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ICH Reflection on “GCP Renovation”: Modernization of ICH
E8 and Subsequent Renovation of ICH EG6 / nc.s / Newsroom / #

ICH is inviting public review and comment on a reflection paper on Good Clinical Practice (GCP) "Renovation”, which contains the ICH
proposal for further modernization of the ICH Guidelines related to clinical trial design, planning, management, and conduct. The scope of
the proposed renovation includes the current E8 General Considerations for Clinical Trials and further revision to the E6 Guideline for
Good Clinical Practice, which is already undergoing modernization with the recent production of ICH EE6(R2).

The reflection paper is available for download via the following link:

The goal of the potential renovation is to provide updated guidance that is both appropriate and flexible enough to address the increasing
diversity of study types and data sources that are being employed to support regulatory and other health policy decisions, as appropriate.
The underlying principles of human subject protection and data quality would remain. ICH's decision to invite stakeholder comment on the
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Signatories listed at end:
Original signataries of 31 January letter shown in black with
new signatories of this letter shown in red

1 INNOVATION
%crmd THROUGH
COLLABORATION WHO WE ARE

INFORMING ICH E6 RENOVATION

HOME - OUR WORK - QUALITY - Informing ICH E6 Renovation

OVERVIEW

Our work to improve the quality and efficiency of clinical trials goes beyond the U.S. borders.
Recently, CTTI conducted several efforts to help inform the International Council for Harmonisation
of Technical Requirements for Pharmaceuticals for Human Use (ICH) as it revises ICH E6 Good
Clinical Practice (GCP):

= Through a global, multi-stakeholder survey with 327 research professionals from 154
countries, in-depth interviews, and a public open comment period, CTTI issued a report
outlining the areas requiring the most focus pertaining to sponsors, essential documents,
and investigators.

+ CTTI co-hosted a public event with the FDA to help the ICH in its efforts to improve various
topics within GCP.

= CTTI also convened two public web conferences hosted by the ICH that provided an update

on the progress to revise this important and impactful guideline.

https://ctti-clinicaltrials.org/our-work/quality/informing-ich-e6-renovation/
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Data Considerations
Investigational Product Management
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