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Flow Chemistry

Process Model
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* Mass flow
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External Discussion Papers
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Improved process design and scale up
B Less development time and process waste

Greater control over quality
B Less human involvement and error

Improved monitoring
B |ess process downtime

Fewer deviations
B Better root cause identification
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Emerging Technology Program
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Number of Accepted Technologies

Dr. O’Connor (US FDAYRS A K&#—&eh %
[RNFHAEENFREES 2024 38




ﬂ I Medical Devices Agency (PMDA)

Use Case Examples

Stakeholders identified the following use cases:

[0 Process design
B Optimize process conditions (9)
m Digital twins (7)
[0 Process monitoring
B Computer vision for monitoring defects (8)
B Supporting in-process and release testing (10)
[0 Advanced process control
B Adaptive process controls (8)
O Trend monitoring
B Equipment monitoring/preventative maintenance (11)
B Operator and quality unit assistance (10)
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HRNFHAEESFREES 2024 39




ﬂ I Medical Devices Agency (PMDA)

EMA QIG

O FHRE

EFBR. WEEE, RBEEEOH-LTIO—FADBITEYR—F
EESR

0 EASaEsSs @
20224,

Quality
0 EEEE e
LR NMATEERHDEE. t 7 1we
XIEGMPEERIZZRAI X R /\—F

Academia

HEFHRERAFEER 2024 40



n I d Medical Devices Agency (PMDA)

B rEYy

5t A
B $%(TICH QI3 TH/N—3INTULVELV/ N A end-to-
endD7T—RIGFEIZHEIT DXV TIZEREZH TS,

Decentralised/point of care manufacturing

Automation/digitalisation

HEFHRERAFEER 2024 41



H I ticals and Medical Devices Agency (PMDA)

Decentralised/point of care manufacturing

Distributed Manufacturing and Point-of-Care
Manufacturing of Drugs | Discussion Paper

[ = A O
FDA Seeks Feedback on Distributed and Point- & SynTHess
of-Care Drug Manufacturing P s

: Process /
contllcy'/

IREREHMKXE HAREEXSAF—ERHE
HEFMRERAFEER 2024 42




ﬂ I Medical Devices Agency (PMDA)

PMDA E=#FHEER WG

O FJBERE

QbD (Quality by Design) [CEOKEERDOHRE-WE-EENZIELDDOHD
S G AERTOBALETRIELTVNS, ZOLSILERETHER . EHHL
EELEEHMIINTIEE -GMPIRAEICEHT AR IE/TLD., B REXHE
RmLOD. EFHEEFEMDEAZTREL T

O BAaksH
FRL28F7AH

O BE&E&E
HREBEE—~AHB(mENE) BEEREGFERN. VIF U FEFTH.
IR VEERFEEN. EXRMMEETELN. EEYRUAVMR, RSHETEED

HEFHRERAFEER 2024 43



H I cals and Medical Devices Agency (PMDA)

BHHELEEMWG FEFAR
’.CICH

uki-.“-.LT\
ICH Q1344F

A AR T
E%ﬁﬂ‘]ﬂﬁﬁﬁiWG \ (V

EUROI EAN MEDIL[N Eb AGENCY

CIENCE MEDICINES HEALTH

2y U.S. FOOD & DRUG

ADMINISTRATION

'/ B DY R— |
} AMED 22 3
'Fl'h‘. FHhTI7
FTEE HEQASIRYYIEESR -3

HF P RERAEES 2024 44



>
-\
S
ir
=

ﬂ'

|
L1

Fﬁf’ﬁi%l

1LV =EL D

Medical Devices Agency (PMDA)

I:III

B354 A EHR5FEIT R/ —Z BEBEWMETE
R—UZ#850mg, E&E100mg, BAA—S4Y) IS ] https://www.pmda.go.jp/drugs/2018/P
— 20181004001/530471000_23000AMX0
FI%E150mg ') —(#) 0808_A100_1.pdf
FS LY ERESE Yo I7—< | —EGEREET —

(%K) - IZ&EEEF) (DNRFRH)
’5!“—7‘l:l‘y’7£$1mg, Iﬁﬁng, A 555 RZRY iR https://www.pmda.go.jp/drugs/2020/P
— N 20200619003/340278000_30200AMX0
f£4mg, BlEE6mMg F4 (%) 0505_A100_ 1.pdf
S AU £ —H https://www.pmda.go.jp/drugs/2021/P
/)-IX/\ )bﬁzoomg T—9A4 (**) ¥ﬁiﬁ 20210708001/170033000_30300AMX0
0278_A100_1.pdf
JI7IL—HEE20mg IEHEHEGMR) | —ZTEKEET —
-2 EEEREF) (DNRFFRH)
YA/ (2a5E50mg, BE&E100mg, | 77145 — (k) iR https://www.pmda.go.jp/drugs/2021/p

B #200mg

20211011001/672212000_30300AMX0
0443_A100_1.pdf

HFIFARERFAFES 2024

45



ﬂ I Medical Devices Agency (PMDA)

EEmMmOREHR-GICET 2S5 ERE

1. REGIGZIMATOREEIZESFEEAXTIE. TOIFBICTFSTIL(RKEEFES
D)L ELEEE. EEMOBBIZZENELS L,

2. RITONYFEEARTIE. N\OTIVIEANDARLGRICHRBETHS L,

3. NYFAEEAKATII. EEEINTAHIIENZ Ea—IUIT—IZLEHED
AR, BRI RBEENDERRENGTINOTVIRIBIZHSZ L,

4. NFEEAATE—EICKENEREMERET 516, HAHABRSFTHEEZ
mmf=SIEMof-5HE . TED1EICHELEEERER\F)ZRELZTNILE
Y . REMBICKENHDIE,

~~

(0 EEMLRERFOEA R
B HEOBHL-ZEREEFOERRICLLIMEL

O #E3aE (Decentralized Manufacturing) WE1R

B HEMEEHENARLTACLCLIEERDORERIGDORR )

HEFHRERAFEER 2024 46




n I d Medical Devices Agency (PMDA)

FEMNGRERMFLFALEREREZD
SLEDBEE

« BITONYFEETREIEEDBEILITEEE, #T-

- RE GEEAXTHOIEREEDNDBANRDONSD,
gt |/ ([, . BIEDOHEBL. ALICKDREBERERIZELY . 2455,

A kg/h Bkg/h Ckg/h 3658, #EEHITH_EHLHFTES,

e sw
EES D kg/h
HETE-mERER
i ) <3 o(,\—c-{,AI’&H%L\T_
\ EAHfFIND,

HEFHRERAFEER 2024 47



H I als and Medical Devices Agency (PMDA)

ILT=FF KR

v 'd

« HEMMZNHIEL-OIZIE. HEFRO/NMMENADBE-EHFEEARICELY
%I—%_.rﬁbo

o IIENEHICLE -GN E- REEHDAFR - ERIZEFIZIIEERD
AIliéiéﬁz',g%IElZJ:")ﬁﬁﬁﬂ

HEFMRERAFEER 2024 48



Fa I d Medical Devices Agency (PMDA)

’ == SH = =
SEBENDEELRAE- LHEEEHEORE

(0 EXSONE SEEEFOEE ‘
> BBk DX{bIZ&DHEE/ @S
> ifﬁ#t%ﬁ M ;l= 32 ‘* ~

g > B IRET y EIEOD)JJi‘“:Jb M‘g

O DXx{tIzEIFTHEEHLEHE
I EREEORE RECERSHOERUNEIR M OBIRERS.
- ATHIEE(AD EHIMEEOER: REZRMICRAL, A0 KMER LS L,

. TOEROBFEELEEL EXAOEENEEZRLSE. ARICRETEEL®IET S,
. BRI ORE - RRANTSFITIADERERY ., #RE&ATOMHERIELEBET,
. DXAEIZ36 i L= D & EAE : DX{EIZ 34 i 7] BB IR il D Bl A O H A F 51 & 4ERL T 5.

HEFMRERAFEER 2024 49



n I d Medical Devices Agency (PMDA)

R RE BRI HHHEX

= mmBE MR
BREEMMEMEMR
& 32 = BT R 2GS BT AE B

B 2020FENoa\ ITHIC, EfEEEZNRELTE2H (EFH]
14, THE1H) Eie.

B R RBREEEMRELICEAEE,
B GMPEHREE.EEEDEHEAM,

V

INFTIHRELO23FETHHICIHEERT E)

HEFHRERAFEER 2024 50



FRIeEWEBR—

LF¥a15hU=BAIVR -

g L¥astU-H410 2%
2a-ORE

B L¥astU-H4I 20
21T

o B
o BIESEN SRR
o WIS REEHETOTx

a1

pEFOERD EHESE-
BEESYSEALRE
EES

2]

HE¥ERLTHET

8

BEEHATED

aYYHYI L DDV avT

P BEMERE HEHHRE BEREEARRE  weneaw-osees  ERER
T - ;5):0;/;—:,;5.«1»6/\—:/—5;:;5111% =] ?%@bflﬂ’é, =ik fere for English Pages
LF¥aStU-HB (I -8 -
HERE-OERES FHHERTWG ’
8 L¥aSkU-H4T 24ExE
= | Eoms

QoD{Quality by Design* ) SE < ERROMFE- BiE- BMBEL OO S, LLEEEHOBAL
FERELTRYE T, B ERSREN ST 38 E - OMPHZ RET H1RETETL | BRREE

IR DD, EFOEATOBAKRIEL T FET,

EEOEENL TS, EITEEEEITOL TTRHETSFETT.

*Quality by Designé| 3. BB ERE %Y. WRRU TROBRLIT TSR TEEFH, 7. 7
SR HF RUSE RO 7HI5 H SRR E . (ICH-08(RY) MERIFI TR 51
SAANTTRNES)

| PazsErEn

Feh28FETH

| BazEzpE

HRFES— L (RENH. BEERNQEFES. D/FUEFES, VA ERRSFE
25, ERcaEEIR, FEH v+ PFSHE g

| EomE

o

| BEvsEMERZEOBH

o BERUERIOEGEE SETHHFS1AT0T
(SR5E5HIME SEFEIHK0531H1E) B

| rE=@EGEESEES)

$A 24 SRR

The 4th Symposium of the
International Consortium for
Advanced Medicines
Manufacturing, 7273, KE

Regulators Perspective on Advanced

SF05E4
Al Manufacturing - PMDA 8

nd Medical Devices Agency (PMDA)

= & n D Ein &£ 2 O E AR H OB &

FErEHE, 155

 PMDAMWERLIE-FEFTOEE
A4k

c TBRXEF

https://www.pmda.go.jp/rs-std-jp/cross-
sectional-project/0018.html

HEFMRERAFEER 2024 51



s and Medical Devices Agency (PMDA)

Hf RIS (EFI8) DB

BEY~veed FF g (gx| | BxE | English
MINTEEA ERREMBEESER RALSEES
Pharmaceuticals and Medical Devices Agency [ TR

Gogp  BHXANESR IEEEFE EECEI | = <vax->-8 || W slivabts

PMDAIZ2WT -
Az EEECA RO R e | asasty o o-F | [ @B 8%A

© HMENFES—2ay
BETTHOILTIVETRALET

H—ls EHMERH REHRAH REEERFRE i nammn  (Ch o)

R PO IS COR—VRSLHBA—I—HICENTS S FXOHEBITS

HEHTEE
FifTREE (MR OE£IZDOU\T
o S
.
- | . mEn= ) :
o SmenRza https://www.pmda.go.jp/
B8, ERNSEUBTERSRIENLE, B TatiS 0T o BPTE. S e T .
i vy ) B recruit/0666.html
(D EED. ERUSEUBTERSNSE0NY, FRRE BRE BT 58
e () . FEAIs B T P S R S O SR R T 2 25
(3 BUSFF T T A S M R U B T OSSN T 5 R
B [EEERES

(1) ERR. EEES U R E0TS FEROIEE. S, FHECE %S

(5) B A EE A EER S0 Ch BIRE. . THEIE T B

(6) E SRR (C LA MR EONTE (T A5

() EER. EANSE B ERE IR SO R U N 51 S ERER R 2558

B EEHA R (8) (A (7) LAAHDIEH TR A B SRR RIS S 48K (LT, PMDAML S, ) EES (TAT 2555

HEFMRERAFEER 2024 52

@ ESEHE FEENE T
D




s and Medical Devices Agency (PMDA)

HEFMRERAFEER 2024 53



