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Past completion
date
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

ST e Ja AV I PV Three virtual continuous manufacturing site visits

Nov. 2020 Athens Virtual Meeting to continue revisions of the technical document and plan training 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

Athens Hybrid Meeting to discuss about the major comments triaged by small teams and the
approach to address the major comments.

May 2022

Nov. 2022 Incheon Hybrid Meeting to agree upon final revisions to the guideline for Step 3 sign off
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Work plan

s FRIZIWGIL LEIFZIERKIZ{KEE
s FMIAIZWNGF Y I A TE—T 4 VT EFFFE




’ t :momsat on for better health

Conclusions

* Step 4 \EFE I T=-
* EWGIZH LW THEFRIEES

cAVFAF OV AVICETASA L=V TRTITILE
ERT 1= DIWGILH L ITH#EfFH




	ICH Q13 �Continuous Manufacturing of Drug Substances and Drug Products�（原薬及び製剤の連続生産）
	本日の発表内容
	Q13 の背景
	参加団体
	スライド番号 5
	Q13 ガイドラインの構成
	1. はじめに
	2. CMの概念
	3. 科学的アプローチ
	4. 規制上の考慮すべき点
	付録 I：原薬の連続生産（化学薬品）�付録 II：製剤の連続生産（化学薬品）
	付録 III：原薬の連続生産（治療用タンパク質）
	付録 IV：原薬から製剤までの一貫した連続生産
	付録 V：外乱の管理について
	仁川会合前の状況
	仁川会合での進捗
	Work plan
	Conclusions

