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BRITISH STANDARD

National foreword

This British Standard is the UK implementation of EN ISO 20916:2024. It
is identical to ISO 20916:2019. It supersedes BS ISO 20916:2019, which
is withdrawn.

The UK participation in its preparation was entrusted to Technical
Committee CH/212, IVDs.

Alist of organizations represented on this committee can be obtained on
request to its committee manager.

Contractual and legal considerations

This publication has been prepared in good faith, however no
representation, warranty, assurance or undertaking (express or
implied) is or will be made, and no responsibility or liability is or will be
accepted by BSI in relation to the adequacy, accuracy, completeness or
reasonableness of this publication. All and any such responsibility and
liability is expressly disclaimed to the full extent permitted by the law.

This publication is provided as is, and is to be used at the
recipient’s own risk.

The recipient is advised to consider seeking professional guidance with
respect to its use of this publication.

This publication is not intended to constitute a contract. Users are
responsible for its correct application.

This publication has been prepared under a mandate given to the
European Standards Organizations by the European Commission and the
European Free Trade Association. It is intended to support requirements
of the EU legislation detailed in the European Foreword. A European
Annex, usually Annex ZA or ZZ, describes how this publication relates to
that EU legislation.

For the Great Britain market (England, Scotland and Wales), if UK
Government has designated this publication for conformity with UKCA
marking (or similar) legislation, it may contain an additional National
Annex. Where such a National Annex exists, it shows the correlation
between this publication and the relevant UK legislation. If there is no
National Annex of this kind, the relevant Annex ZA or ZZ in the body
of the European text will indicate the relationship to UK regulation
applicable in Great Britain. References to EU legislation may need to be
read in accordance with the UK designation and the applicable UK law.
Further information on designated standards can be found at
www.bsigroup.com/standardsandregulation.

For the Northern Ireland market, UK law will continue to implement
relevant EU law subject to periodic confirmation. Therefore

Annex ZA/ZZ in the European text, and references to EU legislation, are
still valid for this market.

UK Government is responsible for legislation. For information on
legislation and policies relating to that legislation, consult the relevant

pages of www.gov.uk.
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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 30 June 2019.

Amendments/corrigenda issued since publication

Date Text affected

31 March 2024 This corrigendum renumbers BS 1SO 20916:2019
as BSEN ISO 20916:2024
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English Version

In vitro diagnostic medical devices - Clinical performance
studies using specimens from human subjects - Good study
practice (ISO 20916:2019)
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20916:2019) 20916:2019)

This European Standard was approved by CEN on 7 August 2023.

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-CENELEC 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-CENELEC Management
Centre has the same status as the official versions.

CEN members are the national standards bodies of Austria, Belgium, Bulgaria, Croatia, Cyprus, Czech Republic, Denmark, Estonia,
Finland, France, Germany, Greece, Hungary, Iceland, Ireland, Italy, Latvia, Lithuania, Luxembourg, Malta, Netherlands, Norway,
Poland, Portugal, Republic of North Macedonia, Romania, Serbia, Slovakia, Slovenia, Spain, Sweden, Switzerland, Ttirkiye and
United Kingdom.
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EN ISO 20916:2024 (E)

European foreword

The text of ISO 20916:2019 has been prepared by Technical Committee ISO/TC 212 "Clinical laboratory
testing and in vitro diagnostic test systems” of the International Organization for Standardization (ISO)
and has been taken over as ENISO 20916:2024 by Technical Committee CEN/TC 140 “In vitro
diagnostic 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 September 2024, and conflicting national standards
shall be withdrawn at the latest by March 2027.

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

This document has been prepared under a standardization request addressed to CEN by the European
Commission. The Standing Committee of the EFTA States subsequently approves these requests for its
Member States.

For the relationship with EU Legislation, see informative Annex ZA, which is an integral part of this
document.

Any feedback and questions on this document should be directed to the users’ national standards body.
A complete listing of these bodies can be found on the CEN website.

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,
Croatia, Cyprus, Czech Republic, Denmark, Estonia, Finland, France, Germany, Greece, Hungary, Iceland,
Ireland, Italy, Latvia, Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland, Portugal, Republic of
North Macedonia, Romania, Serbia, Slovakia, Slovenia, Spain, Sweden, Switzerland, Tiirkiye and the
United Kingdom.

Endorsement notice

The text of ISO 20916:2019 has been approved by CEN as EN IS0 20916:2024 without any modification.
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Annex ZA
(informative)

Relationship between this European Standard the General Safety and
Performance Requirements of Regulation (EU) 2017 /746 aimed to be
covered

This European standard has been prepared under M/575 to provide one voluntary means of
conforming to the General Safety and Performance Requirements of Regulation (EU) 2017/746 of
5 April 2017 concerning in vitro diagnostic medical devices [OJ L 117] and to system or process
requirements including those relating to quality management systems, risk management, post-market
surveillance systems, performance studies, clinical evidence or post-market performance follow-up.

Once this standard is cited in the Official Journal of the European Union under that Regulation,
compliance with the normative clauses of this standard given in Table ZA.1 confers, within the limits of
the scope of this standard, a presumption of conformity with the corresponding General Safety and
Performance Requirements of that Regulation, and associated EFTA Regulations.

Where a definition in this standard differs from a definition of the same term set out in Regulation
(EU) 2017/746, the differences shall be indicated in the Annex ZA. For the purpose of using this
standard in support of the requirements set out in Regulation (EU) 2017 /746, the definitions set out in
this Regulation prevail.

Where the European standard is an adoption of an International Standard, the scope of this standard
can differ from the scope of the European Regulation that it supports. As the scope of the applicable
regulatory requirements differ from nation to nation and region to region, the standard can only
support European regulatory requirements to the extent of the scope of the In vitro Diagnostic
Regulation (EU) 2017/746.

NOTE1  Where a reference from a clause of this standard to the risk management process is made, the risk
management process needs to be in compliance with Regulation (EU) 2017/746. This means that risks have to be
‘reduced as far as possible’, ‘reduced to a level as low as reasonably practicable’, ‘reduced to the lowest possible
level’, ‘reduced as far as possible and appropriate’, ‘removed or reduced as far as possible’, ‘eliminated or reduced
as far as possible’, ‘prevented’ or ‘minimized’, according to the wording of the corresponding General Safety and
Performance Requirement.

NOTE 2  The manufacturer’s policy for determining acceptable risk must be in compliance with General Safety
and Performance Requirements 1, 2, 3, 4, 5, 8,10, 11, 13, 15, 16, 17, 18 and 19 of the Regulation.

NOTE 3  When a General Safety and Performance Requirement does not appear in Table ZA.1, it means that it is
not addressed by this European Standard.
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Table ZA.1 — Correspondence between this European Standard and Annex I of
Regulation (EU) 2017/746 [OJ L 117] and to system or process requirements including those relating
to quality management systems, risk management, post-market surveillance systems, clinical
investigations, clinical evaluation or post-market clinical follow-up

General Safety and Clause(s) / sub-
Performance Requirements clause(s) Remarks / Notes
of Regulation (EU) 2017/746 of this EN

3 (b) C.5 Covered with respect to in vitro
diagnostic medical devices under
clinical performance study

3(c) C.5 Covered for in vitro diagnostics medical
devices under clinical performance
study with the exemption of the
estimation and evaluation of risks
associated with and during the
“reasonably foreseeable misuse”

4 (c) C.5 Covered with respect to safety
principles and risk control measures
for devices under clinical performance
study except aspects regarding training
to users.

8 B.7 Covered with respect to the benefit-
risk evaluation performed during a
clinical performance study

9.1 (a) 5.3 (i) Covered with respect to the items listed
in 5.3 (i) that are included in the
clinical performance study.

9.1 (b) 5.3 Covered with respect to the items listed
in 5.3 (j) that are included in the
clinical performance study. Expected
values in normal and affected
populations are not covered.

9.4.(a) 53c)4),5.3g),5.3h) Covered with respect to the items listed
in 5.3 c) 4), 5. 3 g), 5. 3 h) that are
included in the clinical performance
study.

9.4. (b) 5.3c)4),5.3g),5.3h) Covered with respect to the items listed
in 5.3 c) 4), 5. 3 g), 5. 3 h) that are
included in the clinical performance
study.

20.2 (e) 5.12 Covered with respect to the labelling of
the in vitro diagnostics medical device
under clinical performance study.
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Table ZA.2 - Correspondence between this European standard and Annex XIII of Regulation (EU)
2017/746 [O] L 117]

Requirements of Regulation | Clause(s) / sub-clause(s)

2017/746, Annex XIII (EU) | of this EN Remarks / Notes

2.2 4.1,4.3,4.4,5.5.2 (b),5.5.2 Covered with respect to ethical
(n), 5.5.3.17,5.10 (c), 7.3.1 considerations
2.3.1 5.3,B.8.1¢) Covered with respect to the study

design, the items listed in 5.3 that
are included in the clinical
performance study and with respect
to bias minimalization

2.3.2 first and second 5.5.3 Covered with respect to the content

paragraphs of CPSP

2.3.2 (b) 5.5.34 Covered with respect to the sponsor
information

2.3.2(c) 5.9 Covered with respect to study site

identification and qualification if
included in the clinical performance
study

2.3.2 (e) 5.5.3.3,5.5.3.8 Covered with respect to the
information of the in vitro
diagnostics medical device

2.3.2 () 5.5.3.9,5.7 Covered with respect to the
specimen information

2.3.2(g) 5.5.3.6 Covered with respect to the
summary of the study; current state
of the art in diagnosis and/or
medicine is not covered.

2.3.2 (o) 5.10 Covered
2.3.3 8.2, Annex D Covered

Table ZA.3 - Correspondence between this European standard and Annex XIV of Regulation (EU)
2017/746 [OJ L 117]

Requirements of Regulation | Clause(s) / sub-clause(s)
(EU) 2017/746, Annex XIV of this EN

1.6. 5.3,5.5.3, Annex B Covered with respect to the design
of the clinical performance study
and the content of the CPSP

Remarks / Notes

1.10. 5.5.3.3 Covered except the classification of
the in vitro diagnostics medical
device
1.11. 5.5.3.6 Covered
1.12. 5.5.3.8 Covered
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EN ISO 20916:2024 (E)

Requirements of Regulation
(EU) 2017/746, Annex XIV

Clause(s) / sub-clause(s)
of this EN

Remarks / Notes

1.13.

5.1 3rd paragraph, 6.3

Covered with respect to
qualification evidence of the
investigator and the study site

1.13. 5.9 Covered with respect to the
capability/suitability of the site
1.17. Annex C.6 Covered with respect to the list of
applied standards
2. Annex C Covered with respect to IB
2.5. Annex B.7 and C.5 Covered
2.7. Annex C.6 a) and b) Covered with respect to the list of
applied standards
3. 5.5.3 Covered with respect to the content
of the CPSP
4.2. 6.2 f), Annex E.3 Covered
4.4. 4.5, Annex A.8 2nd Covered with respect to leftover or
paragraphe, Annex E.2 ¢), archived specimen, compensation,
Annex F.2, Annex F.4, Annex | needed translation of the document,
E.3 process for obtaining informed
consent and the provided
information and content of the
informed consent document
4.6. 5.2 Covered with respect to Risk
analysis
ChapterII 1. 7.2¢),7.2.g) Covered with respect to sponsors
obligations to provide information
to the authorities
Chapter II 2. Annex G Covered with respect to the
categorisation of adverse events
Chapter II 4. 5.10 Covered with respect to the study

monitoring obligations, but not with
respect to the independence of the
monitor

WARNING 1 — Presumption of conformity stays valid only as long as a reference to this European
standard is maintained in the list published in the Official Journal of the European Union. Users of this
standard should consult frequently the latest list published in the Official Journal of the European
Union.

WARNING 2 — Other Union legislation may be applicable to the product(s) falling within the scope of
this standard.
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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 of
electrotechnical standardization.

The procedures used to develop this document and those intended for its further maintenance are
described in the ISO/IEC Directives, Part 1. In particular, the different approval criteria needed 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).

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. Details of
any patent rights identified during the development of the document will be in the 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 the convenience of users and does not
constitute an endorsement.

For an explanation of the voluntary nature of standards, the meaning of ISO specific terms and
expressions related to conformity assessment, as well as information about ISO's adherence to the
World Trade Organization (WTO) principles in the Technical Barriers to Trade (TBT) see www.iso
.org/iso/foreword.html.

This document was prepared by Technical Committee ISO/TC 212, Clinical laboratory testing and in
vitro diagnostic test systems.

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

In vitro diagnostic (IVD) medical devices are used to conduct tests outside of the human body to provide
valuable information regarding a person’s health or physiological status. They include tests and related
devices, such as test strips and reagents, using specimens such as blood, tissue or urine, to carry out
screening, diagnosis, prognosis, predictive testing, and monitoring of conditions. IVD medical devices
are fundamentally different from other medical devices because they perform their function outside
of the body on specimens taken from the human body. Human subjects are typically not exposed to
risks with the performance testing of IVD medical devices, except for the risk associated with specimen
collection procedures or when the obtained information is used for patient management. The specimens
are obtained via normal body functions (e.g. urine) or through the use of invasive medical devices to
allow for the specimen to be obtained (e.g. biopsy). The specimens are never reintroduced into the
human body. These differences make the performance and risk characteristics of IVD medical devices
different and unique from other medical devices.

Most of the studies for IVD medical devices are performed using samples resulting from the remnants
of specimens taken for purposes of standard of care (leftover or archived). In these studies, there is no
risk for the subjects arising from either the information provided by the IVD medical device or from
the collection procedure of the specimen. However, when leftover specimens are not used, additional
requirements should be considered

— when the specimens are collected specifically for the study and the specimen collection procedures
present additional risk of direct harm for the subject (e.g. lumbar puncture or tissue biopsy, blood
collection from neonates or critically ill patients), and/or

— when the information obtained from the IVD medical devices during the study is used to make
patient management decision (i.e. interventional studies), presenting a risk of indirect harm for
the subject (e.g. false negative or false positive result leading to inappropriate patient management
decisions).

For the majority of IVD clinical performance studies, issues related to the use of vulnerable subjects
might not arise but should be considered on a case by case basis.

Considering the reliance on specimens taken from the body and the absence of direct contact of the
IVD with the patient, issues related to procedures for obtaining informed consent for IVD clinical
performance studies differ from those associated with other medical devices, especially for studies
with leftover or archived specimens. This document will provide guidance on the requirements for the
various situations described above for IVD medical devices.

This document is intended for clinical performance studies as these studies involve specimens taken
from the human body. When specimens other than leftover or archived specimens are used, there might
be additional collection risks for the subject. Also in interventional studies, there might be a risk for the
subject coming from the information provided by the result of the IVD under investigation.

This document is specific for [IVD medical devices and therefore uses definitions and concepts that are
appropriate for IVD medical devices. It is a stand-alone standard for clinical performance studies for
IVD medical devices. In the situation for which there is an IVD medical device and a medical device used
in an integrated system (e.g. alancet, an [VD test strip and a glucose meter), the respective jurisdiction’s
regulation will define it as either an IVD medical device or a medical device and subsequently, aspects
of both this document and ISO 14155 might need to be considered.

Except for these situations, this document should not be read in conjunction with ISO 14155, which
excludes IVD medical devices from its scope.

The flowchart represented in Figure 1 provides guidance on how to use this document.
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Figure 1 — Clinical performance study flow chart

The main body of the document, in addition to Annex G, includes minimum requirements for all studies.
No additional requirements apply for studies using leftover/archived specimens or studies with
specimen collection procedures that pose no additional risks to the subject.

However, additional requirements for interventional studies, and those studies in which the specimen
collection procedures pose a risk to subjects primarily recruited for the study, are found in Annexes A to
F. The nature of these studies warrants an increased level of stringency in the requirements for conduct
of the study. The flowchart indicates the annexes which describe the additional requirements for each
type of more complex studies. When necessary, the annexes describe differences in the requirements
for the different types of study. Additionally, informative annexes are included to provide information
on good study practice documentation (see Annex H) and auditing (see Annex I).
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INTERNATIONAL STANDARD ISO 20916:2019(E)

In vitro diagnostic medical devices — Clinical performance
studies using specimens from human subjects — Good
study practice

1 Scope

This document defines good study practice for the planning, design, conduct, recording and reporting
of clinical performance studies carried out to assess the clinical performance and safety of in vitro
diagnostic (IVD) medical devices for regulatory purposes.

NOTE1 The purpose of these studies is to assess the ability of an IVD medical device in the hands of the
intended user, to yield results pertaining to a particular medical condition or physiological/pathological state, in
the intended population.

The document is not intended to describe whether the technical specifications of the IVD medical device
in question are adequately addressed by the clinical performance study.

This document identifies the principles that underpin clinical performance studies and specifies general
requirements intended to

— ensure the conduct of the clinical performance study will lead to reliable and robust study results,
— define the responsibilities of the sponsor and principal investigator,

— assist sponsors, clinical research organization, investigators, ethics committees, regulatory
authorities and other bodies involved in the conformity assessment of [IVD medical devices, and

— protect the rights, safety, dignity and well-being of the subjects providing specimens for use in
clinical performance studies.

Analytical performance studies are out of the scope of this document.

NOTE2  When the collection of specimens specifically for the analytical performance study creates an
additional collection risk for subjects, some of the elements of this document (particularly the annexes) can be
useful for ensuring subject safety.

Clinical performance studies that are performed for reasons other than pre- and post-market regulatory
purposes, such as for re-imbursement purposes, are out of the scope of this document.

NOTE 3  Some of the elements of this document can be useful for the design of such studies, including subject
safety and data integrity.

This document does not include safety information for laboratory workers or other personnel collecting
the study specimens.

NOTE4  Such information is included in other publications[11[12][13],
NOTES5  Users of this document can consider whether other standards and/or requirements also apply to the
IVD medical device which is the subject of the clinical performance study, for instance, in the situation for which

there is an IVD medical device and a medical device used in an integrated system (e.g. a lancet, an IVD test strip,
and a glucose meter), aspects of both this document and ISO 14155 can be considered.

2 Normative references

There are no normative references in this document.
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3 Terms and definitions
For the purposes of this document, the following terms and definitions apply.

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

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

— IEC Electropedia: available at http://www.electropedia.org/

31
adverse device effect
adverse event (3.2) related to the use of an [VD medical device under investigation

Note 1 to entry: This definition includes any adverse event resulting from insufficient or inadequate instructions
for use, installation, operation, or any malfunction of the IVD medical device under investigation.

Note 2 to entry: This definition includes any event resulting from use error or from intentional misuse of the IVD
medical device under investigation.

[SOURCE: ISO 14155:—1, 3.1, modified — Adapted for IVD medical devices.]

3.2

adverse event

AE

any untoward medical occurrence, inappropriate patient management decision, unintended disease or
injury, or untoward clinical signs in subjects, users, or other persons, with any connection to study
related activities, whether or not related to the IVD medical device under investigation

Note 1 to entry: Adverse events can be caused by, for instance, insufficient or inadequate instructions for use,
deployment, installation, operation, or any malfunction of the IVD medical device under investigation.

Note 2 to entry: This definition includes the malfunction or deterioration of a device which has not yet caused
death or serious injury, but which could lead to death or serious injury.

Note 3 to entry: This definition is not intended to be used in determining whether an event is reportable to a
regulatory authority.

Note 4 to entry: For users or other persons, this definition is restricted to events related to investigational (IVD)
medical devices.

Note 5 to entry: False negative or false positive results are not considered an adverse event unless in an
interventional study, inappropriate patient management decisions are made based on those false results.

3.3
analytical performance
ability of an IVD medical device to detect or measure a particular analyte

[SOURCE: GHTF/SG5/N6:2012]

Note 1 to entry: Analytical performance can include analytical sensitivity (e.g. limit of detection), analytical
specificity (e.g. interference, cross-reactivity), accuracy (derived from trueness and precision), linearity, etc.

3.4

analytical performance study

study undertaken to establish or confirm the ability of an IVD medical device to detect or measure a
particular analyte

1) Under preparation. Stage at the time of publication: ISO/DIS 14155:2019. Docu ments
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3.5
anticipated serious adverse device effect
effect which by its nature, incidence, severity or outcome has been identified in the risk analysis report

Note 1 to entry: Anticipated serious adverse device effects can also be described in the study protocol,
investigator brochure, and subject informed consent, when applicable.

3.6

archived specimen

archived sample

specimen or sample (3.42) that was collected in the past and is obtained from repositories (e.g. tissue
banks, commercial vendor collections)

[SOURCE: GHTF/SG5/N8:2012]

3.7

audit

systematic independent examination of activities and documents related to a clinical performance study
to determine whether these activities were conducted, and the data recorded, analyzed and accurately
reported according to the clinical study performance protocol, standard operating procedures,
specified requirements

[SOURCE: ISO 14155:—1), 3.3, modified — Adapted for IVD medical devices.]

Note 1 to entry: Specified requirements are those described in this document and may include any other
applicable requirements such as regulatory provisions.

3.8

blinding

masking

procedure in which one or more parties to the clinical performance study are kept unaware of any
information related to the condition or physiological state, treatment, prior test results, demographics,
etc., of the individual from whom the specimen for testing was obtained in order to reduce bias

3.9

case report forms

CRFs

set of printed or electronic documents for each subject on which information to be reported to a sponsor
is recorded, as required by the clinical performance study protocol

[SOURCE: ISO 14155:—1), 3.6, modified — Adapted for IVD medical devices.]

3.10

clinical performance of an IVD medical device

ability of an IVD medical device to yield results that are correlated with a particular clinical condition
or physiological/pathological process/state in accordance with the intended use (clinical test purpose,
target population and intended user)

Note 1 to entry: In accordance with intended use, clinical performance can include expected values, diagnostic
sensitivity and diagnostic specificity based on the known clinical condition or physiological/pathological
process/state of the individual, and negative and positive predictive values based on the prevalence of the
disease.

[SOURCE: GHTF/SG5/N6:2012]

3.11
clinical performance study
study undertaken to establish or confirm the clinical performance of an IVD medical device (3.10)

Note 1 to entry: Testing performed pre-market that is not designed to address clinical performance of an I[VD
medical device is not considered a clinical performance study (e.g. customer feedback studies, external analytical

performance studies, research studies). Documents
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[SOURCE: GHTF/SG5/N6:2012]

3.12

clinical performance study protocol

CPSP

document that states the rationale, objectives, design, risk, proposed analysis, methodology, monitoring,
conduct and record-keeping of the clinical performance study (3.11)

Note 1 to entry: The CPSP need not be a single document but a series of documents related and referenced to each
other for the purpose of creating the CPSP.

[SOURCE: GHTF/SG5/N8:2012]

3.13

clinical performance study report

CPSR

document describing the objectives design, execution, statistical analysis, results and conclusion(s) of a
clinical performance study

Note 1 to entry: Some elements of the clinical performance study report can be covered by stand-alone documents
that are references in the clinical performance study report.

Note 2 to entry: The CPSR need not be a single document but a series of documents related and referenced to each
other for the purpose of creating the CPSR.

[SOURCE: GHTF/SG5/N8:2012]

3.14

contract research organization

person or organization contracted by the sponsor (3.49) to perform one or more of the sponsor’s clinical
performance study-related duties and functions

3.15

device accountability records

records documenting the physical location of all IVD medical devices under investigation, from
shipment of the devices to the study site until return or disposal, as well as records documenting the
receipt, use, return and disposal of the IVD medical devices under investigation

3.16

device deficiency

inadequacy of a medical device with respect to its identity, quality, durability, reliability, usability,
safety or performance

Note 1 to entry: Device deficiencies include malfunctions, use errors, and inadequacy in the information supplied
by the manufacturer including labelling.

Note 2 to entry: This definition includes device deficiencies related to the investigational medical device or the
comparator.

[SOURCE: ISO 14155:—1), 3.19]

3.17

endpoint

principal (primary) or secondary indicator used in a clinical performance study to assess the
performance of the IVD medical device (3.24)

Note 1 to entry: For example, endpoints can be statistical measures for performance or clinical events/outcomes.
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3.18

ethics committee

EC

independent body whose responsibility it is to review clinical investigations in order to protect the
rights, safety (3.41) and well-being of human subjects participating in a clinical investigation

[SOURCE: ISO 14155:—1), 3.24, modified — Note 1 to entry has been removed.]

3.19

informed consent

process by which an individual voluntarily confirms willingness to participate in a particular clinical
performance study, after having been informed of all aspects of the study that are relevant for the
decision to participate

[SOURCE: ISO 14155:—1), 3.27]

Note 1 to entry: For the purposes of this document, the permission is typically for providing specimens or
participating in a clinical performance study.

Note 2 to entry: The informed consent document lists the risk(s) and benefit(s) to the subject, when applicable.

Note 3 to entry: The information provided can be broad in nature, allowing the specimen to be used for future
undetermined studies, or the information can be specific to a particular study.

3.20

intended use

intended purpose

objective intent of the manufacturer regarding the use of a product, process or service as reflected in
the specifications, instructions and information provided by the I[VD manufacturer

Note 1 to entry: Intended use statements for IVD labelling can include two components: a description of the
functionality of the IVD medical device (e.g. an immunochemical measurement procedure for the detection of
analyte “x” in serum or plasma), and a statement of the intended medical use of the examination results.

[SOURCE: ISO 18113-1:2009, 3.31, modified]

3.21

interventional clinical performance study

study in which test results obtained during the study can influence patient management decisions and
might be used to guide treatments

EXAMPLE Studies for companion diagnostics.
[SOURCE: GHTF/SG5/N8:2012]

3.22
investigator brochure
compilation of analytical and clinical performance data relevant to the clinical performance study

Note 1 to entry: The investigator brochure includes risk/benefit information of the IVD device under investigation
and sampling procedures.

3.23

investigator

sub-investigator

co-investigator

individual member of the investigation study site team designated and supervised by the principal
investigator at the study site to perform critical study-related procedures or to make important study-
related decisions
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3.24

IVD medical device

medical device (3.28), whether used alone or in combination, intended by the manufacturer for the
in vitro examination of specimens derived from the human body solely or principally to provide
information for diagnostic, monitoring, or compatibility purposes

Note 1 to entry: IVD medical devices include reagents, calibrators, control materials, specimen receptacles,
software and related instruments or apparatus or other articles and are used, for example, for the following test
purposes: diagnosis, aid to diagnosis, screening, monitoring, predisposition, prognosis, prediction, determination
of physiological status.

[SOURCE: ISO 18113-1:2009, 3.27, modified — Note 1 to entry has been removed, GHTF/SG1/N071:2012.]

3.25

leftover specimen

leftover sample

unadulterated remnants of human derived specimens collected as part of routine clinical practice and
after all standard analysis has been performed

Note 1 to entry: Such specimens/samples would be otherwise discarded as there is no remaining clinical need
for them.

Note 2 to entry: This can include specimens collected for research or other purposes not connected to the clinical
performance study in question.

3.26

legally authorized representative

legally designated representative

individual or judicial or other body authorized under applicable law to consent, on behalf of a
prospective subject, to the subject’s participation in the clinical investigation

[SOURCE: ISO 14155:—1), 3.32, modified — Note 1 to entry has been deleted, first preferred term has
been added and "legally designated representative” has become an admitted term.]

3.27

malfunction

failure of an IVD medical device under investigation to perform in accordance with its intended use
(3.20) when used in accordance with the instructions for use or CPSP (3.12)

[SOURCE: ISO 14155:—1), 3.33, modified — Adapted for IVD medical devices.]

3.28

medical device

instrument, apparatus, implement, machine, appliance, implant, reagent for in vitro use, software,
material, or other similar or related article, intended by the manufacturer to be used, alone or in
combination, for human beings, for one or more of the specific medical purposes 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 state or
process,

— supporting or sustaining life,

— control of conception,

— disinfection or sterilization of medical devices, or

— providing information by means of in vitro examination of specimens derived from the human body,
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and does not achieve its primary intended action by pharmacological, immunological, or metabolic
means, in or on the human body, but which can be assisted in its intended function by such means

[SOURCE: ISO 18113-1:2009, 3.47, modified — Terminology has been slightly changed; GHTF SG1/
N071:2012]

3.29

monitor

person, qualified by education, training or experience, responsible for performing the monitoring (3.30)
of the clinical performance study

3.30

monitoring

act of reviewing the progress of a clinical performance study and ensuring that it is conducted, recorded
and reported in accordance with the CPSP, written procedures, procedures, specified requirements

Note 1 to entry: Specified requirements are those described in this document and may include any other
applicable requirements such as regulatory provisions.

3.31

point of enrolment

time at which, following recruitment (3.34), a subject signs and dates the informed consent form, when
required by the ethics committee (3.18), or otherwise begins participation in the study

[SOURCE: ISO 14155:—1), 3.38, modified — The definition has been lengthened.]

3.32
principal investigator
qualified person responsible for conducting the clinical performance study at a study site (3.50)

Note 1 to entry: When a clinical performance study is conducted by a team of individuals at a study site, the
principal investigator is responsible for leading the team.

Note 2 to entry: Whether this is the responsibility of an individual or an institution can depend on national
regulations.

3.33

protocol deviation

instance of failure to follow, intentionally or unintentionally, the requirements of the clinical performance
study protocol (3.12)

3.34

recruitment

active efforts to identify subjects (3.51) who might be suitable for enrolment in a clinical
performance study

3.35

reference measurement procedure

measurement procedure accepted as providing measurement results fit for their use in assessing
measurement trueness of measured quantity values obtained from other measurement procedures for
quantities of the same kind, in calibration, or in characterizing reference materials

[SOURCE: ISO 15193:2009, 3.7, modified — Notes to entry have been removed.]

3.36

regulatory authority

government agency or other entity that exercises a legal right to control the use or sale of medical
devices within its jurisdiction, and can take legal action to ensure that medical devices marketed within
its jurisdiction comply with legal requirements

[SOURCE: GHTF/SG1/N68:2012]
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