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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.

International Standards are drafted in accordance with the rules given in the ISO/IEC Directives, Rart 3.

Draft International Standards adopted by the technical committees are circulated\to thesmemberbodies for voting.

Attention is drawn to the possibility that some of the elements of this | \ y be the subject of
patent rights. ISO shall not be held responsible for identifying any or all 3

In the field of risk management for medical devices, Technic nmitt Q/TC210 and IEC/SC 62A have
established a joint working group, JWG 1, Application of risk ma

aspects for medical devices, and Subcommittee ’ pects of electrical equipment used in
medical practice.

Requirements concerning the risk a

published as 1SO 14971-1:1998, wi
production information evaluation, co

For purposes of future IE
2004. At this date, Subco

— reconfirmed,
— withdrawn,
— replaced by a revised ed
— amended.

Annexes A to G of this International Standard are for information only.
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Introduction

This International Standard should be regarded as a framework for effective management by the manufacturer of
the risks associated with the use of medical devices. The requirements that it contains provide a framework within
which experience, insight and judgement are applied systematically to manage these risks.

As a general concept, activities in which an individual, organization or government is involved can expose those or
other stakeholders to hazards which may cause loss or damage of something they value. Risk management is a
complex subject because each stakeholder places a different value on the probabilit occurring and on the
detriment that might be suffered on exposure to a hazard.

It is accepted that the concept of risk has two components:
a) the probability of the occurrence of harm, that is, how often the harm R
b) the consequences of that harm, that is, how severe it might be.

The acceptability of a risk to a stakeholder is influenced by th by the stakeholder’s perception

of the risk.
These concepts are particularly important in “xelatie i i pecause of the variety of stakeholders
including medical practitioners, the organizations pro 9 , governments, industry, patients and

All stakeholders need to understa ce entails some degree of risk. Factors affecting
each stakeholder’s perception of\the onomic and educational background of the society
concerned and the actual and\perc th of the patient. The way a risk is perceived also takes into
account, for example, wheth C to be involuntary, avoidable, from a man-made source
due to negligence, arisi 9 erstood cause, or directed at a vulnerable group within society. The

decision to embark up clini ycedure utilizing a medical device requires the residual risks to be balanced

against the anticipated behefi dure. Such judgements should take into account the intended
usefintended purpose, pe ssociated with the medical device, as well as the risks and benefits
associated with the clinical p ircumstances of use. Some of these judgements may be made only
by a qualified medigal ith nowledge of the state of health of an individual patient or the patient's own
opinion

including the acceptability of\risks, taking into account the generally accepted state of the art, in order to determine
the probable suitability of.a medical device to be placed on the market for its intended use/intended purpose. This
International Standard specifies a procedure by which the manufacturer of a medical device can identify hazards
associated with a medical device and its accessories, estimate and evaluate the risks associated with those
hazards, control those risks and monitor the effectiveness of that control.

For any particular medical device, other International Standards may require the application of specific methods for
controlling risk.
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Medical devices — Application of risk management to medical
devices

1 Scope
This International Standard specifies a procedure by which a manufacturer can identi zards associated with
medical devices and their accessories, including in vitro diagnostic medical de i enand evaluate the

risks, control these risks and monitor the effectiveness of the control.

al quality system in place. However,
, Table G.1).
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