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Guideline effort 2: Develop new ICH E6 Overarching Principles. Appropriate
subset of the elements for study quality and CTQ factors identified in the
E8(R1) could be carried over and referenced.

Guideline effort 3: Develop E6 Annex 1 focused on traditional interventional
trials of investigational unapproved/approved drugs in a controlled setting
with prospective collection of trial data.

Guideline effort 4: Develop E6 Annex 2 focused on non-traditional
interventional trials and/or data sources.

Guideline effort 5: Develop E6 Annex 3 focused on non-traditional trial
designs.

https://www.ich.org/fileadmin/Public_Web_Site/ICH_Products/Reflection_Papers/ICH_Reflection_paper_GCP_Renovation_Jan_2017_Final.pdf
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