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The restriction proposal’s
foundation and content




Foundation of the universal PFAS restriction

Proposal to
restrict the
use of PFHxA

Madrid statement of PFAS
science panel calling to Proposal to EU restriction on
phase out non-essential restrict the long-chain PFCA
uses of PFAS use of PFHxS
| Proposal to
restrict PFAS in
Global ban Proposal to Global ban o
fire-fighting foams
on PFOS restrict the on PFOA |
use of PFOA |
L | Multiple PFAS identified as SVHC |
I I ' I e I M
2009 2014 2015 2019 2020 2021 2022 2023
EU Council Propos‘al to
calling to restrict
phase-out all all uses of PFAS
non-essential in the EU
uses of PFAS (broad
definition

COMMUNICATION of PFAS)
Chemicals — strategy for

sustainability (toxic-free EU
environment)

|
5 Competent Authorities kicked off the preparation of a universal PFAS restriction

j— The Netherlands - Germany
|

.
| B |

+ textiles, leather, apparel
* cosmetics and personal | care

.- Denmark
i

* lubricants
* construction products
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Foundation of the universal PFAS restriction
Factual communication on PFAS to date due to some drivers behind the restriction

1. Media attention (and all information pubilic)
2. PFAS are omnipresent in the environment

3. The number of sites potentially emitting PFAS has
been estimated to be approximately 100 000 in Europe*

4. The annual health-related costs related to PFAS are
estimated to 52-84 billion EUR for all Europe*

5. Societal pressure

N’ 90% Europeans are worried about the impact of chemicals on
the environment*

[ )
ii 84% Europeans are worried about the impact of chemicals present in everyday
products on their health*

o

* Estimations by the Nordic Council of Ministers. Source: https.//ec.europa.eu/environment/pdf/chemicals/2020/10/SWD_PFAS.pdf



The restriction proposal seeking to restrict all PFAS

Choice between two regulatory options

Starting point
is a BAN

* manufacturing, use
and
placing on the market
of PFAS
* placing on the market of
mixtures and articles
containing PFAS at:

— 25 ppb for one non-polymer
PFAS
250 ppb for the sum of non-

polyme

no derogations and
a transition period of

Regulatory
option 2

* use-specific, time-limited
derogations:
18-m transition period,
plus additional 5-y or 12-y
derogation period
* some time-unlimited, more
general derogations

18 months

t

Preferred option

CECHA

!!!!!!!!!!!!!!!!!!!

ANNEX XV RESTRICTION REPORT
PROPOSAL FOR A RESTRICTION

SUBSTANCE NAME(S): Per- and polyfluoroalkyl substances (PFASs)
IUPAC NAME(S): n.a.

EC NUMBER(S): n.a.

CAS NUMBER(S): n.a.

CONTACT DETAILS OF THE DOSSIER SUBMITTERS:

BAuA

Federal Institute for Occupational Safety and Health
Division 5 - Federal Office for Chemicals
Friedrich-Henkel-Weg 1-25

D-44149 Dortmund, Germany

Bureau REACH, National Institute for Public Health and the
Environment (RIVM)

Antonie van Leeuwenhoeklaan 9

3721 MA Bilthoven, The Netherlands

Swedish Chemicals Agency (KEMI)
PO Box 2,
SE-172 13 Sundbyberg, Sweden

Norwegian Environment Agency
P.O. Box 5672 Torgarden
N-7485 Trondheim, Norway

The Danish Environmental Protection Agency
Tolderlundsvej 5

5000 Odense C, Denmark

VERSION NUMBER: 2

DATE: 22.03.2023
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The restriction proposal seeking to restrict all PFAS

Choice between two regulatory options

Starting point * 24 Evidence-based derogations

is a BAN cover specific uses in food contact
materials, refrigerants, medical devices,
membranes in fuel cells, insulating

* manufacturing, use

and
placing on the market materials, etc.
of PEAS * 20 derogations with a weak base evidence
* placing on the market of Regulatory cover inter alia certain uses of PFAS in
mixtures and articles option 2 textiles incl. :ersc()jnal prcl)tective equipme;t,
. . o o very specific industrial uses, engineere
_ ;s:::lf:::iiiﬁij%er ’ use-speuﬁc, time-limited fluids for medical devices, transport
PFAS deroga‘ughs: , applications, etc.
250 ppb for the sum of non- 18-m transition period,
polymer plus additional 5-y or 12-y 1
— 50 pbm forgggH.LQthy derogaﬁon per.ioc'j Time-limited
option 1 * some time-unlimited, more ]
general derogations derogations
no derogations and (6.5 0r 13.5
a transition period of years after
18 months 1 EiF)

Preferred option



The restriction proposal seeking to restrict all PFAS

Choice between two regulatory options

Starting point

* Active substances in biocidal, plant

is a BAN protection and human &
* manufacturing, use veterinary medicinal products
and (with a reporting obligation).
placing on the market * Calibration of measurements instruments
of PFAS and as analytical reference material.
* placing on the market of Regulatory * Refrigerants in HVACR- equipment's in
mixtures and articles option 2 buildings where national safety standards
) ZCSQ::if:ri:iiiﬁ-Spjz;ner « use-specific, ime-limited and buiI.ding codes prohibit the use of
o derogations: alternatives
250 ppb for the sum of non- 18-m transition period,
polymg plus additional 5-y or 12-y 4
- 50 phm for BEBHIRERIY derogation period Time-unlimited
option 1 * some time-unlimited, more .
general derogations derogations
no derogations and
a transition period of
18 months 1
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Some key features of the restriction proposal

* Scope is very broad
v" Captures all chemicals with a -CF,- or -CF, moiety (+ 10.000 chemicals), incl. fluoropolymers and F-gases

* Persistence is key for justifying the restriction in terms of risk
v" Supporting concerns (mobility, toxicity, ....) vary among PFAS
v" Any emission is considered as problematic

* Derogations are use-specific, and driven by
v" Availability of technically and economically feasible alternatives
v" Costs (financial & welfare)

* Essential uses concept is not applied, but the logic is appearing

* No derogation means a ban 18m after Entry into Force (EiF)
v" Availability of technically and economically feasible alternatives
V" Costs (financial & welfare)

* Mandatory reporting in relation to the majority of derogations
v" Description of use and identity and quantity of the substance

* Requirement for a site-specific management plan in certain cases
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The restriction proposal on the ECHA website

< Substance Details

Mame Per- and polyflucroalkyl substances (PFAS)

EC Number -

CAS Number -

Submitted by Germany

Scope Restriction on the manufacture, placing on the markst and use of PFASSs.
Information note on restriction report e

Restriction report Ao Annex X report

Restriction report annexes

Annex A
Annex B
Annex C
Annex D
Annex E

Annex F
Annex G

Appandic E4 For the PFAS restriction proposal

Appendix G1
Appendix G2

Appendic E2 < https://echa.europa.eu/restrictio

Consultation on restriction report Give Comments nS'U nder'COHSIderatlon/-
Start of consultation on Annex XV report 22/03/2023 /SU bSta nce'reV/72301/te rm

) 3 5 (D 5 o O D D

1st deadline for comments on Annex XV report

End of consultation on Annex XV report 25/09/2023
Comments submitted to date on restriction report ol
Response to comments on the restriction report

Information note on draft opinion of SEAC

Draft opinion of SEAC

RAC & SEAC (draft) Background document

RAC & SEAC (draft) Background document appendix

Consultation on SEAC draft opinion

Start of consultation on SEAC draft opinion

End of consultation on SEAC draft opinion

Comments submitted to date on SEAC draft opinion
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ECHA's timeline
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The restriction proposal’s indicative timeline

2023 2024

A

\ 4
A
A 4

ECHA process <

ECHA sends compiled

) RAC & SEAC RAC & SEAC RAC & SEAC RAC & SEAC Plenary opinions to COM
5 CAIRoI 5CA su!omlts ECHA pu!olishes Plenary Plenary Plenary (RAC opinion and SEAC ~Q2 24
Jul 21 dossier dossier RAC-64: 15 RAC-65: RAC-66: draft opinion*) °
® ' 13 January 7 February March Early Jun Mid Sep RAC-67: Late Nov . Cation i
SCAextension ¢ ° SEAC-58:10  SEAC-59: Early—  SEAC-60: Early  SEAC-61: Late Nov ~ SEAC adopts COM adoption Publication in O)
of submission March Mid Jun — Mid _ Ear/y Dec final opinion* ~Q4°24 or Q1 25 ~Q4°250r Q1 26
date Sep SEAC-62: Early ® : ¢
Foll EU
Feb 22 ? — Mid March orowine
® Commission
proposal, scrutiny
| RACI opinion developmerlmt [ REACH | by EP & Council
[ SEAC opinion development Committee

Dossier
Preparation

ECHA & COM process (18-24 months)

Political
process

* RAC plenary is typically held for one
week, and SEAC is for two weeks.

* RAC working groups are organised
to clarify some topics and used to
sort out issues. Main discussions

RAC-65 REST WG RAC-66 REST WG  RAC-67 REST WG
Mid May Late Aug Early Nov

. . 60-day . .
Consultation Period 6-month consultation consultation on are more and more taking place in
Intermediate deadlines for specific points 22 March ‘23 — 25 Sep ‘23 SEf\c DO the working groups and less /r.7
Dec '23- Feb plenary - presence of experts is

recommended.

o

* Assuming the earliest possible timeline. Last updated: June 2023
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The restriction proposal — key consultation deadline 25/09

Dossier
Preparation

22 March 23:
Check the consultation page
to see questions

Dec 23 - :
Check the public consultation
page on SEAC draft opinion
to see questions
? ? Early - Mid March "24:
SEAC adopts final
opinion
60-day consultation on
SEAC
® Dec 23 — Feb "24: g
, Respond to the b
6-month consultation consultation ECHA sends compiled Q4 24 or Q1 ’25:
22 March ‘23 — 25 Sep 23 opinions to COM COM adoption
Respond to the consultation
RAC opinion development REACH
Committees

SEAC opinion development
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Sector () FCA =

GrOUpS Food Contact
Additives

FPPC.EU (specific PFAS)

FluoroProducts
and PFAS for Europe

(all PFAS)
European Fine
Chemicals Group
N (PFAS in pharma)
mdd han
EFCTC
European

FluoroCarbons
Technical Committee
(F-Gases)

@ceﬂc

Potentially
ALL Sector Groups

cefic
Product
Stewardship

Essential Uses

$cefic
Product
Stewardship

Chemicals Legislation
Management

Stewardship

Polymers

Techniques Reference

Coordination of Cefic activities on PFAS

cefic
HSE, Resp. Care
and Supply Chain

cefic Water Management
HSE, Resp. Care
and Supply Chain

Best Available

$cefic

HSE, Resl:>. Care
and Supply Chain

Documents (BREFs)

ceric Waste Management
Product

Stewardship

Authoristion/

Restriction
Stewardship

Process Safety
Network of Experts

@cefic

Product
Stewardship

Environmental
Safety

?cefic
Industrial

Policy

Enforcement

MORE TO COME

@cefic

ExCom
Board

Strategic

overview

@cefic

Public
Affairs

Internal

Coordination

s Cefic




The FluoroProducts and PFAS for Europe Sector Group

Sector

Groups

FPPCIEV Grouping (Eco)Toxicology
FluoroProducts Subteam Working Group

and PFAS for Europe
st Management
XXXXXX Committee
Technical Advocacy/ _
Working Group Comms Working
Group

\ Collaboration Platform




The FluoroProducts and PFAS for Europe Sector Group

FPP{:EU

FluoroProducts
and PFAS for Europe
(all PFAS)

XXXXX

AEROSPACE
AND DEFENCE

TOLT(SM AGRI-FOOD

.........
. e,

TEXTILE

RETAIL

' INDUSTRIAL
. ECOSYSTEMS

SCCAaL
ECONZMY AND
CIV’c SECLITY

MOBILITY -
TRANSPORT -
AUTOMOTIVE

............ ENERGY
INTENSIVE
INDUSTRIES

ENERGY-
RENEWABLES

CONSTRUCTION

CL'TUPAL
AND C).<ATIVE
INPJSTRES

DIGITAL

Collaboration Platform

130 members and observers
Share data gaps; identify missing uses

Assist downstream users who are not
used to participate in a REACH
restriction process
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To contribute to the consultation, FPP4EU invited all to... -

Feed data into the

Analyse Collect data on consultation on
* Map PFAS uses (incl. * PFAS uses (e.g. * (non-)availability of
equipment used onsite) tonnage) alternatives
* Evaluate reliance on * (non-)availabili * cost impact*
PFAS ty _ * initiatives to reduce
of alternatives emissions
to PFAS

* realistic emission
control measures

* Cost impact typically includes
* producer surplus losses
° employment losses
° consumer surplus losses
* welfare losses
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How to effectively contribute to the consultation
DOs DON’Ts

@ GIVE BACKGROUND - provide an overview of your sector (what is ¢ AVOID EMOTIONS — do not include emotional statements; only

this substance, how it is used and what are the measures already rely on data-driven comments.
in place to manage possible risks and hazards). You want to paint _ . »
a comprehensive and clear picture with specific examples. ¢" NO POSITION PAPERS — avoid submitting position papers that do
not contain objective data to support the statements in the
@ ACKNOWLEDGE THE PUBLIC INTEREST CONCERN — make sure document.
you demonstrate that you understand the problem . o
that authorities are aiming to address and are ready to cooperate. ¢ DO NOT CONTACT COMMITTEE MEMBERS - it is prohibited to

contact directly the members of the ECHA Committees. Make

@ INPUT DATA* — make sure to provide a representative dataset sure to input the relevant information in the consultation.
with quantitative data (scientific, monitoring, socio-economic,
and regulatory studies are preferred). Qualitative data with

multiple sources can also be useful. Specific questions are usually * What kind of data? Scientific committees need facts and figures,

prov_lded._ If negde(;l, it is possible to marl.< your submission as no advocacy statements.

confidential; this will ensure that access will be granted only to ) )

RAC and SEAC members (subject to Reg 1049/2001) RAC —dataone.g.: SEAC — Potential derogations /

 Risks and hazards of the longer transition periods requests
substance(s) = Operational based on data on:
@ MEET THE DEADLINES — restriction consultations last 6 months Conditions/Risk Management  Uses .

Measures Availability of alternatives

from opening, with a first deadline already after 2 months. Submit
preliminary data by this first deadline and inform of any ongoing
study. Ensure relevant data are made available on due time to
contribute to the next committee discussion.

» Emissions/Releases (incl. control Cost/benefit of implementation
measures) - monitoring Impact of proposed restriction

« Available alternatives solutions (jobs, business, society) — order
(with less risks) of magnitude

« Analytical methods « Enforceability
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Cefic's inventory of PFAS
used in industrial equipment



Ongoing Cefic activity: the ‘PFAS inventory study’

Inventory of PFAS used in
industrial equipment

(chemical industry as a user) Inventorisation, with questions related to

Analysis of alternatives
* In which (critical) pieces of equipment PFAS are used, and why

Leadership Team * Where alternatives are in place and how long replacement
took/takes

* |Initiatives on emission reduction (if appropriate)

* Waste management and end-of-life of PFAS-containing
equipment

— Study on ‘PFAS mentioned in standards’ running in parallel
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Ongoing Cefic activity: the ‘PFAS inventory study’

!\I-l\i

—

+d
]

Inventory of PFAS used in Coati Foams
industrial equipment Gaskets oatings
(chemical industry as a user) on piping
Analysis of alternatives Refrigerants Filter materials
{3
Leadership Team ‘.L_ p
) \
Personal Protective Membranes “
Equipment/ Clothing
Coatings \

on valves
Sealants
o 000000

Conveyor Belts
Greases/
Lubricants
Columns/ _m_

Internals O-rings

Diaphragms
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