Preface
This template is provided for use by medical practitioners when prescribing a product via the Therapeutic Goods Administration (TGA) Authorised Prescriber (AP) scheme.
The TGA requires the following:
The Authorised Prescriber must advise patients: 
· that the TGA has not evaluated the ‘unapproved’ good’s safety, quality and efficacy 
· of the possible benefits and risks of its use 
· of the possibility that there may be unknown side effects 
· of any alternative approved goods 
It is best practice to:
· obtain informed consent in writing 
· provide a copy of your informed consent form template to the HREC or specialist college 
· keep the signed informed consent form on the patient’s file
This consent form is a guide only and authorised prescribers are free to alter it as they feel is most appropriate to appropriately inform patients under their care about the nature, and rationale for the use, of the relevant product/s, provided the conditions above are met.
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CONSENT FORM FOR AUTHORISED PRESCRIBER

DRUG/DEVICE NAME: <<insert name of product>> 
SUPPLIER/MANUFACTURER: <<insert supplier/manufacturer>> 
INDICATION: To be used in the treatment of <<disease/condition>>
The above drug is <<not generally available/registered for this purpose>> in Australia and has not been evaluated or approved by the Therapeutic Goods Administration. The drug is being made available under the Therapeutic Goods Administration Authorised Prescriber scheme which allows medical practitioners to prescribe drugs or devices which are either not marketed or are not registered for use in the treatment of your disease or condition in Australia.
[bookmark: _GoBack]You will be advised of all major and significant minor side effects before starting treatment. However, there may be side effects of which the doctors are not yet aware. No assurance can be given as to the quality, safety and efficacy of this drug. 
<<either list side effects below OR attach product information if available>>

Patient Consent
I (name) __________________________________ acknowledge that the nature, object and potential risks of this drug treatment have been fully explained to me to my satisfaction. I also acknowledge that the medical practitioner has explained any alternative treatment using registered drugs <<delete if irrelevant>>. I have been given the opportunity to ask questions relating to any possible physical and mental harm that I might suffer as a result of the treatment and I have received satisfactory answers. 

_______________________________				________________
Signature of patient			 				Date 

_______________________________				________________
Name of patient (please print) 					Patient UMRN



Statement by Prescriber/Medical Practitioner
I have fully explained to the patient ______________________________ the nature, purpose and risks of the drug treatment to be employed.

______________________________			__________________
Signature of Authorised Prescriber			Date

_______________________________
Name of Medical practitioner
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