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National foreword
This British Standard is the UK implementation of

: - Itis identical to
: : It supersedes
: which is withdrawn.

The UK participation in its preparation was entrusted to Technical
Committee CH/210/4, Risk analysis for Medical Devices.

A list of organizations represented on this committee can be obtained on
request to its secretary.

This publication does not purport to include all the necessary provisions
of a contract. Users are responsible for its correct application.

© The British Standards Institution
Published by BSI Standards Limited
ISBN 978-0-580-79952 5978101539'12339'5

ICS 11.040.01

Compliance with a British Standard cannot confer immunity from
legal obligations.

This British Standard was published under the authority of the Standards
Policy and Strategy Committee on 3—1—]—&1—}2—04—2*
Amendments_ issued since publication
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NORME EUROPEENNE
EUROPAISCHE NORM July- 201 2DECEMBENZ019

1CS 11.040.01 Supersedes EN ISO 14971:2999-

English version

Medical devices - Application of risk management to medical
devices (ISO 14971:20072019, Corrected version 2007-10-01)

Dispositifs médicaux - Application de la gestion des risques Medizinprodukte - Anwendung des Risikomanagements
aux dispositifs médicaux auf Medizinprodukte

(ISO 14971:20072049, Version corrigée de 2007-10-01) (ISO 14971:20072049, korrigierte Fassung 2007-10-01)

This European Standard was approved by CEN on -1-6—May—2—94—2_

CEN and CENELEC members are bound to comply with the CEN/CENELEC Internal Regulations which stipulate the conditions for
giving this European Standard the status of a national standard without any alteration. Up-to-date lists and bibliographical
references concerning such national standards may be obtained on application to the CEN-CENELEC Management Centre or to
any CEN and CENELEC member.

This European Standard exists in three official versions (English, French, German). A version in any other language made by
translation under the responsibility of a CEN and CENELEC member into its own language and notified to the CEN-CENELEC
Management Centre has the same status as the official versions.

CEN and CENELEC members are the national standards bodies and national electrotechnical committees of Austria, Belgium,
Bulgaria, Croatia, Cyprus, Czech Republic, Denmark, Estonia, Finland, FermerYugeslavRepublicof Macedenia,- France, Germany,
Greece, Hungary, Iceland, Ireland, Italy, Latvia, Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland, Portugal, i
ﬂRomania-, Slovakia, Slovenia, Spain, Sweden, Switzerland, Turkey and United Kingdom.

58  CENELEC

CEN-CENELEC Management Centre:
Avenue—MaFni_, B-l—OOO- Brussels

Ref. No. ENISO-14971:2012
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Clause(s)/subclause(s) of Essential Requirements (ERs) of Qualifying
this EN Directive 93/42/EEC remarks/Notes

1-9 1

\ /Fhe second sentence of ER 2 is
partly covered by 6.2. For content
deviations, see points 1, 2, 3,5, 6, 7
below.

- The other parts of ER 2 are not
directly covered by EN ISO 14971,
since the standard does not provide
1-9 2 requirements on design and
construction, nor does it apply the
concept of ‘safety principles’ as
intended in the MDD. However, the
standard provides a tool to generate
the information that is a necessary
preliminary step for a manufacturer
to demonstrate that the device is in
conformity with ER 2.

/ \ ER 4 is not directly covered by
EN ISO 14971, since the standard
es not apply the concept of ‘safety

prixciples’ as intended in the MDD.
1-9 4 Howe\er, the standard provides a

tool to ggnerate the information that
is a necessyry preliminary step for a
to demonstrate that the

rmity with ER 4.

manufactur
device is in co

ER 5 is not directl\covered by

EN ISO 14971, since Yhe standard
does not provide requiNements on
design, manufacture or packaging.
1-9 5 However, the standard prowdes a
tool to generate the informatioyg that
is a necessary preliminary step a
manufacturer to demonstrate that Ye
device is in conformity with ER 5.
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0.4, 6.0 dIld 7/ o] deviatloIls, Sec pUlHIS 1, Z,
4 below.

provide requirements on design
and manufacture and does not cover
performances and characteristics
related thereto. Furthermore, it does
not provide specific requirements on
the items that must be paid particular
attention. However, the standard

1-9 7.1

rovides a tool to generate the
in ation that is a necessary
preliminatggstep for a manufacturer to
demonstrate th e device is in
conformity with ER 7

For content deviations, see pOgs 1 to
7 below.
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clause(s) of this Essential Requirements (ERs)
of Directive 90/385/EEC arks/Notes

\ 2‘(15 not directly covered by

EN ISO 14971, since the standard
does not provide requirements on
design and manufacture. However,
the standard provides a tool to

1-9 1 generate the information thatis a
sary preliminary step for a
manufa r to demonstrate that the

device is in con ity with ER 1.

For content deviations, s
2, 3 below.
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ENTSU 1497 L, SIICE UIE Stanaara
does not apply the concept of ‘saffty

1-9 3 However, the standard provfes a

manufacturer to dem@nstrate that the
device is in confor

EN ISO 1497
does not pybvide requirements on
design, pfanufacture or packaging.
1-9 4 Howeyfr, the standard provides a
toolfo generate the information that
necessary preliminary step for a

since the standard

anufacturer to demonstrate that the
\ / device is in conformity with ER 4.

ER 5 is covered. However, for content
6.4,6.5 and 7 5 deviations, see points 1, 2, 3,
4 below.

ER 6 is not directly covered by

EN ISO 14971, since the standard
does not provide requirements on
design and construction, nor does it
apply the concept of ‘safety
principles’ as intended in the AIMDD.
1-9 6 However, the standard provides a
tool to generate the information that
is a necessary preliminary step for a
manufacturer to demonstrate that the
device is in conformity with ER 6.

For content deviations, see point 3

/ \\elow.

characteristics\elated thereto.
Furthermore, it dges not provide
specific requiremerXs on the items
that must be paid parcular attention.

However, the standard pxovides a tool
to generate the information that is a
necessary preliminary step oy a
manufacturer to demonstrate that the
device is in conformity with ER 9.

For content deviations, see points 1
4 below.
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ubclause(s) of this Essential Requirements (ERs)
of Directive 98/79/EC

\ Wt directly covered by
ISO 14971, since the standard

does not provide requirements on

design and manufacture. However,

the standard provides a tool to

1-9 A1l generate the information thatis a

necessary preliminary step for a

manufacturer to demonstrate that the
¥eg_is in conformity with ER A.1.

For conten
2, 3, 4 below.

1-9 A2 - The second sentence o 2 is
partly covered by 6.2. For conte

P —

viations, see points 1,
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- The other parts of ER A.2 are n
directly covered by EN ISO 14971,

\ EB/A.4 is not directly covered by
ISO 14971, since the standard

does not apply the concept of ‘safety
principles’ as intended in the IVDD.
1-9 A4 However, the standard provides a
tool to generate the information that
is a necessary preliminary step for a
manufacturer to demonstrate that the
device is in conformity with ER A.4.

ER A.5 is not directly covered by

EN ISO 14971, since the standard
does not provide requirements on
design, manufacture or packaging.
1-9 A5 However, the standard provides a
tool to generate the information that
is a necessary preliminary step for a
manufacturer to demonstrate that the
\device is in conformity with ER A.5.

B.1.1 is only partly covered by
EN IR0 14971, since the standard does

related therety, Furthermore, it does
not provide speci{ic requirements on
the items that musN\be paid particular
standard

e the
information that is a necessary
preliminary step for a manufycturer to
demonstrate that the device is
conformity with ER B.1.1.

1, B.1.1 )
attention. However, t

provides a tool to gene

For content deviations, see points 1
7 below.
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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.

Attention is drawn to the possibility that some of the elements of this document may be the subject of
atent rights. ISO shall not be held responsible for identifying any or all such patent rights.

—
International—Standard 15014971 —was—prepared—by—Tis|document was\ prepared by technical

_ISO /TC 210, Quality management and corresponding general aspects for medical devices, and
IEC/SC 62A, Common aspects of electrical equipment used in medical practice-AnnexH;
n-ri manacement forin vitro-diaonostic- medical - devices” was vrepared-by 0

«
aVala'
d

5 7] D B a1 5
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The requirements contained in this International StandarddoeUment 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 med-teal—dev}eefsys%em—manufacturers
: established principles of risk management 5 :

n—othe 2WsYa aWa¥a'Rkals. aVa. O a nterng ‘.‘ a |
c 2 7 G G

could be used as mfer—maia-ve— uidance in developing and maintaining a risk management sj

deals with processes for managing risks,primari
to the patient, but also to the other persons.

other equlpment—a-nd—-the

environment.

..... ' damage i el stk management is a

a dlfferent value on the peebabilizeof bamm

The concepts of risk management are particularly important in relation to medical devices because of the variety
of stakeholders including medical practitioners, the organizations providing health care, governments, industry,
patients and members of the public.

All stakeholders need to understand that the use of a medical device 1 degree of
Tis.

The acceptability of a risk to a stakeholder is influenced by the
components listed above and by the stakeholder’s perception of the ris Each stakeholder’s
perception ef-therisk-can vary-greatly depending upon their cultural background, the socio-economic and
educational background of the society concerned the actual and perceived state of health of the patient;-and

many-otherfactors.. The way a risk is perceived also takes into account}otherfactors, for example, whether
exposure to the hazar seems to be involuntary, avoidable, from a man-made source, due

to neghgence arlsmg from a poorly understood cause, or dlrected at a Vulnerable group W1th1n soc1ety—’11he

As one of the stakeholders, the manufacturerrmakes judgments relating to f@lsafety of a
medical device, including the acceptability of risks%akmgﬁ into account the
generally aeeep&edh 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 l-ntepnaﬂe&a—lé&&&éa—xcd_ specifies a process through
which the manufacturer of a medical device can identify hazards associated with afli medical device, estimate

and evaluate the risks associated with these hazards, control these risks, and monitor the effectiveness of that

vi © 1S0 2019 - All rights reserved
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For any particular medical device, other could require
the aiﬁllcatlon of sieaﬁc methods for managing risk.

Direives, P 3018, o e ot vl s
—
F
—
— ‘“can”is used to express possibility and capability; and

— ‘must” is used to express an external constraint that is not a requirement of the document.
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Medical devices — Application of risk management to
medical devices

1 Scope

This i specifies

identify the hazards associated with medical-devices—includingin—vitro—diagnestie{1VDb}
i i , to estimate and evaluate the associated risks, to control these risks,

and to monitor the effectiveness of the controls.

of the life

The requirements of this are applicable to all

cycle of a medical device.
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For the purposes of this document, the following terms and definitions apply.
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