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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:
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T ——



Reflection paper on GCP Renovation

> ESIXGCPRIFIDEREZIHSE, E6DERZERI A RS> &

UL CRERFE =010 9 S.

> ‘Quality By Design’ OZX 5 DEAN, KERERE, BIE/ &

FEOFHMD BRI [F]_E DIt Z127.
> BFATESHUR I EERT Y1 (CRAT 2E R 51,

EEmDIA I

AL ON2EEDI\—TB5MIC. REROZHKRIEICHEN.
> E6CIE, iERY 1 T (CIeUT=GCP:Hill 2~ 9 AnnexiBIl =123,

> B DR, stakeholderddE REEER ~ EDO T O ANEEL



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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E8 General Considerations for Clinical Trials

Code Document Title Previously coded
E8 General Considerations for Clinical Trials

E8(R1) Revision on General Considerations for Clinical Trials

Rapporteur - Dr. Lisa M. LaVange (FDA, US)

_ ™| Concept Paper
Regulatory Chair : Dr. Fergus Sweeney (EC, Europe)

Description - ICH is proposing a modernisation of ICH ES in order to incorporate the most current concepts achieving fit- A Business Plan

for-purpose data quality as one of the essential considerations for all clinical trials. The revision would

propose to: identify a basic set of critical-to-quality factors that can be adapted fo different types of trials to ) E8(R1) Experts list
support the meaningfulness and reliability of trial results and to protect human subjects; address a broader

range of trial designs and data sources; and provide an updated cross-referencing of all other relevant ICH

Guidelines that should be referred to when planning clinical studies.

The modernisation of ICH E8 is the first step towards the GCP Renovation initiated in 2017.

Status . Step 1
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The revision of ICH E8 is expected to:

Since its adoption (1997) , clinical trial design and conduct have
become more complex, impacting the time and cost required to
develop drugs.

A wide range of both trial designs and data sources play a role in drug
development and are not adequately addressed in the original E8 GL.

Approaches for optimizing trial quality, which promote the reliability,
efficiency, and patient focus of clinical trials are needed.

This involves identifying the factors that are critical to the guality of a
clinical trial at the design stage and planning the trial conduct
proportionate to the risks to these quality factors, thereby protecting
human subjects and ensuring the reliability of trial results.
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The revision of ICH E8 Is expected to:
o Enhance the reliability of trial results through attention to trial quality

o Better integrate overall design and planning with subject protection
and data reliability considerations that are the focus of ICH E6,
statistical considerations that are the focus of ICH E9, and other
considerations addressed in other ICH Efficacy guidelines.

o Enhance the utility of the ICH Efficacy guidelines by including
critical-to-quality factors as a key consideration in planning and
design of clinical trials

o Promote the quality of trial design and conduct for a broad range of
trial types and data sources with critical-to-quality factors aligned to
the objectives of the trial
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Strategic Importance of the Topic

This work will support improved trial design and conduct for
a broad range of trial types and data sources and will
promote the availability of high quality evidence.

The overall goal is to promote trials that lead to efficient
and timely decision making, and ultimately to improved
access to safe and effective drugs with meaningful impact
on patients.
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o It s expected that the project will begin in September
2017 and be completed by 2020.

= [t IS anticipated that the Step 2b will be completed by 1Q
2019 following face-to-face meetings of the EWG In
November 2017, June 2018, and November 2018.

= A meeting with stakeholders will be held to discuss the
step 2b document, possibly at the end of the public
consultation period.

= \We anticipate that Step 4 will be reached by 2020.
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