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Dear Members ofthe ECHA,
With reat concern| have learned about the potential ban of some irreplaceable mesh implants
inthe Courseof the PFAS restriction proposal cently under discussion nthe European
Chemicals Agency. While | support th main goa of the proposal Im convince that he s
also need fo wise exceptions. The ban would afec well established and in many ways unique
implants for which tere are no allermatives avaiable on he market yet.

1 have been focused onth topic of hernia surgery since 2005 and also specifically on meshes.
Uni 2017 1 vias headofhe section of abdominal wal reconstruction and hernia surgery at the
University of Warzburg (Germany). During this ime, | explanted and analyzed over 300 meshes
in patients with mesh-rlated complcatons. | have contributed fo over 95 Pubmed sted
publcations, most of them on he 0pof hernias. In thepasyears, since my move0Olen
(Switzeriand), | have operated on over 1000 patients with PVDF meshes wih robotic approach
and can confim the excelent resuls an uniqueness of these meshes. Alow me to point out to
3 reasons forthe uniqueness and necessity ofthese meshes fo patent cae:
First, the availability of long-term stable medical devices is of utmost importance for optimal
patient care In hea surgery. 0 minimize haltcare cost and heath risks or he ndiual
tients over thei lfe-me. Mish implants made of PP and PET as th only avaiable
atematives to mesh implants made of fluoropolymers do not represent an adequate substiute
ue to clcaly relevant efits n fon: term sabi. [1-6] We ae curently seeing an
increasing numberof cases of degradation of PET meshes alteady after 2-4 years of
implantation,with deleteriousconsequences to patients. It should not be neededtobe
feminded, that patients continue ing up 0 G0 years after mesh implantation, so very ong-
{orm stable meshes are crucial.
Second, there are even important surgical techniques (‘funnel technique”) that can nly be
performed with dedicated mesh implants made of fluoropolymers (DynaMesh-IPST). In the case
ofa ban, these important surgical procedures can no longer be performed, as there are no
atemativesto these unique luropolymer mesh implants avaiable on the market. These
meshes have proved cinical safelyfor over two decades. To ind an aerateto PVDFand 0
ear is medical use under medical devies regulations wil take a ong time.
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(7) Kohler G, Paliwein-Prettner L, Lechner M,etal (2015) First human magnetic resonance visualisation of prosthetics.mes
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