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NOTIFICATION
Addendum
The following communication, dated 22 October 2026, is being circulated at the request of the delegation of Australia.

_______________


Title: Medicine labels: Proposed changes to rules for the new standards replacing TGO 91 and TGO 92

	[bookmark: _Hlk24973414]Reason for Addendum:

	[ ]
	Comment period changed - date: 

	[X]
	Notified measure adopted - date: 25 September 2026; Only some of the measures in the original notification have been adopted at the time of this addendum.

	[X]
	Notified measure published - date: 28 September 2026; Standards were registered on the Federal Register of Legislation on 28 September 2026.

	[X]
	Notified measure enters into force - date: 30 September 2026; The standards commenced on 30 September 2026 with a 5-year transition period. Medicines released for supply from 1 October 2031 must comply with the relevant standard.

	[X]
	[bookmark: _Ref40866877]Text of final measure available from[footnoteRef:2]:  [2:  This information can be provided by including a website address, a pdf attachment, or other information on where the text of the final/modified measure and/or interpretive guidance can be obtained.] 

https://www.legislation.gov.au/F2026L01311/latest/text
https://www.legislation.gov.au/F2026L01312/latest/text

	[ ]
	Notified measure withdrawn or revoked - date: 
Relevant symbol if measure re-notified: 

	[ ]
	Content or scope of notified measure changed and text available from1: 
New deadline for comments (if applicable): 

	[X]
	Interpretive guidance issued and text available from1: 
At the time of this addendum, information about the new standards is available from:
https://www.tga.gov.au/news/news-articles/new-medicine-labelling-standards
https://www.tga.gov.au/products/medicines/labelling-and-advertising/medicines-and-biologicals-labelling-and-packaging/medicine-labelling-requirements-information-sponsors.
We will publish guidance as soon as practicable to support interpretation and implementation of the new standards.

	[ ]
	Other: 



Description: Following consultation with stakeholders, the Therapeutic Goods Administration (TGA) introduced 2 new medicine labelling standards in September 2026 to support the safe use of medicines and reflect current labelling practices:
· Therapeutic Goods (Standard for Labelling of Prescription Medicines) (TGO 115) Order 2026
· Therapeutic Goods (Standard for Labelling of Non-Prescription Medicines) (TGO 116) Order 2026.
These standards were registered on the Federal Register of Legislation on 28 September 2026 and commenced on 30 September 2026. They replace:
· 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).
Medicine sponsors have a 5-year transition period to comply with TGO 115 and TGO 116. During the transition period:
· prescription medicines may comply with either TGO 91 or TGO 115
· non-prescription medicines may comply with either TGO 92 or TGO 116.
Sponsors may also adopt certain provisions in TGO 115 and TGO 116, in place of corresponding provisions in TGO 91 and TGO 92, before fully transitioning to the new standards.
All medicines released for supply from 1 October 2031 must comply with the new standards.
For more information about the transition arrangements and implementation of the new standards, see:
· New medicine labelling standards
· Medicine labelling requirements: information for sponsors.
Following consideration of stakeholder feedback during consultation, some key changes to measures proposed in the original notification include:
· extending the transition period from 3 years to 5 years
· not proceeding with the proposal to 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
· not proceeding with the proposal to increase access to information about excipient ingredients on labels of medicines that are self-selected by consumers
· not proceeding with some proposed changes to requirements for declaring gluten on medicine labels.
Read more about the results of the consultation and what we planned to do for each proposal on the consultation page: Consultation on proposed changes to labelling of medicines supplied in Australia. After publishing the outcomes, we revised some aspects, including the transition arrangements, following further consideration and engagement with stakeholders.
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