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ICS 11.100.20 Supersedes EN ISO 14155-1:2003

English Version

Clinical investigation of medical devices for human subjects -
Part 1: General requirements (ISO 14155-1:2003)

Investigation clinique des dispositifs médicaux pour sujets Klinische Prifung von Medizinprodukten an Menschen -
humains - Partie 1: Exigences générales (ISO 14155- Teil 1: Allgemeine Anforderungen (ISO 14155-1:2003)
1:2003)

This European Standard was approved by CEN on 27 June 2009.

CEN 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 Management Centre or to any CEN 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 member into its own language and notified to the CEN Management Centre has the same status as the
official versions.

CEN members are the national standards bodies of Austria, Belgium, Bulgaria, Cyprus, Czech Republic, Denmark, Estonia, Finland,
France, Germany, Greece, Hungary, Iceland, Ireland, ltaly, Latvia, Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland, Portugal,
Romania, Slovakia, Slovenia, Spain, Sweden, Switzerland and United Kingdom.
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Foreword

The text of ISO 14155-1:2003 has been prepared by Technical Committee ISO/TC 194 “Biological evaluation
of medical devices” of the International Organization for Standardization (ISO) and has been taken over as EN
ISO 14155-1:2009 by Technical Committee CEN/TC 258 “Clinical investigation of medical devices” the
secretariat of which is held by DIN.

This European Standard shall be given the status of a national standard, either by publication of an identical
text or by endorsement, at the latest by January 2010, and conflicting national standards shall be withdrawn at
the latest by March 2010.

Attention is drawn to the possibility that some of the elements of this document may be the subject of patent
rights. CEN [and/or CENELEC] shall not be held responsible for identifying any or all such patent rights.

This document supersedes EN ISO 14155-1:2003.

This document has been prepared under a mandate given to CEN by the European Commission and the
European Free Trade Association, and supports essential requirements of EC Directives.

For relationship with EC Directives, see informative Annex ZA and ZB, which are an integral part of this
document.

According to the CEN/CENELEC Internal Regulations, the national standards organizations of the following
countries are bound to implement this European Standard: Austria, Belgium, Bulgaria, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France, Germany, Greece, Hungary, Iceland, Ireland, Italy, Latvia,
Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland, Portugal, Romania, Slovakia, Slovenia, Spain,
Sweden, Switzerland and the United Kingdom.

Endorsement notice

The text of 1SO 14155-1:2003 has been approved by CEN as a EN ISO 14155-1:2009 without any
modification.
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Annex ZA
(informative)

Relationship between this European Standard and the Essential Requirements of
EU Directive 93/42/EEC on Medical Devices

This European Standard has been prepared under a mandate given to CEN by the European Commission
and the European Free Trade Association to provide a means of conforming to Essential Requirements of the
New Approach Directive 93/42/EEC on medical devices.

Once this standard is cited in the Official Journal of the European Communities under that Directive and has
been implemented as a national standard in at least one Member State, compliance with the clauses of this
standard given in table ZA confers, within the limits of the scope of this standard, a presumption of conformity
with the corresponding Essential Requirements of that Directive and associated EFTA regulations.

Table ZA — Correspondence between this European Standard and Directive 93/42/EEC on medical

devices
Clause(s)/sub-clause(s) of this | Essential Requirements (ERs) Qualifying remarks/Notes
of Directive 93/42/EEC

A25 Annex X: This requirement is also addressed
1.1.1 in 4.5.1 of EN 14155-2:2003

11 Annex X: This requirement is also addressed
1.1.2 in 4.5.3 of EN 14155-2:2003
Annex X: This requirement is not addressed in
1.1.a) this standard

7 Annex X: This requirement is partly addressed
1.1.b) in this standard
Annex X: This requirement is not addressed in
1.1.c) this standard
Annex X: This requirement is not addressed in
1.1.d) this standard

5 Annex X:
2.2

6.3 Annex X: Entire EN 14155-2
2.31

6.4 Annex X: This requirement is also addressed
2.3.2 in 4.7 of EN 14155-2:2003

6.4 Annex X: This requirement is also addressed
2.3.3 in 4.7 of EN 14155-2:2003
Annex X: This requirement is not addressed in
234 this standard

This requirement is addressed in
4.5.4 of EN 14155-2:2003

8.21) Annex X: This requirement is also addressed
235 in 4.11 of EN 14155-2:2003

10.2 a) Annex X:
2.3.6

11.2 Annex X:
2.3.7

WARNING — Other requirements and other EU Directives may be applicable to the product(s) falling within
the scope of this standard.
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Annex ZB
(informative)

Relationship between this European Standard and the Essential Requirements of
EU Directive 90/385/EEC on Active Implantable Medical Devices

This European Standard has been prepared under a mandate given to CEN by the European Commission
and the European Free Trade Association to provide a means of conforming to Essential Requirements of the
New Approach Directive 90/385/EEC on active implantable medical devices.

Once this standard is cited in the Official Journal of the European Communities under that Directive and has
been implemented as a national standard in at least one Member State, compliance with the clauses of this
standard given in table ZB confers, within the limits of the scope of this standard, a presumption of conformity
with the corresponding Essential Requirements of that Directive and associated EFTA regulations.

Table ZB — Correspondence between this European Standard and Directive 90/385/EEC on active
implantable medical devices

Clause(s)/sub-clause(s) of this | Essential Requirements (ERs) Qualifying remarks/Notes
of Directive 90/385/EEC

A.2.5 Annex 7: This requirement is also addressed
1.1.1 in 4.5.1 of EN 14155-2:2003

11 Annex 7: This requirement is also addressed
1.1.2 in 4.5.3 of EN 14155-2:2003

A2.5 Annex 7:
1.2

7 Annex 7:
1.3
Annex 7: This requirement is not addressed in
1.4 this standard
Annex 7: This requirement is not addressed in
1.5 this standard

6.3 Annex 7: Entire EN 14155
231

6.4 Annex 7: This requirement is also addressed
23.2 in 4.7 of EN 14155-2:2003

6.4 Annex 7: This requirement is also addressed
2.3.3 in 4.7 of EN 14155-2:2003

6.5 Annex 7:
1.6
Annex 7: This requirement is not addressed in
234 this standard

This requirement is addressed in
4.5.4 of EN 14155-2:2003

8.21i) Annex 7: This requirement is also addressed
2.3.5 in 4.11 of EN 14155-2:2003

10.2 a) Annex 7:
2.3.6

11.2 Annex 7:
2.3.7

WARNING — Other requirements and other EU Directives may be applicable to the product(s) falling within
the scope of this standard.

Documents

Document Sharing Hub

Full document details: BS EN ISO 14155-1:2009


http://www.avadocuments.com/doc/bs-en-iso-14155-1-2009
http://www.avadocuments.com/doc/bs-en-iso-14155-1-2009

BS EN ISO 14155-1:2009
ISO 14155-1:2003(E)

Contents Page
o] =NV o o P \'
e Yo 10T oY vi
1 8T o - S REP 1
2 NOIrMAtiVe FEFErENCES .......uueeeiiiiei i n e e s s s s s s smn e e e e ee s s s s nnne e e e e eessssnnneeeeesnnssnnnnnnes 1
3 Terms and definitioNS .......ooiic e s e e e nr e e e e e e e annnnne e e e eannnnnnan 2
4 Justification for a clinical investigation.........c..cccriii e ———— 5
5 L o= LI e o 0 3 Lo (= = 1o o 1= 5
5.1 Declaration of HEISINKI ......cuiiiiiccciceeiiiiiiscccceees e rr s csmse e e s s sssms e e e s s smnn e e e s sa s smm s e e ee s s mmnnneenesannnn 5
5.2 Improper influence or iINAUCEMENL ......... ... 5
5.3 Compensation and additional health care...........ccoooi e 5
5.4 == o Lo 0 E3 1 o T 11 = P 5
6 L= g =T LI =0 [T =T 4 T=Y o 5
6.1 FOrmal agreement(S).....couc i 5
6.2 L@ T =TT o L= 5
6.3 Clinical investigation Plan............ e e s s e s e e s e e e e e e s e nnnnnnes 6
6.4 Design of the clinical iNvestigation ... e e 6
6.5 (020 Y 01T 1= o1 - 11 4/ PSSP PSR 6
6.6 Start of clinical iNVeStigation ... 6
6.7 [0 oY 0 T=Yo I oY 4 E- =Y o | O SRP 6
6.8 Suspension or early termination of the clinical investigation.........cccccoeeccciirri e, 8
6.9 Document and data CONTIOL......... ... e mmnn e e e e s 8
6.10 Accounting for SUDJECES ......ouciiiiiiri i ———————— 9
6.11  Access to preclinical and clinical information............ccc e 9
L 172 - V¥ T 11T T SRR 9
7 [ Lo T2 T4 =1 g - 1 o] o T 9
71 L= 4 =T - 9
7.2 Clinical investigator's BroCRUIE ... ssmn e s e s nme e e e e nnmn e e e e s 9
7.3 (014071 gt o Lo o 11 1 1= o 1 £ PP 10
8 1 oo 0 1= o SRR 10
8.1 (€= 4 =T - S SRPPRY 10
8.2 Responsibilities Of SPONSOr.........ccc e ss e e e e s s s mmn e e e ee s mnnnenes 10
9 1 o 3 ) o 1
9.1 Responsibilities of MONILOr......... ... e e 1
10 Clinical iINVEStIgator .........oc i 12
10.1 (7= 4 =T - 12
10.2 Qualification of clinical investigator ... ——————— 12
10.3 Responsibilities of clinical investigator ... ———— 12
11 LT 1IN =Y o T o O 14
1.1 Presentation Of reSUILS ... s e e e e e e e e nnnnnnns 14
11.2  Contents of the fiNal FEPOIt..........o e s s s s mnne e e e e s e snnmnnnes 14

Documents

Document Sharing Hub
© 1SO 2003 — Al rights reserved 1l

Full document details: BS EN ISO 14155-1:2009


http://www.avadocuments.com/doc/bs-en-iso-14155-1-2009
http://www.avadocuments.com/doc/bs-en-iso-14155-1-2009

BS EN ISO 14155-1:2009
ISO 14155-1:2003(E)

Annex A (informative) Suggested procedure for literature review..........cccocccccieriiniscccccseceeee s seeeeeee 15
Annex B (informative) Information for the ethics committees ..........ccccveimiiiiccccccree e 17
Annex C (informative) Final reports of clinical investigations with medical devices........cccccccrrriiicccinnnes 18
=] o [0 Yo = o] 1778 21
Documents
iv ©1S0 2003 — Alllagfgglrgsee?\}egharing Hub

Full document details: BS EN ISO 14155-1:2009


http://www.avadocuments.com/doc/bs-en-iso-14155-1-2009
http://www.avadocuments.com/doc/bs-en-iso-14155-1-2009

BS EN ISO 14155-1:2009
ISO 14155-1:2003(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.

International Standards are drafted in accordance with the rules given in the ISO/IEC Directives, Part 2.
The main task of technical committees is to prepare International Standards. Draft International Standards
adopted by the technical committees are circulated to the member bodies for voting. Publication as an

International Standard requires approval by at least 75 % of the member bodies casting a vote.

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

ISO 14155-1 was prepared by Technical Committee ISO/TC 194, Biological evaluation of medical devices.

This first edition of ISO 14155-1, together with ISO 14155-2, cancels and replace 1ISO 14155:1996, which has
been technically revised.

ISO 14155 consists of the following parts, under the general title Clinical investigation of medical devices for
human subjects:

— Part 1: General requirements

— Part 2: Clinical investigation plans
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Introduction

This part of ISO 14155 is intended to be applied worldwide to clinical investigations of medical devices in
order to fulfil the technical aspects of the various national, regional and international regulatory requirements.
As the legal regulatory requirements presently differ throughout the world, regulatory specifics have been
excluded from the scope of this part of ISO 14155. They are part of national or regional legislative texts and
can be referenced in the national or regional forewords, as appropriate.
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