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4. Way Forward
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biopharmaceutical drugs, ensuring that biopharmaceuticals are safe,
ultimately protecting human health and patient safety.

Required step by various Directives and Guidelines
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Microfiltration <
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a well-established method allowing the removal of vis
based on size-exclusion that entails filtering of protein solutions |
through membranes with pores of nanometric sizes that have |
the capability to effectively retain a wide range of viruses.

The use of this filter during nanofiltration is a necessary step in
the production of biopharmaceuticals to effectively remove

viruses from the end-products, i.e. human medicines.

designed to have a higher filterability of antibodies.
a well-established method that allows the separation of the

antibodies (proteins) from the animal cells.

The use of this filter during microfiltration occurs upstream in
the filtration of impurities, before the virus removal stage.
Necessary step in the production of biopharmaceuticals aimed
to separate the animal cells from the antibodies.
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EUROPEAN CHEMICALS AGENCY

First bans expected as from July 2027 onwards
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- No bio ccumulation (BIVB)
Not mobile MorvM)
Stable in environment

Biologically inert

Example of Fluoropolymers: PVDF, PTFE, PFA

Proposal: The durability of Fluoropolymers provides applications the e
longevity and needed performance and should be exempted from any p

restrictions.
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= There are practically ho alternatives that‘can-replacn tl-u'e:high performance provided

by PVDF in in the biopharmaceutical sector and Protein concentration plays a crucial

role in determining the right filter. (Image)

alternatives have a lower transmission of the targeted ﬁmtein of interest while only

PVDF can meet the various perforrmances required for drug preduct applications

PES and polysulfone require an asymmetric pore structure, causing the clogging of the

membrane interior progresses dyring filtration
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* It is clear that not all PFAS md’se an M Ontion 2:
unacceptable risk that would justify a |
restriction. Espeocially, the restriction ||
must differentiate between the different
groups of PFAS and the risks, and the
risks posed by their uses.
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*  Fluoropolymers, such as PVDE, dol ot
pose any risks to the environmemnt and
human health and should be generally
exempted from the PFAS Restriction ol
benefit from a time-unlimited derogation.
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