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PPWR Art. 5 (5) — Proposal for the acknowledgement of a risk-assessment based
approach to enable compliance documentation

FoodDrinkEurope fully support the objectives of Article 5 of the PPWR, including the ambition
to reduce consumer exposure to PFAS and to ensure high standards of packaging safety and
environmental protection.

The Food and Drink Industry has widely identified and implemented PFAS alternatives and is
fully dedicated to continue and complete the transition. However, despite strong support for the
goals of Article 5 (5), several practical implementation challenges remain unresolved:

« Significant uncertainty about how to demonstrate compliance with PFAS limits
under Article 5 (5), even for materials for which no PFAS are used in the formulation.
Current analytical testing capacity in the EU is extremely limited, and existing methods
show critical levels with regards to performance and can detect only a small subset of
PFAS substances, leaving the majority of PFAS without viable analytical methodology
with today’s techniques.

o The likelihood of detecting PFAS is strongly material and process dependent.
Factors include polymer type, potential for cross contamination, use of processing aids
and the presence of legacy PFAS in recycled streams.

As a general principle, conformity with Article 5.5 should be ensured through a “compliance by
design” approach, whereby material selection, specifications, and manufacturing processes
are defined to prevent non-conformity at source. Analytical testing should not be interpreted as
a systematic requirement for all packaging materials. Instead, it should serve as a proportionate
verification tool, applied where indicated by a structured and documented assessment of the
likelihood of non-compliance.

Our Request to the European Commission

To support a harmonised, science-based and practicable implementation of Article 5(5) of
the Packaging and Packaging Waste Regulation, we respectfully invite the Commission to
provide further clarification on how the “adequate analysis and assessment of the risks of
non-conformity” within the conformity assessment procedure (Annex VII) should be applied
in practice.

In particular, we encourage the Commission to confirm that a structured and proportionate
risk assessment based approach can be used by economic operators to demonstrate
compliance. Such an approach would build on three complementary pillars:

1. Verification of intentional use
Use of supplier declarations confirming that PFAS are not intentionally added at any
stage of the value chain.
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2. Assessment of specific risks of unintentional presence
Consideration of realistic sources of cross contamination (e.g., PFAS containing
lubricants or cleaning agents, legacy PFAS in recycled inputs) and process related
factors (carry-over from one production to another).

3. Assessment of material intrinsic likelihood of PFAS occurrence
Evaluation of whether PFAS would have any known technical function or
persistence in a given material category.

For example, for materials such as glass or metal - where PFAS have no known
functionality and will decompose during high temperature processing - the intrinsic
risk is expected to be negligible.

On the basis of these three elements, economic operators could develop a risk matrix and
define verification activities proportionate to the identified risk, including the nature of
documentation to be collected, the need for supplier audits, and whether analytical testing is
necessary, and at what frequency.

To promote coherence and prevent divergent national interpretations, we would welcome that
the material intrinsic risk framework (pillar 3) be developed or endorsed by the Joint Research
Centre (JRC), thereby providing a harmonized reference for all stakeholders.

The following schematics are meant to illustrate the above and give examples:

PPWR Art. 5 - overall PFAS compliance approach

Risk Assessment based approach Test based approach
= Can be used in principle for all materials = Can be helpful if RA based approach doesn’t work
and all origins e.g. if
Supply chain not fully transparent / trackable
Input materials with unknown variability
Exhaust stocks of material produced in the past

Overall Risk Assessment: Risk of presence of PFAS above limits =
No, low, medium risk

— Material in Conformity with Depending on the outcome of the overall RA,
= PPWR Art 5.5 monitoring frequency can be defined.




FOODDRINK
EUROTPE

PPWR Art. 5 - PFAS RA based compliance approach

PFAS NI statement: Production / Supplier specific Risk General Risk Assessment:
No PFAS intentionally = E.g.inglass & metal production
added in entire supply = No PFAS cross contamination legacy PFAS will decompose
chain to the final from other production carry over, Low risk material groups according
packaging material above no use of lubricants with PFAS,... to published study (JRC could be
the limits givenin art 5.5 No legacy PFAS like from recycled tasked to do literature meta study
content (e.g. only virgin feedstock and/or test campaign)
or tested recyclates with low/no
TF/TOF)

Overall Risk Assessment: Risk of presence of PFAS above limits =
Example 1: No risk, because: Example 2: Low risk, because:
“No PFAS intentionally added, OR “Sum of intentionally added plus
No risk of presence of legacy PFAS, additionally present PFAS=X+Y +Z<
No/low risk of unwanted cross-contamination with PFAS” limits given in article 5”

— Material in Conformity
— PPWRArt5.5

Depending on the outcome of the overall RA,
monitoring frequency can be defined.




