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Mission

We, together with our partners, work for the safe use of 
chemicals.

Vision

To be the centre of knowledge on the sustainable 
management of chemicals, serving a wide range of EU 
policies and global initiatives, for the benefit of citizens 
and the environment.
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Who is the  ECHA and what do they do ?

ECHA Strategic Plan 2019-2023 final (europa.eu)

https://echa.europa.eu/documents/10162/26075800/echa_strategic_plan_2019-2023_en.pdf/3457ccff-7240-2c1f-3a15-fa6e5e65ac56
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Where do PFAS come from 
and what are the concerns ?
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What is ECHA proposing for PFAS restrictions 

So, there is a chapter on ski wax, but not 

bioprocessing equipment and components.

Thus our main issue in thinking how to apply this 

proposal to bioprocess components and 

tools…..”where do we fit in” ?
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BPOG is leading the way for our Industry Response
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Fluoropolymers have fundamental differences in 
properties versus the vast category of PFAS materials

This group fully support scientific and risk-based restriction of specific, 

hazardous PFAS that pose a danger due to bioavailability, bioaccumulative

and toxic properties such as PFOA, PFOS, Gen-X and C-8- to C-14 PFCAs. 

However, fluoropolymers have very different properties to these PFAS of 

concern, are not classified as toxic and can be considered as polymers of 

low concern (PLC)2
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Ma rc h April May June/July/Aug September

5

25

26

Team formed & 
Questions submitted for 

info session- no 
response from ECHA

ECHA Info webinar

Initial response 
submitted to ECHA

Consultation 
closes

Team will continue to 
build on initial response 

Consultation opens22

Response submitted to ECHA & published on 

BioPhorum.com link

Linked in campaign : (24) Post | Feed | LinkedIn

Exploration of collaboration 
opportunities with other 
Industry organizations-

BPSA, EFPIA, CEFIC 
(FPP4EU), EC

PFAS Response Team Timeline

https://www.biophorum.com/download/biophorum-response-to-the-annex-xv-report-on-the-proposal-for-universal-pfas-restrictions/?utm_campaign=2023+-+May&utm_content=LinkedIn&utm_medium=social&utm_source=LinkedIn
https://www.linkedin.com/feed/update/urn:li:activity:7069296620286140416/
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The Basis of our Position on the Implications of this 
proposal on our industry

The extensive use of PFAS across the biopharma 

sector in medically critical applications:

Biopharma sector as a missing use category

The impact on our industry of sourcing, testing, 

and validating PFAS alternatives

Impact on approvals by Regulatory 

Authorities—increased risk of supply disruptions

Categorization of Fluoropolymers vs PFAS

Improved environmental stewardship and 

waste management vs a wide-reaching 

ban
The ECHA’s proposed ban on PFAS and the impact on biopharma 

(biophorum.com)

https://www.biophorum.com/the-echas-proposed-ban-on-pfas-and-the-impact-on-biopharma/
https://www.biophorum.com/the-echas-proposed-ban-on-pfas-and-the-impact-on-biopharma/
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What are we asking for?

BioPharma industry should be considered a missing use category 

and be exempt from all proposed restrictions where alternatives are 

not available

EXEMPTION for any direct fluoropolymer materials used in 

BioPharma processing with critical quality attributes (direct impact 

on product quality).

EXEMPTION (or at least maximum derogation -13.5yrs?) for other 

PFAS materials used in BioPharma manufacturing processes 

(including manufacturing precursors and intermediates).
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Compile and submit initial 
response 

Continue to gather data to 
substantiate claims and submit 

further response  

Continue to work with other industry 
bodies to raise awareness and to 

align as an industry on our position

Complete – submitted 26th May

BioPhorum response to the Annex XV report on the 

proposal for universal PFAS restrictions - BioPhorum

Team will meet fortnightly until consultation closes 25th Sep

Currently focusing on Q6 of ECHA request for additional 

information (see over) 

Alignment with CEFIC (FPP4EU), BPSA, 

EFPIA

Meeting held with European 

Commission 19th July – report attached

Key steps for the team

https://www.biophorum.com/download/biophorum-response-to-the-annex-xv-report-on-the-proposal-for-universal-pfas-restrictions/?utm_campaign=2023+-+May&utm_content=LinkedIn&utm_medium=social&utm_source=LinkedIn
https://www.biophorum.com/download/biophorum-response-to-the-annex-xv-report-on-the-proposal-for-universal-pfas-restrictions/?utm_campaign=2023+-+May&utm_content=LinkedIn&utm_medium=social&utm_source=LinkedIn
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Our Response May Be Having an Impact 

The battle over PFAS in Europe (acs.org)

EU to drop ban of hazardous chemicals 

after industry pressure | PFAS | The 

Guardian

https://cen.acs.org/policy/chemical-regulation/battle-over-PFAS-Europe/101/i31
https://www.theguardian.com/environment/2023/jul/11/eu-to-drop-ban-of-hazardous-chemicals-after-industry-pressure
https://www.theguardian.com/environment/2023/jul/11/eu-to-drop-ban-of-hazardous-chemicals-after-industry-pressure
https://www.theguardian.com/environment/2023/jul/11/eu-to-drop-ban-of-hazardous-chemicals-after-industry-pressure
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BPOG Mapping of PFAS application

Application PFAS Type Possible Alternatives

Liquid filtration- filter membranes PVDF alternatives for PVDF 
(PES/nylon/cellulose)- may not have same 
performance, will require extensive testing 
and revalidation

Films/plastics (1º contact material) in Containment of drug 
intermediates and final product  
(containers/films/bottles/vials/syringe stoppers/ Single use 
processing bags/SU bioreactors plus probes/inserts) 

PVDF, PTFE bottles, FEP 
bags/bottles, PFA glass 
vial lining

Tubing& tube fittings (manufacturing engineering systems,) 
incl gaskets & O-rings

PVDF
FKM (tubing/O-
rings/gaskets)
FEP
PFA

•tube fitting alternative = polysulfone, 
polycarbonate (will require revalidation) 
•no suitable alternatives for tubing 
capable of matching PFAS properties

Vent Filtration PVDF and PTFE no alternative for PTFE used in Steam In 
Place (stainless steel) vent filters. some 
membranes have PFAS coatings)

Support filters (e.g. HEPA) PTFE
other materials with 
hydrophobic or non 
hydrophobic coating

Hardware systems (lined pipes, TFF cassette 
seals/components/solvent exchange systems/lined 
valves/gaskets). Pumps & components (diaphragm)

PVDF
PTFE
FKM

Electrical components, heat and/or chemical resistant, 
non reactive coatings/insulation/lubricants/Refrigerants, 
electrical wiring

PTFE on its own or as an 
additive in ABS and 
polycarbonate

PTFE thread sealing tape PTFE

The team have started mapping usage of PFAS across the industry and identifying if alternatives are available.
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BPOG View Impact of Material Changes on Biopharmaceutical Processes

Step Activity Estimated Timeline

Development of a new suitable disposable Selection of small scale disposables, ordering, 

testing in small scale studies

at least 6 months

Establishment of the new disposable in 

GMP environment 

Change Request, inventory system update, 

review of certificates and documents, ordering, 

initial E&L assessment

development of release testing method (e.g. 

primary packaging)

1-2 months

2-6 months

Ordering of GMP / full scale disposable Procurement, Supplier Lead Time 3-12 months

Release of Disposable Check of batch certificates + documents / 

Release testing

0.5 months

2 months (if QC testing required, e.g. prim. 

packaging)

Supplier / Manufacturer Qualification staged concept, Questionnaire up to Auditing 6 months

Validation 

(late phase / commercial)

Component validation in several batches 

(compatibility, functionality,...), process 

validation (if needed),

comparability exercise for resulting DS/DP 

(release testing, stability studies,...), Leachable 

studies

6-12 months 

+ stability (years)

Regulatory Filing of Changes / 

Amendments

Update of TRDs, Submission to relevant Health 

Authorities

years, depending on number of countries

Depending on Product Lifecycle Stage and Criticality of Disposable, multi-year Change Process to be expected

liquid filters

primary 

packaging
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Most recent submission to specifically answer 
question proposed in open consultation period
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Hot off press just completed 19 – Sept - 2023

• Our More detailed response to 

improve and include more 

evidence to back our arguments 

on the impacts of proposal and 

desire to seek lifetime derogation 

for our industry

• Will be socialized on linked in and 

through networks

• Will be posted on BPOG website
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'Forever chemicals' destroyed by simple method | NSF - National 
Science Foundation

PFAS chemicals do not last forever | News (ucr.edu)

https://www.nytimes.com/2022/08/18/science/pf
as-forever-chemicals.html

How we as Industry can continue to improve 
sustainability and practice environmental 
stewardship if exemption is received
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Recycling and the end of life assessment of 

fluoropolymers: recent developments, challenges 

and future trends - Chemical Society Reviews (RSC 

Publishing)

• Entegris has capable recycler for 

fluoropolymers including Aramus

• Feasibility studies on post gamma 

irradiated material are being completed

• We are interested to pilot take back / 

recycle program with Aramus customers

https://new.nsf.gov/news/forever-chemicals-destroyed-simple-method
https://new.nsf.gov/news/forever-chemicals-destroyed-simple-method
https://news.ucr.edu/articles/2022/05/19/pfas-chemicals-do-not-last-forever
https://pubs.rsc.org/en/content/articlelanding/2023/cs/d2cs00763k/unauth
https://pubs.rsc.org/en/content/articlelanding/2023/cs/d2cs00763k/unauth
https://pubs.rsc.org/en/content/articlelanding/2023/cs/d2cs00763k/unauth
https://pubs.rsc.org/en/content/articlelanding/2023/cs/d2cs00763k/unauth
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Entegris®, the Entegris Rings Design®, and other product names are trademarks of Entegris, Inc. as listed on entegris.com/trademarks. All product names, logos, and company names are trademarks
or registered trademarks of their respective owners.  Use of them does not imply any affiliation, sponsorship, or endorsement by the trademark owner. ©2018 Entegris, Inc. All rights reserved. 

Questions and 

Discussion

http://www.entegris.com/trademarks
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