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4 WHAT WE DO AT CHEMSEC

oO)4
«+ Drive the political discussion on

Sd hazardous chemicals

£ + Challenge companies to improve
» their chemicals management

Vv « Develop online tools to help
companies switch to safer

jo ferytei
. « Inform investors about risks and

opportunities in the chemical
1] industry



L THE URGENCY

+ Scientific reports show the urgent
pA need for change

; \ « Overstepping the planetary
@® | boundaries

rr + Business as usual is not an option
a + EU regulations good start but not

enough

\ «+ Substitution has not occurred at
\ the expected pace

a. V7) + The most harmful chemicals
rr i ~v needs to be phased out in all but
Wl. A A” “essential uses”

&'chemsec



Better protection of human health
and the environment

Making the regulation more gs
efficient EF ds

Using public resources for the .
most important cases
Focus on substation for the most
harmful chemicals

Incentive for innovation and
substitution

chemsec
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J Necessary for health and safety”
: and "critical for society. Clarified

oo by: “Severe health issues” and
“basic conditions for human life

; and health”
! ” Is the chemical (for example PFAS)
y x. essential for the function of the
~ product?

Are alterantives available?

PE

chemsec
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THANK YOU FOR LISTENING .
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PFAS in the Pharmaceutical Industry
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UseofPFAS in (Bio-Pharmaceutical Production
Industriusevith control
ofmaterialsoverth ul

PAS in IndustrialUse,notpartof theproduct PFAS API Drug Substance ife CyclePY ar productPras process Intermediate 2% Active ingredients (30)
y Chemical or Partil A7L 2 [and Medica Devices are

Material Molecule] 7 a= regulated separately© EEE Eig| TFTmT mIEENS
Subition Tmpovsble (1 = oes) Primary packaging is partofthemarketing

=® [authorizationpmspar or DFAS ContainingoCoated xarts or producionor Manufacturing = I. .RawMaterials Eamon 09 | aareat F! egultons must be
Sons | [bees || packaging confit reeinio hengernbnres rnREmandmng roee ds Cronosrsa ara Tapping.

Traduction or BRAS that are F-Gasprasrepor ME TEWLSS [1] Jr Refrigerants, propellants,
Analytical Chemicals Inhalative Substances.
Exempta Sth 5 pay nd en 05m crc ron

efpia SFC



The OECD PFAS Definition

0g"+ omc mimes @
3

+ OECD2021-8,or Fy °

+ OECD 2018. OECD 202: Why was the scope expanded?
The intention ofthe rein of the PEA definion's ntto expand the PAS universe, butt comprehersivey reflecthavgncra PEASdfn thataN and Conant crs compounds rom ne chemical racine pont
ofview and is easily implementable for distinguishing betweenPFASs and non-PFASs, also by non-experts.

+ The term ‘PSSis. broad, genera,norspelfic term, wich docsnot informwhether compound s harmfulornat,
but only communicates that the compounds under this term share the same trait for having a fully fluorinated methyl or
methylene carbon moiety.”

The decision to broaden the defini. snot comncted to decions onHow FASs shodbegrouped in regulatoryond volamary actions.
* [OECD Report Reconing Terminologyof the Univers of Pr. and pfctlSubstances Recommendationssnd praca Guidance PEAS Central

efpia SFC



PFAS Risk vs Benefit

* Riskthough PAAS Use
+ Substances with intrinsic harmful propeties4 persistent and ls obleou, endocrine diupting or CMI

In AP, beinga PEAS notdoes not determine persistance or bosccumulativeproprtes
+ Emissionsof PEAS in Production, during Use or Endof Produet Life

Pra Usewhere Risks are Contralied
+ Proucs sujet toregulationsotherthan REACH such a pharmaceuticals o animalhaltproducts, wheredata

Is valablean seyemironmentalisk assessetswreconducted
+ Prouction and manufcturing materials that donot become product component, such as foropolymers in
Industrial use

+ Materials where emisions re propery controlled ver the fll fe cee which may nce production materials,
butalo other machineryor aviation equipment efpia SFC



Substitution

Replacing chemical with safe alternative s Just oneway of lookin at substitution
+ More often, basic innovationphases ut harmful chemicals or othr hazards
+ Restricting substances based on structure, regardlessof properties and/or ris, severely impacts R&D in all
technology sectors

CirculImplosion High Choa Hg (+1£0) Moisture
Risk Lead Voltage sensitivexrays Pras

LifetimeHeawy

neficnt
ar wr ote

efpia SFC



Conclusion: What To Look For in a Simple, Applicable and Efficient Restriction

+ include
+ proportional measures addressingthe problem emissionof harmful substances tothe environment
+ Creat deni, HarmulprAS"
+ Derogations for demonstrated low/controlled emissionsof PFAS over the full Life Cycle

+ Essential Use derogtions on a case by-case basi a a lat resort

+ exude
+ Undefined terminology an avoidable complet, leading to uncertaintyiimplementation. Unclear
requirementscreate effort inthe industry and the authorities without benef, slowing down substitution and
other beneficial developments.

- REACH aspects overlappingwith pharmaceutical regulations,o those of medical devices or veterinary products
+ Impact on EU manufactureof pharmaceuticalmaterials

Negative impact on innovation or resesech otra Se
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€slA The voice
pect, of the semiconductor industry

in Europe

Represent the interests of the European-based semiconductor industry and advocate for its
international competitiveness

+ most R&D-intensive sector _
+ highly-developed global supply chain SENN
+ fierce competition & price fluctuation ca :
+ short innovation cycles = $3
« multiplier for growth, electronics boost innovation Es
+ global market estimated at $ 556 billion in 2021 (+26.2% yoy) A Ii
+ Europe strongest market for automotive (29%) In
Eu [/ /

+ ca. 10% of global market \
« direct employment 200.000 All 13,
+ indirectupto 1.000.000 A! )
+ ESIA is member of the World Semiconductor Council (WSC) SN y 4

NLS4



E€SIA PFAS use by the semiconductor
industry

+ Constituent of specialty process chemistry + Semiconductor manufacturing equipment

formulations (photolithography, chamber (HTFs)
cleaning/etching, and other mixtures) + Fluoropolymerarticles in manufacturing.

+ Dement amen:andchemicaldstibution
+ >13 types of distinct uses/material ‘systems (filters, tubing, linings, o-rings, etc.)

Tonconaies

+ Fuoropolymersinaries (companen, FR—
ie, cle, printed creatboard, Ss—
teres, mtators, capacitors, oe.) Chemica dlery and waste management

‘systems (tank and duct linings, pipes, etc.)



E€SIA EU restriction
Te Challenges and impacts

+ PFAS containing specialty formulations are a prerequisite for
semiconductor manufacturing in Europe

« Industry transition from PFOA & PFOS to short-chain PFAS
specialty formulations (process chemistries)

« Industry will remove PFHXA according to regulatory timeline

« Broad current draft scope of EU restriction

« Global industry sector with a global supply chain

+ Semiconductors are crucial for countless applications
(manufacturing, healthcare, transport, etc.)



€SIA Context of EU Chips Act

eee————,
Growth expectation

+ Double global market share from 10% today to at least 20% in
2030

« Strengthen EU's research and technology leadership on small
and fast chips

+ More than €43 billion of policy-driven investment until 2030

Tightening environmental regulations

« PFAS restriction

+ F-Gas Regulation



€SIA Questions?

Thank you for your attention!

http://www.eusemiconductors.eu/

Twitter : @eSemiconductor

LinkedIn: European Semiconductor Industry Association
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Medical devices sector: On the
phasing out ofSoC and sustaining
EU innovation
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0
Complex, globally competitive Sodr

. : oo
products with long design cycles

(COMPLEXITY AT ALL LEVELS INNOVATION/SUBSTITUTION IS A
TE COMPLEX AND LONG PROCESS600 assomies

+ 27,000 sub-assemblies Longangnepies
© 20,000componentparts ensdteve or maging
© orethan 1600.000 articles” © 2pesiorvon© versfr ton therapy

ST Ie Say CRTeva © overs of maker alahou 11000 hen dstoted noworld

eodeo i mem ey co orsso
wipingomepsson lev 00mon er company to re-design Wil to
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AnalysisofAlternatives. (| i | g ]

+ Identified uses undergo case-by-case analysis of potential alternatives 4SAEreesesr051 et
*Rigorous testing, uncertainty storest = } mraz0
+ Elapsed time will depend on technical feasibility >process starts again if =

testedatematve snotsuccesfl Brey
HsWhy we needa solution oe

* Medical devices being removed from the market as redesign is not possible Ty fr

* Medical devices being removed from the market due to non compliance of By esses
spiesfaraway in the supply chin - re

+ Many PFAS are not on any regulatory lst and are non-hazardous, no legal 1 Yi .
obligation to communicate in thesupply chain Bs

[re



|coci A cost/effective solution for PFAS: the

“Legacy Device Approach”

CRITICAL
1. Exclusion of legacy devices

(to include manufacturing process)
(avoids diverting resources from RED of innovative medical technologies)

WITH
2. Long transition times

(to substitute, to collect evidence of no alternatives)
3. Long validityof derogation (where justified)

(to look for alternatives and validate them)

WITH

4. Possibility to ask for derogations after the endof the
transition period
(time is needed to test alternatives and, f conclusion is none is available,
ubmita derogation requsubmit a derogation request) 0



Wee] A possible cost/effective solution for
: “ i "oer PFAS : the “Legacy DeviceApproach
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Already adopted by RoHS successfully across several exemptions co
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http://www.cocir.org

Questions? lin] ‘www.linkedin.com/company/cocir/

[7] www.twitter.com/COCIR
EEE


