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4 . Regulatory considerations

5%. Glossary
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ANNEX I : Continuous manufacturing of drug substances for chemical entities
ANNEXT : Continuous manufacturing for drug products

ANNEXII : Continuous manufacturing of therapeutic protein drug substances
ANNEXIV : Integrated drug substance and drug product continuous manufacturing
ANNEXYV : Perspectives on managing disturbances
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Report on progress

Past completion

date

Nov. 2018 Concept Paper and Business Plan Endorsement

Nov. 2018 Initiation of consensus building

May. 2019 Outline for technical document developed

Jun. 2019 Amsterdam Face-to-Face Meeting in support of consensus building, outline finalization, and technical
i document drafting

Nov. 2019 Singapore Face-to-Face Meeting in support of development of the technical document; First CM site
; visit

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 el APl 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
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Work plan: Expected future Key Milestones

Expected Deliverable

Completion date

« Step 1 sign-off and Step 2 a/b endorsement
June 2021 Iy ) : : .
* Initiate regional public consultation period

November 2021 « Virtual Face to Face Meeting for developing training materials
June 2022 . Facg to Face Meeting |

Review and resolve public comments
November 2022 -+ Step 3 sign-off and Step 4 Adoption of final guideline
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Conclusions

* Draft for Step 1 sign off completed

° Ready to begin Step 1 sign off and Step 2 a/b
endorsement process and initiate public
consultation period

* EWG to begin discussing development of training
materials
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