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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 ISO
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.
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Introduction

A standard for the application of risk management to medical devices became important largely because of
the increasing recognition by regulators that the manufacturer should apply risk management to medical
devices. No medical device risk management standard existed, and 1SO 14971 was written to fill that gap.
ISO/TC 210 Working Group 4 was formed to develop the new standard. Almost simultaneously, drafters of the
third edition of IEC 60601-1 planned to have risk management included in the standard then under
development. They saw the need for a separate risk management activity and formed Working Group 15 of
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Medical devices — Application of risk management to medical
devices

AMENDMENT 1: Rationale for requirements

Page 31
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and disposal.

Although there has been significant debate over what constitutes an acceptable level of risk, this International
Standard does not specify acceptability levels. Specifying a single level for acceptable risk would be
inappropriate because

— the wide variety of devices and situations covered by this International Standard would make a single
level meaningless, and

— local laws, customs, and values are more appropriate for defining risk acceptability for a particular culture
or region of the world.

Because not all countries require a quality system for medical device manufacturers, a quality system is not
required in this International Standard. However, a quality system is extremely helpful in managing risks
properly. Because of this and because most medical device manufacturers do employ a quality system, this
International Standard is constructed so that it can easily be incorporated into the quality system that they use.
The relationship with ISO 13485:1996 is shown in Table G.2 in Annex G.
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H.2 Rationale for Clause 2, Terms and definitions

It was not intended to invent a host of new and possibly unfamiliar terms and so this International Standard is
intentionally built upon the wealth of risk management information both in standards and in the literature.
Existing definitions were used wherever possible. The primary sources for the definitions were ISO/IEC
Guide 51:1999 and 1SO 8402:1994 1),

It was known that risk management would be made mandatory, either explicitly or implicitly, by the European
Union (EU), the United States, and other countries and regions of the world. Therefore definitions were used
that would be widely acceptable in a regulatory sense. For example, the term “manufacturer” (2.6) while based
on the medical device directive in the EU, is consistent with the definition used in the United States. The term
“medical device” (2.7) was taken from ISO 13485 where a similar consideration for local regulations had also
been applied. The combined term “intended use/intended purpose” (2.5) was used because there was no
consensus on which term to use. The Medical Device Directive uses “intended purpose,” whereas the United

IEC 60601-1-4, but the definition was changed because the
records, which need not exist for compliance with ISO 14971

H.3.1 National or regi

Worldwide applicability of "th

market a deviceA(u 5 ice_is specifically exempted). Subclauses 3.3 and 3.4 closely follow quality
9 enables manufacturers to apply 3.3 and 3.4 in conjunction with a quality

H.3.2 Risk management process

This subclause requires each manufacturer to establish a risk management process as part of the design of a
medical device. This is required so that the manufacturer can systematically ensure that the required elements
are in the process. Risk analysis, risk evaluation and risk control are commonly recognised as essential parts
of risk management. In addition to these elements, it was necessary to emphasize, however, that the risk
management process does not end with the design and manufacturing of a medical device, but continues on
into the post-production phase. Therefore, the gathering of post-production information was identified as a
required part of the risk management process. When a manufacturer employs a quality system, the risk
management process should be fully integrated into that quality system.

1) 1SO 8402:1994 has been replaced by ISO 9000:2000. However, the definitions of terms such as “objective evidence”
in ISO 14971:2000 were taken from ISO 8402:1994.
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