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Updated open Letter to EMA & ICH: From‘l\research organisations and

119
an international consortium ofhﬂ health researchers in }9, countries

Signatories listed at end:
Original signatories of 31°* January letter shown in black with
new signatories of this letter shown in red

To: European Medicines Agency (EMA)
ich@ema.europa.eu

International Council on Harmonisation (ICH)
step2comments@ich.org

26" February, 2016

Co-ordinated response to the consultation by the International Council for Harmonisation
(ICH) on its proposed E6 (R2) “Integrated Addendum” to the
ICH E6 Guideline for “Good Clinical Practice”

The new EU Clinical Trial Regulation that was adopted in 2014 is intended to create a regulatory
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ICH E6(R2)F(C X9 Biat

m “Lack of focus on issues that are most critical for
trial quality”
v BaRREERDTH 1 >N (CRE T D, KNDEEQRFEIE(CE
zELL CEICKD, BOMmLEZBIEIARE :

randomisation process

reporting of the most relevant events
maintaining adherence with the study
treatment

achieving completeness of follow-up

m “Fundamental structural problems with the ICH”
v “Failure to address mounting concerns”
v ““Lack of transparency”
v ““Lack of engagement with the broader community”
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ICHIC K DXty -GCP renovation-

ICH

harmonisation for better health

ABOUTICH =« WORK PRODUCTS - MEETINGS - TRAINING -

Home \ REFLECTION PADERS

Reflection Papers

ICH Reflection Papers are intended to articulate ideas for potential future harmonisation work, lay out an area where harmonisation work is
needed, or make proposals for a series of future topics for harmonisation.

Upon ICH Assembly endorsement of a Reflection Paper, its objectives are included into the ICH Assg

the ICH Members work towards the achievernent of these objectives accordingly. “GCP renova‘tion” t@reflection paper%
2017EF(CNFR

GCP Renovation

v ICH Reflection nnl"GCP Rencwation"' Modernization of ICH E8 and Subsequent Renovation of ICH E6

The ICH Reflection Paper on Good Clinical Practice (GCP) "Renovation” endorsed by the Assembly in January 2017, describes the
ICH proposal for further modernisation of the ICH Guidelines related to clinical trial design, planning, management, and
conduct. The scope of the renovation includes the revision of the current E8 General Considerations for Clinical Trials, and the
further revisicn of the E6 Guideline for Good Clinical Practice, which had last been revised in Movember 2076 as E&{R2).

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.

https://www.ich.org/page/reflection-papers
https://admin.ich.org/sites/default/files/2021-05/1CH_ReflectionPaper_GCPRenovation_2021_0519.pdf
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ICH Reflection on “GCP Renovation”
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