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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. o
electrotechnical standardization.

The procedures used to develop this document and those intended for its further maintenanc~ 1re
described in the ISO/IEC Directives, Part 1. In particular the different approval criteria necded for the
different types of ISO documents should be noted. This document was drafted in accordance with the
editorial rules of the ISO/IEC Directives, Part 2 (see www.iso.org/directives-and-policies]

Attention is drawn to the possibility that some of the elements of this document nicv be che subject of
patent rights. ISO shall not be held responsible for identifying any or all such natent rights. Details of
any patent rights identified during the development of the document will be in ti:e Introduction and/or
on the ISO list of patent declarations received (see www.iso.org/patents).

Any trade name used in this document is information given for th~ cz.veii<nce of users and does not
constitute an endorsement.

For an explanation on the voluntary nature of standards, th: meaning of ISO specific terms and
expressions related to conformity assessment, as well as_infc ‘mation about ISO’s adherence to the
World Trade Organization (WTO) principles in the Tecknicl Bzrriers to Trade (TBT), see the following
URL: www.iso.org/iso/foreword.html.

This document was prepared jointly by Technicei Cominittee ISO/TC 210, Quality management and
corresponding general aspects for medical devices, a~d'Subcommittee IEC/SC 62A, Common aspects of
electrical equipment used in medical practice.

c.

This second edition cancels and replaces th={i: st edition, which has been technically revised. The main
changes compared to the previous edi*ian « = as follows:

— The clauses of ISO/TR 24971:.915zad some informative annexes of ISO 14971:2007 are merged,
restructured, technically revisea, and supplemented with additional guidance.

— To facilitate the use of 1 ni= document, the same structure and numbering of clauses and subclauses
as in [SO 14971:2019is e mployed. The informative annexes contain additional guidance on specific
aspects of risk menagoment.

Any feedback or ques.iciis on this document should be directed to the user’s national standards body. A
complete listirg f these bodies can be found at www.iso.org/members.html.
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Introduction

This document provides guidance to assist manufacturers in the development, implementation and
maintenance of a risk management process for medical devices that aims to meet the requirements
of [SO 14971:2019, Medical devices — Application of risk management to medical devices. It provides
guidance on the application of [SO 14971:2019 for a wide variety of medical devices. These medical
devices include active, non-active, implantable, and non-implantable medical devices, software as medical
devices and in vitro diagnostic medical devices.

The clauses and subclauses in this document have the same structure and numbering as the clauses
and subclauses of [SO 14971:2019, to facilitate the use of this guidance in applying the requirements
of the standard. Further division into subclauses is applied where considered useful. The informe*tive
annexes contain additional guidance on specific aspects of risk management. The guidance cons.:ts of
the clauses of ISO/TR 24971:2013 and some of the informative annexes of ISO 14971:2007, wt.‘ch are
merged, restructured, technically revised, and supplemented with additional guidance.

Annex H was prepared in cooperation with Technical Committee ISO/TC 212, Clinical leboratory testing
and in vitro diagnostic test systems.

This document describes approaches that manufacturers can use to develop, ironlei ~ent and maintain
a risk management process conforming to [SO 14971:2019 Alternative apnreache.<an also satisfy the
requirements of [SO 14971:2019.

When judging the applicability of the guidance in this document, tne should consider the nature of
the medical device(s) to which it will apply, how and by whom thes~ n. 'dical devices are used, and the
applicable regulatory requirements.
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Medical devices — Guidance on the application of ISO 14971

1 Scope

This document provides guidance on the development, implementation and maintenance of a r'sk
management system for medical devices according to [SO 14971:2019,

The risk management process can be part of a quality management system, for example onethat is based
on[[SO 13485:2016/24], but this is not required by [SO 14971:2019 Some requirements in [0 12485:2014
(Clause 7 on product realization and 8.2.1 on feedback during monitoring and measu.emcnt) are
related to risk management and can be fulfilled by applying [SO 14971:2019 See also the 129 handbook:
— Medical devices — A practical guidel23],

2 Normative references

The following documents are referred to in the text in such a way thac soin.e or all of their content
constitutes requirements of this document. For dated references, cnly the edition cited applies. For
undated references, the latest edition of the referenced document (inc'd.ng any amendments) applies.

[SO 14971:2019, Medical devices — Application of risk managen.=1 ++a medical devices
pp g

3 Terms and definitions

For the purposes of this document, the terms and d=finitions given in [SO 14971:2019 apply.

[SO and IEC maintain terminological databases for use in standardization at the following addresses:

— ISO Online browsing platform: availabi= at https://www.iso.org/obp

— IEC Electropedia: available at htt )/, www.electropedia.org/

NOTE The defined terms in [SO 145 71:2019 are derived as much as possible from ISO/IEC Guide 63:2019[20]
which was developed specifically 7>+ the medical device sector.

4 General requireiaents for risk management system

4.1 Risk managen.=nt process

[SO 14971:20.9 requires that the manufacturer establishes, implements, documents and maintains an
ongoing risk mariagement process throughout the life cycle of the medical device. The required elements
in this g rocess and the responsibilities of top management are given in [SO 14971:2019 and explained in
furtlicza=tail in this document.

4...- Management responsibilities

4.2.1 Top management commitment

Top management has the responsibility to establish and maintain an effective risk management process.
It is important to note the emphasis on top management in [SO 14971:2019 Top management has the
power to assign authorities and responsibilities, to set priorities and to provide resources within the
organization. Commitment at the highest level of the organization is essential for the risk management
process to be effective.
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