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GCP renovation
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5
Updated open Letter to EMA & ICH: From\).\research organisations and

119 22
an international consortium of\&q health researchers in }acountries

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

https://moretrials.net/?download_id=029bb92127a231e9¢c1d925b8cf5c6d6a (accessed 2020.7.6)
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» “Lack of focus on iIssues that are most critical for
trial quality”
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» “Fundamental structural problems with the ICH”
0 “ Failure to address mounting concerns”
0 ““ Lack of transparency”
0 ““ Lack of engagement with the broader community”



ICH Reflection on “GCP Renovation”
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pragmatic trials...
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“Critical to Quality Factors”
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