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DISCLAIMER

This marked-up version highlights the main changesin:this edition of the document
compared with the previous edition. It does'hot focus‘on'details (e.g. changes in
punctuation).

This marked-up version does not constitute the.official ISO document and is not intended to
be used for implementation purposes.

AVERTISSEMENT

Cette version marquée met en évidence les principales modifications dans la présente
édition du document comparée a I’édition précédente. Elle ne reflete pas les détails (par
exemple les changements de ponctuation).

Cette version marquée ne constitue pas le document ISO officiel et n’est pas destinée a étre
utilisée a des fins de mise en ceuvre.

A COPYRIGHT PROTECTED DOCUMENT

© 1S0 2019

All rights reserved. Unless otherwise specified, or required in the context of its implementation, no part of this publication may
be reproduced or utilized otherwise in any form or by any means, electronic or mechanical, including photocopying, or posting
on the internet or an intranet, without prior written permission. Permission can be requested from either ISO at the address
below or ISO’s member body in the country of the requester.

ISO copyright office

CP 401 e Ch. de Blandonnet 8
CH-1214 Vernier, Geneva
Phone: +41 22 749 01 11
Fax: +41 22 749 09 47

Email: copyright@iso.org
Website: www.iso.org

Published in Switzerland

ii © IS0 2019 - All rights reserved


�+u�����<a�Q���Q����Ec�W�=��͆�C��&+�( m	,�D2��Y�B��|���������!q���:�3����������<�.�����N����d�K���

ISO 14971:redline:2019(E)

Contents Page
FOT@WOTT ... \%
Introduction.. vii
1 SCOPIC ...k 1
2 Normative references .. R 1
23 Terms and definitions. B 1
34  General requirements for risk management/system 8
3F4.1 RiSK MANAGEMEINE PIOCESS ... st 8
324.2 Management responsibilities . S 10
3:34.3 Quatifteation of personnel...... B 11
3=44.4 Risk managementplan....... S 11
3-54.5 Risk management file ... e 12
45 Risk analysis 13
4+5.1 Risk analysis process .............. B 13
5.2  Intended use and reasonably foreseeable IMUSUSE ..o 13
425.3 of characterlstlcs related to

thre-safety i :
435.4 Identification of hazards-haza 1) 1L 14
4455 Risk estimation i i

56 Risk evaluation ... 15
67 Risk control Q T — 16
6.1  Riskreduction...... s SO L .16
627.1 Risk control option%;?f .......... A - R 16
637.2 Implementation o measures 16
647.3 Residual risk e.vﬁlzaatlon ......... ; B 17
657.4 BeneﬁtlnskR-rskfbmeﬂt ana@g@. .............. T 17
6:67.5 Risks arising from risk ¢ measures ......... et 18
&+#7.6 Completeness of risk c%& ............ . S 18
78 Evaluation of overall reswﬁ)al hsk aeeeptabitity .. e 18
89 Riskmanagement vepo™ SIS
910 Production and post-production mfo-nn-aﬂon_
10.1 General.... .
10.2 Information collectlon ................................................................................................................................................................... 20
10.3 Information review.... .20
10.4 Actions.... 21
Annex A (informative) Rationale for requirements... S 22

Annex BB (informative) Risk eoneepts-applied-to-management process for medical devices............. 40

S et oo fandamentat ek coneepts T s
o)

© IS0 2019 - All rights reserved iii


���)��f��pmp����N��W#)u᥇2F�V�������~�14��3��i<���s ����0���F��`p��q�~]��3$�sξ��l+bi��;���ƃ��~

ISO 14971:redline:2019(E)

Bibliography ... e 94

iv © IS0 2019 - All rights reserved


��]����&,��gKA
��0��0��S:wF�w��dĈ��?������ުS%��-d����3��'�U!�ƛfE�C�������A�����4(�Ќ�\E7�� �f�kb�

ISO 14971:redline:2019(E)

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.

in accordance with the
directivei.

eastingavote:
\I
Attention is drawn to the possibility that some of t@ements of ,@i‘fs document may be the subject of
atent rights. ISO shall not be held responsible identifyin or all such patent rights.

WWWw.iso.org/

iso/foreword.html &%.\qqe,

mmm—we-ﬁeﬁ# was prepared by Technical Committee 1SO/TC 210,
Quality management and corresg}b ding general aspects for medical devices, and Sulreormmittee=IEC/

SC 62A, Common aspects of e@&rical equipment used in medical practice.frres=tHr—Guidamree—omrisk

mraagenrent-for-firvitro-diagrosticnredicat-devicesswaspreparcdbyt56/FC 212 -Elinfeatrfaboratory
. Lo " . _

This sewnd- edition cancels and replaces the

_ ; ISO/IEC Guide 63:2019

1) HEe-NatiommHe : ] rertformthrismr ettt : Hechrber

<
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Introduction

The requirements contained in this provide manufacturers with a
framework within which experience, insight and judgment are applied systematically to manage the
risks associated with the use of medical devices.

This i was developed specifically for _medical device/
F establlshed pr1nc1ples of risk management=For-otier

The concepts of risk management are
particularly important in relation to medica ices because of the variety of stakeholders including
medical practitioners, the organlzatlonsxfﬁ‘gi?ldmg health care, governments, industry, patients and
members of the public.

1» im'

All stakeholders need to understand that the use of a medical device

The acceptability of a risk to a stakeholder

is influenced by the components listed above and by the stakeholder’s perception of the ris
rd MEHWHMWM“

epending upon their cultural background, the socio-economic and educational background of the
society concerned. the actual and perceived state of health of the patient;amwdrrany-otirerfactors.

The way a risk is perceived also takes into account_, for example, whether exposure to
the hazar_ seems to be involuntary, avoidable, from a man-made source, due to

negligen.ce_, arising from a poorly ur_1de1_'stood cause, or directeq ata Vulln.erable group within .society.

)

As one of the stakeholders, the manufacture makes judgments relating to -safety of
a medical device, including the acceptability of risk. ekt into account

© IS0 2019 - All rights reserved vii
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the generally aeeep-ted-_ state of the art, in order to determine the suitability of a medical
device to be placed on the market for its intended use. This W specifies a
process through which the manufacturer of a medical device can identify hazards associated with a-

medical device, estimate and evaluate the risks associated with these hazards, control these risks, and
monitor the effectiveness of

could require

For any particular medical device, other
the application of specific methods for

anaging risk.

m
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Medical devices — Application of risk management to
medical devices

1 Scope
This

a process for
] in vitro

diagrostie-tPmedical device
, to estimate and evaluate the associated risks, to
control these risks, and to monitor the effectiveness of the controls.

tem=t . However, r i
a quality management system .

9

23 Terms and definitions

For the purposes of this document, the following terms and definitions applysl

NSO OFliE BFOWSIE BIAONEAVANABIGHE  tps://www iso.org/obp
_http: //www.electropedia.org/
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2431

accompanyin, doeumem_
m& accompanying a mredieat-deviee-medical device (3.10) and containing information
=arrenrainterance-of-tire-mredicat-device;

-

or those accountable for the installation, use
medical device (3.10),

tre—operator—or—tire—user
particularly regarding safety

Note 1 to entry:

T 60\'
harm
physteatinjury or damage to the health of people, or d@a eto properﬁor the environment
»
[SOURCE: ISO/IEC Guide 5+3999defimitionr3-3 ) \\":}@\o’
S ,\\'

i

hazard
potential source of frarmharm (3.3) %&

[SOURCE: ISO/IEC Guide 51—1-999—&%4—5

hazardous situation &'\,
circumstance in which people, propertg“gﬁ* the environment .are exposed to one or more

azard{sihazards (3.4)

£

B
S
.

)

Note 1 to entry: See Annex EC for an explanation of the relationship between “hazard# and “hazardous situation®.

intended use

intended purpose

use for which a product, preeessprocess (3.14) or service is intended according to the specifications,
instructions and information provided by the mamafaetarer manufacturer (3.9)

N
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2637

in vitro diagnostic medical device

IVD medical device

mredicatdevice intended by the nramafaetarermanufacturer
(3.9) for the examination of specimens derived from the human bod

to provide information for diagnostic, monitoring or compatibilit

life=\cycle
all phases in the life of a mredteatdevicemedical device (3.10), from the initial conception to
final decommissioning and disposal

2639
manufacturer
natural or legal person with responsibili

r;ledical device (3.10)

medica! Séﬁce @.10

w
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Note 7 to entry: For

medical device

amy—instrument, apparatus, implement, machine, appliance, implant, _in vitro
reagent—or——catibratoruse, software, material or other similar or related article, intended by the
mramafaetarermanufacturer (3.9) to be used, alone or in combination, for human beings, for one or more
of the specific ‘purpose(s) of

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

— diagnosis, monitoring, treatment, alleviation of or compensation for an injury,

— investigation, replacement, modification, or support of the anatomy or of a physiological process,
— supporting or sustaining life,

— control of conception,
\I

AN

Qb

— disinfection of nredteatdevieesmedical devices (3.10), &
— providing information fer-mredieatpurpeosesby m in vitro
@30{ 5

from the human body, W\
X
»

BN

mlnatlon of specimens derived

by pharmacological,
gﬁwhlch may be assisted in its function

and which does not achieve its pri
immunological or metabolic means,
by such means

Note 2 to entry: Products which eowuldcan be ﬁs@ered to be medlcal devices in some jurisdictions but for-irelr
) é .

— aids for W

— devices for ¢ i t HTuTTes— i -

- b devs reetote3};
TR " :

>
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246311
objective evidence
data supporting the existence or verity of something

Note 1 to entry: Objective evidence can be obtained through observation, measurement, 'cesl,-m'g- or .
other means.

[SOURCE: IS0 9000:26005efimitorr-6-+ 20158 813 odified == Note 2 orentiy deleted)

241312

post-production

part of the Hfe=eyetelife cycle (3.8) of the predwetmedical device (3.10) after the design has been
completed and the mredteatdevice-medical device (3.10) has been manufactured

EXAMPLE Transportation, storage, installation, product use, maintenance, repair, product changes,
decommissioning and disposal.

242313

procedure
specified way to carry out an activity or a preeessprocess (3.14)

Note 1 to entry: Procedures can be documented or not.
L

[SOURCE: ISO 9000:26652015, erefimition3.4.5] 4@

2433.14 ; S
set of interrelated or interacting activitiwﬁm_

process

*

X
[SOURCE: SO 9000:2665eefimition-3-++ 2015 S odified =INGEEs fo ety 4)5/ana Glare deleted)
&

manufacturer (3.9) EHIEh EaFESulERFor

—

Note 2o entry: Reasonably foreseeable misuse can b intentionalor unintentional
[SOURCE: ISO/IEC Guide 63:2019, 3.3
244316

record
document stating results achieved or providing evidence of activities performed

[SOURCE: ISO 9000:2685;definition3-%62015, 3.8.10]
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