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Temple of compliance
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Globally applicable
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Siegwerk Exclusion Policy

• Criteria (hazard categories) for exclusion of a raw material

• Substitution principle by default

• If Substitution not possible in the short term, exemption is possible according to the clearly 

defined and managed procedure for a limited period of time



Siegwerk – how we support our customers
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Systematic processes: Siegwerk beyond EuPIA exclusions

Case D –

2018

2022

Siegwerk is also committed to foresighted adaptation and even moves beyond the regulations when it 

comes to ink safety and consumer protection.

Siegwerk has voluntarily phased out many chemicals that are out of the scope of the EuPIA 

exclusion policy considering the toxicological consequences that may arise due to their use in the 

printing inks.

Examples:

- “Fanal” pigments* (low fastness and resistance prop.)

- Cobalt driers (reprotoxic)

- Phthalates (endocrine disruptors)

- Mineral oils* (MOAH carcinogenic)

- PFAS (ecotoxic)

- Toluene* (ototoxic, reprotoxic)

*banned for NPH applications
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Systematic processes: raw material approval process

Siegwerk global approval process checks

• Compliance with exclusion criteria 

(e.g. carcinogenic, mutagenic, reprotoxic, toxic raw materials)

• Compliance with Siegwerk’s stringent purity standards and full understanding on 

existing impurities in raw materials

• Compliance with chemical registration in each applicable region

• Composition data for NPH (“Nutrition, Pharma, Hygiene”) applications (100%)

− Identify regulated materials in food contact

− Identify non-regulated but potentially migrating substances

− Identify all NIAS (non-intentionally added substances)

− Check pigments for purity & data on carcinogens, PCB‘s etc.

Production trial; 

Commercial and 

technical approval

Global approval & 

codification by 

PSR department

Production

trial preparation
Sample request New raw 

material
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Systematic processes: Siegwerk’s Formulation Guideline

• Internal mandatory guideline for Technology and R+D departments

• Covers all raw materials for all regions and applications 

• NPH (“Nutrition, Pharma, Hygiene”) evaluations based on regional legislations, 

e.g. EU “Framework Regulation”, US-FDA, China GB etc.

• Basis for new ink formulations
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Co-operation and information sharing among all partners in the food packaging supply chain

Source: VdL.
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Statement of Composition (SoC)

• Information about all potentially migrating substances in the ink / varnish / coating

• Details on identification, concentration and restrictions of the migrant

• Calculation of the maximum possible migration (WCC)

• If applicable: NIAS Risk Assessment

• "Prerequisite": Knowledge of raw materials, 

definition of migrants



There are more threats . . .
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. . . which need to be considered and assessed

Solvents Binders

ColorantsAdditives



The perspective defines what you see
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IAS or NIAS

Astrid Lincke-Zukunft, Kleine Winkelspitze (2009) – shot from 8 different perspectives



Risk Assessment Procedure

• SMLs (officially listed)

• Tox. data

• Read across

• QSAR predictions

• TTC concept

• (Bioassays)

• WCC

• Migration modelling

• Migration testing

• (Food consumption 

data)

Risk

Assessment

Hazard

Assessment

Exposure

Assessment

=
x

migration

(self-derived) SML
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EFSA TTC Guidance
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Clastogenicity – type of mutations
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EuPIA NIAS Guidance



Siegwerk - Trendsetter for safest inks and coatings
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Siegwerk

Exclusion

Policy

Foresighted

adaptation

PSR

Management

System

Transparency

Self commitment based on EuPIA Exclusion Policy and applying the 

principles on global level

Continuous improvement of raw material portfolio regarding consumer, 

occupational and environmental safety

Rigid raw material selection and globally coordinated approval 

processes to safeguard legal and brand owner compliance 

result in global benchmark for the composition of inks and coatings

Proactive communication about relevant product related information down 

the supply chain to support compliance management and sustainability 

ambitions via product environmental data as well as provision of expert 

knowledge via the openly accessible Ink Safety Portal

Voluntary Commitment

based on 

Siegwerk – how we support our customers



EU Green Deal: Trying to structure implications and challenges
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EU Green Deal

Launched: 12/2019

Mission:

modern, ressource-efficient, compe-

titive economy, until 2050 net zero

GHG emissions, growth is decoupled

from resource use, no person/no

region left behind, fundamental 

reformation of economy and society

Chemicals Strategy for Sustainability

Launched: 10/2020

Mission: re-definition of EU chemicals policy; 

toxic-free environment; safe and sustainable

chemicals to become norm

Farm to Fork Strategy

Launched: 05/2020

Mission: establishment of a fair, healthy and 

environmentally-friendly food system in Europe

Circular Economy Action Plan 

Launched: 03/2020+refined in 02/2021

Mission: Sustainable product design; reduce

waste; carbon-neutral, environmentally sustain-

nable, toxic-free and fully circular economy by 

2050; tighter recycling rules and binding targets 

for materials use and consumption by 2030

CSS: Relevant Legal Initiatives

- CLP and REACH revision

- PFAS and ED restriction/ban

- shift risk-based to hazard-based approach

- redefinition of substances of concern

CEAP: Relevant Legal Initiatives

- Packaging and Packaging Waste Regulation (PPWR)

- Ecodesign for Sustainable Products (ESPR)

- Pre-emptive national regulations: D/NC printed PCR,

F/Mineral Oil regulations

- Single Use Plastic Directive (SUPD)

F2F: Relevant Legal Initiatives

- Framework Regulation revision

- rPlastic Regulation 2022/1616

- German Ink Ordinance (GIO)



Initiatives in detail: German Ink Ordinance
Comparison to Swiss Regulation 817.021.23
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• Latest version: 01.10.2022

(Annex 10; first introduced 2005)

• Scope printing inks/prints: 

IAS*, Indirect Food Contact

• Positive list principle: 

> 5.000 substances for manufacture 

(partly with restrictions of use)

• Major revision expected in 2024

deletion of Annex 10, Part B

*IAS = Intentionally Added Substances

• Published: 07.12.2021 

(Enforcement: 01.01.2026 - 4 years transition)

• Scope printing inks/prints:

IAS*, Direct and Indirect Food Contact

• Positive list principle: 

> 1.000 substances for manufacture

(partly with restrictions of use)

• Non-listed substances (NLS):

allowed if migration < 10ppb + non CMR + not DFC



Initiatives in detail: Framework Regulation
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Objective to strengthen Art. 3 (Framework Regulation):

FCMs are to be inert and inherently safe

migration to be the exemption

limits are no longer driving force

final material must be effortlessly known as safe

Main Policy pillars:

A: Shifting focus on the final article

Producers of final FCM become fully accountable (“migratables” must be known)

No difference between IAS and NIAS anymore

B: Prioritization of substances

Generic hazard assessments based on 3-tier approach

Tier 1: prohibition of use (CMRs, EDs, PBTs and vPvBs)

Tier 2: RA by authorities (other substances of concern, e.g. nano-materials)

Tier 3: RA by operators (more benign substances)



Printed substrates in mechanical recycling processes

Critical steps from ink/coatings perspective 

Image Source: Suez

Sorting

Disturbance of the 

NIR sorting by 

inks?

Extrusion

Heat resistance of 

binders and 

pigments?

Recyclate use

Migrants (NIAS) in 

the recycled 

material?

 Deinking



Ink Safety Portal
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Thank you!

Contact person:

Dr. Evert Delbanco

Director Food Safety & Toxicology

evert.delbanco@siegwerk.com

Phone: +49 2241 304 833


