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= HHYY

iR AR S E e (Asia-Pacific Economic Cooperation, APEC)Eyoa &
B AV GFRE - HATHA 21 [Hg 8805 » IERER PR - 3K
BRI #EEGIE(Chinese Taipel ) %S » FRIKEISN » HAth G BLORRBREEE
B~ HAR ~ REIRRE ~ IIEK - BRE - FR2RPERE ~ KR ~ 4P - B
F R (Regulatory Convergence ) Z BEEZE4: » APEC 7~ 2009 £ 6 ARk

AR TS EZ B & (Regulatory Harmonization Steering Committee, RHSC)
RHSC 772 2 APEC 457G fEIRA N Bt mm (Medical product)HYETERC M
VAR -

RHSC JF&E 4 epRHE2 AR (Life Science Innovation Forum, LSIF)
JAT » Rl LSIF B84 2021 fF e H > A ZER RHSC Z EZME: - 28 APEC 4
TG B SR AR AT - R ST &R ZE B & (SCSC) ELIEIERF RHSC 41 A
H B (subsidiary body) » HEZBRMERZEL SCSC 2 HARi¥EE 5 B &%
B (Committee on Trade and Investmen, CTI) K 2024 43 HEGEE > ZHHAI

RHSC ELIEZ GRS SCSCTE T ©

RHSC € AR ETEE AR 2 > AL AaNEEE R~ F=XEFE
E&rs% (Senior Officials' Meeting, SOM-1& SOM-3) HARH » Hy APEC E4EREE>

FIREORRG I S A B « Al APEC SR 2 F IR AG v R St it 225k RUSC &3
E - HEBREIRARE R EER G 2 &% - &Rz - ZEEER RHSC i
R PRI A e & o -

AR R i EE Y E HE (DL N R R 8 ) K RHSC Al & - RI2H
RHSC > H 2011 FREEFIFEE RFEAME (Good review practices, GRevPs) »
W E 2014 FREE H A S EHEENE B2 & (Good Submission Practice,

GSubP) ° RHSC % 2016 £ » Al —E & 0f BB R ARSI EH (Good
1



Registration Management, GRM) | » WiFHEEEE « HAEA S5 @& (Ministry of
Health, Labour and Welfare, MHLW)RABIL{TEUA N BEEEmn RIS S 14
(Pharmaceuticals and Medical Devices Agency, PMDA) &y GRM &5 T {EHIE
(Priority Working Area, PWA)Z 3:[E FHLMHS (Co-Champion) ° BEEZ TNy
RHSC 32 A] Z GRM AR R/ Sk =2k 0 (Center of Excellence, CoE) » B
BRI B IMHRE I SRER A -

ZEYIE AN (Drug Information Association, DIA)fR—{EEIFEMEAHE -
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GRENTREE

—~RHSC 482 fg #;25 (RHSC Leadership Welcome, Introductions and Updates)

Kz RHSC AT HE /A ZE 3 25 (RHSC Advisor’ s Office Update) :

RHSC P2 Bk EFEE (Terms of Reference, ToR)EZE » ELFA 2024 £F
2 AR EFIE A B SOM-1 Eafrimis - T 2024 4 3 Ha848 21 (&
APEC 487588 % 5 28 o RUSC fE =28 2 SR i RBHIVIR R - S4Bl
BRI EAE » SRR RHSC /RfIA] SCSC #EfTH#R e » WA MEN - IR CTI #EfT
et o

—f%IME > SCSC IH MY ToR HA K PU4E - HAT SCSC T T 2% ToR
YIS 2025 £ 12 A HA - RHSC ToR SEFFASRE AT 88 » M HEAUEH,EL SCSC
TH T HoAthr ToR AHIE] BRIKFS 2025 4 12 3 #fwe Ry 7 ¥ ToR AYREEIESE
RHSC THETHFIY 2025 4 1 AL > ESL%HS - PWA ~ CoE ¥R ESE » WTH
ST 2025 4 3 HEFTHTHR ToR WA R » DAFI{REASC SCSC #HA < FHARK
RHSC T HHRHE 50 » S5 FENE APEC Fr AR 2 &5 BT APEC 2 &
TESEE) SO R A T 5 (count ry) & i FE(sE T 5 & (member) |
"economy (4X7HG) i~ " AURESE A (economy member) ; & -

FHIY SCSC 7 B » FE P FRREE AR S LR - R EE
- HlE > HE S - JEE T HPTISERI AR o 11 RISC EEEIIM
B E AR > B T E 8 INEEE RN - E
NEREFEH AR - E nl hisREL APEC #4E T{F/\4H (Heal th

Working Group, HWG)EEimiEMVE(E -



Cross-fora Collaboration

Subcommittee on Standards and Conformance

August 11 SCSC Workshop: “Emerging Technologies
and GRPs Emerging Technologies for
Digitization/Digitalization and Internati
Regulatory Cooperation”

Mandate: Reduce the negative effects that differing standards
and conformance arrangements have on trade and investment
flows in the AsiRacific region.

Objectives include:

Reduce technical barriers to trade and enhance market August 14 SCSC Workshop: “APEC experiences on G
access through standards and conformance Regulatory Practices: Improving Public

. . . Consultation”
* Align each economy’s standards with international

standards August 15-16 15th SCSC Conferencen Standards and
Conformance

Promote good regulatory practices in the preparation,

adoption and application of standards, technical August 17-18 Second SCSC Plenary Meeting
regulations and conformity assessment procedures

Progress mutual recognition arrangements for conformity August 19-20 17th Conference on Good Regulatory

assessment within the region Pralctices

Pursue regional cooperation in accordance with P N
August 20 SCSC Workshop: “Good Regulatory Practi

international agreements A . ”
Blueprint Implementation Workshop

0 Asia-Pacific
Economic Cooperation

.~ APEC JE AT 825 (APEC Harmonization Center Update) :

AHCETHY 2024 4210 H 28 H~29 H i FEE] & B ## 2 Global Supply Chain
Integrity Workshop » HETH 2024 45 11 B g (FEY) HHATFST) FRas R & i i
HH Biosimilars Workshop > FHETH 2024 £ 8 HitEFHiGREZ % » Eolla B

\

BE PRSI - AIOEEFFRERSIIN > TRA 4R B0 -

2024 AMGC Wosiashops

@ SAVE the DATE for 2024 AHC workshops

Global Supply Chain Integrity Biosimilars Visit Seoul in Autumn!
Oct 28 - 29 | Seoul, Korea Mid - Nov | Seoul, Korea
(2 daysworkshop) (1 dayworkshop)

G) |—| TAYLOR'S UNIVERSITY @
AHC T Wisdam - ntegriny - Excelionce .‘ ANC

- Date for October & November 2024. -
= Venue in Seoul, Korea with Online participation availa =
- Registration via AHC official websiten(August.)
- Information flyén preparatiofto be circulated

www.nifds.go.kr/apec

AHC H 2009 FHEHFEE & mEE 8 A2 (Minis try of Food and Drug
Safety, MFDS)HE&EZFFHTT APEC 75 » HIEESE 15 46k > BARIEH
H 61 HEIFEMETAE S ES) o H i TEE] MPDS EUSRFA%E 2 5 > AHC K H 2025



FEHEITERAH o W R APEC MHRBEVES) - fE 2025 4L > AHC BEAFHE
B Pilot or Pre-CoE » Hi7% Pilot or Pre-CoE $9/AH &K &g » &

2024 FEFEME TR # - WA ZHE -

4. Announcement: Discontinuation of AH

o Bringing an End to AHC operations
2025

AHC Inception AHC Mission End of LSIF Termination of AHC

As of 2025,
AHC will be withdrawn from all APEC activities.

= Inceptiorin 2009 as an APEC center, funded by MFDS, e (.A"c

AHC has continuously contributed to our mission. Economic Cooperati
- Hostedé lint. Workshops & other activities over 15 yrs.| = AHCwill operate untd024and will be reorganized

(= Around 15 Billion USD as of 2023.) according to the new international plan by the MFDS.
» AHC needed to regain official approval from APEC due to - AHCwill actively cooperate with the RHSC,

the sunset of th&SIFin 2022 as one of member of 21 APEC economies.

= ~ RHSC AAZ=#5 (RHSC Representatives Reports) :

FE7A AHC E A& RHSC 7> 1CH K IPRP 2 XFR—H% » RAIARIE &S
s AR 2% - ICH/IPRP Fak it 2024 4 6 H 1 HZE 6 A 5 HAEH AR
[ 5 BH - A ICH Gk [ 24 H & imZEY)EH5 (Jordan Food and Drug
Administration, JFDA) ~ [fRZZEZFE & L&Y & H S (Administ racion
Nacional de Medicamentos, Alimentos y Tecnologia, ANMAT)K & & -

ICH H# L 3rHE5 | M7 Addendum (Safety assessment and
establishment of appropriate controls for nitrosamine impurities)
TAE/N&H - #5851 M12 Drug Interaction Studies Guideline and Q&As &
#EA Step 4 MiEFS ICH KEERE « 55 NI ICH/ IPRP &a&5TH* 2024 £ 11 A
5 HE T HRIIZEARSEREEAR -

IMDRF &3 00% 2024 43 H 11 HE 15 HEERERERE AR - A&
X IMDRF FsR4VA 1,200 A (EHSLY 400 A ~ 48 147 800 A)Z:8d - IMDRF &

1

FZF B (Management Commi t tee)|E] =% /Y FL 26 B0 27 & /& H /55 (DIRECCION
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NACIONAL DE MEDICAMENTOS, DNM) * ZXZH Lo mZey) S5 (Ethiopian
Food and Drug Administration, EFDA) ~ &JH & &Y & 5 (Jordan Food
and Drug Administration, JFDA) ~ HnogE¥) K 55imZe B (Pharmacy and
Poisons Board, PPB) ~ &/ ErE# (R E @ (rER 22 (Comision Federal
para la Proteccion contra Riesgos Sanitarios, COFEPRIS) ~ Z= K Fl|gn
B B L E e B S 44 5 (National Agency for Food and Drug
Administration and Control, NAFDAC) ~ iH /& qn g K B es i & 5
(Tanzania Medicines & Medical Devices Authority, TMDA)RY Esfiff/E & &
(Affiliate Member) ° 55 N2 IMDRF €515 2024 49 A 16 HZE 20 HA
B PHHEE A -

g~ O A 2R AR 5 (WHO Update)

WHO Zshngs &5 B e e in B B G % > BR1T 7] WHO 2 Global
Benchmarking Tool (GBT) {7 E& 9 7E i 55 B G ZaRE S EEAE ~ (R EH AT
178 WHO & /EsF 2R (Collaborative Registration Procedure, CRP)
{EHE ARS8 (regulatory reliance) ~ 58{LA B4 B A REAEM
A~ IR RR PR S SRS - SR AR B E /A BB 25
ESTE 3 i

Core WHO Regulatory Strengthening Activities

Based on WHO Guidelines on Good Regulatory Practices & Good Reliance Practices

1. Regulatory capacity building using Global Benchmarking Tool

Mandate 2. Promoting regulatory convergence, harmonization and networking
Resolution WHA
67.20 (2014) on
Regulatory Systems
Strengthening for
medical products

3. Promoting regulatory reliance through facilitated regulatory approval
pathways, such as WHO Collaborative Registration Procedure (CRP)

4, Strengthening national control laboratories (Medicines & Vaccines)

5. Prevention, detection and response to substandard and falsified (SF) medical
products

6. Strengthening pharmacovigilance systems to respond to adverse

s tl X .
{3 World Health reactions/events
&Y 0 izati

=¥ Organization



H A S8 SRS R B dn (/AT E S IR B YU AE 2023 47

WHO sk —Ft3847 1 8 A= ERME B A dn el - ‘B S A SR BB IS B R e o
PR T RTRE G AR ERHRAN B AT REIE AT 2 S B AR BRI
ETEYA 7 E~17 BRI RAYEE - RNER TR S8 8RSy EETs - 1
BREREESET - NI bR BN E S B e & - EE R L= -

Why this is critical for achieving public health goals?

Substandard and falsified medical products is a reality. In 2023 alone, WHO issued 8 global medical product alerts
> 5 on contaminated medicines which caused unnecessary deaths and illness among many children

Estimations Impact models
L]
10 5% Observed failure rate on . L] estimated 72 430-169 271 deaths
(90 medicines samples in low- A Child caused by substandard and
(¥ < and middle-income countries ‘ , deiiths falsme.d antibiotics in chi_ld’ren under
JC 5 suffering from pneumonia
US$ 30.5 billion 31,000 -116,000 deaths

Est»mated spendmg on SF ’(
n s in LMIC, based :
on siehssle bnvel seles US$ 38.5 Million

estimated spending on SF antimalarials in
sub-Saharan Africa**

Substandard and falsified (SF) medical products undermine all global public health investments through treatment fallure, harm to patients, AMR progress,
damage trust in public systems, increased out-of-pocket spending , increased morbidity and mortality, disease prevalence, lost income and increased poverty, etc.

i e i 5 . i e
\l;/, “L)\ \?/ World _Hea_lth University of Edinburgh London School of Hygiene and Tropical Medicine
&8 Organization ) ) o

ST Source: Public health and socioeconomic impact study 2017

WHO FE48 GBT SRS TEFE LS5 1% > TR &5 Bl B s i B e A fiE H
JERAVE (maturity level )HERZE S » 47 K 4 (E4RK ML1~ML4 » [fiz25 4k
5E TORHIER 2R 1S ML1 Kz ML2 5 s 2 PR B o

ST



Global status of domestic regulatory systems
(medicines and vaccines regulation as of June 2024)

Total Number of
economies = 194
With some elements of 100
regulatory system
73%
Evolving domestic
regulatory system 9
44
Stable, well functianing and

0 Recent announcements
@
— — =
”

integrated

*
0
Advanced level of 30%)
performance and continuous
improvement
2018 2020 2024 .Zlmba!bwe becomes the sixth feconomy
in Africa to reach WHO maturity level 3
g:’lﬁﬂ World Health in regulation of medicines
\‘i_§ B 4 Organization
ML: {regulatory system) maturity level Source: WHO RSS database, June 2024

.~ GRM PWA Kz CoE #zt5 (Good Registration Management PWA - PWA Champion
Update& CoE Update: TFDA)

GRM PWA H B £E58 61 H A< MHLW/PMDA J%[F - 2% » 2T GRM PWA HH & 8258
REFETHRE (RN T8k ) Sy R EEF P EE ] Z B8 AL E] (roadmap)
IRERAZR RASC &3 » BRSBTS RS (R FEIE BT

BEEFRIE  NEZEN 2024 F EFFTIERCR K 2024 4 GRM CoE
SEENFAE] GRM PWA E257 AL 2024 44 H 52 6 HEFI — X Steering Commi t tee
Al R AR E R B i 4BV E B S (Thai land Food and Drug
Administration, Thai FDA) » EL4YEARKEE Himm LLERS -« 43 72
GRM CoE Workshop- WifC & RHSC 24k SCSCTH T » L EE#Tina T EE 7S & ( roadmap)
B~ LR EIHH o 5550 GRM PWA ARAARE] ~ & GRM CoE AR AR ENHEMT
e+ GRM PWA RAKFFFEEHI AR Steering Committee » Z&[E GRM AHREASC
7 ~ HEBIREE > LU S R {32 GRM CoE -

BEZTG T# e GRM CoE It (RN A= EiT#k=) » MENAE
EJ7> 2024 A GRM CoE Al BEEZF LLETHNN 2024 429 H 3 HE 5 H¥H GRM

BT SRERIE - BEEKE ERrE N AL (University of Southern
9



California, USC) ~ B EMA ~ H 7 PMDA ~ SEH#UEEL7 & (Asia Partnership
Conference of Pharmaceutical Associations, APAC) 2 BE 57 ER = T30
TN ZSFRE GRM AZ iR 7 RSEIESN » W& 5 R s
RIA AT TR e 2 P AR B PR U FHRRERAE Conducting the Review in

Regenerative Medicine o BEEZERAGKHFENHE GRM I SERIE » DAsRbIE
I A RS ERR AT - 4R EIZEEY Thai FDA #7315 - B EEFH 2025 FEHFLILE

5= GRM CoE Workshop ©

~ CoE BFEA# 45 (CoE Coalition Report)

RHSC #4875 a8 (R F & h#1¥#f CoE Operating Model ~ CoE Assessment
Plan S REITETam KA - FEARECG AHC KRR I APEC J&#) - HAEL
T Pilot or Pre-CoE &Y - MIIEMERASCFNE - RERHEIEIERIAT
HECTAGHEI TR - 55 CoE W - H B A H2lE - H A28 CoE 2 MOU
FEAH - 404 RHSC B2 IERRIET APEC - FEGE S RUBIF S H] - DUANER]
R o

~ BREE ST (Strategic Discussions)

275 APEC %imtE 2 fEA 3ERTA CoE MZH IEF#2 MOU- (AL RHSC
[E BRI R FFEK CoE FEFEE MOU » [fii FsHfECR CoE HYSHE » HFHH RHSC <HZ&
P&/ PVA R BN SLEE(F - JisR¥S & CoE HYEE -

R4 CoE Operating Model #iE @ M= FHIFEE A CoE #EfT—XIE
TCaFE o RIE RHSC E5FA PWA TZEI¥ITHE 2 % CoE BUBIEHG1FE » HIEN
2025 4F SOM- 1 FaiRite X THET5ERK CoE SHETEREMN TIE TSI M AFIE - 5555
CoE Wi HRIRBEa M55 - B E WA aHEalI SRS G EUZ LSBT ENA » P
HARECRETAG (S — Bt -

FH7 AHC H 2025 FEA IR E B Pilot or Pre-CoE» KK Pilot
or Pre-CoB JEFIEEH HEBACR L FEFRAESERPEE 2 B DR A A

BIER CoE o B2 atiEIHEER B Pilot or Pre-CoE » 55 CoE BB & = BhiH
10



AN

BEHBIE IS - WY P REHE P
1 PWA 228 (New PWA Proposals)

NI RHSC & s A5 T80 = THARALHT PVA HUHRZER°K > il Ay
Pharmaceutical Quality ~ Data Standards sz Orphan Medical Products e
Kxtzmie o JRAEZE BT Pharmaceutical Quality & Data Standards 72—
{EF#T PVA - SRR A RFESS SHRENE ~ BRSBTS - MBI A Bl 2 %
KBS > R R E EEE

ZJ2Orphan Medical Products > & HFERREETRBIL RES 2 HE
MR TAESHENS - SUERBR I PVA - SCEBETREA . PWA HLE & 1F

) et ZRERfR A EMB IR RN AR - 255K RHSC 21 Ta 3

» TR RHSC Fim & sl M HAZET5 (Any Other Business)

2025 4= APEC FHRAC5AS H Al FHE FHEREE(T - T2 RHSC &aiiiic
& 2025 5 APEC SOM-1 €2 B » fhsT2E 2025 H 2 H M) » 554
Tipe 2 R THRER - A B Pa A NEE - APEC AR K RHSC
PR R A A -

FH A B AT RHSC EL[E15F IE 8 30y T HECREL S AR B (R R IS
1% %8 RHSC PR IR 5 S4B ISR G 2B DUROZ B JHRAE (F RHSC

A& IS 4H 4% (TCH/ TPRP Kz IMDRF) A9 A o

* DIA Frinse g

K2R DIA ¥ et B3R &l " APEC Regulatory Harmonization
Steering Committee (RHSC) Special Feature: Advancing Regulatory
Convergence | F 8 #8855 RHSC % & 43 Hll%E Overview of the RHSCMRCT/GCP
Global Supply Chain Integrity ~ Good Registration Management -
Biotherapeutics and Advanced Therapies ~ Update on APEC RHSC
Pharmacovigilance Status » RHSC Centers of Excellence Overview &

Operations SEHETEHE -
11



Good Registration Management 5y FHEHFRFMITHE - NEE
B MRS GRM B R B » MEERBFATAF TRk 2 BR - BEEB & i e
CLETI? 2024 49 H 3 H~5 HN&LHEE GRM CoE Workshop » WARRH=
Critical thinking and regulatory decision-making ~ Planning of
Application % GRM A% CRUEMERBEERIZSN » TREHHIGY AT A3 2 Bk
BB FH R RRAE Conducting the Review in Regenerative Medicine » X
& TR AL -

AR IR - Bl B EEEHE] 2 GRM CoE Workshop » KFER
BiA 2 3 N B RCEF AR - BT s A g5
FLEE T LA E A PR e - K BEEHSEA GRSt
FENE - HFEEETT SRR AR A E TR - BRI AR
T2 BB RUE B - MY MR AR A i R e
TR ETTRAE AR BECRRKEFEEIFLES - it > BlgESY
T mol b B EEE TR o

12



2~ WVSEER

— R FHERE S RHSC &% > 235 GRM PWA K GRM CoE B35 - WiREfa &
FHEFEARRHLILZ PVA B¢ CoE

1. BEEFH 2009 F£HEEHIZ B RISC £4 > H & CRM PWA ~ GRM CoE %
EFT{F - RHSC & % #3%8 LSIF ERsE H - HEU - REAE - RHSC
RELF By E AR EENE > 404 RASC &858 MR TR HEME - i
fEfHi2 B RISC @ - 5(bH8L & APEC 4O RS > SO L& TE - FEFHH
EONE ISP i

2. BEEE HATAE T GRM PWA K2 GRM CoE 2 BEfir » RHSC BREEZESK & PWA
BT & CoE BUBIETAL ] - BERBR AN MEE > CoE » BifirEEH
GRM PWA Kz GRM CoE B2 » 77 mI e R B BEZ ATy I R 4 A FARRH L AF -

3. R RHSC iR 17 —TEHTHY PWA > £13E Pharmaceutical Quality 5 Data
Standards » {EAEBHESIRE (roadmap) BEESERR @ B ARG 2 S F
HUE FARACH T 2 PWA B¢ CoE DARFEFE I S 2855 7> RHSC HHER B -

T R GRM B SRERAE - B S AORIS g BEEEURR A B 20 > ik
Tk B 22 HAM SO RS 2R HF 2 D - $& (T GRM SRAZA8AT

1. BB G B SEEUHRR AN B 203073 . GRM 3N SRERIE - BRA]
L HADR ARG S0 AR » ERMHRSERG 2 AN R EEELAN - IRA]
PAEETT RS > PR AARAESS o« KRR IS FOR IR AR
T o B FETERSI AT - BIsE T EE N B
Hl > HLEEEHE - B BRI E RS HE -

2. R RUSC & 38 DIA ¥ ar g HAf - B2 42 B 4O ae 2 A
B R RS GRM B EIHERE - DR A H AR S s A
G BEGCRE > HEMBER ANS TS A RN o Bk o 2
SR AN HoAn £ RS R ER Y A B S 50 B GRM FHRRVEENES - Al RERIR &

13
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Hig%— ~ RHSC &rsssia

Regulatory Harmonization Steering Committee (RHSC)

Meeting
APEC Secretariat Office — Singapore

July 18-19, 2024

Schedule Overview:

July 16-17: DIA-Singapore Meeting at Voco Orchard
July 17: PWA Prep Meetings at Duke NUS Medical School
July 18-19: RHSC Meeting (09:00 — 17:00) APEC Secretariat Office

Agenda: DIA-Singapore Meeting
Date: 16 — 17 July 2024

Location: Voco Orchard, 581 Orchard Rd, Singapore 238883
July 16-17: DIA-Singapore Meeting (RHSC panel July 17 afternoon)
Contact DIA-Singapore directly for more information

Agenda: PWA Steering Committee Preparatory Meetings*
Date: 17 July 2024
09:00 - 12:00 Medical Device PWA (Meeting Room 2C, Level 2)

09:00 - 12:00 Pharmacovigilance PWA (Meeting Room 4D, Level 4)

Location: Duke-NUS Medical School, 8 College Road, Singapore 169857

*Teleconference Meeting Details for virtual attendees may be arranged by respective
PWA Champions. Please contact PWA Champions directly for more information

Agenda: RHSC Meeting
Date: Thursday, 18 July 2024, 09:00 - 18:00
Friday, 19 July 2024, 09:00 -16:00

Location: APEC Secretariat Office/4' floor Conference Room, 35 Heng Mui
Keng Ter, Singapore 119616
*Teleconference Meeting Details (For virtual attendees)

Day Virtual Meeting Link
18 July 2024 (Thursday) Join Teams on your computer, mobile
19 July 2024 (Friday) app,or room device

Join the meeting now
Meeting ID: 497 932 701 198
Passcode: N68XuX

*Please note that the start and end times for each session are subject to change
depending on the pace of meeting discussion.

15



Introductions and Updates

Item 1 (25 mins)
RHSC Leadership Welcome, Introductions and Updates
Dr. Michelle LIMOLI
US Food and Drug Administration (US FDA), United States

Dr. Naoyuki YASUDA
Pharmaceuticals and Medical Devices Agency (PMDA), Japan

Ms. Bazilah (‘Baz’) Abu BAKER
RHSC Secretariat

Ms Elaine LIN
Interim RHSC Secretariat

Mr. Cesar Bernabe Perez (recorded)
SCSC Chair

Ms. Piang-or WACHARAPRAPAPONG
SCSC Program Director/APEC Secretariat

Item 2 (15 mins)

RHSC Advisor’s Office Update
Speaker: Ms. Patty WU
Access Partnerships

Item 3 (10 mins)

AHC Update Report
Speaker: Ms. Jooyoung LEE
APEC Harmonization Centre

Item 4 (10 mins)

RHSC Representatives’ Reports
Item 4.1
ICH/IPRP
Speaker: Mr. Hyungok CHUN
APEC Harmonization Centre

Item 4.2

IMDRFE

Speaker: Mr Ching-Wei CHANG (Virtual)

Taiwan Food and Drug Administration, Chinese Taipei (TFDA)

Item 5 (10 mins)

WHO Update
Speaker: Ms Christine Guillard
World Health Organization

16



Priority Work Area Updates

Item 6 (30 mins)

Global Supply Chain Integrity PWA
(Champion: US - FDA)

PWA Update

CoE Update: USP

CoE Update: Taylor’'s University
CokE Pilot Application: Rx-360

Item 6.1
PWA Champion
Dr. Leigh VERBOIS
U.S. Food and Drug Administration (US FDA), United States

CoE
Item 6.2
No CoE updates received

Mr. Michael Schmitz (virtual)
United States Pharmacopeia (USP), United States

Item 6.3

No CoE updates received
Taylor's University, Malaysia

Item 6.4

Pilot CoE Proposal: Rx-360
Speaker: Ryan KELLY and Jim FRIES (virtual)

Item 7 (30 mins)

Advanced Therapies and Biotechnological Products PWA
(Champions: US FDA, Singapore — HSA; Sub-Champions: BIO)
PWA Update

CoE Update: Northeastern University

CoE Update: Duke-NUS Medical School (CoRE)

CoE Update: USP

CoE Update: Kobe University

Item 7.1
PWA Champion
Mrs. Judith ARCIDIACONO
US Food and Drug Administration (US FDA), United States

CoE
Item 7.2

No CoE updates received
Speaker: Mr. Michael SCHMITZ (virtual)
United States Pharmacopeia (USP), United States
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Item 7.3

No CoE updates received
Speaker: Prof. Jared AUCLAIR
Northeastern University (NEU), United States

CoE
Item 7.4

Speaker: Dr. Tomoaki TAKAKURA
Kobe University, Japan

Item 8 (30 mins)

Multi-regional Clinical Trials and Good Clinical Practices Inspection PWA
(Champions: Japan — MHLW/PMDA and Thailand — TFDA)

. PWA Update
. CoE Update: PKU
. CoE Update: PMDA with NCC
. CoE Update: The MRCT Center of Brigham and Women'’s Hospital and
Harvard
. CoE Update: KONECT
Item 8.1
PWA Champion

Speaker: Ms Rei NAKAGAWA
Ministry of Health, Labour and Welfare, Japan

CoE
Item 8.2

Speaker: Ms Rei NAKAGAWA

Pharmaceuticals and Medical Devices Agency (PMDA), Japan
Item 8.3

Speaker: Ms Kelly HAN

Korea National Enterprise for Clinical Trials (KoNECT), Korea

Item 8.4

No CoE updates received
Peking University (PKU), China

Item 8.5
Speaker: Prof. Jared AUCLAIR

On behalf of The MRCT Center of Brigham & Women’s Hospital &Harvard,
us

Item 9 (45 mins)

Medical Device PWA

(Champions: Korea — MFDS, Japan — MHLW/PMDA and US FDA; Sub-Champions:
AdvaMed and JIRA)

. PWA Update

. CoE Update: SCH
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CoE Update: USC

CoE Update: PMDA

CoE Update: TFDA

CoE Update: SCU

CoE Pilot Application: Malaysia

Item 9.1

PWA Champion
Speaker: Ms. Michelle Noonan
US FDA

CoE
Item 9.2

Speaker: Prof You Kyoung LEE
Soonchunhyang University (SCH) Medical Device Clinical Research Center,
Republic of Korea

Item 9.3

No CoE updates received
University of Southern California (USC), United States

Item 9.4
Speaker: Ms. Rei NAKAGAWA
Pharmaceuticals and Medical Devices Agency (PMDA), Japan

Item 9.5
Speaker: Mr Ching-Wei CHANG (Virtual)
Taiwan Food and Drug Administration (TFDA), Chinese Taipei

Item 9.6
Speaker: Dr Aijing LU
Sichuan University (SCU), China

Item 9.7

Speaker: Dr. MURALITHARAN Paramasua
CokE Pilot Application: Malaysia

Item 10 (30 mins)
Pharmacovigilance PWA
(Champion: Korea — MFDS)
PWA Update

CoE Update: KIDS
CoE Update: PKU
CoE Update: PMDA

Item 10.1

PWA Champion
Speaker: Ms Sunim PARK
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Ministry of Food and Drug Safety (MFDS), Korea

CoE
Item 10.2

Speaker: Ms E Na Song
Korea Institute of Drug Safety and Risk Management (KIDS), Korea

Item 10.3

No CoE updates received
Peking University (PKU), China

Item 10.4

Speaker: Ms. Rei NAKAGAWA
Pharmaceuticals and Medical Devices Agency (PMDA), Japan

Item 11 (20 mins)

Good Registration Management PWA

(Champions: Chinese Taipei — TFDA and Japan — MHLW/PMDA)
. PWA Update

. CoE Update: TFDA

ltem11.1
PWA Champion
Speaker: Mr Kuo-Teng HUNG
Taiwan Food and Drug Administration, Chinese Taipei (TFDA)

CoE
Iltem11.2

Speaker: Mr Kuo-Teng HUNG
Taiwan Food and Drug Administration, Chinese Taipei (TFDA)

Coalition Reports
Item 12 (60 mins)
CoE Coalition Report
(Chair: NEU and CoRE; Vice-Chair: USP)
Speaker: Prof. Jared Auclair
Northeastern University (NEU), United States

Speaker: Assoc. Prof. Silke Vogel
Centre of Regulatory Excellence (CoRE), Singapore

Strategic Discussions

Item 13(60 mins)

RHSC Discussion and Endorsement:
- Review Revised Operating Model
- Reassessment of Formal CoEs
- New MoUs for all CoEs
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- Sunsetting of any Current PWAs

Item 14 (30 mins)
New PWA Proposals

Item 14.1
Pharmaceutical Quality

Speaker: Ms Janet VESSOTSKIE
PhRMA Coalition

Item 14.2
Data Standards

Speaker: Dr Ron FITZMARTIN
US Food and Drug Administration (US FDA), United States

Item 14.3
Orphan Medical Products

Speaker: Mr Eric OBSCHERNING
Access Partnerships, on behalf of Global RD Policy Network

Item 15 (5 mins)
Next Meeting

Item 16 (15 mins)
Any other Business

Item 17 (20 mins)
Review Decisions and Action ltems

Adjourn
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Good Registration Management (GRM) -

PWA Update

Mr. Kuo-Teng Hung

Section Chief,Division of Medicinal Products,
Taiwan Food and Drug Administration (TFDA)
Ministry of Health and Welfare (MOHW)

July 18-19, 2024

Outlines &
@ Current Updates
Future Plan
&
s,
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APEC

> Sub-Committee on Standards and Comformace (SCSC)
> The Regulatory Harmonization Steering Committee (RHSC)

Co-Champions:
> MHW/PMDA
» TFDA

e” Fnda @,

GRM CoE

> TFDA
> Thai FDA { %/



PWA activities in 2024
T ke | @ @ a

¢ Coordination between

GRM PWA CoEs
* 1# GRMPWA + 39GRM PWA
Steering/ Steering Committee Steering
Program Virtual Meeting (April) Committee Virtual
Committee « 27 GRM PWA Meeting
Meeting Steering Committee (November)

Virtual Meeting (June)

RHSC » RHSC Meeting (Singapore,
Meeting July)

* Thai FDA GRM CoE

CoE Workshop (Virtual, August)
Workshop * TFDA GRM CoE Workshop
(Taipei, September)

Asia-Pacific
Economic Cooperation 3

Coordination between GRM CoEs

* In February 2024, TFDA CoE and Thai FDA CoE reached an agreement
that the two CoEs will alternate in hosting one in-person workshop
and one virtual workshop each year .

In-Person Virtual
2024 September 35,2024 August 23, 2024
2025 Virtual In-Person
@MHJ’MW
Economic Cooperation
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2024 15t Steering Committee Meeting

Discussion Topics:

* PWA Co-Champion provided an update regarding the
RHSC as a formal body of APEC under SCSC and the
coordination between CoEs in hosting annual
workshops.

» TFDA presented draft agenda and timeline for
preparing a 3-day workshop scheduled for
September 3 to 5 in Taipei.

Date: April 15, 2024 * Thai FDA presented draft agenda and timeline for
GRM PWA Steering Committee Members: preparing a 1-day virtual workshop scheduled for
« TFDA, MHLW, PMDA, Thai FDA August 23.

* APAC, IRPMA Outcomes:

+ USC DK Kim International Center for
Regulatory Science
* Subject Matter Experts

Asia-Pacific
Economic Cooperation

» The Committee encouraged exchange of outcomes
from the workshops hosted by the two CoEs.

2024 2nd Steering Committee Meeting

Discussion Topics
* Review and Discuss the GRM PWA Roadmap
+ TFDA and Thai FDA each provide aCoE update in
workshop preparation

Outcomes
» The Committee supported the proposal to include
promoting reliance to the strategic goal of this PWA and

Date: June 17, 2024 suggested an appropriate measurement must be

GRM PWA Steering Committee Members: developed to monitor its progress. The Core Curriculum,
« TFDA, MHLW, PMDA, Thai FDA Library of Standards & Guidelines, and KPIs were

« APAC, IRPMA updated accordingly.

« Subject Matter Experts * The Committee supported the proposal to include

Regulatory Competency Framework from WHO and

» USC DKKim International Center for RAPS as examples in the Core Curriculum.

Regulatory Science

Asia-Pacific
Economic Cooperation
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Upcoming PWA activities in 2024

August 23t September 3rd-5th
* Thai FDA GRM CoE  TFDA 2024 APEC GRM
Virtual Workshop CoE Workshop

e For more details,
please refer to
https://www.apecgrmc

oe.tw/2024CoE/
@ E;rn:;:tlzﬂgonpamhn

November

* 2024 APEC GRM PWA
Steering Committee
Meeting

* Objective: Review of
2024 Outcomes and
Plan for 2025

Thank you for your attention.
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Good Registration Management (GRM) -

CoE Update

Ms. Chia-Wei Ting

Associate Technical Specialist, Division of Medicinal Products,
Taiwan Food and Drug Administration (TFDA)

Ministry of Health and Welfare (MOHW)

July 18-19, 2024

GRM Workshop Hosts & Organizers

Host %
. * Taiwan Food and Drug { o 2024 APEC Good Registration Managemert (GRM)
Admlnlstratlon (TFDAJ me‘j Center of Excellence (CoE) Workshop
2024 ™ . ’ “ 2024 Taipei, Chinese Talpei
g Co-Organizer &ad 63) -
GRM CoE « APECRHSC  guoodiistoste,

Worksho @ by :
P - PMDA Bnd ®

. APAC APAL

Participating Organizations

- EMA
- CDE
* IRPMA

) Asia-Pacific
Economic Cooperatiol
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Planning the Workshop
Convene GRM CoE Program Committee Meeting on April 15, 2024
[\ el ] ] ]

( "‘£ Discussion on the 2024 APEC GRM
: CoE Workshop Program Draft Agenda

|-
5
s N

Update on the progress of workshop
preparation and future timeline

Participating Organizations:
APAC, IRPMA, MHLW, PMDA, TFDA

Asia-Pacific
Economic Cooperation

Outline of the Upcoming Workshop

Pariticipants

.S(Is:ed;‘lfsﬁ Program * Goal: 80 participants
p : * 50% Reviewers and
* 2.5-day in-person 50% Applicants
workshop + More Economies

Speakers & Facilitatord

* Speakers: * 5GRM Core
TFDA/PMDA/CDE/APAC/IR Curriculum
PMA _etc. Sessions
* Facilitators: * a short session
TFDA/CDE/IRPMA
Asia-Pacific
Economic Cooperation
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Workshop Program (1/3)

e 2024.09.03 (Day 1)

Session 2: Communication

Guided Reading (Video, Free Participation) ® Communication of benefit and risk for pre-market
O s rafemar GRM' approval and post-market surveillance
® Video ® Regulators’ Aspects/Industry Aspects(APAC)

® Free Participation

]

. .. . ‘ o . ‘ . '
0°0 20 e®*@®
Session 1: Critical thinking and regulatory decision-making
® Benefit-Risk Assessment in Regulatory Decision- Maklng for Market

. Opening Remarks

® TFDA Authorization of Medicinal
® PMDA @ Regulatory/Academic/EMA/PMDA/Industry
® APAC ® |ectures/Panel Discussion

Asia-Pacific

Economic Cooperation

Workshop Program (2/3)

o 2024.09.04 (Day 2) Session 5: Preparation of Application Dossier

® Think about preparing your current and future applications
® Standard process of application dossier preparation

® Support tools

® | ectures/ Group Discussion/Group Presentation

® APAC

o . ® ‘@
0°0 2°- 0% @ %0

Session 4: Planning of Application

® Planning for a successful submission to expedite early approval
® How to developa good Generic registration plan?

® Lectures/ Group Discussion/Group Presentation

® |RPMA

Asia-Pacific
Economic Cooperation

Session 3: Status of Implementation of
GRM in the Economies

@® Representativesfrom 3 economies

28



Workshop Program (3/3)

e 2024.09.05 (Day 3)

Session 6: Conducting the Review in Regenerative Medicine
@ Regulatory Updatesfor Regenerative Medicine in Taiwan/Japan. .

® GRevP of Quality part regarding CMC/Clinical consideration @
® PMDA/TFDA/Industry

0.0 @
@ . o ° ®
Closing Remarks

® Certificate Award Ceremony
® Closing Remarks

@ Asia-Pacific
Economic Cooperation

CoE Plan for
2025

» TFDAplans to host 2025 APEC GRM
CoE Virtual Workshop.

» CoE Program Committee meetings

will be convened to plan this

workshop.
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Thank you for your attention.
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PWA activities in 2024
ey m T T

* Coordination betweon
GRM PWA CoEs
« 1MGRMPWA - T¢GRMPWA
Staoring Committao. Ste:
Virtual Meating (4pel)

Stesring Committee (November)

Virtoal Mesting (June)

- RHSC Meeting (Singapare,
July)
M Col
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AGENDA | July 16,2024 | Day1 | ALL TIMINGS IN SGT

8.00 - 8.30 am Registration

8.30 - 8.45 am Opening Remarks

8.45am -10.15am Plenary Session -

Senior Regulator’s Perspectives : What Should the Future Regulatory Ecosystem Look Like?

In this session, senior regulatars will provide an update on their current regulatory system, initiatives and plan to
reflect the changing regulatory landscape. They will also share their thoughts and challenges on hot topics, such as
- reliance and working toward regulatory convergence

- adopting digital technologies, such as DCT, RWD/RWE, eCTD and e-labeling

In the Plenary Panel Discussion, Regulatars, Patient and Industry Representative will discuss and make
recommendations on new ways of working to ensure that the regulatory system is efficient, sustainable and fit-
for-purpose to enable faster approval of innovative healthcare products, as well as what should be considered
regarding regulatory agility, alignment and harmonisation.

Session Chairs

Finny Liu, MSc, RPh Martin Lim, MBA

APAC Regional Regulatory Policy Lead Co-Founder and CEQ

Roche, Singapore ONWARD Health Research, Singapore
8.45-915am PMDA’s vision in New(Fifth) Mid-term Targets

Yuriko Takemura Coordinator, Division of Asia Il, Office of International Programs, PMDA JAPAN

915-945am The recent requlatory updates on MFDS,Korea

Heesung Kim, PhD, Director of Biologics Division
National Institute of Food and Drug Safety Evaluation (NIFDS), Ministry of Food and Drug Safety (MFDS)

9.45-1015am Regulatory System of Medicine in Indonesia

Tri Asti Isnariani, MPharm, Director of Drug, Narcotics, Psychotropics, Precursors and Addictive Substances
Standardization, Badan Pengawas Obat dan Makanan (BPOM)

1015 - 10.45 am Tea / Coffee Break
10.45 - 11.45 am Panel Discussion + Q&A
Moderator : Industry representatives :
John C W Lim, Duke-NUS Medical School Wassim Nashabeh, Ph.D
Panellists: Pharma Technical Regulatory Genentech
Yuriko Takemura, PMDA Patient advocacy:
Heesung Kim, MFDS Nidhi Swarup,
Tri Asti Isnariani, BPOM Founding Chair, Alliance of Patients’ Organisations
Singapore
1.45 - 12.45 pm Lunch & Network

12.45 - 1.35 pm Innovation Hub

12.45 - 1.00 pm Revolutionizing CTD with LLMs: One-Click Translation and Writing

Xing Li, Msc, Founder, DEEP INTELLIGENT PHARMA (SG) PRIVATE LIMITED

1.00 - 115 pm Fast-track clinical trials with leading generative Al-powered digital

Alice Hsu, MHS, MS, SVP of Clinical Technology Services & Consulting, Alphalife Sciences

115-125 pm Introduction of DIA Asia Meeting 2024

Yil-Seob Lee, MD, PhD, Chairperson for DIA Asia Meeting 2024




1.45 - 5.30 pm Session 1.

Accelerating and Streamlining Regulatory Processes

The recent pandemic highlighted an extraordinary global collaboration among regulators. Utilizing digital tools,
establishing new regulatory pathways, and implementing regulatery agility have significantly accelerated and
streamlined approval processes for the benefits of patients.

In this session, we will provide an update and reflect on various recent innovative regulatory initiatives and pilots,
such as reliance, collaborative, and expedited programs. Industry experts will share their experiences and best
practices through insightful case studies. The panel discussion with regulators will offer perspectives and explore
the potential evolution of these initiatives in the future.

Session Chairs

Helene Sou, MSc, RAC Sannie S Foong Chong, Ph.D. Thean Soo Lo, BPharm, MSc
Global Regulatory Policy and Innovation, Senior Director, Global Regulatory PolicyRRegulatory Affairs Management
Takeda Pharmaceutical Company Limited, Singapore MSD International, Singapore Consultant, TS Consultung, Singapore

145 - 155 pm Introduction - Overview of Ways to Accelerate and Streamline Regulatory Processes

Helene Sou, MSc, RAC Global Regulatory Policy and Innovation, Takeda Pharmaceutical Company Limited,
Singapore

Session 1a Focus on New Product Registration

Session Chairs

Helene Sou, MSc, RAC Thean Soo Lo, BPharm, MSc
Global Regulatory Policy and Innovation, Regulatory Affairs Management Consultant, Singapore
Takeda Pharmaceutical Company Limited, Singapare

155 - 210 pm Industry sharing :
Hybrid ACCESS/ORBIS type C pathway: 1st industry experience, process, benefits and considerations

Mi-Young Park, Senior Regulatory Affairs Director, Growth and Emerging Markets, Takeda

270 - 2.25 pm Industry sharing :

ASEAN Country Specific Requirements for New Product Registrations: Challenges and Opportunities to streamline
and achieve faster registrations

Edana Loke, Director, Regulatory Policy and Intelligence, Australia, China, Japan, and Asia (JAPAC), Abbvie

2.25-255pm Regulator’s sharing :

SRA’s documents/tools and support to enable or facilitate reliance pathways
2.25-240pm Paul Huleatt, Indo-Pacific Regulatory Strengthening Program International Regulatory Branch | TGA
240 - 255 pm Yuriko Takemura Coordinator, Division of Asia Il, Office of International Programs, PMDA JAPAN
255-320pm Panel Discussion + Q&A

Moderator : Helene Sou, Takeda Panellists :

Regulators - Yee Hoo LOOI, HSA | Paul Huleatt, TGA |
Yuriko Takemura, PMDA
Industry - Mi-Young Park,Takeda | Edana Loke, Abbvie

320-3.45pm Tea / Coffee Break

Session 1b focus on Post-Approval Changes

Session Chairs

Sannie S Foong Chong, Ph.D. Helene Sou, MSc, RAC

Senior Director, Global Regulatory Policy Global Regulatory Policy and Innovation,

MSD International, Singapore Takeda Pharmaceutical Company Limited, Singapore
3.45-4.00 pm Industry sharing :

Ignite the Future - Our Exciting PAC Reliance Journey with 48 NRAs

Suat Gnoh Por, International Regulatory, Roche

4.00 - 415 pm Industry sharing :
ASEAN Country specific requirements for post-approval changes: current challenges and what can be streamlined/
harmonized to achieve more efficiency in regulatory processes for PACs.

Sia Lee Yoong, PhD, Global Regulatory Policy and Intelligence, GlaxoSmithKline Singapore Pte. Ltd
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415 - 4.30 pm

Regulator’s sharing :
Recent and Ongoing Improvements and Streamlining of Regulatory Processes for PACs: Philippines , Thailand

MA. THERESA PIA C. YAP, Registration Section, Licensing and Registration Division (LRD), Center for Drug
Regulation and Research (CDRR), FDA Philippines

430 - 4.45 pm

Regulator’s sharing :
Thai FDA : MA and Post Approval Changes Update

Morakot Papassiripan, ATMPs and biological product subdivision, the Medicine Regulation Division of Thai FDA

4.45-515pm

Panel Discussion + Q&A

Moderator : Sannie Chong, MSD Regulators : Mei-Ling Chan, PhD, Taiwan FDA,
Panellists : Suat Gnoh Por, Roche, MA. THERESA PIA C. YAP, PFDA,
Sia Lee Yoong, GSK, Paul Huleatt, TGA
Jeffrey Schnack, MBA, Accumulus Synergy

5.15-5.20 pm

Closing Remarks & Day 1 End
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| July 17,2024 | Day 2 | ALL TIMINGS IN

8.30 am - 1.00 pm Session 2. (Parallel Session)

Drug Development and Innovation in Clinical Research.

Transformative approaches to drug development have the potential to improve efficiency in R&D, bringing new
therapies and innovations to market earlier as well as provide better prediction and outcome of patient response.
In this session, industry speakers will delve into the use of innovative approaches in drug development, the
potential of radiopharmaceuticals in oncology trials, advances in liguid biopsy technology, integration of real-world
evidence and the impact of patients’ voice in accelerating drug development. Finally, in our dynamic healthcare
ecosystem, patient involvement and engagement are no longer optional, they are essential drivers of safer, more
effective care. We will explore how patients are at the heart of this transformative journey.

2a Session Chairs

Audrey Qoi, MSc Vicky Han
Head- Business Development Senior Director, Head of Regulatory Policy for Asia Pacific,
Clinical Research Malaysia, Malaysia Johnson & Johnson Pte. Ltd.

2b Session Chairs

Senthil Sockalingam Ellyne Setiawan, MPharm
Head of Medical Affairs, APAC, BeiGene Head of Research & Development Quality (Asia Pacific),
Daiichi Sankyo Singapore Pte. Ltd.

8.30 - 8.50 am Innovations in the conduct of early phase clinical trials

Aaron Tan, Medical Oncologist, National Cancer Centre Singapore

8.50 - 9.0 am Opportunities and Challenges in Radioligand Therapy Trials

HV Bimba, Senior Clinical Research Medical Advisor Global Drug Development, Novartis Singapore Pte. Ltd.

910 - 9.30 am Revolutionizing Oncology Drug Development with Circulating Tumor Cells-Derived Organcids from Solid Tumors

Shian-Jiun Shih, CEO and co-founder, Cellentia, Inc.

9.30 - 9.50 am The use of Real-World Data (RWD) in accelerating development of an indication

Susan Song, Director, Real World Evidence Growth, Parexel, Singapore,

9.50 -10.30 am Tea / Coffee Break

10.30 - 11.00 am Patient’s voice in the clinical journey

Nidhi Swarup, Founding Chair, Alliance of Patients’ Organisations Singapore

1.00 - 11.30 am Patient’s access to clinical trials: What we can do differently?

Kate Lawrey, Director and Head of APAC Patient Recruitment, IQVIA RDS East Asia, Singapore

11.30 - 12.00 pm Clinical trials without borders: Patient Concierge and other modalities

Siew Lee Goh, Director, Patient Recruitment and Retention Management, Syneos Health

12.00 - 1.00 pm Lunch & Network




8.30 am - 1.00 pm

Session 3. (Parallel Session)

New Regulatory Fields and Trends

Regulatory Affairs has always been an exciting and evolving field, exacerbated with rapid advances in technology.
In this session, we will start with exploring Al products regulatory frameworks. Through insightful case studies, we
will uncover the intersection of innovation and regulation, offering valuable insights for navigating this dynamic
terrain. Then, we will dive into a cloud web-based dossier technology and its fascinating impact on expediting
regulatory approval processes in an era where time is of the essence. Next, we will lock at creative regulatory
pathways and unique strategies employed in Hong Kong and the Greater Bay Area. By embracing unconventional
approaches, these regions have carved out distinctive regulatory landscapes, fostering innovation and driving
economic growth. Next, we will delve into the regulatory environment for longevity products. Longevity products
hold immense promise faor improving health and well-being. Our discussions will shed light on the unique
challenges and opportunities and essential regulatory considerations for responsibly bringing these transformative
products to market. Finally, we will discuss the flexible and innovative regulatory approaches applied in continuous
manufacturing of drug substances and products as outlined in the latest ICH Q13. Embracing continucus
manufacturing offers unprecedented opportunities for enhancing efficiency, reducing costs, and ensuring product
quality.

Session Chairs

Jack Wong Finny Liu, MSc, RPh
Founder, Asia Regulatory Professionals Association (ARPA), APAC Regional Regulatory Policy Lead
Singapore Roche, Singapore
8.30-8.55am Regulatory framework for Al products
Kwan Ling TAN , Senior Regulatory Specialist, Medical Devices Cluster, HSA
855-920am Industry case study:
Alin Action : Real-World Regulation
Greg Michels, CEO, PV.app
9.20 - 9.45 am Accumulus Synergy & Regulatory Innovation in the Cloud: What Does this Mean for Asia?
Jeffrey Schnack, MBA Accumulus Synergy, Regulatory Policy Lead - Japan & Asia
9.45 -10.30 am Tea / Coffee Break

10.30 - 11.00 am

Hong-Kong and Greater Bay Area (GBA) Innovative Regulatory Pathway

Jack Wong, Founder, Asia Regulatory Professionals Association (ARPA), Singapore

1.00 - 11.30 am

Longevity Regulatory: how to regulate anti-aging health supplements?

Christine Yuan HUANG, MD, PhD, Co-founder, Asia Longevity Professionals Association (ALPA)

11.30 - 12.00 noon

Continuous Manufacturing Overview, Current Regulatory Landscape and Future Considerations

Kai Yin Po, Associate Principle Scientist, Regulatory Affairs, MSD

12.00 - 1.00 pm

Lunch & Network

1.00 - 2.30 pm

Session 4.

ASEAN Townhall : What is the Influence of Emerging Regulatory Strategies and Trends on the Surveillance
of Medicines after They Have Been Approved?

The ASEAN Town Hall is a key session of DIA Singapore that brings together ASEAN regulators and important
industry players such as Clinical Research, Regulatory and Pharmacovigilance professionals. The ASEAN townhall
serves as a valuable platform for discussing the current “hot topics” in the evalving regulatory landscape with a key
area of focus on addressing operational issues and policy barriers that impact the healthcare sector in the ASEAN
region. This collaborative approach is crucial for enhancing the overall quality and accessibility of healthcare
services for our patients in need.

This year, the dialogue will revolve around how the current changes or trends in the regulatory landscape (such

as risk-based reviews, RWD, use of digital tools etc.) not only bring opportunities for an accelerated development
and/or approval timeline for a medicine but also may have an impact on the post-approval monitoring, and
pharmacovigilance approaches. We will hear perspectives from ASEAN regulators as well as industry experts.
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Session Chairs

Thean Soo Lo, BPharm, MSc Helene Sou, MSc, RAC

Regulatory Affairs Management Consultant, Global Regulatory Policy and Innovation,

TS Consulting, Singapore Takeda Pharmaceutical Company Limited, Singapore
1.00 -1.20 pm A comprehensive approach to the Benefit-Risk Assessment of new drugs throughout its lifecycle

Mugzzaffar Halli, Senior Manager RA/PV, South East Asia, Novo Nordisk

120 -1.40 pm The Transformative Impact of Al and the Social Media in Post-Marketing Surveillance

Asmaa Asim, MBA, RA/PV Lead, South, East & Southeast Asia, Organon Asia

1.40 - 2.00 pm A New Era of Pharmacovigilance - Learnings and Opportunities (Singapore’'s Perspective)

Sreemanee DORAJOO, BSc(Pharm) Hons, PhD, Senior Data Analyst, HSA

2.00-230 pm Panel Discussion + Q&A

Moderators : Thean Soo Lo, BPharm, MSc, TS Consulting, Helene Sou, MSc, RAC, Takeda
Panellists : Sreemanee DORAJOOQ, BSc(Pharm) Hons, PhD, HSA

Morakot Papassiripan, Thai FDA

MA. THERESA PIA C. YAP, PFDA

Tri Asti Isnariani , BPOM

Asmaa Asim, MBA, Organon Asia

Muzzaffar Halli, Novo Nordisk

230-330pm APEC Regulatory Harmonization Steering Committee (RHSC) Special Feature: Advancing L Convergence

Session Chairs

Sannie S Foong Chong, Ph.D. Kum Cheun Wong, PharmD

Senior Director, Global Regulatory Policy Head Asia Pacific Regulatory & Development Policy,

MSD International, Singapore MNovartis Asia Pacific Pharmaceuticals Pte. Ltd., Singapore
230-235 Welcome and Introductions

Sannie Chong, MSD & Kum Chuen Wong, Novartis

2.35-245 Overview of the RHSC

Michelle Limoli, USFDA

2.45-250 MRCT/GCP

Naoyuki Yasuda, PMDA

250-255 Global Supply Chain Integrity

Leigh Verbois, USFDA

2.55-3.00 Good Registration Management

Kuo-Teng Hung, TFDA

2.00 - 3.05 Biotherapeutics and Advanced Therapies

Judith Arcidiacono, USFDA
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3.05-310 Update on APEC RHSC Pharmacovigilance Status

Sunim Park, MFDS

310-335 RHSC Centers of Excellence Overview & Operations

Jared Auclair, Associate Teaching Professor, Chemistry & Chemical Biology Northeastern University

315-325 Q&A

3.25-3.30 Concluding Remarks & Adjourn
Chairs

3.30 - 4.00 pm Tea / Coffee Break

4.00 - 530 pm Session 5.

Clinical Research Regulations : Critical Aspects that Impacts Clinical Research Practices

Dive deep into the intricacies of ICH E6 R3 at the final session of DIA Singapore, where we dissect the
updated guidelines with precision, focusing on the critical aspects that impacts clinical research practices.
Explore strategies for navigating regulatory landscapes, ensuring compliance, and optimizing clinical
research practices. Gain invaluable insights into how the highest standards of quality are maintained through
the evalving role of technology and its advances.

Session Chairs

Senthil Sockalingam Ellyne Setiawan, MPharm
Head of Medical Affairs, APAC, BeiGene Head of Research & Development Quality (Asia Pacific),
Daiichi Sankyo Singapore Pte. Ltd.

4.00 - 420 pm ICH E6 R3 Data Governance: Moving the needle to the next level of data stewardship.

Peter Twomey, Head of Inspections, Quality and Safty Medicines Department, EMA

4.20 - 4,40 pm ICH E6 R3 DCT - A Clinical Trial Odyssey.

Cathy Dove, Director Quality and Risk Management, Dove Quality Solutions

4.40 - 500 pm Regulatory landscape of Decentralised Clinical Trials in Asia Pacific

Sandy Chan, Associate Director Global Regulatory Policy & Intelligence, Johnson & Johnson

5.00 - 515 pm Panel Discussion + Q&A

Moderators : Senthil Sockalingam, APAC, BeiGene, Ellyne Setiawan, MPharm, Daiichi Sankyo Singapore
Panellists : Rosemarie Corrigan, Worldwide Clinical Trials

Peter Twomey, EMA

Cathy Dove, Dove Quality Solutions

Sandy Chan, Johnson & Johnson

Xing Li, Msc, Deep Intelligent Pharma

Sharon Chen, Alphalife Sciences

515-5.30 pm Closing Remarks and Conference end
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Session 4:

APEC Regulatory Harmonization Steering Committee (RHSC) Special Feature:
Advancing Regulatory Convergence

- Good Registration Management

Kuo-Teng Hung, TFDA
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Outline

‘ Basic Concept of Good Registration Management (GRM)

Achievement of APEC Roadmap to promote GRM

. Update of the Training Activities

. Objectives of 2024 APEC GRM GRM CoE workshop
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Basic Concept of GoodRegistrationManagement(GRM)

@ Concept >

A concept to promote efficient
registration process for
medicinal products by
promoting Good Review
Practice (GRevP) , Good
Submission Practice (GSubP)
and GoodReliencePractice
(GRelP).

@ Goal >

a) Enhance mutual trust for regulatory convergence among
APEC economies.

b) Benefit the patients with timely access to high -quality, safe
and effective medical products.

DIA

Good Good
Review Submission
Practice Practice

G RM (GSubP)

(GRevP)

@t

366
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Achievement of APEC Roadmap to promote GRM

] (stEP2(2011-2016) |
Planned Solution to

[ STEP 1 (2011-2012)
Gap Analysis Survey for Setting

Assessing the Impact Reaching the goal for

the Foundation for Stepwise Address Gap in GRM of GRM implementing GRM
GRevP Implementation
2011 2012 2014 2016 2017 2018 2019 2020
' GRevP was 2016 2020
e:::;:;;:::\s/:, GRM R.oadmap was endorsed, ce « Conduct/Analyze GRM
oA championed by TFDA and & GSubP KPI Survey
MHLW/PMDA * Thai FDA became the
GsubP was 2017 ) second formal GRM
aideEadas TFDA/RAPS Taiwan Chapter became CoE
PWA formal CoE, hosting annual training

DIA
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Update of the Training Activities

(. 2016-2023 Training Programs by TFDA )

7 GRM CoE workshops : 1 pilot + 6 formal workshops

* 509 participants: 213 reviewers + 296 applicants

* 107 international experts: i.e., experts from TFDA, PMDA, EMA, CDE, IRPMA, APAC,
US FDA, Health Canada, TGA, Australian Department of Health and Aged Care, Danish
Medicines Agency, BfArM, MHRA, etc

[ g =2 \
mm.i,n.&w.&
-2 .o LACECTREY o Callt
S=ENESIal 22 o N
muﬁung..g - s
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Objectives of 2024 APEC GRMGRM CoE Workshop

s ‘
@ Date: September 3-5t" Venue: Taipei, Taiwan O\/

|| september 3%(1UE) | september 4" (WED) | september 5™ (THU) zozlwscmaeg.mﬂmmmm(mm)

Center of Excellence (CoE) Workshop

o (e el * Session 3: * Session 6: N verh:D‘m N -
- Status of Conducting the V 4

GRM (Video) . crrr 1 Sep. 3-5, 2024 Taipei, Chinese T1|| ei
. s o o =

f:::;g:;;nznmal Economies Medicine oo

regulatory decision - : Sessio.n = * Certificate Award v oo

making Planning of Ceremony " s 4 3

Application * Closing Remarks 4 Professional bodies who are activedy involved in training
Program Overview |

1 in-person training,
23 cays of pleracy sessions designad with lectures, group discussiont, and
case studies for all attendees.

* Session 5: Think
¢ Session 1 (continue)  about preparing

! Trevel & © Funding for
LUGIGTLGN © Session 2: your current and reguiators. &g willing
. . . . I their member economies may be priortized.
Communication future applications ot Hosting insttution : Taiwan Food and Drug Admimstration (TFOA)

Contact Information : GRAMCOEDgmal com

PR
& Q
:@
Economic Cooparation

* Special Thanks

4 h
DlA @ Extended enrollment until 31%" July .
4 Reigster & more details: https://www.apecgrmcoe.tw/2024CoE/
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