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HREC letterhead 




[Medical Practitioner’s Full Name]
[Ahpra Registration number]
[Practice Name] 
[Practice Address]


[Date]

Dear [Medical Practitioner’s Name],

<Insert a clear statement that the approval/endorsement is being provided for the purpose of the medical practitioner becoming an Authorised Prescriber of an unapproved product under section 19(5) /section 41HC/section 32CM of the Therapeutics Goods Act and a declaration that all necessary documentation has been reviewed. This declaration may be included within the letter or provided as a separate document.>

Details of [approval/endorsement]
This [approval/endorsement] is restricted to the following circumstances:

	Unapproved therapeutic good (Medicine, device or biological not listed on the ARTG) 
	<Specify the unapproved therapeutic goods covered by this approval/endorsement. Medicinal cannabis products are accepted under the following categories: 
· Schedule 4 medicinal cannabis products
· Schedule 8 medicinal cannabis products>

	Dosage form
	<E.g., Tablet or N/A for device>

	Route of administration
	<E.g., Oral or N/A for device>

	Indication(s) for use
	<Specify the medical condition(s) e.g., Chronic pain, sleep disorder>

	Class of patient
	<E.g., adult and/or paediatric patients>

	Prescribing location site(s)
	<List the addresses of each site where the unapproved therapeutic good will be prescribed at>

	[Approval/endorsement] date of effect
	<Specify the date on which the approval or endorsement takes effect e.g., 01/01/2026. The approval or endorsement date must not be prospectively dated>

	[Approval/endorsement] expiry date
	<Specify the date on which the approval or endorsement expires e.g., 01/01/2028. AP authorisations via the standard pathway are granted up to a maximum of 24 months, or until the expiry date on the approval/endorsement, whichever is sooner>






Conditions
<Insert the conditions the HREC or specialist college applies to the medical practitioner’s approval/endorsement. Conditions may include the submission of usage reports, reporting of adverse events, or revocation rights.> 

[Signature of HREC Chair*] 

[Chair Full Name]
[Position]
[HREC name/Specialist college name]

[Date of letter]
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	*Must be the chair of the HREC. Where the prescriber does not have access to a HREC this can be the appropriate representative of an endorsing Specialist College.
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