DRAFT FOR DEVELOPMENT DD CEN/TS
14577:2003

Materials and articles
in contact with
foodstuffs — Plastics —
Polymeric additives —
Test method for the
determination of the
mass fraction of a
polymeric additive that
lies below 1 000 Daltons

ICS 67.250, 83.040.30

AN
| -y
r Ta
b
British Standards

za

NO COPYING WITHOUT BSI PERMISSION EXCEPT AS PERMITTED BY COPYRIGHT LAW

Full document details: DD CEN/TS 14577:2003


http://www.avadocuments.com/doc/dd-cen-ts-14577-2003
http://www.avadocuments.com/doc/dd-cen-ts-14577-2003

DD CEN/TS 14577:2003

This Draft for Development
was published under the
authority of the Standards
Policy and Strategy Committee
on 16 January 2004

© BSI 16 January 2004

ISBN 0 580 43260 2

National foreword

This Draft for Development is the official English language version of
CEN/TS 14577:2003.

This publication is not to be regarded as a British Standard.

It is being issued in the Draft for Development series of publications and is of
a provisional nature because of the need to develop a reliable method of test for
the determination of molecular weight fractions below 1 000 Daltons in
polymeric additives. It should be applied on this provisional basis, so that
information and experience of its practical application may be obtained.

Comments arising from the use of this Draft for Development are requested so
that UK experience can be reported to the European organization responsible
for its conversion to a European standard. A review of this publication will be
initiated 2 years after its publication by the European organization so that a
decision can be taken on its status at the end of its 3-year life. Notification of
the start of the review period will be made in an announcement in the
appropriate issue of Update Standards.

According to the replies received by the end of the review period, the
responsible BSI Committee will decide whether to support the conversion into
a European standard, to extend the life of the Technical Specification or to
withdraw it. Comments should be sent in writing to the Secretary of BSI
Subcommittee CW/47/1, Migration from plastics, at British Standards House,
389 Chiswick High Road, London W4 4AL, giving the document reference and
clause number and proposing, where possible, an appropriate revision of the
text.

A list of organizations represented on this committee can be obtained on
request to its secretary.

Cross-references

The British Standards which implement international or European
publications referred to in this document may be found in the BSI Catalogue
under the section entitled “International Standards Correspondence Index”, or
by using the “Search” facility of the BSI Electronic Catalogue or of

British Standards Online.

Summary of pages

This document comprises a front cover, an inside front cover, the
CEN/TS title page, pages 2 to 14, an inside back cover and a back cover.

The BSI copyright notice displayed in this document indicates when the
document was last issued.
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Werkstoffe und Gegenstande in Kontakt mit
Lebensmitteln — Kunststoffe — Polymere Zusatzstoffe —
Prifverfahren zur Bestimmung des Masseanteils eines
polymeren Zusatzstoffes unter 1000 Dalton

This Technical Specification (CEN/TS) was approved by CEN on 17" March 2003 for provisional application.

The period of validity of this CEN/TS is limited initially to three years. After two years the members of CEN will be requested to submit their
comments, particularly on the question whether the CEN/TS can be converted into a European Standard.

CEN members are required to announce the existence of this CEN/TS in the same way as for an EN and to make the CEN/TS available. It
is permissible to keep conflicting national standards in force (in parallel to the CEN/TS) until the final decision about the possible
conversion of the CEN/TS into an EN is reached.

CEN members are the national standards bodies of Austria, Belgium, Czech Republic, Denmark, Finland, France, Germany, Greece,
Hungary, Iceland, Ireland, Italy, Luxembourg, Malta, Netherlands, Norway, Portugal, Slovakia, Spain, Sweden, Switzerland and United
Kingdom.
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EUROPEAN COMMITTEE FOR STANDARDIZATION
COMITE EUROPEEN DE NORMALISATION
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Management Centre: rue de Stassart, 36 B-1050 Brussels

© 2003 CEN  All rights of exploitation in any form and by any means reserved Ref. No. CEN/TS 14577:2003
worldwide for CEN national Members.
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Foreword

This document (CEN/TS 14577:2003) has been prepared by Technical Committee CEN/TC 194, "Utensils in
contact with food", the secretariat of which is held by BSI.

This document has been prepared under a mandate given to CEN by the European Commission and the European
Free Trade Association.

For relationship with EU Directive(s), see informative annex ZA, which is an integral part of this document.

Annex A is informative.

According to the CEN/CENELEC Internal Regulations, the national standards organizations of the following
countries are bound to announce this European Specification: Austria, Belgium, Czech Republic, Denmark,

Finland, France, Germany, Greece, Hungary, Iceland, Ireland, Italy, Luxembourg, Malta, Netherlands, Norway,
Portugal, Slovakia, Spain, Sweden, Switzerland and the United Kingdom.
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Introduction

Some additives used to make plastics intended to come into contact with foodstuffs are known as ‘polymeric
additives’ [1]. They are added to plastics in order to achieve a technical effect but they do not in isolation have the
physical properties required of usable plastics materials and articles. In this respect they differ from the high
polymers that are used to make plastics. These polymeric additives do not generally have a single molecular
weight but they have a molecular weight distribution as a result of synthesis. They may also show further
complexity with different end-group chemistry (because of different initiation and termination processes), different
repeat units (because of two or more monomers used to make random or block copolymers) and different chain
shapes (because of the formation of linear, branched and cyclic structures within the chains).

These additives may migrate into foodstuffs placed in contact with the plastics and so their safety must be
evaluated. Only the fraction of the additive with molecular mass below 1000 Daltons (D) is regarded as being
toxicologically relevant and so a distinction has been made by the Scientific Committee for Food (SCF) between
polymeric additives with a weight averaged molecular mass (MW) below 1000 D and those with MW above 1000 D
[2]. For those polymeric additives with a MW above 1000 D, only a reduced set of data may be required to allow
an evaluation of their safety.

The requirements of the SCF and the practical implications have been described and discussed in a Commission
document [3]. In deciding which toxicological information is needed, the SCF considers the data available on the
monomers used to make the polymeric additive, the size of the additive fraction with MW below 1000 D, and the
formulation level of the additive used in the plastic [2]. It is possible that a polymeric additive considered by the
SCF is given approval to be used in plastics intended for food contact, but with specifications including a limit on
the mass fraction of the additive below MW 1000. For these reasons, for petitions and for testing for compliance, a
method of test is required to determine the mass fraction of a polymeric additive that falls below the MW 1000 cut-
off set by the SCF.
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