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About this consultation 
Under the Therapeutic Goods Act 1989 (the Act), the person who holds the listing of a medicine in the 
Australian Register of Therapeutic Goods (ARTG) (the Sponsor) is required to ensure that all 
therapeutic goods intended for inclusion in the ARTG comply with applicable standards. The 
standards include: 

• a standard that is constituted by the matters specified in an order under section 10 that is 
applicable to the goods (also known as a ministerial standard or a Therapeutic Goods Order 
(TGO)); 

• default standards, being: 
o the British Pharmacopoeia (BP) 
o the European Pharmacopoeia (Ph. Eur.); and 
o the United States Pharmacopeia-National Formulary (USP-NF) 

• a homoeopathic standard; 
• an anthroposophic standard.  

Issue 1 

In some cases, the USP-NF contains monographs relevant to listed medicines that are not available in 
the other default standards, meaning that the USP-NF is the sole applicable quality standard.  

However, there is currently a lack of legal clarity for Sponsors as to whether the requirements in the 
USP-NF for ‘dietary supplements’ (the type of goods regulated as listed medicines under the TGA’s 
regulatory framework) are mandatory requirements for listed medicines supplied in Australia, because 
the USP-NF itself permits voluntary compliance for dietary supplements, based on whether or not a 
statement of compliance is included on the medicine’s label.  

This paper proposes to establish a new TGO that clarifies when the requirements in the USP-NF for 
‘dietary supplements’ applies to listed medicines (Option 2). 

Issue 2 

International standards are developed for different regulatory frameworks and the requirements in the 
default standards might not always align or be achievable in the Australian context. Under the Act, 
there are currently mechanisms available by which Sponsors can request (by applying and paying for 
an application) a consent from the Secretary that would allow a Sponsor to supply therapeutic goods 
that do not conform with a standard applicable to the goods (other than by reason of a matter relating 
to labelling or packaging) or the Minister may, by legislative instrument, determine that specified 
monographs or specified statements in default standards are exempt (and therefore do not apply to 
certain therapeutic goods). 

The consultation paper seeks specific details from stakeholders on whether they have any concerns 
with certain monographs, statements or notifications in the USP-NF that they consider are not in 
complete alignment within the Australian regulatory framework with a justification for their views. 

Proposed options 

The Options proposed to address the above issues are: 

• Option 1 – Status quo. Do not provide clarity on the applicability of requirements of the USP-
NF for listed medicines. 

• Option 2 – Establish a new TGO clarifying the quality requirements for certain listed 
medicines. 

We invite interested stakeholders to provide feedback by answering the questions in this consultation 
paper in the consultation hub by 15 January 2027.  

If you have any questions relating to this consultation, please email: 
nonprescriptionmedicines@health.gov.au. 

https://www.tga.gov.au/resources/artg
https://consultations.tga.gov.au/tga/clarifying-regulation-dietary-supplements
mailto:nonprescriptionmedicines@health.gov.au
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Introduction 
Medicines that are considered lower risk (due to containing low risk ingredients and making low level 
health claims) can be entered as ‘listed’ medicines on the ARTG and are suitable for self-selection by 
consumers without a prescription or a pharmacist’s advice e.g. most vitamin and mineral supplements.   

Listed medicines (identifiable by an ‘AUST L’ ARTG number on the medicine label), are not 
individually evaluated by the TGA before they are supplied in the marketplace. Instead, Sponsors 
must certify that their medicine meets all applicable requirements in relation to safety, quality and 
efficacy.  

Sponsors of assessed listed medicines (identifiable by an ‘AUST L(A)’ ARTG number on the medicine 
label), like other listed medicines, self-certify that their medicine meets all applicable requirements in 
relation to safety and quality. However, unlike other listed medicines, the efficacy of an assessed listed 
medicine is pre-market evaluated by the TGA. 

Under the Act, Sponsors are required to ensure that all therapeutic goods intended for inclusion in the 
ARTG comply with applicable standards. Ensuring product quality and labelling meets established 
standards supports the safety and efficacy of medicines supplied to the Australian public.  

The standards include: 

• a standard that is constituted by the matters specified in an order under section 10 that is 
applicable to the goods (also known as a ministerial standard or a Therapeutic Goods Order 
(TGO)); 

• default standards, being: 
o the British Pharmacopoeia (BP) 
o the European Pharmacopoeia (Ph. Eur.); and 
o the United States Pharmacopeia-National Formulary (USP-NF) 

• a homoeopathic standard; 
• an anthroposophic standard.  

Legislation 
• Subsection 10(1) of the Act provides an administrative power for the Minister to make a TGO 

determining that matters specified in the order constitute a standard for therapeutic goods or 
class of therapeutic goods identified in the order (whether or not those orders are the subject 
of a monograph in the BP, the Ph. Eur., the USP-NF, a homoeopathic pharmacopoeia or an 
anthroposophic pharmacopoeia). A TGO can modify or substitute the applicable default 
standards as appropriate.  

• Under subsection 13(2) of the Act, if a TGO applies to a medicine and there is an 
inconsistency between the TGO and a default standard (such as statements or monographs 
from the BP, Ph. Eur. or USP-NF), the TGO takes precedence, i.e. the requirements in the 
default standard are disregarded to the extent of the inconsistency.  

• Sections 14 and 14A of the Act provide mechanisms for the Secretary, in specified 
circumstances, to consent to import, supply or export of therapeutic goods that do not comply 
with an applicable standard. 

• A legislative instrument made under section 3C of the Act allows the Minister to determine 
that specified monographs, or specified statements in those monographs, in the BP, Ph. Eur. 
and USP-NF are exempt in relation to specified therapeutic goods (sections 3C(1) and 3C(2) 
of the Act).  
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Issue 1: Lack of clarity as to whether compliance with the 
USP-NF is mandatory for listed medicines in Australia 
The regulatory system for listed medicines requires compliance with applicable statements and 
monographs in the default standards. In some cases, the USP-NF has monographs that are not 
available in the other default standards, meaning that the USP-NF is the sole applicable quality 
standard. 

There is currently a lack of clarity for Sponsors as to whether the requirements in the USP-NF for 
‘dietary supplements’ (the type of goods regulated as listed medicines under the TGA’s regulatory 
framework) are mandatory requirements for medicines listed in the ARTG and supplied in Australia.   

The dietary supplement labelling requirement as presented in the USP-NF is a source of potential 
confusion among Australian medicine Sponsors and stakeholders, because: 

• under the Act, the USP-NF is a default standard and compliance is mandatory for products 
included in the ARTG for supply in Australia (unless consent has been given under s 14/14A 
or an exemption or contradictory TGO applies) should there be statements or monographs 
that are relevant to the product; however, 

• the USP-NF itself permits voluntary compliance for dietary supplements. 

Part 3.10.20 of the USP-NF General Notices and Requirements provides the following criteria to 
determine if the USP-NF is applicable to dietary supplements and their ingredients: 

‘An article recognized in USP or NF shall comply with the compendial standards if the article is 
a […] dietary supplement, dietary ingredient, or other ingredient intended for incorporation into 
a dietary supplement and is labeled as conforming to the USP or NF.’ 

Therefore, the USP-NF applies/does not apply to dietary supplements (or constituent ingredients) 
based on whether the labelling of the final good includes a statement that it conforms to the USP-NF 
(USP-NF Citation). That is, compliance with the USP-NF is only a requirement if the product includes 
a USP-NF Citation. Consequently, this can be interpreted to mean that compliance with the USP-NF is 
voluntary. 

Under the TGA’s ministerial standard, the Therapeutic Goods (Standard for Labelling of Non-
Prescription Medicines (TGO 116) Order 2026 (TGO 116), an USP-NF Citation is not required on the 
label of listed medicines marketed in Australia. In addition, inclusion of such a statement on a 
medicine label in Australia would not be meaningful to consumers and could be a source of confusion. 

This can lead to the situation where a Sponsor may contend that compliance with the USP-NF is not 
mandatory in Australia, as the labels of Australian products do not need to include the USP-NF 
Citation.  

This is particularly undesirable where the USP-NF provides the only relevant quality standard for a 
listed good, as it could result in listed medicine sponsors/manufacturers having to determine their own 
quality criteria and/or listed medicines being supplied that are of insufficient quality. 

Consultation 

To address this issue, the TGA is proposing to clarify the circumstances in which compliance with the 
USP-NF is mandatory. The Option proposed in this consultation paper (Option 2) is that the TGA will 
create a TGO clarifying that compliance with applicable statements and monographs in the USP-NF is 
mandatory for listed medicines, unless there is an exemption from this requirement. 



https://www.legislation.gov.au/F2021L00594/latest/text
https://www.legislation.gov.au/F2021L00594/latest/text
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Proposed options 
This consultation proposes to clarify the circumstances in which compliance with the USP-NF is 
mandatory for Sponsors of listed medicines. Consideration of other standards are not in scope of this 
consultation. 
 
Options are provided below. 

Option 1: Status Quo 
Do not provide clarity on the applicability of requirements of the USP-NF for listed medicines. 

Reasons for this option: 

• Retains the ability for listed medicine(s) sponsors to interpret that compliance with an 
applicable quality requirement of the USP-NF is not mandatory in circumstances where a 
monograph or notification is not considered applicable or achievable in the Australian 
regulatory context. 

Reasons against this option: 

• Does not establish a legislative basis for compliance with the USP-NF default quality standard 
and therefore hinders the TGA’s ability to take any regulatory action if a specific medicine is 
found to be demonstrably non-compliant with this quality standard (and potentially of sub-
standard quality).  

• Does not provide consumers with assurances that all listed medicines are meeting applicable 
quality standards. 

• Fails to reduce confusion around medicine labelling, particularly regarding the presence or 
necessity of the USP-NF Citation. 

• Maintains legal ambiguity for Sponsors about when and how the USP-NF applies to listed 
medicines. 

• Prevents Sponsors from confidently complying with USP-NF quality requirements without 
citing it on the product labels. 

• Leaves inconsistencies across the Australian supply chain regarding the legislative application 
of USP-NF standards.      

• May reduce regulatory consistency and competitive neutrality by enabling different 
approaches to compliance with applicable USP-NF requirements for comparable ingredients 
and products.  

Option 2: Establish a new TGO clarifying the quality 
requirements for certain listed medicines. 
Establish a new TGO that, at a minimum, specifies that the matters outlined in the TGO for the dietary 
supplements or ingredients are to be treated as requirements of any of the default standards 
applicable to such goods—regardless of whether those goods are labelled as conforming to that 
standard. As such, the position in 3.10.20 of the USP-NF General Notices and Requirements would be 
disregarded under subsection 13(2) of the Act to the extent of any inconsistency.  

Sponsors are also encouraged to provide details of statements or monographs that may not be 
applicable in the Australian context, together with supportive information for this assertion and in 
addition, proposed amendments/omissions from the default standards.  
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