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Important Notes for Today’s Presentation VYV Heckman
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¢ BERILE - ZEMIZ. [Q&A] oBEWL T,
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o BEEINFIHE T, CRIEFILETEZTET,
o EIBERA L, BFEDBHRAESENLVLD TEET I,
¢+ Slides for today’s webinar have been prepared in English and in Japanese, to promote better
understanding of the subject matter.
¢ Q&A — Please submit your questions from “Q&A” function.

¢ Please refrain from submitting any questions or comments containing information that may be

confidential.
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Legal Disclaimer — =5=18 $Reckman

This presentation provides information about the law. Legal information is not the same as
legal advice, which involves the application of law to an individual's specific circumstances. The
interpretation and application of the law to an individual’s specific circumstance depends on
many factors. This presentation is not intended to provide legal advice.

The information provided in this presentation is drawn entirely from public information. The
views expressed in this presentation are the author’s alone and not those of the authors’ clients.
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Basic EU Requirements for Plastics {etkman

¢ Must comply with:
o Framework Regulation (EU) No. 1935/2004

- Article 3 — general safety standard

o Good Manufacturing Practice Regulation (EC) No. 2023/2006

- Starting substances excluded from GMP regulation

o Plastics Regulation (EU) No. 10/2011

- Monomers and additives must be listed in Annex |

* Applicable SMLs and OMLs need to be evaluated

* Listing may include Specification/Limitations

* PPAs, Aids to Polymerization, Colorants, Solvents excluded from Positive List Requirement
- Non-intentionally added substances (“NIAS”) must be risk assessed (Article 19)
- Declaration of Compliance (including 15t Amd. requirements)

© 2024 Keller and Heckman LLP | 6
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18th Amendment to Plastics Regulation ¢ielers

¢ Released for Public Consultation on March 13, 2024
¢ Surface biocides now subject to only Biocidal Products Regulation

¢+ New labeling requirements
o Repeated use articles
o Materials not yet in contact with food

¢ Revises some requirements for migration testing

o SMLs and OML in Plastics Regulation apply if plastic layer of MMML in contact
with food

o Small packages (< 500 ml or grams) — must use real S/V ratio
¢ “High degree of purity” requirement

© 2024 Keller and Heckman LLP | 8
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Offcuts and Scraps { Rediman

¢ Updates the rules for “re-processed plastics” (i.e., offcuts and scraps)
¢ Must be collected in accordance with GMP (GMP Reg., 2023/2006 also updated)
o Compositional requirements of Plastics Regulation must be met
¢ Must not contain:
» Substances that could exceed migration limits

» Substances that impact compliance with Article 3 of Framework Regulation

* Constituents originating from food, printing, coating, or adhesive unless such
constituents are identified and risk assessed under Article 19

© 2024 Keller and Heckman LLP | 10
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High Degree of Purity Requirement relers

¢ Also, known as the “Quality Amendment”

¢ DG Sante first discussed in 2022

¢ Concern that recycled materials from waste and substances from natural
origin could introduce unassessed impurities

o Believed that existing regulation was not sufficient
¢ Need to consider potential for full migration of impurities to food

¢ Draft text imposes requirements on all starting substances
¢ Broader than just materials from waste and natural substances

© 2024 Keller and Heckman LLP | 12
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Must assume
FULL MIGRATION

Article 3a

High degree of purity
A substance used in the manufacture of plastic materials and articles
All sub "
¢ substances must meet shall be considered as having a high degree of purity where all of its
I itfi I constituents form part of its 1dentity, and it otherwise contains only a
purity specification p ty y

¢ Impurity must be: )
¢ Included on Positive List/
o Risk assessed per Art. 19—"1"

—¢ If genotoxicity ruled out, (i)
migration cannot exceed=———_,
50 ppb

¢ If unknown, or unassessed,
migration cannot exceed

 0.15 ppb \
(iv)

(i1)

=

to food

minor amount of contaminants and non-intentionally added substances
that fulfil one of the following conditions:

they comply with the specifications or restrictions specified in the
authorisation of the substance in table 1 of Annex I, if any;

they have been subject to a risk assessment in accordance with
Article 19 and considered compliant;

they have been subject to an individual toxicological assessment
which concludes that genotoxicity is ruled out, in accordance with
the relevant guidance adopted by the Authority, and they are
present at a level in the plastic material or article that, assuming
their full migration into food, cannot give rise to an individual
migration of any of them resulting in their presence in food
exceeding 0.05 mg/kg;

they are unknown or have not been subject to an assessment
specified in points (i1) or (i11), but are present at a level in the
plastic material or article that, assuming their full migration into
food, cannot give rise to individual migration into food of any of
them resulting in their presence in food exceeding 0.00015 mg/kg.
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Article 3a
High degree of purity

A substance used in the manufacture of plastic materials and articles
shall be considered as having a high degree of purity where all of its
constituents form part of its identity, and it otherwise contains only a
minor amount of contaminants and non-intentionally added substances
that fulfil one of the following conditions:

(1) they comply with the specifications or restrictions specified in the
authorisation of the substance in table 1 of Annex I, if any;

(11) they have been subject to a risk assessment in accordance with
Article 19 and considered compliant;

(111) they have been subject to an individual toxicological assessment
which concludes that genotoxicity is ruled out, in accordance with
the relevant guidance adopted by the Authority, and they are
present at a level in the plastic material or article that, assuming
their full migration into food, cannot give rise to an individual
migration of any of them resulting in their presence in food
exceeding 0.05 mg/kg;

(iv) they are unknown or have not belen subject to an assessment
specified in points (i1) or (ii1), but are present at a level in the
plastic material or article that, assuming their full migration into
food, cannot give rise to individual migration into food of any of
them resulting in their presence in food exceeding 0.00015 mg/kg.




¢ All substances must have a
high degree of purity

o Not just monomers and —

additives, but also PPAs, aids
to polymerization, colorants,
solvents, etc.

¢ Paragraph (2) covers
natural materials

3
¢ Must document high//v

degree of purity

¢+ And allow competent 4.
authority to take samples
e

to verify purity

é

Article 8
General requirements on substances

Substances used 1n the manufacture of plastic materials and articles,
including those manufactured from waste, shall be of a high degree

of purity and shall be of a technical quality suitable for the intended
and foreseeable use of the materials or articles.

Manufacturers of plastic materials and articles and of products from
intermediate stages of their manufacturing shall know the
composition of the substance and make it available to the competent
authorities on request.

. Manufacturers of plastic materials and articles, and of products from

intermediate stages of their manufacturing shall ensure that
documentation showing compliance with paragraphs 1 to 2 is part of
the documentation referred to in Article 16.

Manufacturers of plastic materials and articles, and of products from
intermediate stages of their manufacturing shall ensure that
competent authorities can take samples to verify their degree of
purity and their composition, including that of the substances and
materials used for their manufacture.

© 2024 Keller and Heckman LLP | 16
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Article 8
General requirements on substances

Substances used 1n the manufacture of plastic materials and articles,
including those manufactured from waste, shall be of a high degree
of purity and shall be of a technical quality suitable for the intended
and foreseeable use of the materials or articles.

Manufacturers of plastic materials and articles and of products from
intermediate stages of their manufacturing shall know the
composition of the substance and make it available to the competent
authorities on request.

Manufacturers of plastic materials and articles, and of products from
intermediate stages of their manufacturing shall ensure that
documentation showing compliance with paragraphs 1 to 2 is part of
the documentation referred to in Article 16.

. Manufacturers of plastic materials and articles, and of products from

intermediate stages of their manufacturing shall ensure that
competent authorities can take samples to verify their degree of
purity and their composition, including that of the substances and
materials used for their manufacture.

© 2024 Keller and Heckman LLP | 17




Purity as a Specification of Starting Material K%

¢ Proposed amendments to Articles 3a and 8 impose specification
o Cannot just disclose identity and concentration of impurities (in DoC)

o If starting material does not meet “high degree of purity” cannot be used in
plastic food-contact material or article

o Requirement is not limited to Annex | listed materials
* Would also apply to all “substances used in the manufacture of...”
* Purity specification also applies to colorants, PPAs, aids to polymerization, solvents, etc.

¢ Applies to virgin materials, as well as products of natural origin and
materials produced from waste

¢+ Key Takeaway: Amendment does not tell you what to do with already
identified impurities, but establishes an LOD for measuring them...

© 2024 Keller and Heckman LLP | 18
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A
Somewhat Favorable Change from Proposal ¥Heckman

they are unknown or have not been subject to an assessment
specified 1n points (1) or (111), but are present at a level 1n the
plastic material or article that, assuming their full migration into
food, cannot give rise to individual migration into food of any of
them resulting 1n their presence 1n food exceeding 0.00015 mg/kg.

¢ Change may indicate a recognition that some losses of impurities
could occur during polymerization or manufacture of material/article

¢ Not clear how a raw material producer will know extent of loss, and
change may have no ACTUAL impact on what must be done

© 2024 Keller and Heckman LLP | 20
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they are unknown or have not been subject to an assessment
specified 1n points (1) or (111), but are present at a level 1n the
plastic material or article that, assuming their full migration into
food, cannot give rise to individual migration into food of any of
them resulting 1n their presence 1n food exceeding 0.00015 mg/kg.

¢ BEEHRPMEICEREROBERIZ—EDORNEIHL —EE2EELHONIGEDLH
HZEHEFHLTWBLOICELN S,
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Impact on Purity of Typical Monomer — ¢lier&

¢+ Example: consider impurity in dimethyl terephthalate (DMT):

o If impurities are not lost during polymerization, impurities present at more
than 0.1 ppm in monomer, will result in migration exceeding 0.15 ppb

¢ Assumptions:
o Impurity concentration = 0.1 ppm (in DMT)
o Thickness of PET article = 40 pm
o Density = 1.4 g/cm3
o Use level of DMT = 65%

<M>=0.1x10°g-imp/g-DMT x 0.65 g-DMT/g-PET x 1.4 g-PET/cm3 x 40 um-PET
X 1 ¢cm/10,000 pm x 600 cm?/kg-food x 1000 mg/g

=0.00015 mg/kg-food

© 2024 Keller and Heckman LLP | 22
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vl PAFLTLT7 XL — F(DMT) DIFE:
o BEEHRICTMILE LB WE LT, B/ ¥— EPO)T%M% g=71%0.1
pmefUD% 5. BIT=130.15 ppbiB &£ 742 5,

‘ j(L‘J\L—I_E:
o N EHE =0.1 ppm (in DMT)
o PETEZ M DE A = 40 um
o tbE =1.4g/cm3

o DMTD{EFHE = 65%
<M>=0.1x10°g-imp/g-DMT x 0.65 g-DMT/g-PET x 1.4 g-PET/cm3 x 40 um-PET
X 1 ¢cm/10,000 pm x 600 cm?/kg-food x 1000 mg/g

=0.00015 mg/kg-food

© 2024 Keller and Heckman LLP | 23



Results for Other Starting Materials O Hetkman

¢+ Volatile monomer (ethylene) used in manufacture of polyolefin:

o Even if we assume that 99.9% of an impurity is lost during polymerization,
1 ppm impurity level could be too high assuming full migration to food

¢ Antioxidant

o If you assume use at 0.5% use level, and assume full migration to food, 1 ppm
impurity results in migration of 0.0004 mg/kg for polypropylene,
or ~3 times too high

o (assumes impurities retained in finished material or article)
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Declarations of Compliance O Hediman

ANNEX IV
Declaration of compliance

¢+ Amendment also proposes to
update DoC requirement

The written declaration referred to in Article 15 shall contain the following information:

6) adequate information relative to the substances used, including
impurities in the substances used, reaction intermediates formed
during the production process, decomposition or reaction products, in

O An nex I IiStEd SU bSta nces particular-orproducts-of degradationthereof for which restrictions
(Su bJect to reStr|Ct|OnS or and/or specifications are set out in Annex | and Il to the Regulation to‘

allow the downstream business operators to ensure compliance with

specifications) must also be the Regulation.
d ISC|OS€d At intermediate stages, this information shall include the identification
.. . .. and amount of substances in the intermediate material,
¢ Th IS | nCI Udes Im pu r|t|es, - that are subject to restrictions and/or specifications in Annex |

and/or in Annex Il, or
- for which genotoxicity has not been ruled out, and which

reaction intermediates formed

d u r‘i ng p rod u Ctio N p rocess originate from an intentional use during a manufacturing stage
.. . ! of that intermediate material and which could be present in an
d ecom pOS|t|O N Or rea Ct|0n amount that foreseeably gives rise to a-migrationfrom-thefinal
material individual migration into food from the final plastic
p rOd u CtS material or article exceeding 0,00015 mg/kg food or food
simulant;

© 2024 Keller and Heckman LLP | 26
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ANNEX IV
Declaration of compliance

The written declaration referred to in Article 15 shall contain the following information:

6)

adequate information relative to the substances used, including
impurities in the substances used, reaction intermediates formed
during the production process, decomposition or reaction products, in
particular-orproducts-of degradation-thereof for which restrictions
and/or specifications are set out in Annex | and Il to the Regulation to‘
allow the downstream business operators to ensure compliance with
the Regulation.

At intermediate stages, this information shall include the identification
and amount of substances in the intermediate material,
- that are subject to restrictions and/or specifications in Annex |
and/or in Annex Il, or
- for which genotoxicity has not been ruled out, and which
originate from an intentional use during a manufacturing stage
of that intermediate material and which could be present in an
amount that foreseeably gives rise to a-migration-from-thefinal
material individual migration into food from the final plastic
material or article exceeding 0,00015 mg/kg food or food
simulant;

© 2024 Keller and Heckman LLP | 27




Alternate (Likely Incorrect) Interpretations ¢ &an

4

¢+ Some have suggested suppliers can use “risk assessment” or “diffusion modeling’
or other assumptions regarding loss of impurities when producing final material
or article to limit impact of proposed change

¢ Text of the proposal does not support this

o If identity of substance is unknown — must not migrate at levels exceeding 0.00015 mg/kg
food, assuming full migration to food

* If impurity identity unknown, cannot conduct an Article 19 risk assessment
* If impurity identity unknown, cannot rule out genotoxicity
 Diffusion modeling is not “full migration to food”

* Considering reduction of impurity from further processing (polymerization, etc.) potential option,
but may limit to certain manufacturing processes, products, or uses

¢+ BOTTOM LINE: Most starting material producers do not identify all impurities
down to 1 ppm (or lower) level

¢ “High degree of purity” specification may be difficult to achieve commercially

© 2024 Keller and Heckman LLP | 28
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DG Sante Proposed Timeline to Adoption ¢is&an

¢ Discussed at Food Contact Materials Working Group — January 2024
¢ Open for Public Consultation: 13 March 2024 — 15 April 2024

¢ Expected Vote by Standing Committee (Plants, Animals, Food and
Feed, PAFF) — 24 April 2024

¢ Then translated and scrutinized by European Parliament and Council

¢ Parliament elections in June 2024 (election recess until 10 July 2024)
¢ Adoption — (late) 2024 (?)

© 2024 Keller and Heckman LLP | 30
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AKeller&

Potential Comments ¥ Heckman

¢ Existing Plastics Regulation sufficient to address DG Sante concerns
o Draft text is not likely achievable, commercially
¢ Should discuss impact with producers

¢ Rework proposal to consider intended use
¢ Consider loss of impurities during processing
¢ Consider diffusion or other modeling of finished article use

¢ Move requirement to Framework Regulation (?) and/or GMP Regulation
o All materials should meet same purity requirements (should not be directed at just plastics)

¢ Other materials also could potentially have impurities introduced from waste stream, and not
proportional to assess only plastic starting materials

© 2024 Keller and Heckman LLP | 32



ZZLNAH5EEREICDONT Qiplers

’ %G SangeDAEZIh L £ K TBDIC|/ITOT 7 XF v 7EE TH+HTH
o WIERIFWERICTEMRT A ENTZE S EITB AR,
0 BIEELFEIIDWTERBINETTH S,
¢ BEARICHZERL T, WERICOWTHEIXRETH S,
o BhE, MIIETCORNEYORBD Z#ZREBT RETH S,
0 H—ﬁg}g BOEREZREEL CTHEBET IR ERED) Z L RFTITARE
=
¢ BXBRZ 7 L — L7 = 7RI KRG/ IECMPRHNICBET NETH 5,
o HOWBMEHZIDOWT, RIFOMERTEZRITAIREZTHS (F7X
Fy IR ENRETEZDIEEENLLY) |
0 77 AF vy JLUNDEMTH, REYHKODATYH A S A8 1T H
DT, 77RAFy 7 OHBRERIZITZFMT2DIEIAHTH B,

© 2024 Keller and Heckman LLP | 33




For More Information AKellers
AICET 57+ —T v 7 BEVEDER VHeckman

¢ Send an email to existing Keller and Heckman contact(s), or

AEDBENICERE X — /L& HX Y TEL D,

¢ Email: quality amendment@khlaw.com (ZHH5DEHRX—ILT7 KL X FEFT)

¢ Let us know:
o Are you interested in receiving more information about this amendment?

ARHERICET ZERICOVTEH - 40V 72Uy,

¢ How will this amendment impact you?
AHEZRDBHEA~NDEEZ Y 7= U,

¢ Can we prepare comments to the Commission for you to submit?
BEREDOMERK. IBHEICOWTHEZEL7Z0, A
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Thank You

Any questions?

Jeff Keithline
Partner
Washington, DC

+1 (202) 434-4136
keithline@khlaw.com

Mark Thompson
Partner
Washington, DC
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