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“Lack of focus on issues that are most critical for trial quality”
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“Fundamental structural problems with the ICH”
“Failure to address mounting concerns”/“Lack of transparency”/“Lack of engagement with the broader community”
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ICH Reflection on “GCP Renovation”

©
ICH

harmonisation for better health

HOME ABOUTICH + WORK PRODUCTS = MEETINGS + TRAINING ~ NEWSROOM

Home \ Other Work Products | Reflection Papers & Discussion Groups

Reflection Papers

ial future harmonisation work, lay out an area where harmonisation work is

ICH Reflection Papers are intended to articulate ideas for pote

a series of future topics for harmonisation

needed, or make proposals f
Upon ICH Assembly endorserment of a Reflection Paper, its objectives are included into the ICH Association Multi-Annual Strategic Plan and

the ICH Members work towards the achievernent of these objectives accordingly.

Discussion Groups

ICH Discussion Groups (DGs) serve as a technical forum for exchange of scientific views around areas for potential future harmonisation under
ICH. The need for a DG is typically identified through a Reflection Paper.

Meodel-Informed Drug Development (MIDD) v
Patient-Focused Drug Development (PFDD) v

Strategic Approach to Harmonisation of Technical Scientific Requirements for Pharmacoepidemiological Studies v

Harmonization of Standards for Generic Drugs v
Advancing Biopharmaceutical Quality Standards v
GCP Renovation ~

> ICH Reflection on "GCP Renovation": Modernization of ICH E8 and Subsequent Renovation of ICH E6

> |ICH Global Meeting on ICH E8(R1) Guideline on General Considerations for Clinical Trials

Endorsed in January 2017

ICH

harmonisation for better health

Revised in May 2021 (footnote 15)

ICH Reflection on “GCP Renovation”:

Modernization of ICH E8 and Subsequent Renovation of ICH E6

Introduction

This paper outlines an approach to potential renovation of the ICH Guidelines related to clinical trial design,
planning, management, and conduct. The scope of the renovation would include the current E8 General
Considerations for Clinical Trials and the E6 Guideline for Good Clinical Practice. The goal is to provide updated
guidance that is both appropriate and flexible enough to address the increasing diversity of clinical trial designs
and data sources that are being employed to support regulatory and other health policy decisions. The
underlying principles of human subject protection and data quality would remain.

ICH believes that the proposal outlined in this reflection paper would largely address concerns recently
expressed by some research organizations and an international consortium of health researchers.! In a
February 2016 letter to ICH, these stakeholders conveyed concerns that the current ICH E6 guideline fails to
sufficiently recognize variations in the level of risk for participants in different types of trials and allow
corresponding flexibility in managing the risks. Another major concern was related to E6’s limited scope. It
was felt that a guideline entitled “good clinical practice” should more holistically address the planning and

conduct of clinical trials.

2022/12/08

https://admin.ich.org/sites/default/files/2021-

05/ICH_ReflectionPaper_GCPRenovation_2021_0519.pdf

https://www.ich.org/page/reflection-papers
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E19: A Selective Approach to Safety Data Collection in Specific
Late-Stage Pre-Approval or Post-Approval Clinical Trials
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