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B The 2" and 3rd Web-based conference was held in
February and March

B Discussion by e-mail after the web-conference
v'Sharing various perspective on discussion points in E17

v'Preparing a working document for discussion in the ICH
Fukuoka meeting
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Task/Activity

Day 1 B Discussion about contents of each section on the
(Mon) working document
B |dentifying points need for further discussion

Day 2-3 B Continued discussion

(Tue/Wed) B Revising a draft based on the discussion by the
Sub-Team

Day 4 B Confirming items need to be discussed after this

meeting and future work plan
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B All important contents were reviewed by all members

M [dentifying all points need to be revised in the current E17
draft document

M Discussion with E6 group to confirm effects of revision of E6
guideline currently under consideration to E17

M [nitiating to draft a new version of E17 guideline

Basic Concept:
B Encourages to conduct MRCTs in drug development
B Science based-consideration for better planning/designing MRCTs




G\ 583 2EIICHENRRRES
EE H%l\\\ ((— B ‘1-5 E lﬂ%

2. General recommendations in planning/designing a MRCT
2.1 Strategy-related points
2.1.1 The value of MRCTs in drug development

2.1.2 The basic requirements and key considerations to conduct a MRCT
2.1.3 Scientific consultation meetings with regulatory agencies
2.2 Clinical trial design and protocol-related points
2.2.1 Pre-consideration of regional variability on efficacy/safety
2.2.2 Preparation for confirmatory trial
2.2.3 Subject selection
2.2.4 Selection of doses for use in confirmatory MRCTs
2.2.5 Choice of endpoint
2.2.6 Estimation of an overall sample size and allocation to each region/country in a MRCT
2.2.7 Collecting and handling efficacy/safety information in MRCTs
2.2.8 Statistical analysis plans that specifically address the features of MRCTs
2.2.9 Selection of comparator
2.2.10 Handling concomitant medications
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»By e-mail and the Web-based conference

»>The Web-based conference will be held three times
(probably in July, September and November)
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W First face-to-face EWG Meeting in November 2014 in Lisbon

B Third F2F EWG meeting in 4Q 2015 for adoption of Step 2
document

B Public consultation: 4Q 2015 - 2Q 2016

B Revision of the guideline based on comments: 2Q 2016 - 4Q
2016 (depending on contents of comments received)

m Fourth face-to-face EWG Meeting for adoption of Step 4
document in 4Q 2016 or 2Q 2017
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