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CHEM Trust

= Environmental and consumer protection organisations with
offices in the UK and Germany

= Protection of health and wildlife from hazardous chemical

= Awareness raising about chemicals and impacting on the
development of legislation

= |nterface between science, policy and the public

* Close cooperation with NGOs and EU institutions

= https://chemtrust.org/de
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Bisphenols — the concern



@@ CHEM?FU_s_T .
(O~ ==z Health concerns of BPA and other bisphenols

* Endocrine disrupting (EDC) causing
serious long-term effects Neuroceseiopmenta

Effects (BPA)

Immunodevelopmental
effects

* Effects at very low doses, during
particularly life stages Drsases 5P

* No safe thresholds[2]

Cancer risk (BPA)

* Children and pregnant women
particularly at risk

Low birth weight

Obesity and

metabolic disease / / /
Val

 Health related costs in 2016: inferiy UW
163 bil./a in the EU [3] \

BPS is suspected to have many of the same adverse health effects as BPA, and
is currently under evaluation by the European Chemicals Agency.

https://www.hbm4eu.eu/wp-content/uploads/2022/05/Policy-Brief-Bisphenols.pdf
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=z Environmental Concerns of Bisphenols

* BPA (and BPB, BPS, BPF and BPAF)
env. EDCs = effects on reproduction
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e Further env. effects associated with
other EDCs, e.g. [4]:

e Behaviour change
 Damage to immune system
e Skeletal deformities
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o4 = Uses of BPA and other bisphenols

e EU import/production >1 Mio t BPA/a [6]
app. 5.5 Mio t/a globally (2022)

* Products
* Polycarbonates — wide range of plastic
products
* Epoxy resins — coatings, e.g. metals or
paper

* Dental sealants

* Wide dispersive and widespread uses
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Bisphenol A in food is a health risk

Published: 19 April 2023 | 4 minutes read

Dietary exposure to bisphenol A (BPA) is a health concern for consumers across all age
groups, EFSA’s scientific experts have concluded in a new re-evaluation.

Source: https://www.efsa.europa.eu/en/news/bisphenol-food-health-risk

Latest alarms

Share of adults with urinary BPA levels above HBM-GV

(2014 to 2020)
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Source: https://www.eea.europa.eu/publications/peoples-exposure-to-bisphenol-a
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from harmful chemicals

?@ CHEMTrver HBMA4EU — Mixture effects aggravate situation

Something from nothing - mixture toxicity matters [ | H B M d at a.
e S real-life simultaneous
y exposure to many substances
in the human body

No significant
effects observed

= Risk assessment of individual
substances (one-by-one)
underestimates risks as
mixture effects are not

Single substances Mixtures
at concentrations below with each substance .
their effect level at concentration CO n S I d e re d
below its individual
effect level

CHEM Trust report: Chemical Cocktails https://chemtrust.org/chemicalcocktails/
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History of BPA controls
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Timeline of BPA

ECHA Risk Assessment Committee
concludes that ‘BPS may have a
toxicological profile similar to BPA" and
advises against substitution with BPS

is an endocrine
disrupter for human
health and for the

e Regulation of BPA — a (too) long story

EU agrees BPA

Dodds and Lawson :
report estrogenicity environment
of BPA, BPB and |
BPF
Swedish Chemicals
Agency identifies
BPA and BPS France and Denmark France bans BPA 37 bisphenols
start to be introduce restrictions in all food contact with estrogenic
produced and on BPA in baby bottles materials properties and likely
used consumer exposure
R
Late 19th 1936 Mid 90’s 2010 | 2011 2015 | 2016 2017 80 years later...
Century
EU bans EU classifies BPA as “toxic for
BPA-based reproduction” and adds it to the REACH
polycarbonate candidate list of substances of very high
baby bottles concern
Concerns over potential

endocrine disrupting effects

following BPA exposure from

consumer products and food
contact materials

©CHEM Trust
www.chemtrust.org

LI

EU agrees to bans BPA
use in thermal paper (to
take effect 2020)

[
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—ee REEUIAtOry history of BPA continued

Timeline of BPA

‘l}

EFSA lowered
BPA's TDI by
20,000

DE restriction
proposal on
BPA + env ED
bisphenols

ECJ confirms BPA's
inclusion in the
candidate list

CSS promise:
ban EDCs in
consumer products

COM approved on ban
of BPA and “other
bisphenols” in FCM

Discussion on ban of
bisphenols in under
Toy Safety Regulation
starts...

DE withdraws

bisphenol restr.

proposal after
consultation

-

Assessment process
very slow, but
speeding up?

Piece meal approach
,per product group”
ineffective,
cumbersome and
Inconsistent



CHEMTT! Regrettable substitution

Increasing internal exposure to BPA substitutes by P95 (ug/ g crt) (2014-2021)
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Source: HBM4EU ,, Additional deliverable Report AD5.6 WP5 - Translation of results into policy
https://www.hbm4eu.eu/work-packages/additional-deliverable-5-6-policy-implications-of-the-indicators/

 HBM data show: BPA substitutes increasingly found in urine
* This supports (need for) grouping approach in restrictions

A CHEM Trust Report March 2018

https://www.chemtrust.org/wp-content/uploads/
chemtrust-toxicsoup-mar-18.pdf
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Regulation of bisphenols —and EDCs in general
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.@ Fairly new: new EDCs hazard classes in CLP

from harmful chemicals

= C&L = basis for informed risk management

" Transparency on EDCs in products and along

the supply chains
- 2 Category a pproaCh refIECtS d iffe re nt CHEM Trust article on new CLP hazard classes:
https://chemtrust.org/clp new hazard classes/

evidence available

Guidance on the Application of the CLP
Criteria
Part 3: Health Hazards

ulation o 1

= Needs to be put in practice; guidance good

start

= Build on read-across, grouping and
extrapolation between species @

https://echa.europa.eu/guidance-documents/guidance-on-clp



https://chemtrust.org/clp_new_hazard_classes/
https://echa.europa.eu/guidance-documents/guidance-on-clp
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Missing: REACH data to classify EDCs
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= REACH to generate data for ED
identification =2 improving and
adapting data requirements

* CLP can speed up the
identification of EDs

= Needs regulatory approach for
integration of the use of NAMs in
decision making

CHEM Trust article on chemical safety assessments:
https://chemtrust.org/stronger-reach-alternative-methods/



https://chemtrust.org/clp_new_hazard_classes/

@@ CHEM 71

R Relevant existing legislation on EDCs / bisphenols

= Restriction REACH Annex XVII

= @Generic: consumer mixtures
(CMR Cat. 1 but not EDC)

= BPA: Baby bottles, till receipts

= Generic ban: cosmetics and toys (CMR Cat. 1,
but not EDC); migration limits in toys

= Not authorized for use in plastic FCMs (except
BPA & BPS)

New ban just approved
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.@ Proting s o vl In the pipe line...

= Toys: Generic restriction EDs Cat 1&2

= Restriction on sensitisers in textiles
pending

= Restriction on env bisphenols
(currently withdrawn)
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O mzze- - Mlissing: follow-up to ARN of bisphenol group

= Of the bisphenols in ECHA’s group (148):
= 34 = reprotoxic and/or EDCs hh
= 18 = known/potential env ED or repro
= 8 = potentially PBT/vPvB

= Many: Skin sensitisation, potential aquatic
toxic

= |dentified as SVHC due to ED: BPA, BPB, BPS
= MSC opinion: BPF and BPAF

= Follow-up risk management???

ASSESSMENT OF REGULATORY NEEDS

Assessment of regulatory needs

Authority: ECHA

Date: 16 December 2021

Group Name: Bisphenols

General structure:

X Ry X \R.,
ISR SN Sau!
(A) HO oH (B) R.\O = = O/Ra

Figure: Generic “bisphenol” structure (A) with “X” depicting the bridge between the
phenyl rings. There may be additional groups attached to the bridging atom(s).
(B) General "bisphenol derivative” structure. R can be the same/different groups.
R, does not cover halogen substituents.

https://echa.europa.eu/assessment-regulatory-needs/-

/dislist/details/0b0236e18442d0ee



https://echa.europa.eu/assessment-regulatory-needs/-/dislist/details/0b0236e18442d0ee
https://echa.europa.eu/assessment-regulatory-needs/-/dislist/details/0b0236e18442d0ee
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@ Protecting humans and wildlife
from harmful chemicals

Priorities for action
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(Y iz What is needed (most)

= ED identification, adapt REACH data requirements, apply grouping & read across
— REACH revision (hazard and use information)

* Reduce exposure, generic approach under REACH (ban in consumer products)
— REACH revision

" Develop test methods & approaches for use in regulatory decisions (incl. NAMs)

= Implement CLP hazard classes
under GHS

Seven priorities to protect people and
environment from endocrine-disrupting
chemicals

* Improve information flows Bacrccany: 2
and public awareness

https://www.edc-free-europe.org/news-and-resources/press-release
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(Y iz What is needed (most)

" Bring back the German restriction proposal
on bisphenols back into the arena

" Pressure from NGOs and the public to
reduce exposure

= HBM and environmental monitoring
data = extent of contamination

* Product testing = exposure sources

= Availability of alternatives; or options to
omit fully = possibility to avoid
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Thank you ,
for your attention ;
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