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Foreword

This document (EN ISO 14155:2011) has been prepared by Technical Committee ISO/TC 194 "Biological
evaluation of medical devices" in collaboration with Technical Committee CEN/TC 258 “Clinical investigation
of medical devices” the secretariat of which is held by DIN.

This European &tahdard shall be given the status of a national standard, either by publication of an identical
text or by endor: nt, at the latest by August 2011, and conflicting national standards shall be withdrawn at
the latest by Augusém 1.

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

This document supersedes %O 14155-1:2009 and EN ISO 14155-2:2009.

This document has been prep @ under a mandate given to CEN by the European Commission and the
European Free Trade Association,gj supports essential requirements of EU Directive(s).

For relationship with EU Directives, se&informative Annexes 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 Euro tandard: Austria, Belgium, Bulgaria, Croatia, Cyprus, Czech
Republic, Denmark, Estonia, Finland, France, rmany, Greece, Hungary, Iceland, Ireland, ltaly, Latvia,
Lithuania, Luxembourg, Malta, Netherlands, No JPoland, Portugal, Romania, Slovakia, Slovenia, Spain,
Sweden, Switzerland and the United Kingdom. P

Endorseme tice

The text of ISO 14155:2011 has been approved by CEN as% ISO 14155:2011 without any modification.
(9/&
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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 Directivﬁi/42/EEC on Medical Devices

implemented as a nation ndard in at least one Member State, compliance with the normative clauses of
this standard confers, with® the limits of the scope of this standard, a presumption of conformity with the
corresponding Essential Requ@nents of that Directive and associated EFTA regulations.

Once this standard is ci&%r:\ithe Official Journal of the European Union under that Directive and has been

NOTE This standard is specificallyfintended to provide a means for getting presumption of conformity to the part of
Essential Requirement 6a that refers inical investigations, as developed in Annex X, 2nd part (2.1 to 2.3.7) of the
above-mentioned directive.

WARNING — Other requirements an er 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 EuropearyFree Trade Association to provide a means of conforming to Essential Requirements of the
New Approach gtive 93/42/EEC on Medical Devices

Once this standar@cited in the Official Journal of the European Union under that Directive and has been
implemented as a natigRal standard in at least one Member State, compliance with the normative clauses of
this standard confers, in the limits of the scope of this standard, a presumption of conformity with the
corresponding Essential uirements of that Directive and associated EFTA regulations.

Essential Requirement 5. that re clinical investigations, as developed in Annex 7, 2nd part (2.1 to 2.3.7) of the above
mentioned directive. @

WARNING — Other requirement?@ﬁd‘other EU Directives may be applicable to the product(s) falling
within the scope of this standard. {9

NOTE This standard is spe%intended to provide a means for getting presumption of conformity to the part of
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Clinical investigation of medical devices for human subjects —
Good clinical practice

A

1 Scope 6/.

This International Standard addresses good clinical practice for the design, conduct, recording and reporting
of clinical investigatio ried out in human subjects to assess the safety or performance of medical devices

for regulatory purposes. O

The principles set forth in thig’lgternational Standard also apply to all other clinical investigations and should
be followed as far as possible# gonsidering the nature of the clinical investigation and the requirements of
national regulations.

This International Standard specifi@éneral requirements intended to
— protect the rights, safety and well-b®lng of human subjects,

— ensure the scientific conduct of the CW| investigation and the credibility of the clinical investigation
results, /é

— define the responsibilities of the sponsor and grimeipal investigator, and

— assist sponsors, investigators, ethics committees@ulatory authorities and other bodies involved in the
conformity assessment of medical devices.

It does not apply to in vitro diagnostic medical devices. @

2

NOTE Standards developed by ISO/TC 194 are intended to be a@ed to medical devices. Users of this International
Standard will need to consider whether other standards and/or requir ts also apply to the investigational device(s)
under consideration. /

%o

2 Normative references 6

The following referenced documents are indispensable for the applicaﬂ% this document. For dated
references, only the edition cited applies. For undated references, the lagstYedition of the referenced
document (including any amendments) applies. L

ISO 14971:2007, Medical devices — Application of risk management to medical deSfSe)s
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