[image: ]
[image: A black background with a black square

AI-generated content may be incorrect.]Research Ethics and Governance Office
Human Research Ethics Committee
TGA Authorised Prescriber Sub-Committee
CONSENT FORM FOR USE OF AN UNAPPROVED PRODUCT
Text in red is instructional only. Please delete before submission
I, _______________________________________ (name of patient)
of _________________________________________________________ (address)
have been asked to consent to my use of the following unapproved product prescribed by:
	Product
	

	Prescribing doctor
	


In relation to this unapproved product I have read the Patient Information Sheet and have been informed of the following points:
1. The ACT Health Human Research Ethics Committee (HREC) and the Therapeutic Goods Administration (TGA), have endorsed and approved Authorised Prescriber, (insert name here), to prescribe this unapproved drug 
2. The prescribing doctor and the TGA are unable to guarantee the quality, safety and efficacy of this product
3. Possible known adverse effects or risks related to the use of this product may include:
	Possible risk
	Severity* (low/moderate/high)
	Likelihood^ (low/moderate/high)

	
	
	

	
	
	

	
	
	


*^based on usual practice, literature, prescribing doctor’s knowledge of the product
4. Should I develop a problem which I suspect may have resulted from my use of this product, I am aware that I may contact the prescribing doctor:  
	[bookmark: _Hlk141026152]Name
	

	Clinic/Service
	

	Phone
	

	Email
	


5. (Insert name here) has assessed that therapeutic goods included in the ARTG have been unsuccessfully trialed and deemed unsuitable for the patient and has considered the risks and benefits of this unapproved drug in making the decision to prescribe it’s use
6. Begin optional text, delete if not required: Should I or my partner become pregnant during treatment using this unapproved product, I will speak to my doctor for advice End optional text
7. A copy of this consent form will be saved to my Digital Health Record (where applicable) 
8. Should I have any problems or queries about the way in which the study was conducted, and I do not feel comfortable contacting the research staff, I am aware that I may contact the ACT Health Human Research Ethics Committee Secretariat, Canberra Hospital, Yamba Drive, Garran ACT 2605 (ph: 02 5124 7968 email ethics@act.gov.au) 	
After considering all these points, I consent to the use of this unapproved product in my treatment.  
	Patient Name
	Signature
	Date

	

	
	

	Authorised Prescriber Name
	Signature
	Date
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