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The scope of the renovation would include the current E8 General

Considerations for Clinical Trials and the E6 Guideline for Good
Clinical Practice.

ES8:
General Considerations on Clinical Trials (1997)| Modernization ‘ ICH E8(R1) Step 3
ERBRENER D —A%IEEH(1998) 2019/5/21

Critical to Quality &L
DER B DR
/E6 (GCP): I
Guideline fqr Good Clinical Practice (1996)
EEmOERARRERDEEHAE(1997) Renovation
(Revision2)
Integrated Addendum: Good Clinical Practice(2019 Step5)
{Eﬁ%@ﬁﬁﬁ%ﬁﬁﬁ@%ﬁﬁ(?ﬁﬂ?é&ﬁ@ﬁ'f R34 > |DHHE -

¥

ICH E6(R3) Step 1
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ICH

harmonisation for better health

Final Concept Paper
ICH E6(R3): Guideline for Good Clinical Practice
Dated 17 November 2019
Endorsed by the Management Committee on 18 November 2019

Type of Harmonisation Action Proposed

The action proposed is a full rewrite and reorganization of the ICH E6(R2) Guideline entitled
Good Clinical Practice (GCP). The goal of this effort will be multifaceted and will include
addressing the application of GCP principles to the increasingly diverse trial types and the data
sources being employed to support regulatory and healthcare related decision-making on drugs,
and provide flexibility whenever appropriate to facilitate the use of technological innovations
in clinical trials. The development of E6(R3) will address the complexities of clinical trials in
the current global regulatory climate.

The revision will retain the concepts and guidance in E6(R2) as appropriate. The scope will not
be Iimited to those concepts, but will expand, modify, and reorganize all appropnate sections
to provide scientific and ethical guidance that enables a diversity of approaches that are relevant
and adaptable to the variety of clinical trial designs and innovative technologies. The revision
also aims to address identified gaps or inconsistencies in existing ICH guidances as appropriate.
This work will set out principles which will be aligned with those set out in E8(R1) Revision of
General Considerations for Clinical Studies. When complete, E6(R3) will be composed of an
overarching principles and objectives document, Annex 1 (interventional clinical trials), and
Amnex 2 (additional considerations for non-traditional interventional clinical trials). The
overaching principles and objectives document and Annex 1 will replace the current E6(R2).
The development of Annex 2 will commence once the principles and objectives document and
Amnex 1 complete ICH step 1.



, GCP (R3) ODiEE

https://database.ich.org/sites/default/files/E6-R3_FinalConceptPaper 2019 1117.pdf

* Critical to Quality Factors : ICH E8(R1)BIHR" mEBI(ICE D TEERER"(CER
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