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Guidelines and Non-harmonised legislation

Safety validation of substances: assessment tools

e Example: Octadecenyl succinic anhydride (18-ASA)
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Compliance with Reg. 1935/2004

Reg. 1935/2004 - Article 3 - safety

No transfer their constituents into fo
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the composition of the

In quantiti

human health or bring about an una@eptable ch@ihge
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Compliance with Reg. 1935/2004

Reg. 1935/2004 - Article 15 - Labelling

Food contact materials and articles not yet in contact with food when placed

on the market shall be labelled in accordance with Article 15 or relevant national
legislation to ensure safe and appropriate use. The label shall be sufficiently
clear to avoid any misuse or misinterpretation. It shall not mislead consumers

and not rule out reasonably foreseeable uses of repeated use articles.
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Compliance with Reg. 1935/2004

Reg. 1935/2004 - Article 17 - Traceability
The traceability of materials and articles shall be ensured at all stages in order to

facilitate control, the recall of defective products, consumer information and the

attribution of responsibility.

Seminar

ADVANCES'

IN CELLULOSE-BASED
MATERIALS IN FOOD
PACKAGING

0 23 May 2023

7= CATOLICA

% FACULTY OF BIOTECHNOLOGY M2 do Céu Selbourne  05/06/2023




Compliance with Reg. 1935/2004

Reg. 1935/2004 - Article 16 - Declaration of Compliance

The specific measures referred to in Article 5 shall require that materials and
articles covered by those measures be accompanied by a written declaration
stating that they comply with the rules applicable to them. In the absence of
specific measures, this Regulation shall not prevent Member States from

retaining or adopting national provisions for declarations of compliancedg
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Compliance with Reg. 1935/2004

Reg. 1935/2004 - Article 5 - Specific measures for groups of materials and
articles

...Specific measures may be adopted or amended by the Commission:

List of substances authorized, purity standards, special conditions of use, overall

and specific limits on the migration, rules to ensure compliance...

NO SPECIFIC MEASURE FOR PAPER AND BOARD!!! -
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Compliance with Reg. 2023/2006

Reg. 2023/2006 - on good manufa@uring pra

1 developed by trade
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If appropriate, guidelines on good m@nhufacturing

and producer associations can also
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P&B for food contact — general requirements

» Comply with Regulation (EC) No. 1935/2004 Comotance wit Reg. 16352008
and Regulation (EC) No. 2023/2006, or with "J

No transfer their constituents into fo

human health or bring about an una

re I eva nt n at i O n al I e g i S I at i O n ] food or bring about a deterioration inng)titharacteristrcs thereof.

................

» Food business operators shall ensure that they use FCM materials and articles during
food production or preparation, storage and distribution in a way that does not

compromise compliance with applicable EU and member States’ legislation or

recommendations for food contact materials and articles. ADVANCES'
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P&B for food contact — general requirements

1. Substances may only be used after risk assessment has been performed;
assessment includes consideration of impurities, reaction and/or degradation products.

2. Substances can be used in compliance with any restrictions applicable to them, if
they meet any of the following criteria:

2.a) They are approved by competent authorities of member States concerned, in
accordance with the procedures for the elaboration of lists of officially evaluated

substances; or

2.b) They are use in compliance with material-specific provisions in EU or national

Seminar

legislation or official recommendations; or vl
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2.c) Absence of their release into food
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P&B for food contact — general requirements

Substances, their impurities and known or foreseeable reaction or degradation products
that meet criterion 2.c) “Absence of their release into food” and belong to any of the

following categories,
- Substances in nano-form
- Substances CMR

- Substances genotoxic or predicted to be genotoxic using (Q)SAR models; no data is available

confirming absence of genotoxicity,

demonstrating absence of release is not sufficient

risk assessment must be performed! gEnes
IN CELLULOSE-BASED
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P&B for food contact — general requirements

When none of the criteria 2.a), 2.b) and 2.c) is met and without prejudice to applicable
European and national provisions, substances may be used in the manufacture of food
contact materials and articles, if they are risk-assessed by or on behalf of the responsible

business operator and in compliance with Article 3 of Regulation (EC) No. 1935/2004 or
relevant national legislation.

In CoE/EDQM from 2021 Resolution ResAP (2020) 9 :elg:/l;;rces‘
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Guidelines and Non-harmonised legislation

There are in total 10 member states with national legislation or instructions on P&B FCM.

« BFR Rec. XXXVI. Paper and board for food contact
« The Netherlands: Warenwet Hoofstuk
 ltaly: Decreto Ministeriale

« Belgium: Decree Arréte Royal
« France: DGCCRF Regulation

Seminar

BfR Recommendation https:/www.bfr.bund.de/cm/349/XXXVI-Paper-and-Board-for-Food-Contact.pdf ADVANGES

Warenwet Hoofstuk II- Papier en Karton
Decreto ministeriale 21.03.1973 e relativi aggiornamenti e modifiche IN CELLULOSE-BASED
Decree Arrete Royal du 11 MAI 1992 concernant les matériaux et objets destinés a entrer en contact avec les denrées alimentaires MATERIALS IN FOOD
DGCCREF “Aptitude au contact alimentaire des matériaux organiques a base de fibres végétales destinés a entrer en contact avec des denrées PACKAGING
alimentaires Fiche MCDA n°4 (V02 — 01/01/2019)
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Guidelines and Non-harmonised legislation

« FDA (USA regulations title 21CFR)
176:170: P&B in contact with aqgueous and fatty foods
176.180: P&B in contact with dry food
176.260: Pulp from reclaimed fibre

USA Food & Drug Administration CFR Title 21, Subpart B “Substances for Use Only as Components of Paper and Paperboard”

 Guidelines CEPI (Confederation of European Paper Industries)

« CoE/EDQM (European Directorate for the Quality of Medicines & HealthCare) from 2021

Resolution ResAP (2020) 9 Part II. Technical guide v

MATERIALS IN FOOD
https://www.cepi.org/wp-content/uploads/2020/09/Food-Contact-Guidelines 2019.pdf PACKAGING

https://www.edgm.eu/en/paper-and-board-used-in-food-contact-materials-and-articles
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Germany BFR — general considerations

> No preservative effect on the foodstuff (EN 1104 Transfer of antimicrobial constituents)

» Cd, Pb and Al restrictions (EN 12497 and 12498 Determination of mercury, cadmium,
chromium and lead in an aqueous extract)

» Azo dyes must not be used

» Optical brighteners must not migrate (EN 648 Fastness of fluorescent whitened paper
and board)

» Colour must not migrate (EN 646 Colour fastness of dyed paper and board)

» Primary aromatic amines my not be release in a detectable amount

Seminar
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Germany BFR - list of substances

BFR Rec. XXXVI. Establishes lists of substances for raw materials (fibrous materials,
filers), for the production aids and for paper refining agents for P&B intended for use at

temperatures up to 90 °C.

A. Raw materials C. Special Paper refining agents
|. Fibrous materials . Wet-strength agents
. Fillers Il. Humectants
| | lll. Colorants and optical brighteners
B. Production aids IV. Surface refining and coating agents

|. Sizing agents

ll. Precipitating, fixing and parchmentisation agents
lll. Retention agents

IV. Dewatering accelerators

Seminar

V. Dispersion and flotation agents ADVANCER
V1. Defoamers IN CELLULOSE-BASED

NS MATERIALS IN FOOD
VII. Slimicides PACKAGING
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Germany BFR — list of substances and restrictions

Example: B. Production aids

l. Sizing agents:

Colophony, addition products of maleic and fumaric acid and/or of formaldehyde with colophony.
No more than 1.0 mg formaldehyde/ dm?® must be detectable in the extract of

the finished product.
2. Casein and animal glue
3. Starch?

3.1 Native® starch, physically modified starch, enzymatically modified starch and acid-
treated starch, as well as the chemically modified starches listed in
Regulation (EU) No. 1333/2008, Annex Il, Part B
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USA: FDA Regulation — list of substances
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§176.170 Components of paper and pa-
perboard in contact with aqueous
and fatty foods.

Substances identified in this section
may be safely used as components of
the uncoated or coated food-contact
surface of paper and paperboard in-
tended for use in producing, manufac-
turing, packaging, processing, pre-
paring, treating, packing, transporting,
or holding agueous and fatty foods,
subject to the provisions of this sec-
tion. Components of paper and paper-
board in contact with dry food of the
type identified under Type VIII of tahle

La ) DU LalvenD BTlIT GLiEYy LoUUE LLeasul
as safe for their intended use in paper
and paperboard products used in food
packaging.

(3) Substances used in accordance
with a prior sanction or approval.

(4) Substances that by regulation in
parts 170 through 189 of this chapter
may be safely used without extractives
limitations as components of the
nncoated or coated food-contact sur-
face of paper and paperboard in contact
with aqueous or fatty food. subject to
the provisions of such regulation.

(5) Substances identified in this para-
graph, as follows:

List of Substances

Limitations

FCEY PRI ..ot s e s A M i s e s b A S

Acrylamide-methacrylic acid-maleic anhydride copolymers con-
taining not more than 0.2 percent of residual acrylamide
monomer and having an average nitrogen content of 14.9
percent such that a 1 percent by weight aqueous solution
has a minimum viscosity of 600 centipoises at 75 °F, as de-
termined by LVG-series Brookfield viscometer (or equivals
using a No. 2 spindle at 30 rjp.m.

Acrylamide-f-methacrylyloxyethyitrimethylammonium
sulfate copolymer resins containing not more than
percent of PB-methacrylyloxysthyltimethylammonium
sulfate and containing less than 0.2% of residual acrylamide
MOnamer.

Acrylic acid, sodium salt copolymer with polyethyleneglycol allyl

ether (CAS Reg. No. 86830-15-1).

For use only as polymerization catalyst.

For use only as a retention aid employed prior to the sheet-
forming operation in the manufacture of paper and paper-
board in such an amount that the finished paper and paper-
board wi i il 2icess of

For use only as a retention aid and flocculant employed prior
to the sheet-forming operation in the manufacture of paper
and paperboard.

For use only in paper mill boilers.

M2 do Céu Selbourne
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USA: FDA Regulation — list of sub

Styrene-iscbutylene copolymers (weight average molecular
weight not less than 6,300).

Styrena-maleic anhydride copolymers

Styrena-methacrylic acid copolymers containing no more than
5 weight percent of polymer units derived from methacrylic
acid.

Styrena-vinylidene chloride copolymers containing not more
than 40 weight percent of vinylidene chloride in the finished
copelymers. The finished copolymers may contain not more
than 5 weight percent of total polymer units derived from
acrylic acid, fumaric acid, itaconic acid, and/or methacrylic
acid.

2-Sulfoethyl methacrylate, sodium salt [Chemical Abstracts
Service No. 1804-87-1].

_ATOLICA
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For ugginly in coatings for paper and paperboard intended for
= in contact under conditions of use D G described in
able 2 of paragraph (c) of this section, with food of Types |,
I, IV-B, VI-B, VII-B, and VIll described in table 1 of para-
graph (c) of this section; and limited to use at a level not to
excead 40 percent by weight of the coating solids.

or use only as a coating or component of coatings and limited
or use at a level not to exceed 2 percent by weight of paper
mpaperboard substrate.

For use only as coatings or components of coatings.

For use only in copolymer coatings under conditions of use E,
F. and G described in paragraph (c) of this section, table 2,
and limited to use at a level not to exceed 2.0 percent by
weight of the dry copaolymer coating.
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USA: FDA
Regulation —
testing conditions
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(c) The food-contact surface of the
paper and paperboard in the finished
form in which it is to contact food,
when extracted with the solvent or sol-
vents characterizing the type of food.
and under conditions of time and tem-
perature characterizing the conditions
of its intended use as determined from
tables 1 and 2 of this paragraph. shall
vield net chloroform-soluble extrac-
tives (corrected for wax, petrolatum,
mineral oil and zinc extractives as zinc
oleate) not to exceed 0.5 milligram per
square inch of food-contact surface as
determined by the methods described
in paragraph (d) of this section.

TABLE 1—TYPES OF RAW AND PROCESSED
Foops

I. Nonacid, agquecus products; may contain
2alt or sugar or both (pH above 5.0).

II. Acid. agueous products; may contain =salt
or gugar or both, and including oil-in-water
emulzsions of low- or high-fat content.

III. Agueous. acid or nonacid products con-
taining free oil or fat; may contain salt,
and including water-in-oil emulsions of
low- or high-fat content.

IV. Dairy products and modifications:

A, Water-in-oil emulsions, high- or low-fat.
B. Oil-in-water emulsions, high- or low-fat.
V. Low-moisture fats and oil.
V1. Beverages:
A. Containing up to 8 percent of alcohol.
B. Nonalcoholic.
C. Containing more than 8 percent alcohol.

VII. Bakery products other than those in-
cluded under Types VIII or IX of this table:
A. Moist bakery products with surface con-

taining free fat or oil.
B. Moist bakery products with surface con-
taining no free fat or oil.

VIII. Dry solids with the surface containing
no free fat or oil (no end test required).

IX. Dry solids with the surface conftaining
free fat or oil.

TABLE 2—TEST PROCEDURES WITH TIME TEMPERATURE CONDITIONS FOR DETERMINING AMOUNT OF
EXTRACTIVES FROM THE FOOD-CONTACT SURFACE OF UNCOATED OR COATED PAPER AND PAPER-
BOARD, USING SOLVENTS SIMULATING TYPES OF FOODS AND BEVERAGES

M2 do Céu Selbourne

Food-simulating solvents
8 percent al- | 50 percent al-
L Types of food Water Heptane 1
Condition of use (see table 1) cohol cohol
Time and Time and Time and Time and tem-
femperature | temperature | temperature perature
A. High temperature heat-sterilized (e.g., |1, IV-B, VII-B ... [2B0°F, 2 hr | i
over 212 °F).
I, IV-AVIEA | 00 i 15076, 80 | csinaniu | s imtatiie
B. Boiling water sterilized ... I VIEB i | 212 °F, 30
min.
HE VIRA: i [ o 00 ioiiaana 120 °F, 30
min.
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Guidelines

» Substances intended used

»r Lists from other referential documents

> Substances not intentionally used (NIAS)
» Criteria for virgin fibre

> Criteria for recycled fibre
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CEPI Guidelines

Testing
framework

FOOD CONTACT GUIDELINES
FOR THE COMPLIANCE OF PAPER & BOARD
MATERIALS AND ARTICLES
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1
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CEPI Guidelines

TABLE 1: TESTING RECOMMENDATIONS FOR KNOWN NIAS

NIAS REQUIREMENTS FOR ALL PAPER/BOARD GRADES IRRESPECTIVE OF FIBRE SOURCE

ama® SML®
NIAS in Intentionally According to According to According to According to
added chemicals communication from communication from communication from communication from FOOD CONTACT GUIDELINES
FOR THE COMPLIANCE OF PAPER & BOARD
according to information suppliers suppliers suppliers suppliers MATERIALS AND ARTICLES
from suppliers
Cadmium (Cd) 5 ug/l cold water extract _ DE:BfR XXXVI EN 12498% Molst and/or Fatty
0.5 mg/kg paper or board FR:DGCCRF* EN 12498 Molst and Fatty
Lead (Pb) 10ug/l cold water extract DE:BFRXXXVI EN 12498 Molst and/or Fatty
3 ug/dm2 paper or board - IT:DM 21.03.73% Allegato IV Sez VI.5.2 All
3 mg/kg paper or board FR:DGCCRF EN 12498 Molst and/or Fatty
Mercury (Hg) 0.3 mg/kg paper or board - FR: DGCCRF EN 12497% Malst and/or Fatty
Chromium (CrVI) 0.25 mg/kg paper or board - FR:DGCCRF EN 12498 Molst and/or Fatty
Pentachlorophenol (PCP) | 0.1 mg/kg paper or board - FR: DGCCRF EN-1S0O 15320% All
Antimicrobial substances = The finished paperor DE:BfRXOXVI EN 1104% All
paperboard must have no FR:DGCCRF EN 1104 All SEae

preserving effect on the -
foodstuffs with which they
come into contact.

ADVANCES'

IN CELLULOSE-BASED
MATERIALS IN FOOD
*Maximum permitted content in paper or board expressed as mg/kg paper or board or as mg/dm? paper or board PACKAGING

EMaximum permitted transfer to food expressed as mg/kg food
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CEPI Guidelines

NIAS REQUIREMENTS ONLY RELEVANT FOR PAPER/BOARD GRADES USING RECYCLED FIBRE PULP

aMA

Polychlorinated Biphenyls | 2 mg/kg paper or board
(PCBs) 2 mg/kg paper or board

4 4 -bis(dimethylamino)-
benzophenone (Michlers -
ketone)

Azo colourants/Primary
Aromatic Amines (PAAs)

Colour fastness®= Mo migration of colourants
(Dyes and Colourants) to the foodstuff
(Value 5 acc. to EN 646)

Fastness of fluorescent Mo migration of OBAs/
whitening agents (FWAs, FWAs to the foodstuff
0BAs)e= (Value of 5 acc. to EN 648)
Dibutylphthalate (DBP)

Diisobutyl phthalate
(DIBP)

Di(2-ethylhexyl)phthalate
(DEHP)

Sum DBP-DiBP

Benzophencne

CATOLICA

FACULTY OF BIOTECHNOLOGY

PORTO

SML

0.01 mg/kg food

0.01 mg/kg food (sum of
PAAs)

0.002 mg/kg food
(Individual PAAs)

0.3 mg/kg food

0.3 mg/kg food

1.5 mg/kg food

0.3 mg/kg food

0.6 mg/kg food

IT:DM 21.03.73
FR: DGCCRF

DE:BfR XXXV

DE:BfR XXXVI

DE:BfR XXXVI
IT:DM 21.03.73
FR: DGCCRF

DE:BFR XXXVI
IT:DM 21.03.73
FR: DGCRF

DE:BFR XXXVI

DE:BFR XXXVI

DE:BFR XXXVI

DE:BFR XXXVI

DE:BFR XXXVI

EN-1SO 15318™
EN-1S0O 15318

Castle etal”

prEN 17163*

EN 646+
EN 646
EN 646

EN 648
EN 648
EN 648

EN 16453

EN 16453

EN 16453

EN 16453

Castle et.al*®

All
All

Muoist and/or Fatty

All

Moist and/or Fatty

Muoist and/or Fatty

All

All

All

All

All

M2 do Céu Selbourne
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CEPI Guidelines

Sum: Benzophenone + 0.6 mg/kg food DE:BFR XXXVI Castle et al All
4-methybenzophenone

Diisopropylnaphthalenes As low as technically DE:BFR XXXVI EN 14719% All

(DIPN) achievable

Bisphenol A (BFA) 0.24 mg/kg food DE:BFRXXXVI prEN® Molst and/or Fatty
n.d./2 mg/kg paper or FR:DGCCRF FR:Acetonitrile extraction = FR:All food types
board? 23°C, 24 h*

Polyaromatic 0,01 mg/kg food" EFSA, BFR preN All

Hydrocarbons (PAHS)

FOOD CONTACT GUIDELINES
FOR THE COMPLIANCE OF PAPER & BOARD
MATERIALS AND ARTICLES

4 Requirement : Shall not be present. 2 mg/ kg is an indicative threshold for recycled materials which if exceeded will not result in non-compliance
“Work in progress, EN standards under preparation by CEN TC 172, WG3.

fSum of listed PAHs according to EN standard under preparation.

Notes for Table 1

1 The reason for some limits being quoted In units of weight/weight, welght/volume of extract and some in weight/kg food is the different sources for the limits. In practice,
an analytical measurement will give a welght/weight result. A conversion to welght/surface area using the actual grammage of the paper and board will be required for
comparison with limits expressed as welght/food. (See note in Figure 1 in Chapter 5.3.1 of this Section.)

2 | Ifitis assumed that complete migration of a substance occurs from the paper and board to the food (worst case scenario) it is possible to convert limits in food (SMLs) to
a total quantity of the substance in paper and board. The standard packaging/food ratio in EU risk assessment of migration is & dm2 packaging material in contact with 1
kg food. Using this "standard” ratio, the SML should be multiplied by 0.167 (or divided by 6) to obtain a maximum permitted content in 1 dm2 of paper and board (QMA).The
actual packaging to food ratio should be used instead of the standard ratio, If available. There is a wide range of end use applications for paper and board food packaging
which vary greatly in their potential for substances to migrate to food.

3 Studies on mineral pilLhydrecarbons found in foodstuffs have raised questions about consumer safety. According to these studies, one possihle source (but not the only MOSH/

one) of tracEsof mineral oils which migrate to food is mineral oil based cold offset printing ink (commonly used in newspapers). It Is present both on THEpsiated surface Comi
pffackaging and In paper for recycling used in the production of packaging papers. CEPI and CITPA made a commitment in 2011 to use mineral oil free inks for priiag of MOAH 2ciel )
packaging and this commitment is widely followed by the producers of food packaging in Europe. ADVANCES

The European Food Safety Authority (EFSA) published a scientific opinion on the topic in June 2012 (amended and updated in August 2013)*. In the absence of a nationally IN CELLULOSE-BASED
or internationally accepted test method and with the uncertainty continuing to surround the hazard posed by mineral oil hydrocarbons, it is not currently possible to include MATERIALS IN FOOD
lmits values in Table 1. The paper and board sector has, however, taken a number of measures to limit the presence of mineral oil hydrocarbons in the paper-based fo6d

contagtmaterials and articles by making commitments to use only mineral oll-free inks for printing this packaging and using a careful selection of grades of paperforracycling. PACKAGING
\ // 3310 23 May 2008
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Table 3. Declaration of Compllance = Ust of Contents

CEPI Guidelines s oo

. Dataof Daclaration of Complinnae Do)

Business operalor moukh Z. identity and address of 1he organisatson which
thie Dol reanufactiines the matifials or articles
3. The sddréss of the manulacturing ste. The acdress  Unly if diffecent from the
of tha manufacturer. Firat address

Declaration
of

Bl

JGenaria product deseription

&n

. Tradbe name ar grode descoption, intludmg othar
relevnnt identifyimng miormatian. Dascripison of the

Compliance S
Canflrmidticn of & Statermant that the product somplses with
compiinnce with the redevant requiremonis of the Framework
laeginLalind i Faod Regulation and relevant Food Contact Guidelines

Contact Guidelings

=

i s Sratement that the diffenent non-anmonesed

FOR THE COMPLIANCE OF PAPER & BOARD i aredl b 1 i
WATERIALS AND ARTICLES m.‘.'all!-ll.‘l'.'.lp.'l par and board, inks, adhesiven,

coatings) as woll a5 pobymer layors in MMYMLe
compy with E‘IIE-'II"-I.!._ raferance |E'E_='3I|.-E'GI{II"I e fond
cantact guidelines, when thosa exist

H. Ksown m.g!nﬂ!{ with SML regtrictions Tar [ali Tul il {fl:-lnp..-l:-,ar',-
and board in BR 000N or other relevant lists of
authonsed substances, and antentxonally added
subdtances that, based on risk nsasasmont

can potentinfly magrate to food, should be
communicated to downstroam operatars

Seminar
9, Dund use subatances [deldserately added only) with  When risk assassmant ADVANCES'

guantitative restrictions in feod logislaton indicates that thome is a IN CELLULOSE-BASED

y R MATERIALS IN FOOD

10 Siateément on and uses oF the restrictions of use, PACKAGING
if mvy g food type, temperaturne)
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Table &. Declaration of Compliznce

COMPLIANCE ELEMENT |

Labelling

Traceability

Documented rkak
assesament and/or
evaluation of the pradi
for which the DoC i
|zaued based on Section
3 of thiz Guideline

Identification and
verification of the
suthorisation status
of intenthonelly added
substances and rew
materkals vead In the
formubation of the
materkaliarticle

ldentificabon and
verification of quality
&nd purity criters for
suthorized substances

Dual use substances™

Identification and risk
assessment of NIAS

- List of Supporting Documentation

DETAILS

General deteils of the system used to label materials
and articles which are not yet in contaet with food
when placed on the market.

Documentad routing for recall of preducts including
the appropriate Information needed for tracesbility
&8 described (nSecthon 5.

Adequate infoermation on potential migrants in the
intended end use &8 defined in upstream DoCs or
similar documents. May include concentration and/
of migration testing, sensory testing, andor worst
case calculstions based on risk Besessment of
intentionally edded substances and NIAS. The risk
assessment also covers the overall compliance of
the material/arthcte taking into account the multiple
sources of substances. The same substance may
orkgnate from different materlsls used.

= Commposition of the material/articla.

= Dot from upatream supplbans of chemicals authorsed
for use.

Dol from upstream suppliers of polymers if MMMLs
are produced.

Do ar similar decument with adequate infarmation
from upstream suppliers of materials which are not
covered by & specific measure such a2 paper and
board, inks, adhesfves, varnishes, etc.

®

Dot from upstream suppliers of chemicals.

DaC from upstream suppliers of chemicala and
polyrmers used in MMMLE.

DipC ar similar doecwment with adequeate infarmation
fram upstream suppliers of meterials which are not
covered by a specific measure such &2 paper and
board, inks, adheskes, varmishes, st

®

Rizk assasament to see if there iz & risk of transfer
to food

Sebentific iterature.

"

Regults from testing of known MIAS.
= Migration rmodeling.
Teicologicat information of & substance.

Compulsary. llustrates
how the labelling
requirement is being
comphied with.

Compulsory. Nlustrates
howi the traces|
requirement is being
compbied with,

Compulaory. llustrates
how Article 3 of the
Framewark Regulation |s
comphied with,

See Section 3 for poasible
testing methods.

Compulaory

Cempulsory for business
operators adding
chemicals to their product.
hensise not needad,
Upatream DoC should
provide the necessary
information.

Compulsary.

Pralably mot posaible
at the current time until
a reatistie method fa
available.

CEPI Guidelines

Declaration
of
Compliance

FOOD CONTACT GUIDELINES
FOR THE COMPLIANCE OF PAPER & BOARD
MATERIALS AND ARTICLES

COMPLIANCE ELEMENT DETAILS COMMENT

Substances miended
to be used behind a
tunctional barrier which
are not autharised for
use |n paper and boeand
materials and artlcles

Good Manufacturing
Practice

» Adequate written information confirming that the
substance does not meet the criterka for classification
B8 mutagenic, cancinogenic or tode to reproduction
socording to Reference 15,

Compulsory but there
are unlikely to be many
affected materlala o
artecies.

Seminar

ADVANCES'

IN CELLULOSE-BASED
MATERIALS IN FOOD
PACKAGING

Confirmation that the substance s not intentionally
menufactured to be in nanoform.

Businass operators must keep documentation
we application of the quality assurance and
quality control syatems which they use, as set out in
Referance 3.

Compulson

22 to 23 May 2023
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Guideline CoE/EDQM from 2021

METHODS AND MEASUREMENTS REPORT

Testing conditions for kitchenware
articles in contact with foodstuffs:
plastics, metals, silicone &
rubber, paper & board

* Guidance on the list of supporting documents on compliance and A-IES-

Belcs; C. Senald
. Robauch; E. Hoskstra

safety (supporting documentation)

4™ Edition

66 @y = =
e &@%@é

* Declaration of Compliance

* Compliance testing
» Reference to the guidelines of the Join Research Centre (JRC)
e Part ll. Technical guide on paper and board used in food contact

materials and articles
Seminar
ADVANCES'
IN CELLULOSE-BASED
MATERIALS IN FOOD
PACKAGING
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Tabibes 1

it Bespclirmect Pyl
ERTTIRIES
BB ron s N

CoE/EDQM from 2021

Relevant national regulations and official

M1 hiar's katomsa)|
Tispifemn e A

recommendations apply

Specific migration limits listed in Table 1 apply
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No. food simulant) explanations

Sum of 2-miethyl 131-58-8 0.05 1 Swiss Ordinance (SR
benzophenona, 643-65-2 BT17.023.21) ANnNex Wy
O ro I I l 3-methyl benzo- 134-84-9

phenone, 4-miethyl

Substance ‘ CAS SML (mg/kg in food/ |Notes Reference and

benzophenone
Sum of dibutyl- B4-74-2 03 1.3 Regulation (EU) Mo.
phithalate (DBP) 84-69-5 wzom
and diisobutyl- EF5A Joumal (zoosg; 242:
phthalate [DIBF) 117}
PAPER AND BOARD T for DBP: c.on mg'kag
used in food contact bw par day.
materials DNBP: comparable
and articles structura
Ohijz-ethylhexyl) nF-81-7 15 1.3  Regulation (EU) No.
phthalate (DEHP) 12011,
EFSA Jourmal (2005; 243:
1-20)k
TDI ouog miglkg bw per
day
1AM B Classified MD (o.00z) 1.4 Hazard class Carc./
PAAS Muta./Repr. 14 or 1B
according to Table 3 of
Annex V1 of Regulation
{EC) No. 1272/ 2008,
espadally thosa listed
in Appendix & Entry 43
of Regulation (EC) Mo.
1907 2006
Sum of all primary MLy 1. 4 Table 3z of Annex VI of
aromatic amines Regulation (EC) No.
[PAAS) 12722008
Lead [Pb) 7439-92-1 M 5t Regulation (EU) Mo. = L
120 ES ’
PFAS {per- and under discussion & The Opinion was LOSE-BASED
polyflucroalkyl adopted at the ALS IN FOOD
substances) CONTAM Plenary meet-

ing on g July 2020 and ING
published in the EFSA
Journal [26] by 2023
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Safety validation of substances: assessment tools

Example:

Wet-end non-PFAS sizing agents: Alkenylsuccinic anhydride (ASA)

Octadecenyl succinic anhydride (18-ASA) is the main component of the
commercial samples of ASA

Validation status as an FCM??

en d
ADVANCES'

IN CELLULOSE-BASED
MATERIALS IN FOOD
PACKAGING

7= CATOLICA
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Safety validation of substances: assessment tools

https://decernis.com/

FOODCHAIN {(D)” Regulatory Library bypeceris e @ =

Substance Search Regulation Search Text Search Resources & Help

Search Results

Search Criteria Print  Report W Save Search

octadecenyl succinic anhydride

Upload Search Terms Decernis ID Substance Name CAS Actions
Search By
Substance Name v —
F— " 50788 Octadecenyl Succinic Anhydride 28777-98-2 View
se Index Searc
Region / Country ~
[}
4 Asia Pacific
* @ turope Seminar
3 i al
i ADVANCES
> Latin America
IN CELLULOSE-BASED
L4 International fi—IS\ . B e
3 Middle East M« NE > M 20 ¥  items per page 1-1o0f 1items AN’ MATERIALS IN FOOD
v
® Ajuda PACKAGING
Release Notes  Privacy Policy  TermsofUse & FoodChain ID Group Inc. 2023
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Safety validation of substances: assessment tools

https://decernis.com/

Substance Country
+ 28777-98-2 Octadecanylsuccinic aN@ydride Council of Europe
+ 2009-01-12 Octadecenylsuccinic angidride Coundil of Europe
+ Succinic a Petadecenyl Israe
+ 2012.06 ZET77-98.2 anhydride, octadecenyl Assnclations
+ 2020-12-01 28777582 Suecinle and Switzerland

7= CATOLICA

FACULTY OF BIOTECHNOLOGY

PORTO

Tapic

Food Contact Substrate

Food Contact Substrate

Food |

Food Confact General

Food Contact G

Subtopic

Faper and Paperboard

Faper and Paperboard

Printing Inks

Printing Inks

Printing Inks

Citation

Seminar

ADVANCES'

IN CELLULOSE-BASED
MATERIALS IN FOOD
PACKAGING

22 to 23 May 2023

M2 do Céu Selbou /2023



Safety validation of substances: assessment tools

https://decernis.com/

- Listed in CoE “B. TEMPORARY APPENDIX TO LIST 1 OF ADDITIVE” Version 3 and 4 (2009 -
2010)

Restriction — “TO BE FIXED”

- Listed 817.023.21 Ordinance Of The FDHA On Materials And Articles Intended To Come Into
Contact With Food - Annex 10: List Of Permitted Substances For The Production Of Packaging Inks,

And Related Requirements

Restriction — used as an additive; List B (not evaluated), SML < 10 ppb o
IN CELLULOSE-BASED
MATERIALS IN FOOD
PACKAGING

22 to 23 May 2023
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Safety validation of substances: assessment tools

https://www.echa.europa.eu/

Suspected hazardous to the aquatic

UPAC name Octadecenylsuccinic Anhydride (mixture of isomers) environment#Suspected persistent
in the environment#Suspected

respiratory sensitiser#Suspected
skin irritant#Suspected skin
sensitiser

\ .é::::n;;ﬂ —= :.~‘-'q¢~_ard See a problem or have feedback?

Dihydro-3-(octadecenyl)furan-2,5-dione

Regulatory process names 2 IUPAC names 5 Cther identificllfl1 @ NO CMR
c i i azard classification & labelling Properties of concern Ca rC| nogen | C
40-710-
A majority of data submitters agree 1
@ this substance is Skin sensitising M Utagenlc
CAS no.: 28777-98-2 - -
Danger! According to the classification provided by companies to i o . TOXIC to reprOd utlon
Mol. formula: C22H3803 ECHA in CLP notifications this substance causes serious eye A majority of data submitters agree
I ; } L . this substance is Respiratory
irritation, may cause an allergic skin reaction, causes skin irritation isi
and may cause allergy or asthma symptoms or breathing difficulties SERSIHGIRG More details SLRRE]
if inhaled. 2ciel
N\
ADVANCES
At least one company has indicated that the substance
......... classification is affected by impurities or additives. IN CELLULOSE-BASED

MATERIALS IN FOOD
PACKAGING
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Safety validation of substances: assessment tools

Approach TTC/QSAR - Software available to assist on classify substances into Cramer classes

Refers to the establishment of a generic exposure level for all chemicals below which there

would be no appreciable risk to human health

The Cramer classification scheme (decision tree) attributes a class to the substance based on

its chemical structure. https://doi.org/10.2903/j.efsa.2019.5708

Table 1: Structural classes for chemicals proposed in the Cramer scheme (Cramer et al., 1978)

Class I Substances with simple chemical structures and for which efficient modes of metabolism exist,
suggesting a low order of oral toxicity. This class would include normal constituents of the body
(excluding hormones); simply-branched, acyclic aliphatic hydrocarbons; common carbohydrates;
common terpenes; substances that are sulfonate or sulfamate salts, without any free primary amines

Class II  Substances which possess structures that are less innocuous than Class I substances, but do not
contain structural features suggestive of toxicity like those substances in Class III. This dlass would
include common components of food; substances containing no functional groups other than
alcohol, aldehyde, side-chain ketone, acid, ester, or sndium. natassium or calcium sulfonate or

sulfamate, or acyclic acetal or ketal and are eithe % . &
o withaot s fiog Keoie Table 2: TTC values - classification of substances

Class ITII  Substances with chemical structures that permit 1

suggest significant toxicity or have reactive functi Classification TTC value in

TTC value in pg/kg bw

that contain_elements Dthgr than carbo_n, hydroge “gf person per dav per day(")
benzene derivatives; certain heterocyclic substant  pgtential DNA-reactive mutagens and/or carcinogens 0.15 0.0025
three types of functional groups
Organophosphates and carbamates 18 0.3
Cramer Class III 90 1.5
Cramer Class II 540 9.0
Cramer Class I 1,800 30

ILICA
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Example: 18-ASA

e [tis not listed in positive lists for FCM P&B;
e Restriction from printing inks (used as an additive; List B (not evaluated), SML < 10 ppb)
e |tis not CMR

* No valid data confirming absence of genotoxicity is available. Not allowed

to migrate
e Substance is Cramer Class lll:
Scenario (1) - estimated exposure below the TTC value of 90 pg/person per day
low probability of adverse health effects.
~ Scenario (2) - estimated exposure higher than the TTC value of 90 ug/person per day
» a non-TTC approach (e.g. substance-specific risk assessment) is
required in order to reach a conclusion on potential adverse health effects. by

IN CELLULOSE-BASED
MATERIALS IN FOOD
PACKAGING

22 to 23 May 2023
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Conclusions

e Regulations for P&B harmonised do not exist

e (General safety principles and criteria for FCM do apply
e May need to use a combination of different documents
e Work under development

e |ack of relevant toxicity data

® Need of risk assessment

e Potential for combining different strategies for safety assessment

Seminar

ADVANCES'

IN CELLULOSE-BASED
MATERIALS IN FOOD
PACKAGING
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Thank you for your attention

CINATE - Laboratorio de Analises e Ensaios a

Alimentos e Embalagens
fpocas@ucp.pt Cinate.esb@ucp.pt

mselbourne@ucp.pt

Seminar

ADVANCES'
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MATERIALS IN FOOD
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22 to 23 May 2023

¢ CATOLICA

SXX FACULTY OF BIOTECHNOLOGY M2 do Céu Selbourne

6/5/2023

PORTO




