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Foreword

 The text of the International Standard ISO 10993-1:1997 has been prepared by Technical
Committee ISO/TC 194 "Biological evaluation of medical devices" in collaboration with
Technical Committee CEN/TC 206 "Biocompatibility of medical and dental materials and
devices”, the secretariat of which is held by NNI.

~ This European Standard supersedes EN 30993-1:1994.

This European Standard 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 Dlrectlve(s)

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 1998, and conflicting national
- standards shall be withdrawn at the latest by June 1998. '

According to the CEN/CENELEC  Internal Regulations, the national standards organizations
of the following countries are bound to implement this EuropeanStandard: Austria, Belgium,
Czech Republic, Denmark, Finland; Franee, Gérmany;, Greece, Iceland, Ireland, Italy,
Luxembourg, Netherlands, Norway, Portugal, Spain, Sweden Sw1tzerland and the United
Kingdom.

Endorsementonotice

The text of the International Standard ISO 10993-1:1997 was approved;by ﬂCEN as a
European Standard without any modification. o
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Foreword

ISO (the International Organization for Standardization) is a worldwide
federation of national standards bodies (ISO member bodies). The work of
preparing International Standards is normally carried out through 1SO
technical committees. Each member body interested in a subject for which
a technical committee has been established has the right to be represented
on that committee. International organizations, governmental and non-
governmental, in liaison with ISO, also take part in the work. ISO
collaborates closely with the International Electrotechnical Commission
(IEC) on all matters of electrotechnical standardization.

Draft International Standards adopted by the technical committees are
circulated to the member bodies for voting. Publication as an International
Standard requires approval by at least 75 % of the member bodies casting
a vote.

International Standard ISO 109931 was prepared by Technical Committee
ISO/TC 194, Biological evaluation of medical devices.

This™ “second “"edition " " cancels and replaces the first edition
(ISO 10993-1:1992), which has been technically revised.

15O, 10993 consists ofithe  following. parts, under the general title Biological
evaluation-of medical devices;

— Part 1: Evaluation and testing

— Part 2: Animal welfare requirements

— Part 3: Tests for genotoxicity, carcinogenicity and reproductive toxicity
— Part 4: Selection of tests for interactions with blood

— Part 5: Tests for cytotoxicity: in vitro methods

— Part 6: Tests for local effects after implantation

— Part 7: Ethylene oxide sterilization residuals

— Part 9: Framework for the identification and quantification of potential
degradation products

— Part 10: Tests for irritation and sensitization
— Part 11: Tests for systemic toxicity
— Part 12: Sample preparation and reference materials

— Part 13: Identification and quantification of degradation products from
polymers

— Part 14: Identification and quantification of degradation products from
ceramics
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— Part 15: Identification and quantification of degradation products from
metals and alloys

— Part 16: Toxicokinetic study design for degradation products and
leachables

Future parts will deal with other relevant aspects of biological testing.

Annexes A, B and C of this part of ISO 10993 are for information only.
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Introduction

This part of 1SO 10993 is a combination/harmonization of numerous
International and national Standards and guidelines concerning the
biological evaluation of medical devices. It is intended to be the overall
guidance document for the selection of tests enabling evaluation of
biological responses relevant to the safety of medical devices and
materials.

The role of this part of ISO 10993 is to serve as a framework in which to
plan such a biological evaluation which minimizes the number and
exposure of test animals.

The protection of humans is the primary goal of ISO 10993.

The appropriate selection and interpretation of biological evaluation tests
requiresTan understanding jofy theyp rationale behind such testing. An
informative rationale” for the-use’ of-this part of ISO 10993 is provided in
annex A AnnexiB, contains a flow chart to aid in the systematic approach
to “the “biological-evaluation™ of medical devices. Annex C contains an
informative bibliography.
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Biological evaluation of medical devices —

Part 1:
Evaluation and testing

1 Scope

This part of ISO 10993 describes
a) the general principles governing the biological evaluation of medical devices;
b) the categorization of devices based 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 does it cover ‘biological hazards arising from any mechanical failure. Other parts
of ISO 10993 cover specific tests as indicated in the foreword. (See also the rationale in A.2.)

2 Definitions
For the purposes of this part of ISO 10993, the following definitions apply.

2.1 medical device: Any instrument, apparatus, appliance, material or other article, including software, whether
used alone or in combination, intended by the manufacturer to be used for human beings solely or principally for the
purpose of:

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

— diagnosis, monitoring, treatment, alleviation of, or compensation for, an injury or handicap;
— investigation, replacement or modification of the anatomy or of a physiological process;
— control of conception.

and which does not achieve its principal intended action in or on the human body by pharmacological,
immunological or metabolic means, but which may be assisted in its function by such means.

NOTES
1 Devices are different from drugs, and their biological evaluation requires a different approach.

2 Use of the term “medical device” includes dental devices.

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.

2.3 final product: Medical device in its “as-used” state.
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