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TREATMENT WITH AN UNAPPROVED PRODUCT
PATIENT INFORMATION SHEET
Text in red is instructional only. Please delete before submission
	Product name
	

	Dosage and Frequency
	

	Purpose for which product will be used
	

	Prescribing doctor
	


1. What is the purpose of this document?
Your doctor has recommended that you should be treated with the above-named product. This product is not an approved product listed in the Australian Register of Therapeutic Goods (ARTG). Its use in this case has been approved by the ACT Health Human Research Ethics Committee and the Therapeutic Goods Administration (TGA) under section 19(5) of the Therapeutic Goods Act 1989.  
Before you consent to using the unapproved product, we need to tell you what being unapproved means and the possible risks with the use of this product.
2. What is an unapproved product?
An unapproved product is one that has either, not been approved, or has been approved and subsequently been removed from the register for supply by the government’s regulator, the TGA.
There are circumstances where patients may require access to medicines or medical devices that are unapproved. In these circumstances a doctor may be granted authority to become an authorised prescriber of a specified unapproved therapeutic good (or class of unapproved therapeutic goods) to specific patients (or classes of recipients) with a particular medical condition.
Because it is an unapproved product, the prescribing doctor and the TGA can give no guarantee as to the quality, safety and efficacy of the product.
The product may still be the best treatment for you in your particular circumstances. This is something for you and your doctor to discuss.
3. Has this product been approved in other countries?
Describe the regulatory status of the product in overseas countries with regulatory standards comparable to those in Australia such as USA, UK, The Netherlands, Canada and Sweden) or if not approved in any of these countries whether the product has been the subject of clinical trials either in Australia or overseas.
4. What is the status of this product in Australia?
Provide relevant information including whether or not the unapproved product has been withdrawn from the Australian market or refused registration because of safety concerns
5. What are the risks of using this product?
We can only describe the risks of using the product in terms of what is known so far about the product. There may be other risks we do not know about. The main known risks of using this product are as follows:
	Possible risk
	Severity* (low/moderate/high)
	Likelihood^ (low/moderate/high)

	
	
	

	
	
	

	
	
	


*^based on usual practice, literature, prescribing doctor’s knowledge of the product
[bookmark: _Hlk142468979][bookmark: _Hlk142468989]Begin optional text, delete if not required: Should you or your partner become pregnant during treatment using this unapproved product, please speak to your doctor for advice. End optional text
6. What are the benefits of using this product?
We can only describe the benefits of using the product in terms of what is known so far about the product. There may be other benefits we do not know about. The main known benefits of using this product are as follows: 
· Insert potential benefits
7. What should I do if I want to discuss this product further before I decide?
When you have read this information, your doctor will discuss it with you and answer any queries you may have. You are also able to take this information away with you and discuss it with your family, friends, treating doctor or any other person you choose. The name and contact details of your prescribing doctor are:
	Name
	

	Clinic/Service
	

	Phone
	

	Email
	


8. Who should I contact if I have concerns about the management and use of this product?
The use of this unapproved product has been endorsed by the ACT Health Human Research Ethics Committee (HREC)’s TGA Authorised Prescriber Sub-Committee (TGA APSC) and by the TGA. If you experience clinical concerns or side effects such as those listed above please contact [Dr name] using the contact details provided. 
For your general health unrelated to [the unapproved product name] please continue to see your usual general practitioner and treating clinicians. A copy of your signed consent form will be saved to your Digital Health Record (where applicable).
Should you have any administrative complaints about the use of the product, and do not feel comfortable discussing this with your doctor, you may contact the HREC secretariat who is nominated to receive administrative complaints. You should contact the secretariat on 02 5124 7968 or ethics@act.gov.au for non-clinical administrative matters only.
Thank you for taking the time to consider the use of this product.
If you wish to use the product as part of your treatment, please sign the attached consent form.
This information sheet is for you to keep. 
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