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oi M B %E i & & {F & &% (Asia Partnership Conference of
Pharmaceutical Associations » APAC) & HH o MH I 1 148 B 52 3 1 3418 2% 5
b2 1 & P 4H AV AH S » HL57 B R (e HE B 28 nr N I B S8 ) bt 2
SRz AE BT o H20124ERTIAZK - APAC FAFE BB EE > fERHEBEZEN
RS EmELE RAORAYVES » BB12JE APAC EaiN 1 12474 H1ISHINH AR
T TRERBMEERERHNHIEREE - DI ERR2EY) 2 o]
ME o ARG HILE S TEE Sy ¢ 7AMEZ 4 (Regulations and Approvals,
RA) ~ B3 - 508 B W - 4L (Manufacturing-Quality Control-Supply,
MQS) ~ & + {5 B (e-labeling) ~ &% &5 0ff 38 B B3 (Drug Discovery
Alliances) ~ oM R{#EFFE Z (Asian Universal Health Coverage,
aUHC) o AL aimian & B EEREAXN55= FDA ~ HA PMDA ~ JE(:E
FDA ~ 58I HSA ~ €[l MEDS ~ FE2KPHaE NPRA ~ E[lf& BPOM ~ i DAV ~ &
FDA FeFESE AN H A TPMA ~ JE{#E PHAP ~ MSD International {{FRE
o REFEE MG - A EEHEER - B E & INE i
B A7 JPMA #5855 - 73 AlS e-labeling ~ RA ~ MQS sRAEIE (LR AL ZHEH
BRI - o HREEEGFA S - FHRS a2l
RAHRE] « SHAR G v LT 2 8% i B B BLE A Ay 408 BN - Bl
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S B RGAKEN
oa N B @ S E e (APAC) & AR aa N HI I | 1R 52 41 1 3{E R as Al Sl @ity @ frraH
FRHY4HSS © Epk B8 A5 HKAPL ~ EIJE IPMG ~ &8 IRPMA ~ HAS JPMA ~ 5%[EF KPBMA -

5%[E% KRPIA ~ E[JfE OPPI ~ K550 PhAMA ~ JE/E PHAP ~ 5[ PhIRDA - Z=[Ef PReMA -

128 RDPAC Ffrfinss SAPT » BN & EE TIF4AH « SEantias ~ TARBERE - (78
TG ARIIRET - APAC B B2 g > 1ROt E B URE S e S R AORA &

HR 5 Ryl BT o i BT SEVIRI S Sz e B o AER By APACH 1 2/ 4F
 REHARNGERT gL T EEBRE RN B E1E - DU AT EEY)
Za M (We” re all together again —Deliver tenacious power for Access
to Innovative Medicine by reaffirming cooperation in Asia) ° 2ftHFEEIEIUGE
EEUERETRP S - GRS 18 RE SBEEZARREY - A
J640 NER B2 - AR E RIS TEE Y ¢ AR B (RY) ~ RS - W E B H]- it
FE(MQS) ~ BT H (e-1abeling) ~ &&b/TE8H#EE (Drug Discovery Alliances) ~ GEii
e REFEE (aUHC) -

AR GHEAZBE DAL R - e EFE R - By E B E R
TPMA #83% » 771> e-labeling ~ RA ~ MQS SRAZHE(LAE By IR T A EI
M B HEFRE SR - Eie BB BN BRI E] - FTHER - FRETER
TEBNE TS L0 BEHURARA (T BEEOR > H Airsiiitin E 6L & MUK - J& 5 ~ W
BRNMDUERELS - BRI AL E T LU RERE - SRR A BB AR
R~ ARG EE T & 0 MRV ENRIARA ) B EFORE: T sR bEEm i
HEN AR SGER - X AFEH AR 5588 (MHLW) B ILATEUA N B2 m B R
RIS GTRE(PIDA) @ A T EHBELENGIFRE > 1L " hEEEaFE)

REHATHAE R IR B SR R AR T R o BB AT o 55 0 Y ICH
QL2755 [ZEH 2021510 H #E AR TP B » BIPRS00 B i 8 st A 8

%atam 0 ICH Q2455 A& il & & & M 51 F & (Post-Approval Change

Blll’
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Management Protocol > PACMP) &% & i 4F ap #8 B 45 S 4+ (Product Lifecycle
Management Document > PLOM)EE A T B » HEINEREE S iR (b2 EUEE H](CMC)
FHRAEE S » ARG INeE SEUEH B AN 870 % PACMP ZHEfTHN -

ARG B o5 BIEEE T HERHA055E] FDA ~ H X PMDA ~ JE{#E FDA ~ 7l HSA -
ged] MEDS ~ B 2K P50 NPRA ~ E[IJE BPOM ~ #Eg DAV ~ Z=2[E FDA ~ 2 £ 5L 40 B PR B 4 s 177

e (IFPMA) ~ HZR JPMA ~ JEfEE PHAP ~ MSD International KE25RA0HINs Bl

i

REHEAREG - ARGHEANTHELETE - HNEFESF - LHRETEE
HIESENLE RRE > 208 ] I S B B Ay Al R R B R
{TERBEEESOR - A B R EREEEECER AL -



X - TREBASHRE

B TPMA £J& Yasushi Okada 2457 » 3 BHN S e B o B B 2EE A F Y RHE RS
U o R B S R SR EUE R A AN > BE S P A BTN Z s
55 0 1€ COVID- 199 B2 E 2] - MEIRIEE RS m it fE s e = T 2 & 3
EET  APAC TREUT AR A ~ BUEEEESE - Bl 2 MY RIKEE - DUINES
SN A RS SE Z Bl EEY) -

ik eI B A EE S o DU R —— a0 -
— ~ JEIREBIZ & (Regulations and Approvals, RA)

REEGH T EEENS BB LS (reliance ) I HE B A HEF TR > 775
FH Philippines FDA HYJ Jesusa Joyce N. Cirunay 5354¢ COVID- 19 HEE 1Y SRE -
SZEJ FDA Y Sau (Larry) Lee 735 ICMRA _ERi{& S & & (F5E ~ MSD A FIAY Sannie
SE Chong 5z JPMA FY Masaaki Kanno 73 ZZE B ETERGRIEEEENVE G - AEHE
XiamEE e rEa HEEEGF&E - H o HREYER TERETE
(International Coalition of Medicines Regulatory Authorities » ICMRA)J22021
7 H AR E SR B 0 COVID- 19¥% B Bl & R 4 i 1 A= 28 8 BE K 20 fm] 2t o 0
SEE A AR R SIS g S PR E A B AR AL - FE R AR T g
CMC &t e GMP BEAZRCHRAY AT 7% - fiEf% > ICMRA thRE) Eite OMC B ERVE A S
it - B EHEHE I EEESFIER SRR OMC BB SR & QP JRE=
B - WA A [FIEEE B A2 22 e SR I ALY A {71 - Y oA S5 5 el
JEFFLER A BT I & v RS B A4 (POKMS) HY B RE » DAL B #E PS5 W dlims A BT 17 BT
SR ATATYE > WHEREE ML ALE - EREEEE SEEIEGHH RS Lisral 2

Z PRS- I AEHS BUA OERVEE A AR A - AR RE e B Rd
DIRESK ~ EEE KA COVID-19 ~ B ZE M a0 E (break through ) BHTE4(E o35
7 (PRIME) B FIHY &% - bR T EZE » tham A Eiife B EEHETEH (PACMP) Z &¥d -
W R A 2B ERR AT P Bt B 1 3E » AR S AR A RS HY B R A B
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SIIBAVERL - AL R EIE R &ER B fEES R s NEFE A
PR E ST i R M BRI B A BN B RS S A A E - (R
STEEAT > ICMRA 22021479 H 2202272 H M & /e Bl Fs s R B A, - DIFIE R
P AR 2] - EEVER A EGIRE A D WSS (8 S 2R IR AR - IORA #Y
EREREEREEN A REE N E R EELER - IORA BREITHFEHE
HAOades » B R EY S aUE N FAHNY PACIP - S 3RS %2
HATEHEI R T - ICMRA TRaBhr e Y 55 2 - PAGTENEEE GG

DU BB A BN AR > NIE A B MR B AREER - DU ORE R B0
SAEHY—ZME: - HATEERAPEE £ Rk = s 5 o ARDER AL R ALY
s -

554N > APAC 4 ik B B 52 F COVID- 19722 175 HAR BTt TS A RH 58 M FE e T T

7 0 WEH— {35 #H (Ther Tnnov Regul Sci. 2023 Jan;57(1):12-25) - 45584
TEHE RIS E A S - BRI ESEHT(CPP) 20K ~ #5H TSt SN2
AR D EREAESE ~ PO A (S F S R B e R iR - HEEhE T
(HEE ~ PSR R i B g S 50 [F]— R ol 58~ R R e B gy 22 T
BRERIEORSE » HAp s e 2R - MR ~ SEAERE - BAKPERE ~ HIE ~ #riis e iE
R ZHIHEH S RE Ui - I - SREFunE R 5 & (ASEAN) Ht [E] 25 At il /4
HEETEURE RIS A B HE - APAC (2GR B HE S BRI THE it S R AT
L B8 BEEFESHERS - B0 - EHEENREER/ BT 158
(RWD/RWE) ~ 73 B R e B S - W FHETTE 2024 F E s - AT amdEER
M E6 HNEEE SRS - BRI E > ZREGIC R A K (e A3 429
Mg WERERESEHEENKRERS CID BRLEREE - LhgZetSE -
et B W ENIFHER: - FEFEN—2MSE - HAllEfEs ik e HE T ERGEE
EEEGEN AT - G RREE HMHEFE - tREREE SHEE
KEFEFNER -

ﬂ

Mt
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&k ERFABFA#HRETGR SR > T FENLEEERHRIEE - £
COVID- 19915 AR > ZBBIZAN Y CIE B R BT E - WP BEEMNEL
MR S HUMSH] > AR R IS TR i S 8ih - AR R A BRI ERHIR
AL B SRS st Y IR R SEAS B SR A R - RIS ¥ 5t ] sE A [FI A
FEIHSE Bz A o AN AR TR - OSAVE ARG AR AR I
FEHEFIE MBS S (AR MIEZ AR RIE - B T RSERLAE ~ 72~ B850
PR T EEGIFZIN > EREHEC OMP & GAHBRERHIES] - 5 - OEFEEEHIRTRE
FEFA DR 558 & ARG HE s A FH SRR a] AT - IStV D o] RE & 2 B R AU &
FRETHEHE - B0« BORA RIS R R S50y B EF A BR s a0 ~ 20K CPP X%
g R O (ETRAIE A BRI AR S aiEF R - e BN =L ElE
B o FEHIRTERIPEILEAVIES | - AR VAR B AL M ZEEF TR —2 M - GE HAT
E28 ICH ~ PIC/S GMP FEIFRAHAR - ARAA TGS BER PR & (F 5 A 3R 5 I

HERE °

2

Challenges Recommendations

Resource wastage in long and redundant Good reliance practices in medicines

document review activities regulations should be optimized in

accordance with WHO recommendations

.l
Rl .
Digital use should be enhanced for

BN Share real-time safety data and secure

# supply chains against Covid. communication

)

:! Wet signatures and stamps have become

%ﬁ Electronic documents should be widely
accepted

= 4

_.A“ unrealistic due to travel restrictions
X /|

= Necessity of Multiple Sites to secure stable
supplies

% Regulatory processes should be

“Regulatory”

“Process” : or g 5
|estreamined) adequately integrated and streamlined

A APAC FESEEAR B M T AR M 7 PR



Market Authorization agilities/ reliance including Digital Platform (e- Electronic- Integrating and streamlining processes (e.g. multiple
inspection, import re-testing and post approval labeling, traceability, or based sites in one license/non site-specific stability data)
agilities ser ion d t
Figure la Figure 1b Figure l¢ Figure 1d Figure 2a Figure 2b Figure 3 Figure 4a Figure 4b Figure dc Figure 4d
Use of CPP Use of Reliance to Reliance to eLabeling Serialization Acceptability Multiple DS Requirement Alignment Substitute for
Reliance waive off cover new of eCPP and and DP sites for site- with ICH Q12 on-site
Pathways redundant re- indications eGMP ina single specific inspection
testing and post- certificates license stability data
approval
variations
CN
HK
1D
JP
MY
PH
SG
SK
T™W
TH
VN |
Legend: [N Emerging Developing [N Developed

A FERREZ B H
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— -~ #HE- REEH] - (Manufacturing-Quality Control-Supply, MQS)
ARERErak i S APAC o MQS T{F4H&H Makoto Ono #E(EFFFARMEITSIE » I

FH#E(E ICH QL2 TfF4HEEZ Tomonori Nakagawa ffi/1 itk s EHIETEEE (Post -
Approval Change Management Protocol » PACMP) Kz ZE(HETTHRN o ICH jA20144E884R
— AR A EIVEERHES | > E0HES [(REILAE ICH Q8-Q1 1AYALRE LAE A
g im bR B R R SRR B T A - DRI 38 sl A AR I Y 2 i (L JE -
ICH Q12455 /Y HHYAAE ICH & SRS L ifg CMC 858 B HI AL - ICH Q121
201911 HH#EA Step 4 > EEEHEAT MR T RHVEHE T > BR ] SZ R A #4ambH
% WA E B RS 2 A B A TEIAM: - ICH Q1245585 PACMP TR
PACMP wI{F Ry B EBLEM BRI E A RS E R a2 ik > HNEaEE
SEREE R (Established Conditions » EC) ke AHEHRFGEIHER T} - PACMP —fE
17> CTD Module 3.2.R B2 » AJBEIA A& SR E a0 ol 2tk - sOr gEim b it DUE A2
Pmit  H A Al RS & B i 2 TR SR B BB ) 20 T in Z B PACMP R 504K
ERBRAIIZ AR BEFRIAR TS T E T ATy AR R - BB R BB & FE
WkEeE - FHRASASRAS SR M & MR R et il 7 EE R L - MR A B
REFHEE  FEAER T ERHE A A Blhabass RIS 2R B - i

25 PACMP Z R M ] el SRt &S - ZRFHGTEE R EN ST - A8
AN | 1% SRR o (45 APAC SEEE [ PACMP #ETTHN » S5 FDA TUR 20224
10 5 &AL 488 (Comparability protocol )HE5 12 ERE » EMA ZRiA2010-EETHE
TrERNEGIAERE PACMP ZHE - HAFE201 85 fEE) PACMP s{3 )7 23522021410
PHERTEEO RGN TCH QI2AERANE - A S B S a3 SR T AR B SR E B ATy T
s RE PACMP » HiThRE PACMP 2 ZEARSIY DA W% 5t RORT B 7 B = B 5
ZEFTEEL G - BARESET - fi PACNP 2 ZEAFHHERMEAR B 2K - &YnI PR3 ZES
{8 A M TSR RUBEE o 55 0 $HAHEED PACMP BUR » & B B3l Fy vl 5 ok M i B A R AR
HERFRRE LR - (R AR EEY I 500Es -
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REPF N2 ZEHEH s HSA 1Y Subin Sankarankutty ~ H A PMDA /9 Satomi Yagi
R ey B A R PACMP FRETTER I RORACKRE] » B s (AR B HES) PACMP EX
RANES A FEARE] - Wi HSA CetrE SR E e i G - E5REUR T
ICH QL2955 LS HIZEFETSh - A1 Q25T 2 HYZEEEY2% » (RIILL HSA A&
P PEE TR HER) ICH Q12 > DIGaT3RE e SnyAEfaiefE] - H AT HSA {E £y ICMRA 2 —
& - 28l Fiifg ONC MHRIE T 2 L [F%EE - 1£ PACMP JTHIMEREIZ S < iR
TIEERE - AP EHEE) PACWP 98 % (E R ERZ A REFR EC S I B ZE A
g - BHBEEER R ST EMY - BRIKE - HARSRIAH ATE2018F4H
202147 F AT RSN PACMP 5% 5 %% - 205 2 JRrs & o 81 PMDA 3B pre-meet ing
wt CMC B GMP Y HET 5550 » 1778 PMDA HURSHLaii& P {Theix PACMP W HUSHZAE K
PMDA 25 &4y - BUSREE ~ Wil S « IRV & F inik PACMP HySE 8 ZfHAY -
HACAE20214F10 H S8 EREERG A TEAL AN A PACMP AHREANE - ZE Mt S NS v BE
R B8 i B » FTEsCHy PACWP stEEMA Goi%t - EstEE 0 AETE
WARGEEZENE Y @ AlstEE e g R BRI TE@R = - HAiSieix
S SEEA M~ PR EREUHISE - PACMP #E &R
TREFIZLVA0(E TAER » FoRtE I T 4R 2018 TIEXR - AFJNRHHRT& &8585 -
&S 2 IAFRE @ (RRIFSEEA R Em TSl Fwm RN - HAT CMC fHREE
HERGRIBL B B WA  BRlEE - WS @RSEEEE
WBLERE ~ APT ZRE ~ telaiiitg A2 E B EENEAIHFL - BNRFEITEREN
HaE R EHE EMHBERSEMEE - 55 BiE2023F4H » XEEK
AESF: PACMP HHER 2R - 5 Flin A\ v E b3 TAF 4B (Working cell bank) S
fE#Ehn(Reference standard) ZSEEHEZ - RACKZINEIIGE ICH Q254K ~ BE
PACMP Z #EELK SR  WIR ST TR A FREET 2R - DUAERESE A %
S -

Befe TRF NGB AT A s g sl B R T4R G aTam & 1) S amotH BR 0 o e PR 8 o 4

\

IO

PACMP & HRELE © R J74E ~ OTC »

Eﬁ(ﬁ



G T {eT ioh BB PACMP 2) A SR 25 BBt L& B s 2 e A FAHE - Al dasts
A B R AT 2. PACMP HREE &R AE AR - &l & — 20 F 2 R
e S BEE A B AR B A HERE PACMP - #5 ih ZE (5 B B oy St (LA S E T T
figd PACMP Hy%4s » H AT ICH Q12T{F4HES5ER PACMP Sz PLOM AHBAZE B A m] B Se #ix
R 2% E NS R R R AR B BRI 2 2% - I - R
EEBUERET (NC _EMif&E H ~ SOR AR FAE A Ay 2 2 - (HELRG A2 A
fY > G P A A AT b R AR AT . PACMP STEEDUFIZE R AIME - ERIIE PACMP 2
BN FESE B AR BN F AR BB AL AT & E « EREA MM 455 > PACMP AYHE

DR BIT & B S B

Category us EU Japan EconomyA | EconomyB | EconomyC | EconomyD | EconomyE | EconomyF

Major

Moderate

Moderate/Minor

Minor AR Type IA MiV—N AR Notification | Notification
-Minor

Do & Tell

A S RS R PR
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=-~&BF{5E(e-labeling)

A B 15 S PHAP 9 Paul Marvin Quizon Kz JPMA fJ Naomitsu Yamaya #5050
NI [ 5 B 17 BEAVHEBI R - (IR G &SR - SBIBR TR A SAEE - R
ZH A B A A S U A - (B —E A R bay 0 BErg =l > R
— & A DUB B GRS R 7 NS R SR & s TamisE: - B EZLIR
JT RS TR AT B bR AL SR R T o LB SR B A S A B R AR B B
Ji48E - AL T E R BT B — B B A RO TN A SR LL L » AR EE S
B AILREAS S A R E NI E T4k A 7 B - At EIERER (5 R
SRV IERENE RSS2 M R a[E R - E4h - BRAVIE IS B R B S Y M Bt
TRRESHY 77 ARS8 L B R > 40 ¢ QR Code B¢ GS1 Barcode » #IE R[0T fEHS fE
BETE R E R EUS R 0 A - RV EAY - HAlE&3aE - Bl - H
KEFHRABIUEHEANST - HMEIZRE AR E (7 BEAVARE] - Ek nT ey 7
I\ {EPDF ~ XMLAEZBHAG - Fb R E & B EA RS U B B - [ H A5 Bt
HHEE 7 B i — B R AR B ~ 57 - BT A\ BB ARy
wUIETE -

PET ARSI H A PMDA #Y Tomoko Osawa * ¥[8 MFDS Y Lee Yubin ~ H2KPHEE
NPRA Y Rosilawati Ahmad fi¥eE (7 EBAVHEENEIEY - HATH ASEAC AW AET7
HHHERE - HFr T OTC #E5 ek B Rtestfoh - EA FsaiZRIgkf A7 -
Ty (S0 B R TS T B S ISR B U 2 S AR PR T EEERSMEEEn | GS]
Barcode - i H KR fEA A R AV - 5A TR AT B St AN B2
SERF 5 35 (LR GS1 Barcode &S EFANVIERENLE - HAE 201944 H BIAGHEST XML 4%
AT ER - EERASTE - H2024F A HEEF AT EEANE XML 1820 - 55 HAH2021
FEIH A TE T B - BERA2EE > H20234E8 HBHMA BT RIE SN 0 AFRE
LRI B BRSPS S G E I BERU - By T e ees il Ae
SE S AR EAYHRE - PMDA JREETLMH FHAEUEERE - Sl i B e pe e i HA 2 A
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HTRR T ER - AR B A B 117 B A F Su B 2 B et e it A d N2 i -

e B (AR AT Al TR BB TR (A Y b > BT B (5 B A >R B s .
e HEBNEE (7 BLECRII 8 Ry MEDS 7E20224FHTAT LO0SEE ST~ — » MRF
2023 F 2024 RIS e 7 EEHEEN S T 2K o H AR Bl S RO AT T B AYAE R
FUE » BEEEORYYMIAETIEL QR Code ¢ Barcode © 20234FAYERI T 22347 A 10fH14E
RAN2TIRSE G - B R B IR ERIE e (E FH A RS - S b4l 2 2 ¥ I RE s A A Y
WL RE TR - W EINZEEFHREE LK - DERSIe SR B EE
FEft PDF 2K - ST Z5RF2 202352 10 5 AR R HEED SCIEHE AR 12024 555 285m0 5
- RATN RS e 8 P #EE 22 OTC 2Ehn - AR PY no (UFRaR I FS 2 e a4 e AH Bl fid
G021 EBHE TR LTIFH - AEME T B EEEECER - Ba%EH
DL T B I PR R s T 2 o TARARRY20224E 4 AVERL BRI U3 - NPRA
JRAETFY 2023485 H BaaHEEh & 107 BR R - I BRF R EE B BT (8T - (RIBEE
SR BETAIATSRISEMNEE - HrP HE 8920 STHISEE TN E R E R - HEREE
FORAH TR QR code ~ HANMIA RECEIZ ZEA{TE « BN BEIZAERTE
AR ERNR - B RER S - EFRGEAR202322025F EIC &3 T > iR
%FH NPRA HETTEE > FT R n] semERAVPkE L &P G R BG4 - RS (R
code FTREACEHYREAS ~ AMA[3E e AT AT R+ ROREEAIE - BT B (B
RUE Ry > AR S M AR B BB TR S 4E i B ZHY QR code > QR code 4§
HAEF NPRA QUEST3+ £ %1% v] 3784 PDF FEZAMHEIRYEER » QR code 15 EHEENEIE DA
BB ARSI S M - 52023485 H 220205 2 HREH BT > Tl THIE
BEATAE AHEER > RS RS EEF RGN R RN E T E
NPRA 3l 22202354 H S4B 1 BBHR5 [ HE5RE 27 - NPRA JREDRIB PN (T EEE E 1%
JE L Fh 34 SR B BB R bR (DHCP) - B fE — PRI LA T EE TR ER AR
EOKIER A H B R AN B Z NI R R - R T X E MBI E 1 A
BUER » NPRA TR 73 Al B BT BRI 35 — AR L5 ARk T o br - DABDZULEE
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RE FRPGan B Hl ~ SEAT - FEHATGE 2 B -
B 1% 2K E ENNJE BPOM
/& TFDA 5 2% B B ORI E 0 BHEENE Y - BB E o€ % BUA 2 COVID-
199 B E A BT - WAREIE 2023458 —HeghE 1 el 72 - slifE e
PRI P B FET BT > A A OTC &5 - B R &8 an e i L n EsE 5 B
ZEAE20204 K T IRIFE COVID- 199515 » $13#f COVID- 19 et BRAGHERN & 1117
B AR 2023 R A S 0 T ERAYHRER T 2 Ry o T R B AR ]
A - 55 RBEGHRRINREHRECEE Z Sl BEHTE » Mg T REEEE
AEBHMFEEIR » AZECTIHEAERAE IR - TR E I BRI ~ i ~ Y
IR TR KPR EE o SN HEEN T A5 L) U SR T 6 WK

DI > SERG AR BRI B 2 EOR R LA B - (F Rl Bh N - AR

ZZ[ Thai FDA ~ JE{E% Philippines FDA ~ #Ed DAV &2 &

Barcode °

APAC WBEGER: » FILA EROBISIEARA -SRIV 7 HS & SCH R e 2 )
ATk HRE] - BTG BN S B T B RS -
Labeling Easy Structured Eliminating Interoperable
availability accessibility contents of paper e-labeling
on RA to e-label (e.g. | labeling such | labeling from
website via bar code) | as XML a commercial
pack
EU v In discussion | In discussion In discussion
Japan v v v v
U.S. v v v
Singapore v Voluntary Voluntary
Taiwan v v Pilot Pilot
underway underway
Korea v In discussion v In discussion
Malaysia v In discussion Pilot
underway
China Some products

A SEETTEAERIFL
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Market Implementation (Current or Planned) Electronic Standard
Canada XML PM (Product Monograph in XML HL7 Structured Product Labeling
format)
EU ¢PI (electronic Product Information) HL7 Fast Healthcare Interoperability
Resources
Japan PMDA XML PI* PMDA-custom XML Schema
USA SPL (Structured Product Labeling) HL7 Structured Product Labeling

2 No official English name is available. For convenience, it is called "PMDA XML PI" in this paper.

A SR TS BT R
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/g ~ 5L AFEEEEEE (Drug Discovery Alliances)

REG S APAC HREE bt 35 5 B (DA) T/F4HAH & Megumi  Tkemori #E{T/04H » A
TAFHRIL Z B RS SRR &P E L= - BRI a2y a3 A 2214
Hk B & HA TPVA ~ BIFEEE e (KPTA) ~ RHHAE] ~ #RAHE ~ 8K AR
Ba e A e HEE))/NAH (BPIPO) R AE WA %8 00 (DCB) ~ ZR B AR apfeb 52 sl (TCELS )
% - BIERIBRERRIR H2018F H A & BV E AR - HREJNEEE COVID- 1991 » HE
TERILZAVRIITHER - ARRWRRHETR R SR 5 2 B E oM & - fE7%H DENSO
/\H] Masato Nakagawa W9t B0 ZEE SR G ERVA S » DENSO A F] RS s S (-LE
P 0 AEBOMNIREEA o080 » 55 7 S A A 1R B B T P 22 Y BN b e B e 3 [
HY7E 5 > AHIERA S I (R =] B PR YRR TAERYRE » BIOMN M S i S A1 -
BAE B EMFESFRR TR % o TEE S PIHIRI D 2Bk 5 B AEE = > iR
EZIRPEANTS » 55 0 5B AR EBOMNBI R TR SR aoiit & - (HEES A
A S a M - R R B R A SR E BN E E 8T - DI b A&
REE A EYIS o BEE A2 A  FREE ] RREERSE - EEN
SEFRE BT o iz B S | FERSCVEEMUR 4RSS - SRR E R A A ETEERE S
B RESIFE N X -
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A~ SRS (Asian Universal Health Coverage, aUHC)

REG T H A2 B Keizo Takemi #1755 » 5%BH H A H20004F EE B fix 2
B AR AR R o BRI 202345 A BB IR R TERIAH AR S & (GT) » RoRe(e iR
BR A BT A8 28 (resilience) » HABRTBING H2E - & © 581k
JEZ 2N LA A B R IRE A2 ~ 18 COVID- 19 B IE S RIEFEEE -
(e HEEE 2 K U BHATRIRT » Sy MRF R S B ER 25 g R 2 B A Ve B I - DA(E 2
AR AL R ERBE IR E & 1F - BEAh > SR IR K » F 8o & B ERTEE 4
o HARBITEEMFE 007 20204 2508 nooM e e FE R e B ad 45 51 =5 (ATLAS) » HHY
FRAE ar NIl 17— (B fE L RS B B VRS & » WA A I — H sE SRk Ry & i K
HIEE PRI FE MG ERAE4E - BRIKEZRE HA - B8 - &8 - #rink - &34 - JEEE
BR ~ ZEE ~ RAKRPEEE ~ EIEFEIRK - 55 0 $HEH0 COVID- 192 VS MRR - HAR
BV B PR B LA 20224F (T ARISE BB - KFEIZRE] ~ JEEEE - HIE - M FEIR
EFET AR b Ao By EAEAY MRCT B PRE SR -

BN AR H A EERA T R EEAY Teruyuki Katori 2= H AR RIECREER] » I
5 FSCRRESR A ARy Prbg il R R BB HAA B SE S e B o - H AT 1960 TL 2R
fEPREE > FIHIRRATR - AGBNEmIEEEAIR - (EEZE HALBKE » 461
HIEE RS 2 K - AR SER (LS - HARWE2000F & L R B REHIE - Wi
BhER ML H IR AR A% - FE LRSI S R & 1. - HRTZIRBEIA 1908 A - H
REEFRIGEES S G GDP HorEh ~ A dbfrd= 2 S Hih GDP H ookl - FEamiihleE &
BRI - 55iRH% OECD it iiv s fatt » B IEEE H S G GDP | /o ELiZ A BT
fE et FUR I EHYIEES - M FEEALE OECD B EHV I RARREY F52 . 1% - FTKEEE T
BB 2t I - BIPEE BRI T S R & MR B RS R KAV E
SRR 0 WA BEME R SR AT 2 YA RE - sl Bt A H i n B 2 > SRS
TLREIR & RIEF RETE - AIVASAERERENHEEMELRE  TE SRk
& R NSO D B A R AT SS - IR E ATt & Prbm il S A Hh S -
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PFEZHZEEE % Pharmacy Council f Rungpetch Sakulbumrungsil 43 S=2REM(E
BRI - —fA%RMEA Civil Servant Medical Benefit Scheme (CSMBS) - i3
ZE# A Social Security Scheme (SSS) » HERAI4NA Universal Coverage (UC) e
ZEMEEN A GRBERZWAT R > 48 ZEARLE  SEREE/RE
PIC/S GMP f5 ~ HAMBIRNSEE(EE - HATES G T IR 5 AR L
KEVEESERYELL Fixed-Fee-Schedul e 5T EIREE(E - W IGF I THEEFRE - BBIHD)
AR RS Ry B B AR I IRZ RGN - e~ DhiEsgE - st¥boes
SE A STENIERS > B8 - BEES - aEETE - E LR (cap) ~ BRIEX - &
5 SEmAE e (MEA) % Bef& HUFTIISZ T RS Jeremy Lim 73 SIS AY A i
SR II A ZAY30 R > HA CIBEOR S PURpC R - By T BES R R R A S
BEE ] 0 20148 E 19504 Z ATt A AV ES AR 2217 Pioneer Generation Package il

114

[ > 2018 FHEFE1950 F 1960 Tt A= HY R BE07 Merdeka Generation Package
HIRE > WY TR RIS B AR 38 A B R T AR5 B EEIR - BN - AR S EH A
SEN]REW AR RIRIE ARG EE - EXFAR LR - B H AT ES R
ZiE o BTIIRAE2021 IR AE R S8R B - ERFALT0IHEE S > BFES H - G1ARY
anHE R FI3405H » ELIO0RHYRERE I EE - HERIMIAA N T & AR R AR A
WA - BERVEIL MRS E R AR - (PRSI ARET - HEBET
EAZEE AR - B P AI[R(E30% - BRI EMAE S MATIER S - AT
o 0 HATHT I ESTEHEE ~ OB ~ B 208 R h B B R AL AR R
RACH] S VEHETEER o0 > MR A IR AN RAVEOR I A S A5 15241 73 > BL

PRITH AR -

-

Jrii
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Source of Financial Resources for Healthcare
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* APAC K uLATH 457 ~ bt s Blas SR E R b E B 2B EsOnZ VP a > H

BEHREMEGEE > EERASFESEMR G > AN T RERETAR
FHER R SE SR g et 2 j 85 - W m BB e K e X B 2 B E O 8 - A e
— U EILETEKERI R

C AREHEAZZB I E N EEECFAS - EHRETFEH - BT EK

R HPE T HREAZE M 2= AANSE T AR E
FrEMEBE T EBRZE T > HREE SR ESEM (T EER V& > KK
RHRFEEA L SR IRE - DI b 8 T BB R SEE A - BT

BB FRAR S - WHEORES R EE 2 4 -

=]

v ARGHAANFEEENGEER T TR ILERE - SURLEE COVID-199%

TSR - P ATR B GBSO AR B R SR SR G R reliance ZEHE:
WA B R E SRR ALV R E(F ¥ - BB MER AR G R R EE
AN SRR AR - Bl © O A SRR (A ~ RTE ICH Q12HEh PACMP
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A EE R S S TR A (B B -
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[E 4R EAIASEE - AR E RIS - A BRI RIEIRE R -
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B~ BEERA
iz (L)

08:45 » 08:55 |Come-in
08:55 » 09:00 | Opening Remarks Yasushi Okada JPMA
09:00 » 09:10 | Congratulatory Speech Thomas Cueni IFPMA
09:10 » 09:35 | Keynote Lecture Yasuhiro Fujiwara PMDA
09:35 » 09:45 < Picture taking & Break >
09:4 s D 3 ation of e o app ation & revie 0 =Ty s ouqQ
Opening by Chairs Junko Sato PMDA
Janis Bernat IFPMA
Regulatory Agility post pandemic: learning from the Jesusa Joyce N. Cirunay Philippines FDA
strategies during the height of covid-19
New Drug Review Cooperation between Japan and Taiwan |Wen-Yi Hung Taiwan FDA
Realizing the Objectives of the ICMRA PostapprovalChange Sau (Larry) Lee FDA
Collaborative Assessment Pilot Richard Simon Binos  PHAP
Sustaining and evolving regulatory agilities with inspiring |Sannie SF Chong MSD International
partnership Masaaki Kanno JPMA
Desi Eka Putri BPOM
Panel Discussion Jesusa Joyce N. Cirunay Philippines FDA
* “Regulatory reliance in Indonesia” by BPOM Wen-Yi Hung Taiwan FDA
* Discussion Topic Sau (Larry) Lee FDA
Sannie SF Chong MSD International
Junko Sato PMDA
Closing by Chairs Janis Bernat IFPMA
11:25 » 11:35 < Break >
() s 0 D3 on ot PA o atio
Opening Shinichi Okudaira PMDA
Makoto Ono JPMA
Session introduction and objectives Tomonori Nakagawa  JPMA
Short presentation from panelists Wan-Yu Chao Taiwan FDA
Subin Sankarankutty = HSA
Satomi Yagi PMDA
Panel discussion Wan-Yu Chao Taiwan FDA
Subin Sankarankutty =~ HSA
Satomi Yagi PMDA
Tomonori Nakagawa  JPMA
Closing Shinichi Okudaira PMDA
Makoto Ono JPMA
12:35 » 13:05 < Lunch Break >
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RIE(TF)

13:05 » 14:45 e-labeling Session: Future of digital Health: Moving towards e-labeling for patients

Opening with sharing the progress of e-labeling initiatives | Rie Matsui JPMA

for APAC regions including the regulators’ workshop

Share and agree to the APAC EWG position paper Paul Marvin Quizon PHAP
Naomitsu Yamaya JPMA

E-labeling implementation experience and future in Japan |Tomoko Ohsawa PMDA

E-labeling initiative and pilot project for pharmaceuticals in the Yubin Lee MFDS

Republic of Korea

E-labeling Update in Malaysia Rosilawati Ahmad NPRA

2023 APAC e-labeling summit All speakers from
regulatory authorities, plus
Nova Emelda BPOM
Po-Wen Yang Taiwan FDA
Worasuda Yoongthong Thai FDA
Jesusa Joyce N. Cirunay Philippines FDA
Nguyen Thanh Lam DAV

Closing Junko Sato PMDA

14:45 » 14:55 < Break >
b DA e on: U e drug d overies and collaboration among Asia 0

Opening Presentation Megumi lkemori JPMA

Developing next generation therapy for Age-related Fibrotic | Ippei Shimizu National Cerebral and

Disorders targeting secreted type pro-fibrotic protein Cardiovascular Center

(A-FiD research consortium study).

Attractiveness of Japan (seeds/market) seen from Asia Tsai-Kun Li DCB

(Taiwan)

Industry-Academia-Government Collaboration from an Masato Nakagawa Denso Corporation / JST

International Perspective
Q&A and Panel Discussion

Closing

All speakers and
Jun Terauchi
Megumi lkemori

| Hiroshima University

JPMA

16:15 » 16:25

b a0

< Break >

0 oward e a Sl 0 = M :

Facilitator of the session
Opening Presentation
Experience Sharing Japan

Experience Sharing Thailand
Experience Sharing Singapore

Panel Discussion

Toshihiko Takeda
Keizo Takemi
Teruyuki Katori

Rungpetch Sakulbumrungsil
Jeremy Lim

Boston Consulting
Group

Member of the House of
Councillors

Future Institute Wolong /
Hyogo Prefectural University
Pharmacy Council Bangkok
National University of
Singapore

18:05 » 18:20 | Message from regulatory agencies Jesusa Joyce N. Cirunay Philippines FDA
Rosilawati Ahmad NPRA
Shou-Mei Wu Taiwan FDA
18:20 » 18:30 | Closing Remarks Hiroshi Nomura JPMA
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