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Work Item
Update existing 3 GHTF documents.

GHTF SG5 N1R8: 2007 Clinical Evidence — Key Definitions and Concepts
GHTF SG5 N2R8: 2007 Clinical evaluation
GHTF/SG5/N3:2010 Clinical Investigations

And 3 topics will be addressed (NWIP)

1. The Essential Requirements of Demonstrating Equivalence between the Device under
Application and the Comparable Device for Clinical Evaluation.

2. The Decision-Making Principals for whether a Medical Device Clinical Trial should be Carried
Out.

3. Guidelines for the Acceptance of Overseas Medical Device Clinical Trial Data.
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2018 (2 rounds discussion)
7.17 1s* WG T-con Kick-off meeting.

8.07 29 WG T-con Acceptance of oversea clinical trial data.

8.23 39 WG T-con Decision-making principals for whether a clinical trial should be carried out.
9.11 4" WG T-con Demonstrating equivalence for clinical evaluation.
10.16 5" WG T-con N2 document.

11.20 6" WG T-con N3 document.

12.10-12.13 WG F2F 1%t WG Face to Face meeting in Guangzhou China. Developed working drafts.
2019

1.25 7" WG T-con Working drafts confirmation.

3.19-3.22 3 working drafts were approved and allowed for public consultation.
6.5 Public consultation closed.

6.25 8h WG T-con Public consultation discussion.

7.9-7.11 WG F2F 2" WG Face to Face meeting in Chengdu China. Developed final drafts.
/.12-7.30 Email Final confirmation.

8.2 Submitted final drafts to MC for consideration.
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Document:IMDRF MDCE WG (WD)/IN55 (formerly GHTF/SG35/N1R8:2007) Clinical Evidence — Key Definitions and Concepts

Section

Line Number

Type of Comment

Comment

Proposed Change

Patricia Kultzen

Throughout

Throughout

Technical

Is the term "clinical benefit” specifically avoided? Based
on phrase "clinical performance and/or effectiveness" it
appears that manufacturers can demonstrate clinical
performance, and are not necessarily required to
demonstrate effectiveness or benefit?

Birgitte Berg

Introdeution

Technical

There is no mentioning of the European Medical Device
Regulation. Flease in this section clarify the IMDEF
stance on how the relationship of this document is to
the MDE and whether applying IMDEF definitions, in
this case “General Essential Principles™ can be used
interchangeably with the MDE. “General Safety and
Performance Requirements™. It is important the
manufacturer know whether following INDEFs
recommendations does not make them also need to make
separate documents for the EUL

Introduction

38

The date stamp on the referenced document is February
2010 (rather than Nay 2007)

Strike and add the following:
Mav 2007 February, 2010
(GHTE/SGS5/MN3:2010

Liz Krause

section 3.0

editorial

add IMDEF proposed documents for Clinical
Investization and Clinical Evaluation

Jessica Yuan'Diana
Kanecka

Technical

Agree with the WG decision to align with the definition
of clinical investigation in the ISO 14135 update that is
currently in development. Update to remowve 2011
wversion and reference the new version. If the updated
IS0 14155 standard is not released when the WG
docuemtns are finalized. recommend making mention of
the "alignment with ISO/DIS 14155 (under
development)” vs. keeping IS0 14155:2011.

(IS0 141552011 alisnment with ISO/DIS
14135 under development)

88

IS0 14155 is currently under the revision and in the
FDIS phase. The revised version is planned to be
released in the end of 2019,
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About public consultation

Comments Received
Document

N1 Clinical evidence 47
N2 Clinical evaluation 161
N3 Clinical investigation 65

Total 273

Device Regulators Forum

Discussed

47

161

65

273

Accepted
15
46
33

94
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The 2" Face to Face meeting //

oth July-11th July
Chengdu, China



International Medical
Device Regulators Forum

IMDRF oo eesiiaters Forum

PROPOSED DOCUMENT-

International Medical Device Regulators Forum-

&

Title: Clinical Evidence — Key Definitions and Concepts-

+

Authoring Group: Stady-Grenp-5-Medical Device Clinical Evaluation
Working Group-

Date: April 262006 5 April July 16 2019

o
This document was produced by the International Medical Device Regulators Forum. There are
no restrictions on the reproduction or use of this document; however, incorporation of this
document, in part or in whole, into another document. or its translation into languages other thar
English, does not convey or represent an endorsement of any kind by the International Medical
Device Regulators Forum «

o

Copyright © 2834 2019 by the International Medical Device Regulators Forum«

—

J IMDRF MDCE WG (PD2)/N56 (formerly GHTF!SGSJ’NZRSIEI(I?}

IMDREF o2 wectators Forum

PROPOSED DOCUMENT.

International Medical Device Regulators Forum-

&
&

Title: Clinical Evaluation-
Authoring Group: Stady Medical Device Clinical Evaluation Working
Group 3+

Date: May 2007 July 16 2019-

This document kerein-was produced by the Glebal
cemprised ofrep tresfrom-medieal dess

International Medical Device Regulators Forum. There are no restrictions on the reproduction;
distribution or use of this document; however, incorporation of this document, in part or in
whole, into asy-etheranother document, or its translation into languages other than English,
does not convey or represent an endorsement of any kind by the GlebalH szatienTask
Eoree-International Medical Device Regulators Forum.+

o
Copyright © 20-00-bthe Glabal H ization Task Eorce 2044 2019 by the International Medical
Device Regulators Forum.

—

J IMDRF MDCE WG (PD2)/N57 (formerly GHT.EISGS!N?EI]{}}

+

IMDREF c2c: resticicrs Forur

. PROPOSED DOCUMENT]

International Medical Device Regulators Forum-

Title: Clinical Investigation-

Authoring Group: Medical Device Clinical Evaluation Working Group-

Date: 1220105 April Tuly 16, 2019 -

o
This document was produced by the International Medical Device Regulators Forum. There are
no restrictions on the repreduction or use of this document; however. incorporation of this
document, in part or in whole, into another document, or its translation into languages other than
English. does not convey or represent an endorsement of any kind by the International Medical
Device Regulators Forum .«

o

Copyright © 2844 2019 by the International Medical Device Regulators Forum-

&

N N




International Medical
Device Regulators Forum

Key changes

« Update the definitions and explanations of terms.
« Update reference documents.
« New paragraphs introducing the latest IMDRF documents related to clinical evaluation.

« 2 new appendixes including: the considerations of comparability & considerations of
overseas clinical investigation data.

* A new figure of key considerations of clarifying the need for clinical investigations.
« Update the considerations for clinical investigation protocols.

 Introduced concept of multi-regional clinical investigation.

« Other revision of original contents.
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c) Post Market Clinical Follow-up Studies (update of GHTF SG5 N4 )

13" August 2019
NWIE b) and c) were submitted to Management Committee.
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Thank you



