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AG:REEMENT TO TREATMENT DIRECTJONS 

AUTHORISATION OF PRESCRIBERS UNDER SECTION 19(5) OF THE 
THERAPEUTIC GOODS ACT 1989 

Unregistered drug to be supplied (prescribed): J:4-H'Ji O ~v1rJC 

Route of administration/ dosage fonn: 

Condition / reason for prescribing: 

Supplier's name and address: f K- 6 1/, r;.. /4tr11 , ~&(,, · ~ 
Name of Body endorsing this application: ,iwtl 

I understand that: 

the product is not registered for marketing in Australia and that the Therapeutic Goods 
Administration (TGA) is unable to vouch for the quality, safety or efficacy of this unregisteied 
product, and that its use is regarded as experimental. 

me giving ofan authority 1.lllder subsection 19(5) does not render the Commonwealth, the Secretary 
or a delegate of the Secretary liable to a person in respect of loss, damage, or Injury of any kind 
suffered by the person as a result of, or arising out of the use l'lf, therapeutio goods by that person or 
another penon. 

the produot may be prescribed only for patients in an authorised prescriber inunediate care. 

an authorised prescriber must continue IO have an appropriate endorsement in order to supply the 
dJug. 

That is, .m authorised prescribtt must be a medic11l practitioner engaged in ctiJu.cal practioe P1 a hospital. and 
having the tndorsesnent of the er.hi.cs cornmittte of that hospital tbr th~ purpott of it1pply of that drug; or 11 
medic41 prJCtitionet en.doned by a relevant spocialist medical college o:r specialist medical sOClety far the 
purpose of supply of the drug . . 

the Secretary of the Department of Health and Aged Care may give notice of revocation ofthls 
authorisation at any time and that any authorisation would be valid only until revoked or until the 
specified product or a similar product i~ registered in Australia, which ever is the earlier. 

I agrte to: 

obwn from each patient (or guardlan) consent in remtion to the proposed use of the unregistered 
product, and in this context, infonn the patient that the product is not registered in Australia, 

repo~ any suspected adverse reactions to the TOA. 

to provide the TGA with a qu:1rterly repon on the number of patients for whom I have prescribed the 
product 

. to ~mplv;£ all «le~ State/Territo,y legislation. . . 

Signarure ... ld 4rf-·~ Date J.J/ ;pl(?_ (X) 

Medip!l Practitioner's name and address. Jiv. ~ ~, 
~"~-
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