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Bisphenol A vs EU REACH: Brief note to ESA projects on regulatory status of BPA

The substance 4,4'-isopropylidenediphenol (CAS 80-05-7, EC 201-245-8) — also known as Bisphenol A, BPA
—istargeted by various regulatory actions in the EU (including but not limited to the EU REACH Regulation)
due to its hazard profile.

Space applications

BPA can currently be found in a multitude of space-related applications. In particular, BPA containing
epoxies are widely used in epoxy adhesives for structural and nonstructural bonding over a wide
temperature envelope. In addition, BPA and BPF based epoxy composites are critical for satellites and
launchers. In satellites, composites form the backbone of both platform and payload structures, support
structures, solar arrays, tanks, as well as being used in reflectors and antennas. Similarly, launchers require
composites in their fairings, adapters, stage and interface structures, skirts, tanks, etc. According to REACH
Article 33(1) declarations received BPA is also present above 0.1% w/w in a number of electronic
components for space applications.

EU REACH Candidate List

BPA has been included in the EU REACH Candidate List of substances of very high concern (SVHCs) for
Authorisation for the following reasons / intrinsic properties (link to entry):

e Toxic for reproduction, Category 1B (REACH Art. 57(c)) — ECHA decision of 4.1.2017 (link)
e Endocrine disrupting properties (Article 57(f) - human health) — ECHA decision of 6.7.2017 (link)
e Endocrine disrupting properties (Article 57(f) - environment) — ECHA decision of 3.1.2018 (link)

EU/EEA suppliers of articles containing candidate-listed substances in a concentration above 0.1 % w/w
have reporting obligations under REACH Article 33(1) towards the recipients of the article and to the ECHA
SCIP Database (link to ECHA SCIP page).

ECHA recommendation for inclusion in the Authorisation List

On 1.10.2019 ECHA has recommended BPA for inclusion in the Authorisation List (REACH Annex XIV) given
the aforementioned properties (link to recommendation).

However, the European Commission is not obliged to follow this recommendation and decided to
postpone the inclusion of BPA in Annex XIV, because a dossier is under preparation to restrict the use of
Bisphenol A and structurally related bisphenols of similar concerns for the environment (Commission
Regulation (EU) 2022/586 of 8 April 2022, recital (17), link).

REACH Restrictions in place

BPA is currently restricted for placing on the market in thermal paper (Entry 66 of REACH Annex XVII).

In addition, given its CLP harmonized classification a reproductive toxicant category 1B, BPA shall not be
placed on the market, or used, as a substance, as constituent of other substances or in mixtures, for supply
to the general public when the individual concentration in the substance or mixture is equal to or greater
than 0.3 % (Table 3.7.2 in CLP Annex I); this use is hence ‘restricted to professional users’ (Entry 30 of
REACH Annex XVII, Commission Regulation (EU) 2017/1510 of 30.8.2017 amending the Appendices to
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https://echa.europa.eu/candidate-list-table/-/dislist/details/0b0236e180e22414
https://echa.europa.eu/documents/10162/36834f25-582c-0855-37fb-bd20b409382c
https://echa.europa.eu/documents/10162/eeed2c09-2263-25ad-49cd-a0926736c877
https://echa.europa.eu/documents/10162/ede153a4-db00-daf6-120f-6b6ccce0c539
https://echa.europa.eu/scip
https://echa.europa.eu/recommendations-for-inclusion-in-the-authorisation-list/-/dislist/details/0b0236e18289292f
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=uriserv%3AOJ.L_.2022.112.01.0006.01.ENG&toc=OJ%3AL%3A2022%3A112%3ATOC
https://echa.europa.eu/documents/10162/1451b2a8-117e-e179-cfcd-c57214bb4adf
https://echa.europa.eu/documents/10162/61845f2b-f319-ab2e-24aa-6fc4f8fc150f
https://echa.europa.eu/documents/10162/61845f2b-f319-ab2e-24aa-6fc4f8fc150f
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Annex XVII to REACH as regards CMR substances (available HERE). This means that professional and
industrial use of BPA is NOT restricted / NOT legally affected by this restriction.

Outlook on possible additional future restrictions or other regulatory constraints

Germany has been pursuing a restriction of BPA and structurally related bisphenols (including derivatives)
of similar concern given their endocrine disrupting properties for the environment (see ECHA Registry of
Restriction Intentions). The intended restriction would target the placing on the market of mixtures and
articles containing these substances above certain concentrations, but be subject to certain derogations.
After the 6-month public consultation on the initial restriction proposal of 7.10.2022 (link), to which also
Eurospace (supported by the MPTB/Space Restrictions Task Force) participated (see link to Eurospace
alert of May 2023), Germany concluded that a revision of the proposal is necessary. Therefore, the
proposal is currently “temporarily” withdrawn until further notice (see BAUA website). Germany intends
to re-submit an updated proposal to ECHA once they have considered the information submitted during
the consultation and reworked the scope of the restriction proposal.

Furthermore, the European Commission and ECHA are currently assessing the need for further regulatory
action, including restrictions, SVHC-identification or harmonized classification and labelling for bisphenols
and taking into account the work on the aforementioned German restriction dossier. Depending on the
outcome of these discussions, the Commission could request ECHA to prepare a restriction dossier that
may complement the restriction of some bisphenols for environmental risks due to concerns for human
health as well as to cover additional bisphenols. The timing to progress any such restriction (or other
measure) has not been decided yet (Source: Rolling List of (groups of) substances for restriction updating
Annex | to the Restrictions Roadmap under the Chemicals Strategy for Sustainability SWD(2022) 128 final,
revised version 1.7.2024).

It should also be noted that Bisphenol A (or bisphenols as a group) is being restricted in some EU product
laws with consumer focus, such as in food packaging and toys.

Workplace limit values

BPA also has the following binding Occupational Exposure Limit (OEL) according to Directive 2004/37/EC
(Carcinogens, Mutagens or Reprotoxic substances Directive - CMRD), as amended by Directive (EU)
2022/431 of 9.3.2022 (LINK). Employers are obliged to minimise worker exposure as far as possible, and
must arrange for medical surveillance of workers exposed.

Name of Agent EC CAS Long-term Exposure Short-term Expressed Carcinogen Physical Dermal Respiratory  Skin Effective
Number Limit {LTEL) Values Exposure As Category form itisati itisati Desi i Date
Limit (STEL)
Values
Name ffml mg/m3 ppm mg/m3 ppm

4.4 201- a0- 2 Inhalable
Isopropylidenediphenc 245- 05- mg/m3 fraction

Bisphenaol A 8 7

ECHA, acting on the request of the European Commission, is currently pursuing a further lowering of the
existing OEL to 0.2 mg/m3 (see Table 1 in ECHA Scientific Report of 19.12.2023 — LINK). ECHA’s Committee
for Risk Assessment is required to adopt its opinion by 23.02.2025 (see LINK to ECHA process page). The
revision process will then continue with the European Commission.
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https://eur-lex.europa.eu/eli/reg/2017/1510/oj/eng
https://echa.europa.eu/registry-of-restriction-intentions/-/dislist/details/0b0236e1853413ea
https://echa.europa.eu/registry-of-restriction-intentions/-/dislist/details/0b0236e1853413ea
https://echa.europa.eu/documents/10162/6b2321cf-5334-9354-cbcd-57a9345ae0fb
https://eurospace.org/supplier-dependency-hampers-space-impact-assessment-on-bisphenols-reach-restriction-proposal/
https://eurospace.org/supplier-dependency-hampers-space-impact-assessment-on-bisphenols-reach-restriction-proposal/
https://www.reach-clp-biozid-helpdesk.de/EN/Home/German_propsal_restriction/BPA/BPA
https://eur-lex.europa.eu/eli/dir/2022/431/oj/eng#ntr13-L_2022088EN.01001101-E0013
https://echa.europa.eu/documents/10162/23ca2397-4387-e040-8070-b1fd27423fda
https://echa.europa.eu/oels-activity-list/-/substance-rev/72807/term
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Continued use

As a conclusion, Bisphenol A is still allowed to be used in the production of space hardware today and
in the foreseeable future where there are no viable alternatives. It is thus expected that uses of BPA
without alternatives may legally continue in the EU space industry as long as necessary. Employers should
ensure compliance with applicable national workplace limit values transposing the corresponding EU
Directives. Compliance with reporting obligations (REACH Art. 33(1), WFD/SCIP) should also be ensured.

European Space Sector activities addressing BPA

A dedicated Space Sector Task Force (Restrictions Task Force (RTF)) under the MPTB is closely monitoring
the regulatory evolutions for BPA and other bisphenols to support continued use (link)

Contact for further questions

For remaining questions, please contact reach.officer@esa.int.

Version history:

e Initial version 1.0, 14.10.2024, ref. MPTB-RL-MO-0164

Disclaimer:

This note has been prepared by REACHLaw Ltd. under European Space Agency (ESA) Contract No.
4000139751/22/NL/AS and provided to Materials and Processes Technology Board (MPTB) as ESA’s
contribution to support MPTB and wider European space industrial community. The information provided
and/or generated reflects the opinion of REACHLaw. It is not considered a requirement and any action to
the described issue is subject to project or programme decision, nor a comprehensive treatment of the
subject matter. The information is intended for guidance only and whilst it is provided in utmost good faith
and has been based on the best information currently available and adequate technical standards, is to be
relied upon at the user’s own risk. No representations or warranties are made with regards to its
completeness, or accuracy and no liability will be accepted by REACHLaw, ESA nor any organisation
participating in the MPTB or RTF for damages of any nature whatsoever resulting from the use of or
reliance on the information.
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