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Nov. 2018 Concept Paper and Business Plan Endorsement

May. 2019 Outline for technical document developed

Amsterdam Face-to-Face Meeting in support of consensus building, outline finalization, and
technical document drafting

Singapore Face-to-Face Meeting in support of development of the technical document; First
CM site visit

Jun. 2019

Nov. 2019

Apr. 2020 Completed draft distributed to individual organizations for feedback (first internal consultation)
May 2020 Vancouver Virtual Meeting in support of revisions of the technical document

Sep. — Oct. 2020 Three virtual continuous manufacturing site visits

Athens Virtual Meeting to continue revisions of the technical document and plan training

Nov. 2020 )
materials

Dec. 2020 Completed draft distributed to individual organizations for feedback (second internal consultation)
Virtual Interim Meeting to continue revisions of the technical document

May 2021 Incheon Virtual Meeting to finalize draft for Step 1 sign off

July 2021 Step 2 a/b endorsement

Nov. 2021 Vancouver Virtual Meeting to discuss about training materials

Mav 2022 Athens Hybrid Meeting to discuss about the major comments triaged by small
y teams and the approach to address the major comments.
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Work plan: Expected future Key Milestones

MADLCINIZEETStep3 YA VA TDFENEREIT/ILY,

Expected Completion Deliverable

date

« Complete revision of draft Q13 guideline by ICH Q13

Aug 19, 2022 Small Teams

« Complete review of updated draft Q13 Guideline by

Oct 7, 2022 the ICH Q13 EWG members and their organization

Incheon Meeting to finalize the draft Q13 Guideline

Nov 13 — 16, 2022 Step 3 Experts Sign-off and Step 4 endorsement
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