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This Guideline has been developed by the appropriate ICH Expert Working Group and
has been subject to consultation by the regulatory parties, in accordance with the ICH
Process. At Step 4 of the Process the final draft is recommended for adoption to the
regulatory bodies of ICH regions.
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Training material D= Bda

|General modules]

= Animated video; Main message of MRCTs
https://www.youtube.com/watch?v=Sjlk7gHVoLI|&feature=youtu.be

= Module 1; Overview of training material/ Basic principles

[Technical modules]

= Module 2; Pre-consideration of regional variability when
recruiting diverse populations in global development

= Module 3; Selection of doses

= Module 4; Sample size allocation

= Module 5; Pooling strategies

= Module 6; Evaluation of consistency
= Module 7; Selection of comparators
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