ICH M8 EWG/IWG Work Plan
13 March 2017

Topic Adopted: November 2011
Last Face-to-Face Meeting: Osaka, Japan - November 2016

1. Anticipated Milestones

Completion Date | Deliverable

June 2017 Step 4 eCTD v3.2.2 Questions and Answers and Specification Change
Request Document v1.30.

As needed Step 4 eCTD v4 Questions and Answers and Specification Change
Request Document v1.1.

2. Timelines

Date Task / Activity Details

February 2017 — | Develop v4.0 Q&A vl1.1 (if | » Discuss change requests (if any)

June 2017 needed) » Develop and agree to the Q&As (if
any)

February 2017 — | Develop v3.2.2 Q&A v1.30 | > Discuss change requests (if any)

June 2017 (if needed) » Develop and agree to the Q&As (if
any)
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