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Meeting witk BiocPhorum an PFAS restrictian

Cemmission premises, N m- 13:00-14:30

RinPharum and memher representatives:

«  gioPhorum, N
«  cytva, [
. Sarmrius_

e« Watsan Marlow Fluid Tecknalogy Salutians, _

«  Trermo fisher scientific, [ R
e« Elililly,
e«  Rorhey

o

Participants

BiaPharum and its members introduced themselves cavering the development, manufacture and
supply cf medicinal praducts.

RBinPharum and its memhers indicated that their main cancern is ahout the incfusion of
fluarnpalymers in the srape of the restriction. They consider that PFAS group restriction taa hroad.
Fluarapalymers are used in several applicatians in the Eiopkarma industry, including in R&D far
which there is nc exemption proposed in the current cassier, and in packaging. They pcinted out
that any changes nead reguletary approval bty EMA, The transitional periads as propcsed in the
current dassier are not feasible far pharma industry, due to regulatory approvals and R&D needed.

In additian to the use of fluaropowmers, the use of PFAS as starting material ar intermediates was
raised (especially trifluarcactic acid). Adhough the Dassier Submitters excluded the active
ingredients of the pharmaceuticals fram their restrictinn praposal, co-farmulants and other
ingredients are nct.

Further issues raised:

- Trere are supply chain riske if there /s a restrictian is for mancfacturing upstream znd
pharma is A niche use.

- Undermining of EL! competitiveness if companies relocate autside the EU ard pracucts are
reimparted in the EU (fluorapalymers used anly in the praduction phase).

Firally, they also paointec to the lack of clarity in ECHA guidance for the consultation,

GROW F1 explained the REACH restrictian pracess, which applies alsa to the PFAS restriction, ang
painted aut that infarmztion should now be submitied to ECHA.

Mare infarmatian see powerpcint slides and BiaPharum respanse ta ECFA's consuitation.
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