during the 
course of the treatment program, or 

- In tb.e event of any recurrence of Vivax Malaria in the following 12 months. 

M:DEDS'BlN 
LTCOL 
DEPUTY DIRECTOR, AMI 

Tel: 07 3332 4930: Fax: 07 3332 4800 

14 April 2000 

~£0"d 
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AGllDaNT TO l'.REA TMENT l>lRECTIONS 

AUTHOIUSATION OF PRl:SCIIBl1 RS ONJ)ER si.:cnoN 19(5) OF T.QJ 
1'.RERAPEUTIC GOOJ)S ACT 191!1 

Cmegi&tercd drug to be supplied (p.rescribed): ~_,,.J'J f),;,,J£ , 
Route o!adminimation I dosage furm: _......c,(R;M_:..:;..;;....;::'--· __________ _ 

SupPlitr's 1Wne and addreS$: 

£t.WllA.b,r, 1/N ,t,.,--~ . 

.ft< - fl . I /Jvyi, . 
J 

Nnme ofBOdy endorsing this application: 

I irndCl'IWld daat: 

!he prodl1c;t is not~ mr ~ ill A1lslralla iUld that the Thaapcuric Goods 
Admmi..,,.lion (TGA) is Wllble to vouch b-tha q,,atity, safuy ar tffigcy of this~ 
product, ud that~ use is ~as~-

the Jiving of~ anthmity lllldcr substrtinn 19(S) docs not l'Clldel"the Commonwealth, tlm Secretary 
or a clelepte of1lic SOc:n:taly liable ID a peimn. ill respea of lou, dam,,cc, or utjwy of miy lti!ld 
suffi:rcd by'Che person u a n:sult af. or arisia1J 011t o!'lhc use of. thelapmJ!ie. t')Ods bytlm pet!on or 
mother J)Cn<III. 

tht! pnxh,ct may be: pn:&Cribcd only mr J)3titMs in .mauiharised pmcrihtt immcdiau, car,:. 

an aulhorised pz,:5Cribcr must continne ro .bavc III appropriate endotscmeut in C)Jder ~ supply the 
drug, 

Thati<. on mbori,cdJ>l'S<rlbet lllll5t be •lm!dial praditian<("IIPlj<d in diniCll JlllClir,:atahmpit.,ol aod 
bmng ~- r:nt of1hc~1,101111(1..,. ofllllllm5pilll!m:tlcp111pO>OoC~Dflhttdlllg; "'" 
lli<'di"8I p,li<l!daoo, ~ by a~ sp,,i.Jid modic:al ...u.g. as, q,,cioli&t n,i,&.i -'Cly toe Iba 
pmJ"*of""l'l'IYa!111<~ 

tbc: ~ of the l)qmtinem of Haith alld Apl c:..n:, may &ivc: 1IQlj,Cc oficvOQlion of this 
aumoriatiort At Illy tiiJ1'. a,,d that any aulbc,rigtio,, 'IIIOUld be wlld only t.Ullil re,,Qtod QC 1llJtil m,; 
!p!cifiod pn,duct r,r a similar p?Ociuct ia ~ in Au5fnlia, 'llltrich ever Is 111c carlitt. 

I sgneto: 

obtain frl!UI each patif:ltt (or giwdian) CObStrDt in rcl.a:lion to the JllOll(li\lCd uu oflhc unn,gjstcred 
product, aix1 in this comm, illfimn the patient !bat 1hc prOduct is aat rcgistmid m AuunJia 

rcpcn 114y S115pe('ted advt:ne ttac!iotl5 to the TGA. 

to p!Ollid~ lhe TGA with• ~Jy n:pan: <1111hr: llUllmCr of p.tien!S b: whom I~ prcsmbcd dJc 
product. 

TOTAL P.04 




