Comments from P. R. China on Notification

G/TBT/N/EU/1219

Amending Regulation (EC) No 1223/2009 of the European Parliament and of the
Council as regards the use in cosmetic products of certain substances, including those
classified as carcinogenic, mutagenic or toxic for reproduction

The People’s Republic of China appreciates European Union for fulfilling the
transparency obligation under WTO, as well as for the opportunities for other WTO
Members to make comments on the notification G/TBT/N/EU/1219. According to
Article 2.9.4 of the WTO/TBT Agreement “without discrimination, allow reasonable
time for other Members to make comments in writing, discuss these comments upon
request, and take these written comments and the results of these discussions into
account”, China would like to put forward the following comments on the notified
regulations and hope EU take these comments into consideration. The detail comments
as follows:

1. Regarding the Incomplete Scientific Assessment Basis for Newly Added
Prohibited Substances: It is recommended that the EU publish the full set of
SCCS assessment documentation and enhance regulatory traceability and
transparency. The reasons are as follows:

This draft proposes to prohibit benzophenone-1, benzophenone-2, Basic Brown 16,
Basic Blue 99, and prostaglandin analogues based on SCCS conclusions. However, the
notification only announces the final conclusions, without disclosing the complete
SCCS assessment reports, hazard identification data, human exposure risk verification,
and the scientific basis for the prohibition decisions corresponding to the above
substances.

A sufficient scientific basis and an open and transparent process are core prerequisites
for technical regulations to comply with WTO/TBT rules. The absence of assessment
documentation will prevent enterprises from precisely understanding risk
determination criteria, making it difficult for them to efficiently carry out formulation
adjustments and compliance upgrades, while also undermining the credibility and
traceability of the regulation. It is recommended that the EU fully disclose the
complete set of SCCS scientific assessment files for the above substances, clearly
specify the core risk basis for the prohibition controls, and ensure that regulatory
measures are scientifically justified and evidence-based.

2. Regarding the Regulatory Rules for Four Restricted Ingredients: It is
recommended to refine the control requirements and wunify compliance
determination standards. The reasons are as follows:

This draft updates the regulatory rules for BHA, Butylparaben, CBD, and
nano-hydroxyapatite, specifying that these substances may only be used under the
specific safety conditions identified by the SCCS. However, it does not clarify the
specific applicable scenarios, product scope, quantitative limits, or detailed restrictive
conditions for the four substances.

Vague restrictive provisions will lead to non-uniform global compliance standards and
inconsistent enforcement practices among EU Member States, increasing cross-border
compliance costs and trade uncertainty for enterprises. It is recommended that the EU
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supplement the final text with detailed usage specifications, applicable categories,
boundary conditions, and compliance determination rules for the four restricted
ingredients, so as to unify global applicable standards and enhance the operability of
the regulation.

3. Regarding the Revocation of the Exemption for Mercury - Containing

Preservatives without Supporting Rules: It is recommended to improve the
transitional implementation provisions to ensure a smooth regulatory transition.
The reasons are as follows:

The draft proposes to revoke the exemption for mercury-containing preservatives,
which constitutes a major regulatory adjustment. However, it currently only indicates
the direction of revision, without accompanying provisions on the transitional
arrangements between the old and new provisions, the rules for disposing of compliant
products already in stock, the specific scope of application after the revocation of the
exemption, or the transition period.

The lack of implementing details will leave industry actors without a clear basis for
determining the compliance of products in production or in stock, potentially causing
disruptions to normal trade. It is recommended that the EU supplement the draft with
corresponding implementing rules, clearly define the regulatory switch-over date and
the rules for handling existing stock, so as to ensure a smooth transition and minimise
unreasonable impacts on international trade.

4. Regarding the Lack of Adaptation Basis for CMR Classification in Cosmetic
Use Scenarios: It is recommended to add specific risk assessments for cosmetic
scenarios to avoid over- regulation. The reasons are as follows:

The core basis for this revision is the general industrial CMR classification criteria
under Regulation (EU) 2025/1222. However, cosmetics have specific exposure
characteristics involving direct, long-term, and frequent human contact, which are
significantly different from the risk profile of industrial scenarios, and thus the general
classification should not be directly applied.

The notification does not disclose the specific risk assessment basis for adapting the
general classification criteria to cosmetic use scenarios, nor does it specify the
corresponding  CMR hazard categories for each controlled substance. It is
recommended that the EU supplement the draft with a dedicated risk assessment report
for cosmetic scenarios, clarify the basis for applying CMR classification, ensure that
control measures are commensurate with the actual exposure risks of cosmetics,
comply with the proportionality principle of the WTO/TBT Agreement, and strictly
avoid over-regulation.

5. Regarding the Adaptation Period for Industry Compliance: It is recommended
to optimise the implementation timeline and reserve sufficient buffer time. The
reasons are as follows:

According to the official EU notification, this draft is tentatively scheduled for
adoption in the fourth quarter of 2026, with entry into force 20 days after publication,
and the CMR-related requirements becoming applicable on 1 February 2027. This
revision covers a number of commonly used cosmetic ingredients, requiring the entire
industry to carry out extensive work including formulation adjustments, safety
re-evaluations, and compliance verifications, with broad impact.
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In order to fully fulfil WTO transparency obligations, accommodate global industry
adaptation capacity, and ensure a reasonable period for comments and compliance
adjustments by all Members, it is recommended that the EU fully take into account the
comments of all Members before formal adoption, retain a sufficient compliance buffer
period, and avoid industrial chain volatility and technical barriers to trade caused by an
overly rapid schedule, thereby maintaining the stability and order of global cosmetics
trade.



Comments in Chinese are in below:
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