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< ICH Reflection on “GCP Renovation” (January 2017, 20212&zT) kU >
1: Revision to ICH E8

 Address broader concerns about the principles of study design and
planning for an appropriate level of data quality

* Provides comprehensive cross-referencing to the family of ICH
guidance documents

2: Renovation of ICH E6 GCP

* Address flexibility concerns with respect to a broader range of
study types and data sources

Retains the current focus on good clinical investigative site
practices

https://www.ich.org/news/ich-reflection-gcp-renovation-modernization-ich-e8-and-subsequent-renovation-ich-e6 6
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4. jj\/f P%’f.\/;ﬁgd)*ﬁﬁ‘z(miginal Concept Paper &U))

Issues to be Resolved

e Qverarching Principles and Objectives
Annex 1 - Interventional clinical trials

This will include the use of unapproved or approved drugs in a controlled
setting with prospective allocation of treatment to participants and
collection of trial data. This Annex will be developed simultaneously with
the principles and objectives document to ensure consistency and to
provide stakeholders with a complete package that can replace E6(R2);

Annex 2 - Additional considerations for
non-traditional interventional clinical trials

This will include designs such as pragmatic clinical trials and decentralized
clinical trials, as well as those trials that incorporate real world data sources.
Before the drafting of Annex 2, its scope will be further clarified, to define
the nature of trials involved, in an update to this concept paper.
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Approach to E6(R3) Development

* Simultaneous work on the Principles & Annex 1

Endorsement of
Concept Paper (Nov 2019)

Simultaneous work streams Step-1/2 Step-4

Principles + Annex 1 in Step-3
l Feedback l

Develop
Updated Concept Paper
for Annex 2

Close
coordination

-

Annex 2
reaching Step-1




5. Stakeholder Engagement (original concept Paperd&Y)

* Type of Expert Working Group and Resources

The EWG will include experts from various disciplines including
clinical, statistical, data science, clinical outcomes assessment,
regulatory compliance, and potentially others. The group should
have overlap of expertise with the experts of the E8 EWG and work
in close collaboration with them. The work of the group will involve
engagements with a variety of stakeholders including academia
and patient advocacy groups throughout the development process.
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