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PC-1873: Draft statement on data requirements for the safety assessment of
hazardous bisphenols other than Bisphenol A (BPA) and their derivatives

Dear Madam or Sir,

We kindly thank EFSA for this opportunity to provide input on its draft scientific opinion
regarding the safety assessment of hazardous bisphenols. The Food Packaging Forum
Foundation (FPF) is a charitable, independent scientific organization. Our work
supports protection of the public from hazardous chemicals in food contact materials
and articles, by providing the scientific evidence base.

We welcome the publication of this draft statement as an important step towards
implementing the ban on hazardous bisphenols and their derivatives, Regulation (EU)
2024/3190. We appreciate that the draft statement goes beyond genotoxicity testing
and targets bisphenols and derivatives as a group by introducing data requirements for
bisphenols to be newly authorized. However, while we recognise and support the
directionality of these measures, we would like to highlight several important issues for
ensuring an effective implementation:

The definition used for bisphenols and bisphenol derivatives is too narrow

The definition of bisphenols and bisphenol derivatives used in the draft statement and
in Regulation (EU) 2024/3190 is narrow and does not cover all substances commonly
understood as “bisphenols” (Table 1). In particular, the requirement that the two
hydroxyphenyl groups be linked by merely a single bridging atom excludes relevant
bisphenols such as bisphenol M (BPM, CAS 13595-25-0) and bisphenol P (BPP, CAS
2167-51-3), in which the phenyl rings are connected by more than one bridging atom. As
a result, these substances do not fall within the scope of the hazardous bisphenol
regulation and would not currently be subject to the testing requirements set out in this
draft statement, despite being suitable for use in coatings, polycarbonate production,
and other application areas where bisphenol A is or has been used. While we recognise
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that the definition itself may not be amendable within the present draft statement
document, we consider it essential that this limitation is clearly acknowledged, as it
risks creating a regulatory gap that will lead to the continued exposure of Europe’s
citizens to hazardous bisphenols.

Table 1: Definition and structure of bisphenols and derivatives compared to two
common bisphenols (Bisphenol P, Bisphenol M), that are not covered by that definition.

Bisphenol /©/\©\ Note: * refers to any bridging
Regulatory definition group separating the two phenyl

N N rings by one single atom, but the
Bisphenol derivatives | . i atom can have any

N\

Regulatory definition

R4 R3 R7 R8

substituent(s)

Bisphenol M m The two hydroxyphenyl groups
CAS 13595-25-0 o O O O .. |are linked by more than “one
single atom”, these substances
Bisphenol P O O O " |are thus not covered by the
CAS 2167-51-3 o regulatory definition.

HC  CH3

HyC  CH3

Carcinogens and endocrine disrupting chemicals do not have safety thresholds
that can practically be enforced, and therefore their authorization for use in food
contact materials is not recommended, considering the EU’s high ambition to
protect public health from hazardous chemical exposures.

Under the current draft, further testing can render ‘hazardous bisphenols and bisphenol
derivatives’ eligible for authorisation in food contact materials after further testing.
These substances are already classified as Category 1 ‘carcinogenic’, ‘mutagenic’, ‘toxic
to reproduction’, or ‘endocrine disrupting for human health’, and thus confirmed to be
highly hazardous for human health regarding endpoints that do not have a safety
threshold.

While we acknowledge that this approach is aligned with the current food contact
material legislation, the premise that substances showing carcinogenicity or endocrine-
disrupting effects are eligible for authorisation in food contact materials would strongly
benefit from being reconsidered based on modern toxicological understanding as also
aligned with the views of other policy-relevant perspectives (EU parliament 2016 report,
EU Chemicals Strategy for Sustainability 2020, EU Parliament 2026)."* What is more,
even if such bisphenols would be authorised as monomer starting substances in food
contact plastics, empirical evidence shows that monomers do migrate into food and
food simulants and that polycarbonate plastics, such as those made with bisphenolic
monomers, are highly prone to degradation over time and with alkaline or acidic
conditions, leading to a release of the monomer.*” These findings are especially
relevant for repeat use food contact articles, including those used in food processing.



https://www.europarl.europa.eu/doceo/document/TA-8-2016-0384_EN.html
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:52020DC0667
https://www.europarl.europa.eu/thinktank/en/document/EPRS_BRI(2026)782669
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For endocrine-active substances, there is broad scientific consensus that safe
exposure thresholds cannot be derived with sufficient scientific certainty, due to non-
monotonic dose-response relationships, low-dose effects, and increased vulnerability
during sensitive life stages, or that identified safe exposure thresholds are well below
levels that can be enforced — as the case of bisphenol A shows, where the TDI from
exposure to the substance migrating from food contact materials is around 1000 times
below the current regulatory enforcement level, set at 1 ppb.®'! Similarly, no safe
threshold can be derived for most genotoxic carcinogens or thresholds cannot be
enforced using today’s available analytical methods.'>'* Hence, if the relevant
statement would more clearly reflect current scientific understanding regarding
endocrine disruptors and carcinogens, it would constitute strong grounds for not
authorizing such substances and removing them from the positive listin EU 10/2011.

Related to this, we note that the currently required hazard data appears to be largely
informed by known critical effects of BPA, such as reproductive or immune toxicity.
Other critical endpoints documented for bisphenol alternatives — such as neurotoxicity,
metabolic disruption, or diverse endocrine modes of action — may not be
comprehensively covered in the current draft statement.' '® Greater clarity would help
understand whether the proposed data requirements are sufficient to identify these
effects and to provide adequate protection of European consumers.

Testing is not required for already authorized bisphenols and derivatives without
harmonized hazard classification

The draft statement outlines data requirements for (1) authorized bisphenols and
derivatives with harmonized hazard classifications showing clear evidence for hazard,
and (2) for bisphenols and derivatives to be newly authorized. Already authorized
bisphenols or derivatives lacking harmonized hazard classification or not showing
evidence for CMR properties or endocrine disruption would not be subject to the same
level of scrutiny. This gap risks perpetuating information gaps and may undermine the
objective of preventing regrettable substitution within the bisphenol and bisphenol
derivatives group.

Hazardous bisphenols and derivatives are just one group among many hazardous
chemicals and groups authorized for use in food contact materials and articles

We would like to emphasize that the draft statement is being developed within a
regulatory framework that already operates with identified gaps regarding harmonized
hazard data, testing of the final material and articles, and no risk assessment of
migrating chemical mixtures.'”-'® While the ban of hazardous bisphenols and derivatives
represents a significant advancement, bisphenols are only one group among many
chemical groups, including several that are known to be of equal concern, in food
contact materials. Overall, more than 190 known hazardous substances are currently
authorized for use in plastic food contact materials and articles (Regulation (EU)
10/2011), and more than 420 lack harmonised hazard data, implying that they, too, may
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be of high concern.’ Many of these known hazardous substances may have cumulative
or even synergistic effects on human health, which are not taken into accountin current
approaches to risk assessment that assess individual chemicals but disregard the
toxicity of the overall migrate.'-?° This context reinforces the importance of a
precautionary approach to the data requirements for hazardous bisphenols and
confirms other stakeholders in highlighting the need for a comprehensive revision of the
EU’s food contact material legislation to ensure the protection of human health, by
focusing on material inertness and the removal of known chemicals of concern from the
authorized substances list.

In conclusion, we welcome the draft statement as an important step towards removing
hazardous bisphenols and derivatives from authorization in food contact materials.
However, to fully achieve this objective considering the latest scientific understanding,
we encourage EFSA to clarify the scope of substances covered, to avoid threshold-
based risk assessment for endocrine-disputing and carcinogenic substances, and to
ensure that empirical data are required for all authorized bisphenols and derivatives
and all potentially critical endpoints due to the significant scientific uncertainty
associated with the use of in silico data. Again, we thank EFSA for the opportunity to
provide input on this important draft scientific opinion and remain available to provide
further information within this process.

Yours sincerely,

Uigingsr o 10
Helene Wiesinger ne Muncke
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