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BACKGROUND

The 2008 ‘Note for Guidance for FCM’ was an obsolete document. An
update of the following items was needed:
 Administrative information - to provide a clearer guidance to
applicants on how to prepare and submit FCM applications
 Scientific requirements on genotoxicity - to bring them in line
with the recommendations of the EFSA Scientific Committee of
2011
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BACKGROUND
In 2017 EFSA published the following separate administrative and
scientific documents:

 A new ‘Administrative Guidance for plastic FCM’ to provide clear
instructions to applicants on how to prepare and submit a
dossier for safety evaluation by EFSA
 An updated ‘Note for Guidance for plastic FCM’ which contains
only the scientific requirements considered by EFSA in the
assessment of substances to be used in plastic FCM
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FCM ADMINISTRATIVE GUIDANCE - CONTENT
1.

Overview of the procedure for presenting:
•
•
•
•

Application for the inclusion of a new substance in the Union List
Application for the modification of the existing authorisation of a substance
Withdrawal of an application
New information affecting the safety of an authorised substance

2.

Documentation to be provided to EU MS and to EURL-FCM when
submitting an application

3.

Interaction with EFSA staff during the life-cycle of the FCM application
(i.e. from the reception of the application to the adoption and
publication of the EFSA Scientific Opinion)
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OVERVIEW OF THE PROCEDURE
FCM APPLICATIONS WORKFLOW
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DOCUMENTATION TO BE SUBMITTED
To Member State’s Competent Authority
• APPENDICES A1 and A2 (administrative data)  replace former
‘Model letters’
• APPENDIX B – Technical dossier (both confidential and nonconfidential)  replaces previous P-SDS
• APPENDIX C  Justification for confidential information

To European Reference Laboratory (EURL-FCM)
• APPENDICES A1 and A2 (administrative data)  replace former
‘Model letters’
• Sample of the substance (250g) plus product safety sheet and
spectroscopic data
• Analytical method(s), as described in sections 5.1.8, 5.3.7, and
6.5 of the 2017 EFSA ‘Note for Guidance for FCM’
 The APPENDICES provide the format to be used by applicants when
submitting an application. They are available to download from EFSA website
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INTERACTION WITH EFSA DURING THE LIFE-CYCLE OF AN APPLICATION

EFSA’s catalogue of support initiatives: http://www.efsa.europa.eu/en/applications/about/services
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AIM OF THE REVISION OF THE 2008 NfG
Within the scope
• To remove the Administrative Chapters (Chapters 0 and I), now
replaced by a new Administrative EFSA guidance
• To update the genotoxicity data requirements with the “EFSA Scientific
Committee opinion on genotoxicity testing strategy” from 2011
• To update references to old legislation/guidelines/test methods and to
remove obsolete Annexes

Out of scope
• To introduce any new scientific requirements
• To reinterpret the request for data or try to better explain or re-phrase
8

2008 versus 2017 NfG – UPDATED CONTENT

2008
‘Note for the reader’

2017
Updated ‘Note for the reader’

Chapters 0 and I – Administrative data

Chapter II - 2001 ‘SCF Guidelines on FCM’

Chapter III – ‘Explanatory Guidance of the
SCF Guidelines for FCM’

Updated ‘Explanatory Guidance of the SCF
Guidelines for FCM’ (former Chapter III)

Chapter IV – ‘Commission Explanatory
Guidance on Migration Testing’

Annexes (1-5)

Annexes (1-3)
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NOTE FOR THE READER (1)
New title - ‘Note for Guidance for the preparation of an application for the safety assessment of
a substance to be used in plastic FCM’
Administrative information (Chapters 0 and I) removed and replaced by the EFSA
administrative guidance document
Former Chapter II (2001 ‘SCF Guidelines for the preparation of an application for
the safety assessment of a substance to be used in FCM prior to its
authorisation’) removed, as already publicly available in the EC website
Former Annex 3 (‘Peroxisome proliferation studies’), Annex 5 (‘Definition of the SCF list’)
and Annex 6 (‘Model for P-SDS’) removed
Former Chapter III now renamed as ‘Explanatory Guidance of the SCF Guidelines for
FCM’ and updated in different sections
Former Chapter IV (‘Commission Explanatory Guidance on Migration Testing’) removed, as
replaced by JRC Technical guidance for compliance testing
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NOTE FOR THE READER - ADDITIONAL CONSIDERATION
 The revised EFSA Note for Guidance on FCM follows the general scientific
principles described in the 2001 SCF Guidelines, with the only exception of
the dataset requested for genotoxicity
 Reference to the EFSA «Scientific opinion on recent developments in the
risk assessment of chemicals in food and their potential impact on the
safety assessment of substances used in FCM» of Jan 2016 has been
added:

 The opinion is not intended to be a guidance document, however it
represents a scientific reference for topics which are not covered by
the Note for Guidance, e.g. nanomaterials and NIAS that may migrate
 It provides EC with a scientific basis for possible future revision of the
legislation on FCM
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UPDATED EXPLANATORY GUIDANCE OF ‘FCM SCF GUIDELINES’ (1)

Section 8.1. ‘Genotoxicity’

• Updated in line with the recommendations on the genotoxicity testing
strategies of the EFSA Scientific Committee published in 2011
• The core set of 3 in vitro genotoxicity studies is no longer recommended.
The following 2 in vitro tests should be performed:
• A bacterial reverse mutation assay (OECD TG 471)
• An in vitro micronucleus test (OECD TG 487)
• A transitional period applies (i.e. as of 1 year from May 2017)
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UPDATED EXPLANATORY GUIDANCE OF ‘FCM SCF GUIDELINES’ (2)

Section 5. ‘Data on Migration of substance’

• The following references have been added:
• ‘JRC Practical guidelines on the application of migration modelling for the
estimation of specific migration’ in item 5.1 ‘Specific migration’
• ‘JRC Guidelines for performance criteria and validation procedures of
analytical methods used in controls of FCM’ in items 5.1.8 ‘Analytical
method’ and 6.5 ’Test method’
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UPDATED EXPLANATORY GUIDANCE OF ‘FCM SCF GUIDELINES’ (3)

Section 8. ‘Toxicological data’ – additional OECD TG

• References to additional OECD TG have been included to address some
reproduction toxicity and neurotoxicity endpoints that were not considered in
former version of the Note for Guidance (i.e. prenatal developmental toxicity,
developmental neurotoxicity, delayed neurotoxicity of organophosphorus
substances), see items:

• 8.2.4. ‘Reproduction/teratogenicity’
• 8.4.2. ‘Neurotoxicity’
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UPDATED EXPLANATORY GUIDANCE OF ‘FCM SCF GUIDELINES’ (4)

References to old EU Directives have been updated with the legislation
currently in force, e.g.

• Commission Regulation (EU) 10/2011 on plastic materials and articles
intended to come into contact with food

• Commission Regulation (EU) No 528/2012 concerning the making available
on the market and the use of biocidal products
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LINKS


Administrative Guidance for the preparation of
applications for the safety assessment of substances to
be used in plastic Food Contact Materials
http://onlinelibrary.wiley.com/doi/10.2903/sp.efsa.2017.EN-1224/full



Note for Guidance for the preparation of an application
for the safety assessment of a substance to be used in
plastic Food Contact Materials
http://onlinelibrary.wiley.com/doi/10.2903/j.efsa.2008.21r/full
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Thank you!

Any questions?

Contacts:
APDESK.applications@efsa.europa.eu (for the Administrative Guidance)
FIP@efsa-europa.eu (for the 2017 Note for Guidance for FCM)

