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Restricted representation application checklist
This checklist assists applicants to assemble the necessary information and supporting documentation to lodge an application (via the online application form) for approval to use restricted representations in consumer advertising under section 42DF of the Therapeutic Goods Act 1989 (the Act).
Preparing your application in accordance with the checklist will assist in producing a high-quality application that will minimise the time required for the TGA’s assessment. This checklist should be considered in conjunction with the Guidance for submitting an application for approval to use a restricted representation.
Checklist
	[bookmark: Scope_of_application][bookmark: Lodging_your_application][bookmark: Applicant_details]Requirement
	Description
	Check

	Business name*
	The business seeking approval to use the restricted representation in advertisements for the therapeutic good (the advertiser).
	☐ Complete

	Primary contact*:
	This is the person TGA will contact with any questions or correspondence about the application.
	☐ Complete

	[bookmark: Details_about_the_therapeutic_goods_to_b]Product*
	Confirm the correct ARTG number(s).
Ensure the ARTG number and product name are clearly communicated in the application form.
For goods exempt from inclusion in the ARTG, record the trade name of the good(s), as they appear on the label or in the instructions for use.
	☐ Complete

	Indication / intended purpose
	Indication / intended purpose as specified on the ARTG entry:
For goods exempt from inclusion in the ARTG, record the indications as they appear on the label or in the instructions for use.
	☐ Complete

	Serious disease, condition, ailment and/or defect*
	Specify the serious disease, condition, ailment and/or defect that you will be referring to (either expressly or by implication) in your proposed representation.
	☐ Complete

	Restricted Representation*
	Specify the restricted representations (i.e. the representations which refers to a serious disease, condition, ailment or defect you have identified above) for which you are seeking approval to use in advertising.
For example: product X is for use by people with diabetes
If you wish you can provide details about how you intend to use the proposed restricted representation(s) in advertising (for example if you intend to restrict the advertising to a certain target audience).
	☐ Complete

	[bookmark: Supporting_information_–_all_application]ARTG certificate
	A copy of the ARTG certificate(s) for each good included in your application (unless the good is exempt from the requirement to be included in the ARTG).
	☐ Attached

	Relevant permissions under 42DK or prior approvals under s42DF of the Act 
	If applicable, please provide a link to the relevant web notice (see Advertising permissions on the TGA website).
	☐ Provided ☐ N/A


Statements for Section 42DF of the Act
	Requirement
	Description
	Check

	A statement with appropriate evidence to demonstrate that your proposed representation(s) is accurate, balanced not misleading or likely to be misleading
(see section 42DF(1) of the Act)
	A written explanation describing how the proposed restricted representation(s) is accurate, balanced, not misleading or likely to be misleading when used in advertisements for the relevant good(s).
Where necessary attach evidence or provide citations (if the information is in the public domain)
	☐ Attached

	A statement with appropriate evidence to demonstrate that your proposed representation(s) would not raise any concerns in relation to the public interest criteria.
(see section 42DF(4)(c) of the Act).
	A written explanation to address the Public Interest Criteria set out in section 29 of the Therapeutic Goods Advertising Code:
	☐ Attached

	
	Whether the representation would be likely to exploit, or take advantage of, vulnerable consumers, or particular groups of consumers, impacted by the disease, condition, ailment or defect
	☐
	

	
	Whether the representation would be likely to delay or discourage consumers from seeking timely medical attention, where the attention is necessary to prevent negative health consequences, morbidity or mortality, or deterioration or progression of the disease, condition, ailment or defect
	☐
	

	
	Whether the representation (itself or together with other representations) would be likely to have a negative impact on public health
	☐
	

	
	Any other public interest criteria you may consider relevant
	☐
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