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(a) Batch Manufacturing
' @
.:.. Raw Material
Product
t=0 t =2 hours t =4 hours

(b) Continuous Manufacturing

—

[ I ]
Product

@ Raw Material
=]

® Raw Material @ Raw Material
@ €]

—

( I ]
Product

Product

t=0 t =2 hours t =4 hours
Lee S. and Woodcock J, et al., J Pharma Innov (2015)10; 191-9
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https://www.pmda.go.jp/drugs/
2018/P20181004001/53047100
0_23000AMX00808_A100_1.pdf

(RFRIFRIN)

https://www.pmda.go.jp/drugs/
2020/P20200619003/34027800
0_30200AMX00505_A100_1.pdf

https://www.pmda.go.jp/drugs/
2021/P20210708001/17003300
0_30300AMX00278_A100_1.pdf

NIV

https://www.pmda.go.jp/drugs/
2021/P20211011001/67221200
0_30300AMX00443_A100_1.pdf
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« US FDA
« Emerging Technology Team (ETT)

e Quality Considerations for Continuous Manufacturing; Draft
Guidance for Industry

« EMA
e Process Analytical Technology (PAT) team

« PMDA
o BIFELERMTWG (2016FE7H~)

« AMED#FZEHE (EEFOBHRAEICH T2 RERIEICET 2H%) i
b EF (2016588 ~)

« AMEDRFZIE (/34 + SR @HAEEDERALICHIT - SEEEEE

32) b EF (2018%F5H8~ 2021438)
o [ EHHYEE R MR 7
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e 20145, EEDBHFAMELRLSE (ICH) TEERSTIRXF-ALRELHF
Dy IDOD—D¢ LT, EFEEE (CM) H5E

« CMA RBEDEF DFuture ICH Topmsd)ﬂéﬁﬁ
(2014FICH 2 7R Z&EESH)

e CMOFIHE bE Y 74bh. 2018FE6B DICHHEEFESE TREI NI,
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¢« 2018F 11 H12H ~15H ICFEE S 1L 7=
> ¥ —0v k%&B Tconcept paper.
business plan 2% 7 & & #1 . Expert
Working Group (EWG) & L TIEFIC
QL3NA KA VERA R =T 5
& oTz,

* Rapporteur:
Dr. Sau(Larry) Lee (US FDA)

e Regulatory Chair:
Dr. Yoshihiro Matsuda (PMDA)

11
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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
materials

Nov. 2020

Copyright © Pharmaceuticals and Medical Devices Agency, All Rights Reserved. 12
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Dec. 2020 Completed draft distributed to individual organizations for feedback (second internal consultation)

m 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 I

Nov. 2021 Vancouver Virtual Meeting to discuss about training materials

Athens Hybrid Meeting to discuss about the major comments triaged by small
Jun. 2022 :

teams and the approach to address the major comments.

AAFBATHDIEStep 2XE (N7 OAXAXE) T,
EWGTORMDEZERANDTZHRER, SEEEINIEMIFHBILICTBELEI L,

100
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