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European Chemicals Agency 3 May 2023
00121 Helsinki

Product Safety,
Submited by e-mail Fax +4969 4109-612710IR,

Contribution to the Consultation regarding the “Restriction on the manufacture, placing on the market and use

of PFASs"

Dear Sir or Madam,

this paper is submitted on behalf of the companies AllessaProduktion GmbH, WeylChem Hachst GmbH and WeylChem

InnoTec GmbH in contribution of the consultation regarding the “Restriction on the manufacture, placing on the market

and use of PFASs". The companies all are partof the WeylChem Group of Companies.

‘The companies are, among other activities, manufacturer, importer, downstream- and end-user of PFAS intermediates,

‘active ingredients and chemical end products and articles.

We manufacture and import PFAS-Intermediates,at the time being only such with one CF3-Group atan aromatic ring, for

further synthesisofother substances.

‘The other substances may also be intermediates, which are either further processed on site or at the site of a third party.

‘They may also be directly exported.

‘Someofthe intermediates are processed in the synthesisofactive ingredients for agrochemicals (like Luna®, Zorvec®,

Orondis®, Plenaris®, Lumisena® and others) or pharmaceuticals (Fluoxetine, Mefloquine, Leflunomide, Nulitamide,

Dutasteride, Bicalutamide, Aprepitant, Celecoxib, Fiproni, Fluazinam, Penthiopyrad, Picoxystrobin, Fluridone,

Norflurazon, Sorafenib, Trifluridin and more). PFAS are also used as intermediates or chemical end products in the

‘manufacturing of novel batteries as power storage in electro mobility or for renewable energy as well as for the

‘manufacturing of modern electronic high tech devices, such as display technology.

‘Some of them are produced in low tonnage bands or are stil in R&D-stage. Most ofthe products require a sophisticated
‘multistep-synthesis, with several PFAS asonsite intermediates.Thisfact gives the illusionof ahighernumber and tonnage:

of PFAS, while in fact tis a significant lower number of substances, which will really are brought to market.

Intermediates are in the current draft definitively not specifically exempted from the planned restriction. If this will not be

‘changed, thenas aconsequence also the manufacturing of respective active ingredients, final products, articles etc.will

get lost in Europe and will be manufactured outside the EU. Not even such products, which are foreseen as exempted,

‘will thenbekept in the EU, because the required raw materials maynot even be imported.

We are also end-user of Fluoropolymers (PTFE, PVDF...) in our production equipment. We use PFAS-containing

‘equipment, e.g. pipes, valves, pumps, seals, PFAS-coated reactors, equipment totally made of PFAS (e.g. Absorbers,

tanks.) andmanyother. Alotofchemicalequipementin the chemical industryis designedfor multipurpose use. Therefore.
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seals, coatings efc. must also be selectedfo such use and cover a wide rangeofapplications. This use is crucial for our
ste, because mostofthe processes need highly corrosive chemicals lie sulfuric and hydrochloric acid, solvents which
prevent usage of other polymers and high temperature resistance.

Fluoropolymers are used as seals and to protec non-fsistant materials, fe ste, by means of ing or coating Most
chemical productions could not be done at al without these materials. This includes, or example, al chlorination and
bromination, al reactions in which hydrochloric acid or other aggressive substances, solventsorgases are used or formed
or where higher temperatures are needed.

Therefore, eg. almost all exhaust ai pipes and scrubbers are made of these materials or atleast nedorcoated with
Due to high demands on the tightness of systems to avoid emissions and leaks, other curenty avaiable materials can
only be considered as substitutes to a very limited extent and are al no lss persistent in the environment. This can be
easly checked by loking at the material property and application tables avaiable onine from manufacturers of sels,
hoses, drums, coatings and ners. As the new German TA-Lult has ightend the requirements regarding emissions fom
‘such equipment even more, tis is even more cific o achieve with other available materia.

Ifluoropolymers ill ot be exempted from the restriction at east unt suitable and permited alternatives are found, then
short term closure of many manufacturing facies in the industry vil result must be possible to continue the use of
operaling parts, which are already installed, for indefinite ime, because replacing them without necessity would cost huge
investments in a short tine and would also ental production downtimes of months to years (fr special equipment). No
company can handle that. That would also exceed the capacities of the disposal and recycing industry as well as most
manufacturerof ahem,

Ifthe use of such materials is no longer permite without any subsitutes avaiable then the EU wil face the most massive
Wave of de-ndustralizaion ever. This wil affect ll branches of industry and not just the pharmaceutical and chemical
industries.

This also appliesto future technologie, such as energy storage and battery technology, modem electonics and displays,
high-performance materials, climate and heat pur systems, eleiro mobilty, mechanical engineering efc,a wel as
pharmaceuticals and crop protection. Even RED will be i, because manyequipment and synthetic buiding blocks will no
longer be available. R&D onthe fiedof PAS will no longer be required, because tht wil the take place in fird courires
infuture,
“The socio-economic impact wil be extreme in Europe, which then wil be full dependent on foreign countries with al
envitonmental an politcal implication tis will ave. And allthis wil take place ith no benefit or the environment at al.
Inthe opposite, ts going to et rather worse than bette, because the majority of known alemalives usually show poorer
performance, higher aftrion and owe durabilty, which ads to shorter maintenance intervals, system falures and higher
waste volumes.

From a psychological point of view, this draft regulation is already devastating. Investment projects are postponed or
completely reconsidered. Obviously, in Europe one can no longer be sure that one's investments wil pay off when the
floodgates are open to such arbitrariness.

We fully agree that PFAS, which have been shown tobe very harmful and fr whicha suitable and equivalent atemative
is available, should be substituted. However, his must be done on the basis of an individual case by case decision or for
smal groupsofsubstances and defined applications, like in case of PFOAs and firefighting foams, but notby a blanket
banon an enti iass with many thousands of substances and countess applications and arts.

In addifon, the jusificaion should explain exactly why the individual substance or group should be banned and what
atemalives are avaiable, using scientiicaly sound studies. Otherwise, he fatal suspicion arses that chemicals policy
wants toignore scent andeconomicfacts orreasonsofconverienceorpolical expediency. "We dort know anything,
soit must be banned” nota confidencednspiing approach. This wil lead us back to the Dark Ages. Thats exactly the
message of this daft



a

2 Emissions n the end-otfe phase:

Regarding the PFAS-ntermediates the manufacturing and use takes place under tity controled conditions as spuiated
in Ar. 17 and 18 of REACH. The end-ofife phase i the next reaction step, where it is totally consumed in th synthesis
of another substance. Emissions fe waste water, ai emissions, waste are minimized and controled according 10 the
national and European regulations and the permissions of the authorities.

Inthe caseof acive ingredientsforthe agricultural and pharmaceutical industries, the isk management and the estimation
ofthe end of fe phase is considered for approvals according to these regulations

The manufactured substances forelectronic devices,displays and batteriesarein ourcompany a the time being produced
in small quaniies andlor are at R&D-stage. Because these substances are toll manufactured forcustomers, we hae no
information about the end of the If cycle. Most likely most of these substances will no longerbe manufactured in the EU
when reaching the commercial scale, ifthe restiction ges in fore.

3 Emissions in the end-of-ife hase (Recying and deposition):

“The handing of waste s regulated comprehensively by law and is subject to extensive waste legisaton in both Europe
‘and Gemany. The same applies to waste management, waste recycing, waste disposal and waste shipments across
national borders. Ofcourse, tis #5 apes to al waste containing PFAS.

Waste containing PFAS that cannot be recycled, especialy 9. nor-polymeric PFAS, is incinerated in the chernical
industryinhazardous waste incinerators (SAV). Th efficiency of such systems inGermany and Europe s very high, even
municipal systems achieve well over 90% destruction of such compounds. In these plants, the fuoropolymers are fully
mineralized andlor emited as HF and CO2. The requirements ofwaste legislation and related areasoflawalieady ensure
a high level of protection fo people and the environment or the handling and disposal of material fows containing PFAS.
atl levels ofthe waste hierarchy (further use as a produc, reparationfo reuse, recycling, other recovery or disposal).

Scrapped equipment mad of PFAS-coated or ined seel his is normally recycled by the steel industry. The temperature
of such process is more than 1.500°C. Under such conditions, he PFAS content il be destoyed completely.

5 Proposed derogatons - Tonnage and emissions:

None of the proposed derogation is applicable for our uses. The fluoropolymers (PTFE, PVDF... are not exempted,
‘which means that manufacturing or import wil no longer be possibleifthe restriction is set in force.
No derogation for intermediates is foreseen, which means, tha also products, which are made from them can no longer
be produced within the EL. That wil lso afect products, which sel are objectofderogations, ike the active ingredients.

6. Missing uses — Analysis of atematves and socio-economic analysis

“The use as intermedia nthe synthesis of ancther substance s not considered i th restction draft. Inthe main pat of
the cra, the term “intermediate” can be found three () imes, but not in contex! of derogation. The only derogation of
fluoro compounds as intermediates is found at page 65 and cornices substances, which are expicty not PFAS. In Annex:
A, which concems manufacturing and uses, the tem is used twice, but also notin context with a derogation or PFAS
intermediates. This makes i clear that obviously important uses of PFAS were not considered. In the case of the
intermediates,ithardly canbeassumed tha tis happened accidental

Tha is a severe gap in the proposal, since tis would ead to total loss of all PFAS production in Europe no matte if
derogations were appicable or not. That would affect pharmaceutical uses (active ingredients, devices) as well as
agrochemicals and other uses. Some of such substances hate oly one CF3-group, often bound to an aroma ing
Ifthe final product of the synthetic route is a molecule with a CF3group, then this must be introduced at any sep in the
chemical synthesis. I might be that in 2 mulistep synhes's several PFAS intermediatesmustbe manufactured t achieve
this. There is obviously no possibiltyof substitution ofthe inermediates.
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Sometimes a protection group must be used in the synthesis of another chemical substance. The Trfate-Group
(tfuoromethanesuiphoric acid) is an important protection group and processing aid n organic synthesis. This substance
and the intermediates made from t aso are not exempled, which would ininge even the manufacturing of non-PFAS
compounds.

“There is also no derogaion or substances, which are produced solelyfor export outside the EU, e.9. as intermediates or
monomers.

The use as monomer i also not exempted, which woul aso lead 0: total ban ofthe manufacturingoffluoropolymers in
Europe. Tris is most fkely not that important, because the production of such substances already takes place widely
outside the EL

As described above the mst important gap is, thatthe useoffluoropolymers in equipment of the process industry and in
devices not exempted. Thats also the application vith the lowest environmental impact, because the equipmentisfixed
and enclosed in the instalment and used for many years. At the end of the ive cycle, it may be recycledor disposed as
waste according to applicable legislation.

Conclusion:

“Tis resticon, ft were to come nt force unchanged, as the potential to cause lasting damage to th entre industy in
Europe. The resuling socio-economic damage can hardlybe quantified and wil permanently and significant reduce the
‘economic power of Europe. The damage affects almost al sectors of the economy, including those that are urgently
needed for the purpose of ecological conversion and in the ight agains climate change. Urgently needed investments vil
certainly be questioned very cricaly under such framework conditions. The idea of bringing production of sensiive
products such as phamacevticals, chemicals, high-tech, electrity storage technology and others back to Europe then
an completely be abandoned.

We therefore demand

1 Manufacturing and production in the EU must continue o be possible.

Import and use of PFAS intermediates are essentaforthe manufacturingof ifrent end products, eg. active ingredients
and other derogated products.
Especily fuoropolymers are important or the entire chemical and pharmaceutical industy as integrated parts of the
production equipment, devices and machines.

2 Resilence in the EU must be ensured.

Its very likly that production sies wil have to be shut down and investments in new plans wil no longer be mate in
Europe under the condition of this resticton. It mustbeensured that Europe's dependence on imports is not increased
and that the European economy is protected. Important considerations here are both the availabilty of products and the
preservation of jobs

3 “The useoffluoropolymers in the chemical process industry should generallybeexempted.

“The proposed retictin, in tscurrent form, wil inevitably shut down significant parts of Europe's chemical industry, which
relies on fluropolymer materi for which there are curenty no allematives. This nol only afecs the processes
assosiated vith the producton of fuoropolymers, but amost the entre chemical production including al downstream
manuacturing processes inother sectors as well.
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“ Functional systems must be able o continue operators.

Itmustbe taken nto accountthatwearing and maintenance materia mustbemadeavaiable ver a sufficiently long period
ofime. In many casesthere arecurently no allematives.

s. ‘Sale handing and transport conions must be guarantee

The use of hoses, valvesor coatings made of PFAS can also be important when transporting products under certain
conditions. It must be ensured tha th restiction does not have any negativesafety elated effects when goods are
transported on oad, ai, paneoships.

6 holistic approach is required when it comes to evaluating atematives.

PFAS oflen have advantages i tems of energy consumption, environmental protection, plant safely or occupational
Safely. The evaluation of aeratives must consider al variables including durabity, energy and resource consumption,
waste, hazardous properties, fc. Also economic factors must be taken into account, because without competive
conditions, the pants cannot continue fo operat.

7 Research, development and imovaton must continuefo be possile in Europe.

In orderto keep innovation developments in Europe, it mustbe possible to continueto se substances tha all under the
PFAS defiifon in the context of research and development but also in product and process-oriented research and
development (PPORD). This requires a secic exemption fom PPORD inthe restiton proposal.

Kind Regards

Allessa GmbH, Product Safety onbehalfof AllessaProdukton GmbH, WeylChem Hochst GibH and WeylChem
InnoTec GmbH

Or. Gilbert Bileb
Head of Produc Safety


