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Fipyora

The t@ISO 10993-1:2003 has been prepared by Technical Committee ISO/TC 194 “Biological evaluation
of medical devices” of the International Organization for Standardization (ISO) and has been taken over as EN
ISO 10993 9 by Technical Committee CEN/TC 206 “Biological evaluation of medical devices” the
secretariat %h is held by NEN.

This European Standard shall be given the status of a national standard, either by publication of an identical
text or by endors t, at the latest by December 2009, and conflicting national standards shall be withdrawn
at the latest by Ma

Attention is drawn to th

sibility that some of the elements of this document may be the subject of patent
rights. CEN [and/or CENE&

shall not be held responsible for identifying any or all such patent rights.
This document supersedes E 10993-1:2003.

*
This document has been prepar/ der a mandate given to CEN by the European Commission and the
European Free Trade Associatio nd supports essential requirements of EU Directives 93/42/EEC on
Medical Devices and 90/385/EEC on A@e Implantable Medical Devices.

For relationship with EU Directives, sewrmative Annex ZA and ZB, which is an integral part of this

document.
/K

According to the CEN/CENELEC Internal Re@i ns, the national standards organizations of the following
countries are bound to implement this Europ(é,S;andard: Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France, Gegfiany, Greece, Hungary, Iceland, Ireland, Italy, Latvia,
Lithuania, Luxembourg, Malta, Netherlands, Norwa land, Portugal, Romania, Slovakia, Slovenia, Spain,
Sweden, Switzerland and the United Kingdom.

Endorsemen

The text of 1SO 10993-1:2003 has been approved by CE@ a EN ISO 10993-1:2009 without any

modification. ®
/\
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Annex ZA
)\ (informative)

.
Relation etween this European Standard and the Essential Requirements of
EU Directive 93/42/EEC on Medical Devices

This European Standar
and the European Free
New Approach Directive 9

s been prepared under a mandate given to CEN by the European Commission
Association to provide a means of conforming to Essential Requirements of the
EC on medical devices.

Once this standard is cited in fficial Journal of the European Communities under that Directive and has
been implemented as a national dard in at least one Member State, compliance with the clauses of this
standard given in table ZA confers; in the limits of the scope of this standard, a presumption of conformity
with the corresponding Essential R ents of that Directive and associated EFTA regulations.

Table ZA — Correspondence betwet./ European Standard and Directive 93/42/EEC on medical

dewces
Clause(s)/sub-clause(s) of this | Essential rements (ERs) of | Qualifying remarks/Notes
EN Directive 93 4,60
3,4,5,6,7 Annex |- The presumption of conformity
7172 75 ® depends on applying the other
e ‘ . parts of the EN ISO 10993
P series that are relevant
v

WARNING — Other requirements and other EU Directives m@appllcable to the product(s) falling within
the scope of this standard.
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Annex ZB
(informative)

2e\ ionship between this European Standard and the Essential Requirements of
+ EU Directive 90/385/EEC on Active Implantable Medical Devices

®

This Europ%andard has been prepared under a mandate given to CEN by the European Commission
and the Euro ree Trade Association to provide a means of conforming to Essential Requirements of the
New Approach Directive 90/385/EEC on active implantable medical devices.

been implemented a tional standard in at least one Member State, compliance with the clauses of this
standard given in tabl nfers, within the limits of the scope of this standard, a presumption of conformity
with the corresponding Es@tisl Requirements of that Directive and associated EFTA regulations.

.

Table ZB — Correspondence @leen this European Standard and Directive 90/385/EEC on active

Once this standar {% in the Official Journal of the European Communities under that Directive and has
e

plantable medical devices
Clause(s)/sub-clause(s) of this Ess&al Requirements (ERs) of | Qualifying remarks/Notes

EN Directive#99/385/EEC
3,4,56,7 Annex | © /€ The presumption of conformity
9 ® depends on applying the other
L . parts of the EN ISO 10993

/® series that are relevant

WARNING — Other requirements and other EU Direc&ﬂ'nay be applicable to the product(s) falling within

the scope of this standard. 0
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Introd@n

This part of I@S)% is a combination/harmonization of numerous international and national standards and
guidelines concefrning the biological evaluation of medical devices. It is intended to be the overall guidance
document for the ion of tests enabling evaluation of biological responses relevant to the safety of
medical devices an rials.

The role of this part of @10993 is to serve as a framework in which to plan such a biological evaluation
which minimizes the num é@d exposure of test animals.

The protection of humans is imary goal of ISO 10993.
rationale behind such testing. An i ative rationale for the use of this part of ISO 10993 is provided in

Annex A. Annex B contains a flow exto aid in the systematic approach to the biological evaluation of
medical devices. A bibliography is give y& end of the text.

The appropriate selection and ir@r tation of biological evaluation tests requires an understanding of the
1103n

Vi © 1SO 2003 — All rights reserved
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@gical evaluation of medical devices —

Par@
Evalua@n and testing
(@)

<

This part of ISO 10993 e@oes

a) the general principles g@)fg the biological evaluation of medical devices;

1 Scope

*
b) the categorization of devices d on the nature and duration of their contact with the body;

c) the selection of appropriate tests.

This part of ISO 10993 does not cover testing of materials and devices that do not come into direct or indirect
contact with the patient's body, nor doesr biological hazards arising from any mechanical failure.

NOTE Other parts of ISO 10993 cover specifnc& (see also the rationale in A.2).

L.

2 Terms and definitions /®
For the purposes of this document, the following terms @eﬁnitions apply.

2.1 0
medical device

any instrument, apparatus, appliance, material or other articlm: ding software, whether used alone or in
combination, intended by the manufacturer to be used for hum ings solely or principally for the purpose

of: ®

— diagnosis, prevention, monitoring, treatment or alleviation of diseaSe;

— diagnosis, monitoring, treatment, alleviation of or compensation for an K or handicap;

— investigation, replacement or modification of the anatomy or of a physiolo ocess;
— control of conception; 6
and which does not achieve its principal intended action in or on the human by _pharmacological,

immunological or metabolic means, but which may be assisted in its function by such me

NOTE 1 Devices are different from drugs, and their biological evaluation requires a different approacL
NOTE 2  Use of the term “medical device” includes dental devices. 0
2.2

material

any synthetic or natural polymer, metal, alloy, ceramic or other nonviable substance, including tissue rendered
nonviable, used as a medical device or any part thereof

© 1SO 2003 — Al rights reserved 1





