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Pharmaceutical Industry — Identified PFAS Uses
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PFAS Chemicals Used in the Synthesis, Purification or AnalysisofAPIs
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PFAS Chemicals Used in the Synthesis, Purification or Analysis of APls
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+ EDQM produce Pharmacopoeia monographs, which are mandatedin the quality control analysis of medicinal products ado

+ PEASreagentsae used in more than 170pharmcopocia monographs. Of these, 100 prescribetheuseof tflioroacetic SE ©
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UseofFluoropolymers in production equipment such as reactors, pipework, seals, gaskets and single use systems

Manufacturingfacies are dependent on fluoropolymer use
forprocesssafety and productquality reasons— | | Process Seelyand produc quali reaso

E— gp
oh PI SERB | oueniicaton of fuorapolymer mates usedis halene:
FLceGe | I | + processingand utiity systems will contain kilometersof

RT i An ISSEY | inedpiping (millimeter thickness),valves, sight glassesetc.
Een” EERR | oorhave compet verve of 1S componentsin
fimes EE | fl | complexarticies

Lull a Ni regulatoryapprovalby global healthauthorities i required

er ay Any conditions placed on the production phase of
a fluoropolymers could result insuppliersexiting the market >
RON a,ra supplychain risk is apossibility

rn NINN '\ | hroughoutthe entire Ifecycleofderogated uses
HH =

vray soem SACHA MERFRYETED MosemoesSons Srereeos ERs Rom sree



Human Health Medicinal Products Sector Survey –
Impact of PFAS Restriction on Patient Access to Medicines & EU Strategic Autonomy 

Approximately 1900 active substances impacted by the Restriction because: 

• PFAS used in manufacturing and packaging operations at an EU facility and/or

• PFAS constituents present in the intermediate packaging or drug delivery device of a medicinal product placed on the EU market

Only 7% of the active substances contain the PFAS moiety, and therefore fall under the proposed derogation for APIs

Supply chains of 93% of the active substances involve EU manufacturing operations, which depend on fluoropolymers, within plant,
equipment and single use systems → if these facilities are sole global supplier in a supply chain, medicine shortages are a possibility 

A wide range of therapeutic areas are impacted e.g. cancer treatment, cardiovascular disease, diabetes, mental health conditions, 
respiratory disorders.  Some products are on critical medicines lists:

• >600 medicines on WHO Essential Medicines list

• EU Member State “Critical Medicine” listing e.g. 78% of critical medicines in Norway could be impacted



Key Takeaways
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3. Partnerships develop across supply chains to:

+ Develop suitable alternatives that maintain the highly controlled environment required for product efficacy and safety
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