The PFAS Restriction proposal is flawed on three points

The PFAS Restriction proposal is flawed on three points:

1. The Annex XV report fails to demonstrate that PFAS fluoropolymers and fluoroelastomers pose any
environmental toxicity concerns beyond their basic property of persistence, nor that they are mobile in
the environment, nor lead to bioaccumulation in the food chain, nor that these polymeric PFAS
themselves or any breakdown product, if any, are associated with health effects on aquatic organisms,
terrestrial organisms or humans. The mere association on the basis of terminology of PFAS
fluoropolymers and fluoroelastomers to other types of PFAS that do pose some or all of these concerns
is not sufficient grounds to extend the Restriction proposal to fluoropolymers and fluoroelastomers.

2. The Annex XV report is poorly informed about the current availability of PFAS-free alternatives that
actually work to replace the fluoropolymers and fluoroelastomers used in the manufacturing of flexible
packaging materials such as supplied by our member companies to business operators packaging food
and feed. As such alternatives are not currently available, and any future solutions requires time to
implement at scale in the whole supply chain, we believe a time derogation for packaging materials for
food and feed is justified.

3. The Annex XV report is missing to identify certain uses of PFAS fluoropolymers and
fluoroelastomers that are important to our member companies and the supply chains in which they
operate. Consequently, the availability of alternatives for these uses, or the time and effort needed to
implement them at scale in all stages of our supply chain, have also not been addressed. Therefore, we
ask for exemptions or derogations for the following applications:

a. packaging materials for non-sterilised medical devices

b. packaging materials for pharmaceutical products for human and veterinary use

c. manufacturing equipment needed to make packaging materials for food, feed, medical devices,
pharmaceutical products and other goods

d. equipment needed for the supply of raw materials to our production plants

The document attached to our response on this consultation gives more information on these three
points. In addition, it provides information on the following topics:

support for the proposed derogations for packaging of terminally sterilized medical devices as included
in the Annex XV report

« the use of PFAS in laboratory equipment needed for R&D and quality control purposes

« the specific circumstances of the recycled plastics supply chains that justify an additional time
derogation

Answer to specific info request 1:

sector: Food contact materials and packaging sub-uses: paper and board packaging, plastic packaging,
other packaging

Answer to specific info request 4:

A lot of PE and PP flims collected for recycling do currently contain PFAS (fluoropolymers of
fluoroelastomers). There is no practical way for recyclers to find out if the recycled plastic will be
below the 50 ppm limit (total fluorine content) except by testing on their finished product, with
currently high probability of exceeding the limit. This situation will persist somewhat longer than the
time period over which the virgin PE and PP have a derogation for continued PFAS use, as there is a

delay until the last of those materials can no longer be returned to the recycling stream. In order to have



a viable plastics recycling industry to meet the sustainability targets of our industry, we therefore need
a time derogation that allows extra time for the plastic recycling loops to end. The same is valid for
paper recycling streams. As long as PFAS containing paper and board goes into paper recycling
streams, recycled paper/board will contain PFAS - maybe exceeding the applicable limits. A time
derogation is needed that allows extra time for the paper recycling loops to end. Examples where
recycled paper/board are used in our industry are mainly transport packaging and cardboard cores.
Recyclable paper is used for industrial packaging. However the use in packaging for food and pharma
products is limited today, but might increase in the future due to proposed recycling targets.

Answer to specific info request 5:

Our company is purchasing about 900.000 kg of PE film with a PFAS processing aid. We laminate this
film to aluminium foil. This laminate is used as seal closure for 10 billion HDPE bottles for milk, other
dairy products and juices.

Answer to specific info request 6:

Our suppliers of the PE film are currently testing alternatives for the PFAS processing aids. Several
commercial available alternatives have been tested, however non of these were effective. We laminate
these films to aluminium. the laminate is used as lidding film for HDPE bottles for milk, other dairy
products and juices. So currently no PFAS free alternative to pack 10 billion HDPE bottles.

Answer to specific info request 10:

To our knowledge ther are currently no analytical methods available for the specific quantification of
fluorpolymers in materials and articles - this is only possible for volatile and semi-volatile substances
that can be analyzed by liquid chromatography. TF (total fluroine content or TOF (total organic
fluorine content) measurements are performed by oxidising the sample by combustion in a bomb with
oxygen under pressure (Bomb calorimetry(. After combustion the fluorine is determined by ion
chromatography or by ion selective elctrodes. If a sample cannot be introduced into the bomb
calorimeter or cannot be completely burned - as in the case with aluminium - content of fluorine or

TOF cannot be determined accurately. THis will pose a problem in enforcement/controlling this limit.
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