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ICH Reflection on “GCP Renovation”: Modernization of |ICH E8 and
Subsequent Renovation of [CH E6

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 E6(R2).

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

Reflection paper on GCP Renovation




ICH Reflection on “GCP Renovation”:
Modernization of ICH E8 and Subsequent Renovation of ICH E6

» This paper outlines an approach to potential renovation of the ICH Guidelines
related to clinical trial design, planning, management, and conduct.

» First, ICH would propose to address the broader concern about the principles
of study design and planning for an appropriate level of data quality through
revision to the current ICH E8 General Considerations for Clinical Trials. .....

» Subsequently, ICH would propose to address the flexibility concern via further
renovation of ICH E6 Good Clinical Practices to anticipate and address a
broader range of study types and data sources, .....

o Proposed Structure for a Modernized ICH E8 Guideline and a Future
Renovated ICH E6 Guideline

O Proposed Plan for “Renovation” Work

o |ICH Step Process Enhancement for the GCP Renovation
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