a. Fluororubber (FKM / FEPM) is used packing application which maintain sealing performance of washing
semiconductor part in the process of manufacturing semiconductor.
The annual use of fluororubber (FKM / FEPM) amount was about 30 tons, the amount of emmission was about 3
tons in 2022.
b. FKM and FEPM are adopted by leading manufacturer of semiconductor equipment as the only material that has
chemical resistance, heat resistance and compression resistance at the same time.
c. We presume that semiconductor manufacturer will be affected if we cannot use FKM and FEPM.
d.There are ACM and H-NBR as the alternative material in the market.
However, these alternative materials has less performance in high temperature condition than FKM and FEPM.
Thus, these alternative materials cannot alternate as this application.
We will provide comparison data between non-PFAS materials (ACM / H-NBR) and PFAS materials (FKM / FEPM) in
the section V.
e.We considered ACM and H-NBR as alternative materials of FKM and FEPM.
However, ther are no alternative materials of FKM and FEPM.
This is because performance of theses alternative materials isn't enough in heat resistance test,
oil resistance test and compression.
f.Currently, there is no alternative candidate material technologically and economically.
g.The socioeconomy impact to company, consumer and other related people is expected enormous and
seriousness affect in all fields which is using semiconductors.(Concretely, transportation measures such as
automobile, railway and airplane.Communication device such as smartphone and computer.)

As described above, the alternative materials of PFAS cannot be perfect alternative materials. In addition, it is
difficult to alter FKM and FEPM in actual use.
Thus, it should be excluded this proposed restriction instead of 12 years grace period.
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We support the statement made by FCJ on the issues of proposed restrictic

Apr 25, 2023

Comment on Proposed Restriction of PFAS

Conference of Fluoro=Chemical Product Japan [FCJ)

On behall of chemical manufacturers, we, Conference af Fluorc=Chemical Product Japan
(FC.J). have been working tirelessly to comply with national chemiczal regulations, Wa have
supported EU's ambiticus attempts to reduce risks from hazardous substances and have
sincerely responded to actual measures to meet the requiremeants of EU chemical regulations
such as REACH,

Howaver, we believe that the proposed restriction of PFAS (Per= and Palyfluorcalkyl
subslances) proposed by 5 Edropean counliies s an excessiva measure bacause il restricls
mare than 10,000 of arganofluorine compounds (PFAS) an the grouping basis that they are
persistent as substances of concern equivalent 1 the already regulated FFOS and PROA,

Tharefora, we intand to presant the following views al the public consultation af ECHA, to

which is one of the actions FC) recommends,

(13 Concerns about inconsistencies in the proposed restriction

Article 68 [1) REACH refers to the scope of the restrictions, which regulates
unzeceptanle risks to human health ar the environment that need to be addressed by
society as a whole,

The proposed rastriction |ists parsistent chemicals {which may remain in the environment
longar than any other man-mada chamical), bioconcentration, mobility, tha possibility of
long-distance transport, accumulation in plants, the possibility of global warming, and
toxicalogical affacts as concamns and reasons far tha restriction, Of these, persistent is
applicable o all targeted organaflucring compounds (PFAS), bul ather concarns ara related
to some compaunds,

Persistency commaen to all organofluerine compounds (PFAS) can be rephrased as "high
duratility” by focusing on its advantages, however, we believe that it is not appropriate to
regulate this propery alone as an unaccepiable rizk to human health or the environment, In
addition, it is not appropriate to apply the concerns about some flusrinated compounds,

such as binconcentration potential and toxicolegical effects, by grouping all organcfluorine



compounds (PFAS) together, and if the need for new regulations |5 o be considered in the

future, the risk of each substance should be guantitatively assessad and discussed,

Hereafler, we respectfully submit our views on the proposed Restriction of PFAS and
exprass ils concerns thal restriction would confravene the apolicanle Europaan ang

nternational rules and agreements for the fallowing reasons:

1, The praposed Restriction woulz binder thae achievement of the European Green Deal

PFASs have properties such as repelling water and oil, being resistant to heat, chemicals,
and not absorbing light, and have been widely used in water repellents, surface trealment
anents, emulsifiers, fire exfinguishers, coatings, efc,, and in a8 wide range of industrial
applications such as semicenductors, automobiles, and batteries, Many of these applications
and uses are cansigerad "essential usas”,

The applications in which PFAS are used are also critical for the Eurapaan Green Deal - that
Is comprehensive initiative that includes a range of palicies in different areas alming at make
Eurcpe climate=nautral by 2050, For example, the Horizon Europa program funds research
and innovation activifies in transportation, including batteries, clean hydrogen, low-carbon
steel manufacturing, the cyclical bio-bazed zector and the buill environment, We therefore
believe that tha proposed blanket Restriction of all FFAS for all uses, including uses that are
crifical fo the Europsan Grasn Deal, would essentially hamper the achisvemant of Europsan
Green Deal chjectives,

2, Tne proposed Restriction would significantly and  disproporionately hamper
international rade

[f the proposed Restriction is implemented as currenily announced, trade in essential goods
inwhich PFAS are used would be considerably resiricted and supply chains around the warld
would be savaraly disrupted.

n our viaw, evan if alternative substances are currently being developad, these would need
o go through repeated demonstrations and evaluaions and therefore they would take
considerable time befora they can ba implemented, Moraover, for substances for which no
alternatives have been identified yat, research and development will have to be promoted
through trial and error in the future, and even a 12 year grace pericd may not ba sufficient fo
confirm their availability.



The serious and disproporionate negafive effects of the proposed Restriction on international
frade could also constilute a violation of the propodionality principle as enshrined in Article
6&(1) REACH. In particular:

The proposed Resiriction is disproportionate, contrary to Article 68 (1) REACH,

Article B8(1) REACH requires that any restriction decision shall fake into account "the socio-
aconomic impact of the restriction, including the availability of altematives”, That socio-
economic impact may, among others, include, in accordance with Annex XV, [} the impact of
the resiriction an the industry (8,9, manufaciurers and importers) and on all other actors in
the supply chain in ferms of commercial consequences, including impact on investment,
operating costs and innovation; if) the wider implications on frade, competition and ecanomic
development; iil) allernative risk management measurements that could meet the aim of the
proposed restriction and iv) the availahility of suitable and feasible altematives,

The proposed Restriction doss not approprately consider those elements of the socio-
sconamic impact and fails o balance the negative impact on interational trade and the
Indusiry with the potential benafits of the proposed measure. It rather proposas a hlanket
restriclion of all PFAS substances for all uses (beyond some transiticnal periods for specific
usesfappleations) that goes well beyond what is necessary o achieve the leglimate
objectives it pursues, and is nol the least onerous measure ta contral the potential risks posed
by certain PFAS.

i particular, the Proposad Resticlion fals lo conduct a substantial assassmenl of the
"availahility of allematives” including: i) where alternatives have baen identified, these must
be compared as to their rizks and benefits to the substances proposed to be restricted and
iy whare allernatives ara nol yel available, the risks of the conlinued usea of the substances
proposed to be restricted should be compared with the socio-economic consequences of
them no longer being available and of the lack of available alternatives.

In light af the above, we requast that the EL limits the scopa of tha restriction to the extent
necassary to achieve the abjeclives that contribule ta the social acanomy of the EUL In that
regard, we also request that if the restriction remains as it is, that the EU considers a "review
clause" thal would enable the extension of the fransitonal perods In case sultable
alternatives have not been daveloped by the givan review date,

3, The proposed Restriction restricts all PFAS as a single group

|n following this grouping spproach, the proposed PRAS Restriction would restrict PRAS that
have not been risk=assessed and for which an unacceptable risk has not been demonstrated,
in preach of Article 68{1) REACH.



Article 68(1) REACH provides that substancels) can be restricted only If they pose an
LJnamEp1a::||E risk to numan heallh or the environmen!, This unacneptahle risk musl be
positively demonstrated by conducting a risk assessment that follows the conditions of Annex
X\ ta REACH (and by cross-reference of Annex | and Annex XIII), Such risk assessmant
comprises hazard idenlificalion and characlerisalion, exposure assessmen! and risk
characierisation,

By grouping all various PFAS substances together and resfricting them as a single class, the
proposed PFAS Resiriclion Proposal would restrict numerous PFAS subsiances thal have
not been risk-assessed and for which no unacceptable risk has been demonsirated, in
breach of Article 68{1) REACH.

More specfically, lhe scope of the proposed PFAS Restriclion is based on the OECD
definition of PFAS, That definition is only based on chemical structure and does not take inio
account hazardous properties or risks of PFAS, az the proposed Restriction itzelf
acknowledges (p, 19), As a resull, it covers approximately 10,000 substances with very
diverse physical, chemical and biclogical properties and behaviour, That broad definition
does not take into account the specific, distnct properiies of different individual PFAS or
PFAS subgroups and is therelors nol suitable for requlalory risk management purposes,
OECD itself acknowladges that this definifion "does not conclude that all PFASs have the
same properties uses, exposures and risks" and that it can only serve a slaring and
reference point &8s it "may be viewad as oo broad”™ (OECD, 2021, Reconciling Terminalogy
of tha Universe of Per- and Polyfluoroalkyl Substances: Recommendations and Practical
Guidance).

n parlicular, the very broad scopa of proposed Restriction —which is based on the QECD
PFAS definition- doss not enable a legally and scientifically sound risk assessment, By
grouping all PFAS together in a single group for risk assessment, the proposed Restriction
fails to dentify and consider the specific, distine: praperlies of sach individual PFAS or PFAS
sungroup and, in turn, fo assess and characterise the hazards and risks related to those
properties in order to demonsirate that they pose an unacceptable fsk to human health o
the enviranment.

t rather restricts all PFAS substances on the assumplion that they all share a very persistant
property as their "key hazardous property” that "triggers equivalent hazards and risks"(p.21-
22), However, (very) persistence s not per se a hazardous properly nor does It Indlcate a
risk an its own, Persistence on its own is alsa not sufficient to considar PFAS as giving an
"equivalent level of concern” o PETs/VvPYEs or to characierise an "unaccapiable rizk” within
the meaning of Article 88{1} REACH and |ustify a restriction. It is for those reasons that

persistence is only regulated in combination with othar proparties in the REACH and CLP



Regulation [e,g, together with bloaceumulation, texicity or -under the new hazard classes
introduced to the CLP Ragulation= mability), and not alene,

Bayond PFAS' purported very persistent propery, the proposed Resfriction does not identify
any other hazardous properties that are commaon to all PFAS. It anly refers to some additional
properies thal amplify the "overall concem” lor some -nol all- PRFAS, Indeed, the Proposal
containg evidence that concerns only certain sub-sefs of PFAS (maostly same long=chain
PFAS) and |acks data on other PFAS substances/zubgroups and an adeguate |ustification
as lo wihy the conclusions for cerlain PFAS would be applicable to all PFAS covered by the
proposed Restriction (read=across),

For example, the proposed Restriction acknowledges that “for the majority of PFAS no, or
insufficient, data on bisaccurmulation behaviour are available” and therefora thal the “data on
the bioaccumulation potential of PFAS [.] are not sufficient to substanfiate bicaccumulation
in the envirenment for all PFAS" (p.28), With respect to ecotoxicity, it mentions that “the large
rumber of different substances with helerogenous proparties [...] in the group of PFAS
makes the assessment of their ecotoxicty very complex™(p.28). It then concludes that the
blgaccumulation potential and (ecojtoxicity is expected to vary amang PFAS due to their
“high dwversity” and thal “no overall conclusion on BAG and T crteria was derivad for each
PFAS substance (sub=) group” (p. 471,

n the absence of (sufficient) evidence, the proposed Restriction fails to conduct a risk
assessmeanl, comprsing a hazard assassment and characlerisalion, axposura assassment
and risk characterisation, to demonstrate &n unacceptable risk posed by &l PFAS
substances proposed to be restricted, For example, in some applications, PFAS may be used
in enclosed spacas, where axposura lo the environment is exiremely imiled and the risk to
human health and environmental conservation is even less, It is also possible that by not
characterising the specific rizskis) each individual PFAS/PFAS subgroup poses that the
proposed Rasliction would |ead to the replacement of those PFAS wilh nan-PFAS
alternatives that could be potantially more hamiful to human haalth &nd the environment
{regrettable substitution),

Even [f certaln PFAS would be demonstrated to pose an "unaccepiable risk to human health
or the environment” within the meaning of Aricle 68(1) REACH, this cannot lead to the
conclusion that all PFAS pose such an unacceptable rsk, without considering their varying
propertles and bahavior,

4, The proposed Restriction could not be lawfully based on the precautionary principle

Article 68(1) REACH requires positive demonstration that thera “is" an unacceptable risk. It

is tharelore not intendad as a taal 1o addrass scienlific uncarlainties, as il is the case wilh the

precautionary principle, Therefore, the proposed Restriction that is largely based on scientific



uncertainties (e,g, “lack of toxicological data for the vast majority of [PFAS]"p,32), " for
most PFASs thare are insuflicient data o adequalely assess heir effacls on human health
and the emvironment® {p.13); "for the majority of PFASs no, or insufficient. data on
biosaccumulaticn behaviour are available™ (p, 28)) would not meet the requirement of Article
B&(1) REACH 1o demonstrate an unacceptable risk.

n the alternatve, even if the proposed Rastriction applies the precautionary principle
{although it makes no mention of it), it must had revertheless met the conditions of EU case
|aw, 25 summarised in the Commission Communicalion on the precautionary principle, which
it failed to do.

n partcular:

According to seltled EU case |aw (8,9, T-584/13), the precautionary principle is “a ganeral
principle of EU |aw requiring the authoritias [...] to take appropriate measures fo prevent
specific potential risks to public health, safety and the environment [_]". it should be used
whera ‘thare is scientific uncertainty as o existencea or extent of risks to human health or the
anviranment [,..].” While the risk assessment in the context of the precautionary principle is
"not reguired to provide [1.] conclusive sclentific evidence of the reality of the rizk and the
sanousness of tha potential advarse effects were that risk 1o bacomae a raality”, “a preventive
measure cannat proparly be basad on & purely hypothatical approach fo the risk, founded on
mere conjecture which has not been scientifically verified” (our emphasizs),

However, the proposed Resiriction lacks evidance of effects, and especially, of effecis thal
are adverse, Indeed, as the Proposal itself acknowledges “for most PFAS thers are
inzufficient data to adequately assess their effects on human health and the environment” (p.
13) and that “if releasas are nol minmisad, humans and olber arganisms will be axposed Lo
progressively increasing amounts of PEASs until such levels are reachad whers effects are
likely™ ip, 90).  In the same vein, the Proposal also mentions that "[i]t is more likely that for
the vast majerity of these substances, no sludy data ara avallable 1o serve as a basis for
classification. In the absance of evidencs to the contrary, it can tharefore be assumed that
some of the less well-siudied PFAAs and PFAM precursors also exhibit one or more of the
propertles of concern,"(p,30],

Moraaver, the persistence and accumulation of FFAS in the enviranmant that the proposed
Resiricticn mainly relies on, canrct be construed as adverse effects per se,The Proposal is
therefore based merely on unsubstantiated assumptions.

I addition, the proposed Restricion fails to meet the following conditions for the
implementation of the precautionary principle sst out in - the Commission Communication
on the Precautionary Principle (Communication from the Commission an the precautionary
principle, Brussels, 2,2,2000 COM{2000) 1 final).

- Befora the adoplion of & precaulionary measure, there musl ba lirsl a scientific risk

assessment, comprising four steps, namely hazard identification, hazard characterisation,




appraisal of exposure and risk characterization. In our opinicn one could demonstrate that
thess four steps have nol been followed in the PFAS Resiriction Proposal. The alleged
hazards of the PFAS have not been established and, likewise, thera is little on the actual
exposure to PFAS, These elements have rather been postulated on unsubstantialed
assumplions. In the absence of reliable information on hazard and exposure, there is no
basis on which to characterise the risk, and therefors to conduct the required scientific risk
assessment for the application of the precautionary principle.

- Tna pracaulionary measure mus!t be proportionate, norediscrminatory  and
consistant with similar measures, basad on examination of the potential benefits and costs,
n our opinion, the proposed PFAS restriction could be demonstrated to be disproportionate
and not the least restrictive measure that can be laken lo address any PFAS-related
concems bacause i) it restricts the entire class of PFAS for all applications on the basis of
mainly a "persistency concern”; i) it does not sufficlently assess the risk and suitability of
allegedly available alternatives, and i} it does rol (adequataly) assess tha socic=aconamic
impact of such broad restriction against the alleged “significant benafits” of the restriction.

- The Proposal must identify the measures that need to be taken in order to clanfy
the uncerainties thal could justify precautionary measures. In parlicular, *measures based
on the precautionary principle should be subject to [...] fo review in the light of new scientific
data.” In that respect, the Proposal does not propose measures that could be taken (o resolve
the uncerlainties if identifies — it rather proposes a tofal, blanket ban of all PFAS far all

applications {beyond some fransitional periods for some applications),

5, Tha proposed Restricton would restrict substances without [isting them contrary to
Article 68(1) REACH

Article BB{1) provides that substances that pose an unacceptable rsk to human health or the
ervironment could be the subject of a resiriciion, Article 68(1) restriction should therefore
identify the substances proposed to be restricted, Annex XV, Section 3 of REACH also
gpacifies that the restriction "shall include the idantity of the substance [...]". Such identify

should be chemical spacific, including name, identification numbers, molecular and structural

formulas, ele. Indeed, REACH defines a “substance” as "a chemical element and its
compaunds” (Article 3(1) REACH), This is also clearly reflecled in the European Chemicals
Agency [ECHA) Guidarce for the preparation of an Annex XV dossier (p, 108) that specifies
that the restriction proposal must provide “details on the identity of the substance (name,
CAS, EC number, registration number (if available), molecular formula, structural formula,
purity and impurities)”.

m light of the above, the proposed Restriction falls to adeguately identfy and list the specific
chamical substances proposed (o be restricled, Instead, it prohibits the manufacturing, use

or placing on the market of any substance "that contains at least one fully fluorinated mathyl




(CF3=) or methylens (~CF2=) carbon atom, without amy HICIB attached to it" {p.4). It does

nol provide the names or identification numbers of the specific subslances thal are covered

by this bread definition, as required,

(2) Exclusion by PFAS Sub-category(substance)

As mentioned in (1), a class of compounds (PFAS sub-category) having widely different
propertias, such as fucropalymers and fuorinalad gases, ara all grouped as PFAS and
subject o restrictions, On page 16 of the repart, citing the OECD report, PFAS are sub-
categorised inte 4 major categories and 30 middle categeries, B3 Classification and
labaling ang B,4 Enviranmental fate proparties in the Annex B report and are evaluated
based on these sub=categories, respectively, and we beligve that risk can be more
appropriately assessed by sub-=categorizing rather than grouping as PFAS,

For example, flucropolymears are tharmally, biologically, and chemically stable, barely
soluble in water, immaobile, insoluble (Water, Octanol, ete.), and toa large to migrate to cell
membranes, so they are nol incorporated into the body and are conziderad low concerm
from a human and environmental health perspective’®, The findings demonslrate thal
fluaropelymars are a disfinct group from PFOA and PFOS and shauld nat be combined with
them for hazard assessment or regulatory purposes, Flusropolymers are the only matenals
that simultanecusly possess heat resistance, weather reslstance, chemilcal reslstance,
water repellancy, lubricity, and unique opticalielectrical properties, and they have become
indispensable materials in many fields, including the energy field (Fuel cells and lithiums=on
batterles), semlconductor flald (Clean members, etehing gas), electrical and electronle
communications field (Wire cladding and liguid crystal materials), transportation fisld (Cars,
airplanes, railroads), and medical field {Cathetars, protective clothing). 1tis necassary to
carefully re-examine whather the uniform regulations for PFAS are appropriate in light of

the chamical hazards and risks of the substances in question. In particular, fluoropolymars

gnould be excludad from the current regulaticns because they are highly stable materials
and have no concems aboul bioconcentration or loxicological effects,

Fluorinated gas is a highly safe compound in terms of toxicity and combustibility, and it is
used in many applications in terms of efficiency and cost. In addition, fluorinated gas itself
5 nol persistant in he persislen! properlies proposed in the PFAS reslriclion proposal, In
addition, trifluoroacetic acd, which is a degradable product of fucrinatad gas itsalf and is a
concem in the proposed restriction, has also been shown fo pose a |ow risk of toxicity lo
living organisms and human bodies in the reporls of the Environment Agency of Garmany
and Monwvay, who actually submitted this restriction proposal®#, Thase results indicate that
fluorinated gas should not be considered for regulation as a group with PFOA and PFOS.

In addition, the reduction of lluorinated gas usage is being considerad in the F-gas

requlations, and from the standpaint of dual requlations, we do not believe that it should be




conziderad in the PFAS regulations,
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