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NOTIFICATION
The following notification is being circulated in accordance with Article 10.6

	1.
	Notifying Member: AUSTRALIA
If applicable, name of local government involved (Articles 3.2 and 7.2): 

	2.
	Agency responsible: 
Therapeutic Goods Administration; Department of Health, Disability and Ageing

	3.
	Notified under Article 2.9.2 [X], 2.10.1 [ ], 5.6.2 [ ], 5.7.1 [ ], 3.2 [ ], 7.2 [ ], Other: 

	4.
	Products covered (HS codes or national tariff lines. ICS numbers may be provided in addition, where applicable): Medicines

	5.
	Details of notified document(s) (title, number of pages and languages, means of access): Medicine labels: Proposed changes to rules for the new standards replacing TGO 91 and TGO 92; (93 page(s), in English)
Link to notified document(s) and/or contact details for agency or authority which can provide copies upon request: 
https://consultations.tga.gov.au/medicines-regulation-division/proposed-changes-to-labelling-of-medicines
Copies can be requested from TGA.Scientific@health.gov.au

	6.
	Description of content: The Therapeutic Goods Administration (TGA) is Australia's regulatory authority for therapeutic goods. We regulate therapeutic goods for safety, efficacy, performance and quality to help protect and improve the health of Australians.
There are provisions under the Therapeutic Goods Act 1989 to establish quality standards for therapeutic goods. These standards, known as Therapeutic Goods Orders (TGOs), can specify particular labelling, packaging or other requirements. Once approved, TGOs are registered as legislative instruments on the Federal Register of Legislation in Australia.
The following TGOs for labelling medicines are due to sunset (expire) on 1 October 2026:
· Therapeutic Goods Order No. 91 - Standard for labels of prescription and related medicines (TGO 91)
· Therapeutic Goods Order No. 92 - Standard for labels of non-prescription medicines (TGO 92).
They apply to medicines entered in the Australian Register of Therapeutic Goods (ARTG) for supply in Australia.
TGO 91 and TGO 92 set out the type of information that must be included on the label and in what circumstances, as well as general requirements, to support the safe and quality use of medicines.
TGO 91 and TGO 92 are working well, but several areas for improvement have been identified. We plan to replace them with new standards before they expire. The new standards will include some changes to requirements to further support the safe use of medicines and give more clarity to medicine sponsors.
The TGA is conducting a public consultation between December 2025 and February 2026 to seek feedback on proposed changes to labelling requirements for the new standards. Some key proposed changes include:
· Update the list of substances that must be declared on medicine labels.
· Require a warning on non-prescription medicines that are large oral dosage forms.
· Improve access to information about excipient ingredients on labels of medicines that are self-selected by consumers.
· Stop allowing embossing or debossing of batch numbers and expiry dates on the saleable pack unless they are also printed or clearly contrast with a dark background.
· Make minor changes to how active ingredients and their quantities can be displayed.

	7.
	Objective and rationale, including the nature of urgent problems where applicable: Medicine labels give health professionals and consumers important information to help them use medicines safely and correctly. If labels are hard to read or understand, medication errors are more likely.
TGO 91 and TGO 92 support the safe and appropriate use of medicines by consumers and health professionals through appropriate labelling. Certain aspects of these labelling requirements need improvement to better support the safe use of medicines, or to give medicine sponsors more clarity.
With TGO 91 and TGO 92 due to sunset on 1 October 2026, we have an opportunity to update and improve requirements for medicine labels.
The TGA is seeking feedback to help make sure the proposed updates to labelling requirements for the new standards are clear and support medicine safety.
Some key objectives of the proposals include:
· Align more closely with food labelling rules by updating the substances that must be declared on medicine labels. For example, we propose to require wheat to be declared.
· Improve information available on medicine labels to help consumers make informed choices. For example, following reports of serious choking related adverse events, we propose adding warnings about large oral dosage forms.
· Clarify labelling requirements for medicine sponsors.
· Update rules so that they are fit for purpose, reflect related policy changes since TGO 91/92 were made in 2016, and reflect technological advancements such as increased consumer use of QR codes.
· Reduce exemptions under Section 14 of the Therapeutic Goods Act 1989 for medicine labels by aligning requirements with accepted label practice.
<; Consumer information, labelling; Protection of human health or safety

	8.
	Relevant documents: 
· Therapeutic Goods Order No. 91 - Standard for labels of prescription and related medicines
· Therapeutic Goods Order No. 92 - Standard for labels of non-prescription medicines
· Labelling medicines to comply with TGO 91 and TGO 92

	9.
	Proposed date of adoption: To be determined; Before 1 October 2026.
Proposed date of entry into force: To be determined; We propose a 3-year transition period for most changes to give medicine sponsors time to update their labels. For labelling changes for large dosage forms, the proposed transition period is 2 years.

	10.
	Provision of comments
Final date for comments: 17 February 2026
[X] 60 days from notification 
Contact details of agency or authority designated to handle comments regarding the notification: 
Australian TBT Enquiry Point
Department of Foreign Affairs and Trade
Canberra
Ph +61 2 6261 1111
tbt.enquiry@dfat.gov.au
www.dfat.gov.au
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