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Option 2: Directly reference AS/NZS 2604 in new instrument for sunscreen testing requirements. 

Option 2 was generally viewed as a balanced or pragmatic approach. Respondents supporting this option 
considered that directly referencing AS/NZS 2604 in a new instrument would improve the timeliness and 
flexibility of adopting sunscreen testing requirements, while retaining the benefits of the existing AS/NZS 
2604 framework. This included local regulatory control, maintaining domestic technical and industry input, 
supporting trans-Tasman alignment, and enabling international methodologies to be adapted to Australian 
conditions. 

Industry (domestic and international), health professionals, and academic respondents commonly thought 
option 2 would address delays in legislative adoption and commonly emphasised that AS/NZS 2604 provides 
an important framework for consumer protection and regulatory certainty, particularly given Australia’s unique 
UV environment, high incidence of skin cancer, and the classification of sunscreens as a therapeutic good.  

Support for option 2 was often comparative and cited concerns included that direct adoption of ISO 
standards (option 3) could lead to reduced domestic influence and tailoring to Australian conditions, reduced 
Australian-specific safeguards, increased compliance complexity, and misalignment with New Zealand. 
Some submissions also noted uncertainty regarding how new or emerging methods would be validated and 
implemented.  

Option 3: Directly reference international ISO standards in a new instrument for sunscreen testing 
requirements.  

Option 3 received substantial support from respondents (industry, consumers, professionals, academics, 
authorities and not stated) prioritising regulatory agility, faster adoption of updated scientific and technical 
developments, and closer alignment with internationally recognised standards developed through 
international expert consensus.  

Some supporters also considered that direct ISO referencing could improve consumer protection and 
confidence in SPF claims, reduce double testing, support export competitiveness, improve clarity of testing 
requirements for manufacturers and testing facilities, and enable the TGA to respond more quickly to 
emerging safety, quality or efficacy concerns. 

However, support for option 3 was commonly qualified by the need for further detail and assurance on 
implementation requirements, ongoing consultation and Australian-specific considerations. Stakeholders 
sought clear specification of applicable standards, appropriate transitional arrangements, and technical 
guidance to support consistent implementation. Several submissions emphasised that directly referencing an 
ISO does not preclude the ongoing role of AS/NZS 2604, Standards Australia or local expertise. There was a 
general emphasis on the importance for Australian-specific requirements, including water-resistance claims 
and suitability for Australia’s high UV environment, with some highlighting a desire for greater Australian 
involvement in international standards development to help ensure these considerations are reflected. 
Stakeholders also noted the importance of avoiding divergence between therapeutic and cosmetic sunscreen 
requirements and managing trans-Tasman alignment.  

Hybrid/no option selected 

A number of respondents, predominantly authorities and some industry respondents, did not select a single 
option as proposed, but favoured a hybrid approach that drew elements from options 2 and 3. These views 
generally supported improving responsiveness and enabling more timely adoption of appropriate ISO 
methods, while retaining local expertise, domestic input to tailor Australian-specific requirements and trans-
Tasman alignment. Suggestions included referencing both AS/NZS 2604 and other equivalent or relevant 
ISO standards in a new instrument or adopting a principles-based instrument, supported by guidance, that 
identifies applicable or acceptable standards.   

Respondents cautioned against automatic adoption of ISO standards without due consideration of Australia’s 
high UV environment, water-resistance requirements, labelling arrangements, role of CS-042 and other 
domestic technical expertise and Australia’s classification of sunscreens as therapeutic goods.  

Overall summary 
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The TGA assessment is that maintaining the status quo would not adequately address these concerns. 
Although some respondents supported reliance on base formulation testing supported by GMP and stability 
programs, this position was generally qualified by requests for clearer guidance on formulation changes, 
testing expectations and acceptable variability. Consultation feedback also indicates that existing approaches 
may not fully ensure that SPF claims remain representative where products are scaled up, modified or 
maintained over time without further verification. 

The TGA notes that moderate support was given to keeping current testing requirements for base 
formulations with guidance to sponsors on when to conduct additional product testing which was generally 
viewed as a balanced and pragmatic approach. Respondents supporting this option considered that retention 
of base formulation testing, supported by clearer regulatory guidance, could improve consistency without 
introducing significant additional burden. The TGA agrees that clearer expectations are required, particularly 
in relation to triggers for retesting, interpretation of variability and evidence to support SPF claims. However, 
the TGA considers that reliance on base formulation testing alone, even with strengthened guidance, may 
not fully address whether the tested product remains representative of the product supplied to consumers 
over time. 

Mandating SPF testing at the time of listing on the finished product and periodically while the product is in the 
ARTG including over the shelf life of the product, received stronger support from consumers, professional 
groups, academia and authorities, particularly where respondents prioritised consumer protection, public 
confidence and direct verification of SPF claims. The TGA acknowledges that testing of the finished product 
provides the most direct assurance that the labelled SPF reflects the product supplied to and used by 
consumers. Respondents supporting this option also highlighted the role of periodic or lifecycle testing in 
strengthening confidence in SPF claims, improving accountability and supporting regulatory oversight.  

However, the TGA notes that support for option 3 was commonly conditional on implementation 
considerations. This included testing capacity, cost, impacts on product development timelines and the need 
for clear regulatory guidance on testing frequency, acceptable variability and interpretation of results. 
Respondents also raised concerns regarding the feasibility of mandatory testing at specific lifecycle stages, 
particularly where existing stability and GMP controls are relied upon to demonstrate product consistency.  

The TGA acknowledges that consultation feedback did not present a simple division between the options. 
Many respondents supported elements of both options 2 and 3, including approaches where base 
formulation testing is complemented by targeted finished-product testing or risk-based lifecycle verification. 
This indicates support for a more structured and transparent framework for SPF evidence, rather than 
reliance on sponsor judgement alone or prescriptive testing in all circumstances. 

The TGA considers that improving confidence in SPF claims requires clearer regulatory expectations across 
the product lifecycle. This includes clarification on when testing of the finished product is required, how often 
verification should occur, what constitutes a significant formulation change, and how variability in SPF results 
should be interpreted. These issues are closely linked to broader concerns identified in the consultation, 
including testing variability, laboratory oversight and the need for strengthened post-market assurance. 

On balance, the TGA considers that the preferred approach is to strengthen confidence that labelled SPF 
claims accurately reflect the performance of sunscreen products supplied to consumers by requiring direct 
verification of the finished product. SPF testing on the finished product at the time of listing, supported by 
appropriate periodic verification over the product lifecycle, would provide more direct and transparent 
evidence that products continue to meet their claimed level of protection. This approach would better address 
concerns raised through consultation about the representativeness of base formulation testing alone, 
particularly where products are scaled up, reformulated, transferred between manufacturing sites or 
maintained on the ARTG over time. 

The TGA therefore supports further consideration of a reform pathway that places greater emphasis on 
finished-product verification, implemented in a proportionate and risk-based manner. This would allow 
regulatory requirements to focus on circumstances where finished-product testing is most important, while 
taking account of stakeholder concerns about testing capacity, cost and implementation timeframes. Clear 
guidance on testing frequency, acceptable variability, significant formulation changes and lifecycle 
verification would be essential to support sponsors and laboratories and to ensure that strengthened 
requirements deliver practical, consistent and meaningful assurance of SPF claims. 
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Domestic industry and consumer respondents suggested that regulatory effect may be better directed 
towards strengthening oversight of SPF testing, including laboratory accreditation, improved consistency of 
SPF reports and increasing targeted post-market compliance checks.  

Option 2: Require sponsors to provide testing data to the TGA at the time of listing, which will be 
held in confidence. 

Option 2 received the strongest support across all respondent types (consumers, industry, professionals, 
academia, authorities, other and not stated) as a proportionate way to strengthen regulatory oversight while 
avoiding the risks associated with full public disclosure. 

Respondents commonly considered that confidential submission of SPF testing data to the TGA at listing 
would improve visibility of testing practices, support regulatory verification and compliance monitoring, 
increase sponsor accountability, and improve assurance of SPF claims; addressing the current limitations of 
the regulatory framework.  

Some respondents expected TGA to actively use submitted data for review, auditing, monitoring, 
enforcement and early issue detection, while others’ support was conditional on greater clarity about how the 
data would be used in practice (i.e. routinely assessed or simply held). More broadly, respondents raised 
implementation concerns, including the need for adequate resourcing and IT capability, and no material 
delays to the listing process.  

Respondents also suggested calibrated implementation approaches to balance improved regulatory 
assurance with administrative efficiency and confidentiality. These included mandatory submission at listing 
supported by targeted or random audits, rather than routine review of every submission; risk-based 
submission for identified higher-risk cases instead of universal pre-market submission for all listed 
sunscreens; and limited summary-level disclosure or targeted sharing to improve public assurance and 
transparency without requiring full public disclosure of technical reports.  

Respondents consistently opposed full public disclosure (option 3) due to commercial sensitivity and 
intellectual property risks, potential misinterpretation of technical SPF reports and the risk of distorting 
consumer behaviour and decision-making regarding sunscreen use.  

Option 3: Require sponsors to make their testing data publicly available. 

Option 3 was generally supported by respondents (consumers, professionals, domestic industry and other) 
who considered public disclosure would strengthen transparency, accountability and confidence in sunscreen 
claims. Support was linked to enabling independent verification of SPF claims and deterring poor-quality or 
fraudulent testing or sub-standard formulations. Respondents also considered that greater transparency 
could improve reliability of SPF claims, support informed decision-making, restore or strengthen consumer 
trust, and contribute to public health outcomes.  

Some respondents suggested that public disclosure should be presented in accessible formats and 
calibrated to protect commercially sensitive or proprietary information.  

Hybrid/no option selected 

Respondents who did not select a single option supported a combined or calibrated approach. 

Domestic industry respondents conditionally supported option 2 where the purpose and use of submitted 
SPF data is clear and the TGA uses it for proactive monitoring and issue detection. Otherwise, option 2 may 
create unnecessary regulatory burden and costs and option 1 would be preferred. Concerns were also raised 
about resourcing, increased costs, and impacts on the existing listing framework and opposed option 3 due 
to concerns regarding limited consumer ability to interpret technical data, commercial sensitivity and risks of 
broader regulatory disclosure precedents. 

Consumer respondents favoured a stronger TGA role in verification and some suggested a hybrid approach 
that combined options 2 and 3 will enhance regulatory oversight and transparency, improve accountability 
(for sponsors and the TGA), enable independent scrutiny of test results and better protect consumers.  
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linked to SPF testing variability, laboratory reliability, or product-level substantiation than to raw material 
quality and final sunscreen product. 

Respondents commonly cautioned that options 2 and 3 could increase costs, delay market access, reduce 
innovation in formulation and UV filters and formulation flexibility, constrain supply, and impose a 
disproportionate regulatory burden without clear evidence of improved public health outcomes. 

Several submissions instead recommended targeted reforms, including identifying and publishing a root-
cause analysis, strengthening SPF substantiation, improving laboratory accreditation, clarifying guidance, 
and enabling more efficient pathways for new excipients. 

Option 2: Develop an instrument for ingredient quality requirements to ensure efficacy. 

Support for Option 2 came from a diverse range of stakeholders. Consumer and industry stakeholders were 
the primary supporters of the option, while academia, health professionals, and other stakeholder groups 
also expressed support.  

Respondents supported introducing clearer ingredient-level quality requirements or guidance to improve 
sunscreen efficacy while maintaining a proportionate regulatory approach. The main rationale behind the 
selection of selecting option 2 is that better control of UV filter attributes, raw material quality, particle 
size/distribution, purity, stability, and formulation compatibility could improve SPF consistency and reduce 
variability across products and batches. 

Many respondents see option 2 as a middle-ground approach: stronger than the status quo but less 
burdensome than full pre-market registration under option 3. In addition, this will still allow consumers to 
have confidence in the sunscreen. 

Several submissions emphasise that any new standards should be risk-based, targeted, consistently applied 
across relevant UV filters, developed with industry input, supported by clear guidance, and implemented with 
staged transition arrangements to avoid supply disruption or unnecessary market exits. 

Option 3: Require pre-market evaluation for safety, quality and efficacy for all sunscreens (e.g. a 
registered products model). 

Support for Option 3 was primarily expressed by consumer respondents. Industry respondents and health 
professionals also supported the option, while support among international industry and agency respondents 
was more limited.  

Respondents who supported option 3 generally favoured stronger pre-market evaluation of sunscreens, 
including TGA assessment of safety, quality and efficacy before products are supplied. The main grounds for 
supporting this option were that the current “list first, check later” model was considered insufficient for 
products that are used widely and frequently, including products for children. Supporters considered that 
sponsors should provide robust evidence before market authorisation is granted. Common concerns included 
the safety of chemical sunscreen filters, including references to 4-Methylbenzylidene camphor (4-MBC), 
homosalate and other filters, and the need to prevent products with inadequate substantiation or potentially 
harmful ingredients from reaching consumers. Overall, supporters considered that option 3 could improve 
public trust, restore consumer confidence, reduce reliance on poor-quality or fraudulent data, and align 
sunscreen safety claims with stronger evidence-based regulatory oversight. 

No option selected 

Some respondents did not express a clear preference for any of the three options. These respondents either 
did not answer the question directly or explicitly indicated that they were not taking a position.  

However, several substantive comments were provided. These respondents generally considered that the 
problem and rationale for reform had not been defined clearly enough to support a specific option, 
particularly in the absence of TGA findings or a root-cause analysis. Some acknowledged that regulatory 
change may be required but viewed the consultation as an early step that should be supported by further 
evidence, assessment of options against identified root causes, and more detailed implementation planning. 
Overall, this group expressed a cautious position, recommending that any reform should be targeted, 
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