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ILNAS-EN 455-3:2006

National Foreword

This European Standard EN 455-3:2006 was adopted as Luxembourgish Standard
ILNAS-EN 455-3:2006.

Every interested party, which is member of an organization based in Luxembourg, can
participate for FREE in the development of Luxembourgish (ILNAS), European (CEN,
CENELEC) and International (ISO, IEC) standards:

- Participate in the design of standards
- Foresee future developments
- Participate in technical committee meetings

https://portail-qualite.public.lu/fr/normes-normalisation/participer-normalisation.html

THIS PUBLICATION IS COPYRIGHT PROTECTED

Nothing from this publication may be reproduced or utilized in
any form or by any mean - electronic, mechanical, photocopying
or any other data carries without prior permission!
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ICS 11.140 Supersedes EN 455-3:1999

English Version

Medical gloves for single use - Part 3: Requirements and testing
for biological evaluation

Gants médicaux non réutilisables - Partie 3: Exigences et Medizinische Handschuhe zum einmaligen Gebrauch - Teil
essais pour évaluation biologique 3: Anforderungen und Priifung fur die biologische
Bewertung

This European Standard was approved by CEN on 13 October 2006.

CEN members are bound to comply with the CEN/CENELEC Internal Regulations which stipulate the conditions for giving this European
Standard the status of a national standard without any alteration. Up-to-date lists and bibliographical references concerning such national
standards may be obtained on application to the Central Secretariat or to any CEN member.

This European Standard exists in three official versions (English, French, German). A version in any other language made by translation
under the responsibility of a CEN member into its own language and notified to the Central Secretariat has the same status as the official
versions.

CEN members are the national standards bodies of Austria, Belgium, Cyprus, Czech Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Iceland, Ireland, ltaly, Latvia, Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland, Portugal, Romania,
Slovakia, Slovenia, Spain, Sweden, Switzerland and United Kingdom.
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EUROPEAN COMMITTEE FOR STANDARDIZATION
COMITE EUROPEEN DE NORMALISATION
EUROPAISCHES KOMITEE FUR NORMUNG

Management Centre: rue de Stassart, 36 B-1050 Brussels

© 2006 CEN  All rights of exploitation in any form and by any means reserved Ref. No. EN 455-3:2006: E
worldwide for CEN national Members.
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Foreword

This document (EN 455-3:2006) has been prepared by Technical Committee CEN/TC 205 “Non-active
medical devices”, the secretariat of which is held by DIN.

This European Standard shall be given the status of a national standard, either by publication of an identical
text or by endorsement, at the latest by June 2007, and conflicting national standards shall be withdrawn at the
latest by June 2007.

This document supersedes EN 455-3:1999.

This document has been prepared under a mandate given to CEN by the European Commission and the
European Free Trade Association, and supports essential requirements of EU Directive 93/42/EEC.

For relationship with EU Directive, see informative Annex ZA, which is an integral part of this document.

EN 455 consists of the following parts under the general title "Medical gloves for single use":

— Part 1: Requirements and testing for freedom from holes

— Part 2: Requirements and testing for physical properties

— Part 3: Requirements and testing for biological evaluation

According to the CEN/CENELEC Internal Regulations, the national standards organizations of the following
countries are bound to implement this European Standard: Austria, Belgium, Cyprus, Czech Republic,
Denmark, Estonia, Finland, France, Germany, Greece, Hungary, Iceland, Ireland, Italy, Latvia, Lithuania,

Luxembourg, Malta, Netherlands, Norway, Poland, Portugal, Romania, Slovakia, Slovenia, Spain, Sweden,
Switzerland and United Kingdom.
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Introduction

Adverse reactions to proteins in latex products have been reported over several years in variable rates of
prevalence. Additionally, adverse reactions due to chemicals, lubricants, sterilization residues, pyrogens or
other residues are described in the scientific literature. Adverse reactions are most often reported due to
gloves made from natural rubber latex, but some of the reactions can also be seen due to gloves made from
synthetic polymers.

EN ISO 10993 specifies requirements and test methods for biological evaluation of medical devices. However
it does not specifically address adverse reactions that can result from the use of medical gloves (e.g,
immediate type allergies). These adverse reactions occur to specific allergens that can be present in gloves.
Several factors contribute to the risk of reaction:

a) the duration and frequency of skin contact with gloves;

b) the exposure to the allergens through direct contact to mucosa and skin (especially when not intact) and
by inhalation of particles;

c) the occlusive nature of the glove/skin interaction during glove use.

This part of EN 455 gives requirements and test methods for evaluation of the biological safety of medical
gloves as part of a risk management process, in accordance with EN ISO 14971 and EN ISO 10993.

ILNAS-EN 455-3:2006 - Preview only Copy via ILNAS e-Shop
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1 Scope

This part of EN 455 specifies requirements for the evaluation of biological safety for medical gloves for single use. It
gives requirements for labelling and the disclosure of information relevant to the test methods used.

2 Normative references

The following referenced documents are indispensable for the application of this document. For dated references,
only the edition cited applies. For undated references, the latest edition of the referenced document (including any
amendments) applies.

EN 980, Graphical symbols for use in the labelling of medical devices

EN 1041, Information supplied by the manufacturer with medical devices

EN ISO 10993 (all parts), Biological evaluation of medical devices

EN ISO 14971, Medical devices — Application of risk management to medical devices (ISO 14971:2000)

EN ISO 21171:2006, Medical gloves — Determination of removable surface powder (ISO 21171:2006)

European Pharmacopoeia, Monograph 2.6.14 Bacterial Endotoxins: publisher EDQM Council of Europe; 226
avenue de Colmar B.P. 907; F-67029 Strasbourg; France http.//www.pheur.org
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3 Terms and definitions
For the purposes of this document, the following terms and definitions apply.

3.1

chemicals

substances added or formed during any step of the manufacturing process or in storage which may be
available in the final product

NOTE These can include lubricants, chemical coatings and sterilizing agents. Several chemical ingredients are
commonly used during processing of gloves, some of them are known to cause type IV allergic reactions. The type and
amount of residual chemicals added and finally present are variable.

3.2
endotoxins
lipo-polysaccharides originating from the outer cell-membrane of Gram-negative bacteria

NOTE  Endotoxins are one type of pyrogen. Sources of endotoxins can include bacterial contamination of the raw
materials, especially the process water used during manufacturing and manual handling of the gloves.

3.3

powder

all water insoluble material on the surface of a glove that is removed by washing under the conditions of the
test

[EN 1SO 21171:2006, definition 3.1]

NOTE This includes both deliberately added powder and other processing aids or materials accidentally present
which may be readily detached from the surface of the glove. For the purpose of this European Standard any glove
containing 2 mg or less powder is a powder-free glove and more than 2 mg is a powdered glove (for requirement see 4.4.).

34
process limit
highest value likely to be encountered for a validated manufacturing process

3.5
proteins, allergenic
proteins capable of causing a type | allergic reaction

3.6

proteins, leachable

aqueous proteins and peptides extractable from the final product
3.7

pyrogens
substances creating fever in rabbits which can be related to fever and other adverse reactions in humans

4 Requirements

41 General

Medical gloves for single use shall be evaluated as described in the EN ISO 10993 series. Part 1 of this series
describes the general principles governing the biological evaluation of medical devices and shall be used to
select the appropriate tests as described in other parts of the series.

A risk management process in accordance with EN ISO 14971 shall be established.



