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oo K& EEE sk (Asia-Pacific Economic Cooperation, APEC)
Fyap Kl iy EE A S S FamiE - HATdLA 21 (Ed 2L0KE - 19
TR A - FRERAR LA EE S IL(Chinese Taipel ) #AF&wS 8 » B
HEIh » Hitg BEOBREEHERE - HA - REIREE ~ fiZX - 5
~ BZephaE ~ BORA R ~ 4EPERE - B - IVEE -

FL AR A (Regulatory Convergence) 2 EEEM: » APEC i
2009 F 6 HE I EM i f1FEEZ 5 & (Regulatory Harmonization
Steering Committee, RHSC) » RHSC £ {iE#E APEC &7 # IRH i
Bt (Medical product )N ETEAT KOARAM 55 RHSC Rk &
A a2 B ¥ imT8 (Life Science Innovation Forum, LSIF)IE |
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RHIZELRASC » H 2011 FHEAFIFEE RFEAHE (Good review
practices, GRevPs) » i H 2014 FFAEEL H A S EHEENE RIATHHE
(Good Submission Practice, GSubP) o RHSC /A 2016 &€ » jKigijafl
CHEEIAEREEEEEM (Good Registration Management,
GRM) > WEHEEEE - HAEAZZEE (Ministry of Health, Labour
and Welfare, MHLW) FABIZITIEUA N B8 28 i B RE i e r S
(Pharmaceuticals and Medical Devices Agency, PMDA) Ay GRM (£
TAF4EE(Priority Working Area, PWA) 2 d:[E] T B4 7wps
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— ~ RHSC EART#RAZE#HE (RHSC Advisor s Office Update) -

2023 £ 8 AR ERTETEREIEF > 13th High-Level Meeting
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2023 £ 11 ARNERE S LEF 2 APEC Ministerial

Meeting &k » 269 APEC &5 RS LA TSN 2024 £

HE £ RHSC 2 B ME#G[E] (Terms of Reference, ToR) o B3R

i RHSC s 2 R & MR e Z= B2 (Sub-Commi t tee on
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RHSC R (5T ToR BEZE > WHREN 2024 F5E—XE

BEE®# (Senior Officials' Meeting, SOM-1) &RRIEE
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ASIA-PACIFIC ECONOMIC COOPERATION

Proposal circulated:
RHSC as a sub-fora under the Sub-

Committee an Standards and Conformance
(SC5C)

.~ APEC JERRfp A0 25 (APEC Harmonization Center Update)

APEC Harmonization Center(AHC) Y 2023 L4 3 50
2 /I SRERIE - AT ARy ICH Q12: Post-Approval Change
Management Protocols * Post-Pandemic Regulatory
Environment Changes in Clinical Trials ~Medical Device
Regulatory Convergence » &al3#t4y 412 ZE 521> HEE
TS EIIEEE 90 77

55 AHC F748E81 ICH #5551 (Efficacy: E2A-F, E3, E6, E8,
E9, E17 ~ Safety: S2, S3, S7~Quality: Ql, Q3, 08, Q9, Q10 ~
Multidiscipline: M7)Ad4R FEEH4EUE e-Learning
Center(http://edu.apec-ahc.org) ¥ B4 L3l SRR - 22
SEATRIRE 98 Mg 3,801 B2 E 20

fif Pilot or Pre-CoE #R&HIFY 2024 IR & /3SR
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FRE 17~ 2023 42 12 A 29 HAiE AHC HHE5E& B> AHC /7Y 2024
1 AAE st e - B EEN - HEMETER

CoE & > A=A AHC FHEE&ERS -

2. Collaboration N\ /ﬁ

2024 AHC Workshop/Training Proposal

» Workshop Proposal Application

¥ VIRTUAL OPTION

AVAILABLE

Detailed SUPPORT AREA
are listed in Finance Guidance

- Deadline : By 29th December via AHC website

- Priority : New Areas + New Hosting Institution (Pilot or Pre-CoE ONLY)
» Support Decision : Teleconference in December with AHC AB & RHSC

v" How to submit an application e O) Tl s ®
(1 Visit AHC website (www.apec-ahc.org)

(2 click AHC Activities @

@ click Application Form Rt

@ click Write button

® fill in all the necessary information

[- SOP for annual workshop planning of AHC J/_ 3@

Internal Guidance of AHC Project Expenses

— ~ RHSC {{F# 25 (RHSC Representatives’ Reports) :

ICH/IPRP €325 2023 10 A 31 HZE 11 A 2 HERER
RS EB - A ICH iR [E SR/ AAEEE2E K EaEH
(Pharmacy & Poisons Board of Hong Kong, PPBHK)[% 5 ICH
BiZZ 8 » A IPRP &k [F R [/ KA ae B R B B ey
(Agence Nationale des Produit Pharmaceutique, ANPP), %Y
HEMmEEyEH A (Jordan Food and Drug Administration,
JFDA)f% %5 IPRP €1 & -

ICH¥55[ Q5A(R2) Viral Safety Evaluation of
6



Biotechnology Product Derived from Cell lines of Human or
Animal Origin ~ Q2(R2) Validation of Analytical Procedures
/ Q14 Analytical Procedure Development EL#E A Step 4 i
JERS TCH K HR30 » 55 N ICH/ IPRP &5 TN 2024 42 6 H 4
HZ 6 HINH A& H5 -

IMDRF &5 2274 2023 4£9 H 25 H £ 29 HAEEE AR
A IMDRF &3 [F B IR e a1 3w B (Af rican Medical
Devices Forum, AMDF)pfslaisiAHA fAM14H4% (Reginal
Harmonization Initiative, RHI) » SBEIEZERFNEM4E
Institute for medicines and medical devices of
Montenegro(CInMED) ~ HEZ Centro para el Control Estatal
de Medicamentos, Eqiposy Dispositivos Medicos(CECMED) -
A% Medical Technology Health Information Innovation
and Research Directorate(MTTIR) ~ &F] Public Health
Institute of Chile(ISP) ## K Egyptian Drugs Authority(EDA)
A% EsMt e & (Affiliate Member) e

VY ~ 15 A= 2R 4k & (WHO Update)
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Overview of WHO Regulatory Strengthening Activities

Resolution WHA 67.20 (2014) on Regulatory Systems Strengthening for medical products

Capacity building of regulatory
systems based on the GBT
+ incl, preparedness for public health emergencies
\,

Support countries develop
strategies to prevent, detect
and respond to substandard
and falsified medical products

Promoting regulatory
harmonization, convergence,
networking, work-sharing and

reliance

N 7

Strengthening national control )
laboratories (medicines, vaccines)
and promoting reliance to avoid
redundant testing and lot release
*  Also contribute to WHO
Pregualification J

(" Enabling patients’ faster access to
priority medical products through
collaborative registration procedure

¥ Relying to authoritative regulatory informatione.g.,
WHO POT B SRAs/WLAS

s

@i [ O 2
9% GBT sl THiE s hi{g - RS S R E B B e &
B HEEPVE (maturity level ) HERZE S > 73 B 4 (EE
ML1~ML4 - 2252 ERA5E TORNEIZREETS ML K ML2 8% Ry 55
ZPEEE o B TR ER LS BB R A fL B E e & - WHO ATHE =
FAHES) WHO Listed Authorities(WLA) » WLA 2l B (SHEM
WRTHE > HEEA=ANEE  HSEFERRE SRR
LA HAREIRAVARTE ~ (@2 /A S B R e an S Bt
FE ~ FEE (e A (facilitating reliance) BILARE IR Z &
% o



The main objectives of WLA initiative

WLA Policy document:

To provide a transparent and evidence- ; .
P P The Policy describes the current scope
(medicines and vaccines) purpose, definitions

based pathway for RAs to be globally
recognized and high-level operating principles related to
the evaluation and public listing of authorities

To promote access and the supply of
safe, effective and quality medical
products

To optimize use of limited resources by
facilitating reliance

World Health i :3 HEALTH
Organization FORALL

T~ GRM PWA &z CoE #i%5 (Good Registration Management PWA - PWA

Champion Update& CoE Update: TEFDA)

GRM PWA Ho & BE=ZE1 H A< MHLW/PMDA 3L [5] 3E 2 A2 GRM PWA

HEfEEAFRETRS (ERANSFREE D) > mENSEEN
2023 T ARG K 2024 “FHF1E] - GRM PWA E247RHIRY 2023 4 6

HE 11 HEB =2 Steering Commi t tee S EHES LR ( roadmap)

Bt GRM AT ERAYPRER S ZE ~ #20003R4EH ~ GRM PWA

71_\‘

AAHFLE] ~ & GRM CoE RIRHIHEIFEIHH o GRM PWA RN

‘EEHAERE Steering Committee » ZERE GRM AHRE ST ~ HEBhEE

W > DL 528 B dhas e GRM CoE e
H 7 GRM PWA I8 R34 —{iE GRM CoE » 43Rl BB dE sz
B & 522/ E # E (Thai land Food and Drug Administration,

Thai FDA 72 2023 FEii AZR R GRM W& /511 4%
9
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BRAE > INRIRE S A RHSC &5k » AR RHSC EtfE A &
22 Z LT GRM CoE & (s NS FiTt =) » MENAEER
2023 FTAERAR F 2024 AR - REEFTH 20239 H 6 H
£ 8 HiHE GRM EHRSHISERIE - B335 2K 5 5520 FDA ~ BREE EMA/
P45 DKMA ~ H A PMDA ~ 2K PE o NPRA ~ EfIJE BPOM ~ 3524 USC
RE 2 B B2 TaEAD - SRMENEFRHE GRIAZLERE 7T K
GUESN > WIS SR 2 R FERIA A B R
Bi(decentralized clinical trial, DCT)FHRAASE o AZKF %K
AT T RIPKE 6 (EEUK RS 81 B2 B 281 B2 B BPAL
SR Z B RmEE 2 4. S(FFFEImE) > HATEH SRERAE 2 Al
A~ 1RGSR - TR AT BB EE S8 AN SRERIE - TR E A )
RERTTHEE B3 GRM Z MHREAIRE - B EEZ TR AR E] 2024 FH748
R GRM I[$RERIE - DA bl &R ZAR A -
75 ~ CoE BB #R 4= (CoE Coalition Report)
RHSC S &R RN & T #t ¥ CoE Operating Model ~ CoE
Assessment Plan S {FEETE im M EE -
CoE Operating Model ~ FEMEN S E © B AL
7\ CoE ZEREMRIF ~ PWA T 4% (PWA Champion) Z F {1 ~ PWA fi7

B (PWA Sub-Champions) ZE#% ~ MBREL LSIF AHRHSC 755 -

10



CoE Assessment Plan Z FEEMIEANSE S © 217 CoE E
HAEEAEH] N B S EH = 8% (memorandum of understanding,
MOU) fe B AT /{18 H #E 1T ~ SHE N B B a e g /A SRERE N A2
130k 2 A% e R4 B B sl ~ RS - pORET
AR AE R -

BN EHEFHERE » ARERAET RN EZ &
Bl ER > BRI CoE B EST & 4 aa AR R Rk =
Z o R H £ KPT F54E ~ BA%E CoE RHEHIEMR » FHATIY 2024 4 1
HIERTHEMLE % RHSC B EORASAZRER - MORAAE 2K RHSC &5k
HOEf T AR B ROEZ - SHERE(E RUSC Ml et in & 1% - H A
B G TR H SRR RL -

+ ~ HEETH (Any Other Business)

RHSC 7 ToR FLZEF 17> & 1% Rl 2R 27 1546 RUSC - 8 e 25 el
Ry TNEAR 2024 4 SOM- 1 Sk AiECEsR ] » & ToR FZEHEAL
T SCSC #EfTEHEA » ¥t ToR RENBWHEIEERS » 55N

2023 /12 H 18 HAI423C RHSC MhE iz » e fiREIEE » Al

SyARE K RHSC &aiie [ - 5 EAK Gk EE g 2024
5 SOM- 1 G fRifeds - SRR A 2024 FehrEaflic s
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SOM- 1~ SOM-3 7751 » 2 2 2C RHSC s » IS SOM- 3

HAFE A BA 12X RHSC &agBlA] -
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1. BEEE T RHSC Al4a® & - AR 2 FHHz - HAETRE RHSC 1
25 GRM PWA - GRM CoE FHHIEZ AR » SkE 15 - dffsr
4281 RHSC &k > 9 LB & APEC &8 2 AR &l o #2
TH eI B PR 2 RE R -

2. RIRUSC [ FTREE > LSIF 22T H » EEFRT RUSC 2511
NEGRHZ ENIEER - IR RESC AT 2 S EH =8k /1 2%
T - ARFRE M | JTREfE % PWA ~ CoE MIEZ NIEBTHHEA
JEH - Bt H Al APEC 28 B AR RESC Gt SCSCIH M2
P03 > M E AT RHSC Z ToR 5ARA EZE » IR AREE SCSC %%
F 0 Rt VIR RHSC med% Bnife K H: ToR SRENEIT - W4

5B RHSC 8 s | & TR T8k » DAECR TR BEFr 482 81 RHSC
@ik 0 A0 A FEAE S E RHSC £ PWA ~ CoE TfE -
- BT GRM llISRERE  BEE R OB T B BRI A B2
fill > 3lfiE2 Thai FDA {538 GRM CoE 2 BEfFEE K& FH

1. i GRM 3l $RERI2 - B S 8UK e & S22 U A B 20

AT B LOBAC & B SRR\ B 2 B R R R4
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Hig%— ~ RHSC &rsssia

Regulatory Harmonization Steering Committee (RHSC)
Preparatory and Main Meeting
Meeting Agenda & Documents
Venue: Northeastern University, Oakland Campus
*1-4 December 2023

*Corresponds to Pacific Standard Time (PST), UTC -8

Speaker/Organisation

1 10 min RHSC Co-Chairs Welcome  Dr. Michelle LIMOLI In-person
and Introductions US Food and Drug Administration (US
FDA), United States

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

2 15 min RHSC Advisor’s Office Ms. Patty WU In-person
Update Crowell & Moring International
3 15 min AHC Update Report Mrs. Helen JANG Virtual

APEC Harmonization Centre

4 15 min RHSC Representatives’

Reports
4.1 . ICH/IPRP Mrs. Helen JANG Virtual
APEC Harmonization Centre
42 . IMDRF Ms. Cheng-Ning (Emily) WU Virtual
Tawan Food and Drug Administration,
Chinese Taipei (TFDA)
5 15 min WHO Update Dr. Samvel AZATYAN In-person

World Health Organization

& 45 min Medical Device PWA
Update
(Champions: Korea — MFDS,
Japan — PMDA and US FDA;
Sub-Champions: AdvaMed

and JIRA)
6.1 . PWA Champion Ms. Ahram CHO Virtual
Update Ministry of Food and Drug Safety
(MFDS), Republic of Korea
6.2 . CoE Update: SCH Dr. Ei Shwe Yi PHOO In-person
Soonchunhyang University (SCH),
Republic of Korea
6.3 . CoE Update: USC Ms. Apurva Uniyal In-person

University of Southern California
(USC), United States

15



Agenda Time Topic Speaker/Organisation Format
Item
6.4 . CoE Update: PMDA  Ms. Miwa KANEMATSU In-person
Pharmaceuticals and Medical Devices
Agency (PMDA), Japan
6.5 . CoE Update: TFDA Mr. Hsiu-Te LIN Virtual
Tawan Food and Drug Administration
(TFDA), Chinese Taipei
6.6 . CoE Update: SCU Prof. Anyu LEE In-person
Sichuan University (SCU), China
7 30 min Multi-Regional Clinical
Trials and Good Clinical
Practices Inspection PWA
(Champions: Japan — PMDA
and Thailand — TFDA)
7 . PWA Champion Ms. Miwa KANEMATSU In-person
Update Pharmaceuticals and Medical Devices
Agency (PMDA), Japan
7.2 . CoE Update: PKU Ms. Sandy ZHANG Virtual
Peking University (PKU), China
73 . CoE Update: PMDA  Ms. Miwa KANEMATSU In-person
with NCC Pharmaceuticals and Medical Devices
Agency (PMDA), Japan
74 . CoE Update: The Prof. Jared AUCLAIR In-person
MRCT Center of Brigham On behalf of The MRCT Center of
and Women's Hospital and Brigham and Women's Hospital and
Harvard Harvard, United States
7.5 . CoE Update: Ms. Suji YOO Pre-
KoNECT Korea National Enterprise for Clinical recorded
Tnals (KoNECT), Republic of Korea with audio
in slides
8 30 min Pharmacovigilance PWA
(Champion: Korea — MFDS)
81 . PWA Champion Ms. Mi-ja PARK Virtual
Update Ministry of Food and Drug Safety
(MFDS), Republic of Korea
82 . CoE Update: KIDS Ms. E Na SONG Virtual

16




Agenda Time Speaker/Organisation Format

Item

Korea Institute of Drug Safety and Risk
Management (KIDS), Republic of
Korea

83 . CoE Update: PKU Ms. Wan SUN Virtual
Peking University (PKU), China

9 30 min Good Registration
Management PWA
(Champions: Chinese Taipei
— TFDA and Japan — PMDA)
9.1 . PWA Champion Mr. Kuo-Teng HUNG In-person

Update Taiwan Food and Drug Administration,
Chinese Taipei (TFDA)

92 . CoE Update: TFDA Mr. Kuo-Teng HUNG In-person
Tawan Food and Drug Administration,
Chinese Taipei (TFDA)

10 30 min Global Supply Chain

Integrity PWA
(Champion: US — FDA)
101 . PWA Champion Dr. Leigh VERBOIS In-person
Update U_S. Food and Drug Administration
(US FDA), United States
102 . CoE Update: USP Mr. Michael SCHMITZ In-person

United States Pharmacopeia (USP),
United States

11 20 min Advanced Therapies PWA
(Champions: US FDA,
Singapore — HSA; Sub-
Champions: BIO)
111 . PWA Champion Dr. Michelle LIMOLI In-person

Update US Food and Drug Administration (US
FDA), United States

Mrs. Judith ARCIDIACONO
US Food and Drug Administration (US
FDA), United States

112 . CoE Update: USP Mr. Michael SCHMITZ In-person
United States Pharmacopeia (USP),
United States

17



Speaker/Organisation Format

113 . CoE Update: Prof. Jared AUCLAIR In-person
Northeastern University Northeastern University (NEU), United
States
12 20 min Biotechnological Products
PWA

(Interim PWA Lead: US and
Singapore, Sub-Champion:

BIO)
121 . Inteim PWA Lead Dr. Michelle LIMOLI In-person
Update US Food and Drug Administration (US
FDA), United States
Mrs. Judith ARCIDIACONO
US Food and Drug Administration (US
FDA), United States
122 . CoE Update: Prof. Jared AUCLAIR In-person
Northeastern University Northeastern University (NEU), United
States
13 30 min CoE Coalition Report Prof. Jared AUCLAIR In-person
(Chair: NEU and CoRE; Northeastern University (NEU), United
Vice-Chair- USP) States

14 15 min Any Other Business

15 15 min Review Decisions and
Action ltems

18



Mgk — ~ BEEFH RISC &3k "Good Registration
Management (GRM) PWA Update ; ¥&&2H

Taiwan Feod and Drug Administration Ministryaf Health and Welfare

APEC RH5C Meeting
1-4 December 2023

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) _
#H O£ 8 M &

EaBEYPERZE

Taiwan Food and Drug Administration

http:/fwww. fda.gov.tw/

Outlines

Current
Update

19



PWA activities in 2023

P 1st GRM PWA Steering P 2nd GRM PWA Steering
- Committee Meeting - Committee Meeting
#® Draft roadmap in new @ PWA update and CoE update
template © & Planning for 2024 APEC GRM

#® Draft questionnaire to : CoE Workshop
address the challenges in :
implementing GRM

04/12-14: 06/06 09/06-08 . 11/16

B
P RHSC Meeting P 2023 APEC GRM CoE
L 12-14 April, 2023 . Workshop
® PWA Update © @ Hosted by TFDA

® (CoE Update: TFDA - @ 3-dayin-person program

Ch- & &£ & 8 B
MroaEmEEEE

RHSC Meeting (12-14 April, 2023)

@ e & GRM PWA Update

— s * Revising GRM PWA Roadmap in new
Good Registration Management i H :
ity Workvrea omimar template with update in core curriculum and

other sections

* Convening biannual GRM PWA Steering
Committee meetings

e _* Hosting APEC GRM CoE waorkshops

= CoE Update: TFDA
e et *  Qutcomes of 2022 APEC GRM CoE Workshop
Ca (virtual)
e 25520« Planning to host 2023 APEC GRM CoE

Workshop on September 6-8 (In-Person)

Ch- & &£ & 8 B

20



Revise GRM PWA Roadmap in new template (1)

Good Registration Management
Priarity Waork Area Roadmap

Update contents in various sections

-;ﬂ*;.'.::-c.:m:n....n:‘. ] + Rationale

Scope

Core Curriculum

Key Performance Indicators

PWA CoE Steering Committee Members

" & & @

b T Solicit input from GRM PWA Steering
A 4 et e nw-umo—-vw«m—vu‘-n- cummittee

[ gl Sy Y
[ 4 sy
=
e o

Further revise the roadmap based on

comments

Ch- & &£ & 8 B
BREWERE

~ YFDA T il i) Do g e iieny

Revise GRM PWA Roadmap in new template (2)

Rationale

Scope

Core
Curriculum

Update contents in various sections

Keep promoting GRM based on WHO GRevP
guidelines and APEC RHSC GSubP guidelines.
Update CoE training programs from time to time.

Cover the submission and review of safety, efficacy
and quality data for market authorization of
medicinal products in their entire product life cycle.

Integrate Common Training, Reviewer Training and
Applicant training into one GRM Training module.
Allow flexibility in session format (plenary vs. con-
current) and to conduct workshops on focused
topics.

Ch & £ & 8 8
BREWERE

~ YFDA T il i) Do g e iieny

21
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Updated GRM Core Curriculum

Current Core Curriculum

Proposed Revision

GRM Training
ton:m_lan * Basic concept of GRM
Training * GRevP topics
+  GSubP topics
*  Rolli t GRM traini
Reviewer Applicant e ot anne

Training Training
(GRevP) (GSubP)

Examples for topics of special interests
* Implementation of GRevPs and GSubPs

program in each economy
Topics of special interests

Promote dialogues between
regulators and industry

* Best practices for review and submission under public health crisis
* Promoting regulatory cooperation and reliance

« Application of GRM to the entire product life cycle

+ Application of RWD/RWE in regulatory decision-making

Ch- & &£ & 8 B

oamERRERS

Revise GRM PWA Roadmap in new template (3)

Update contents in various sections

KPIs for * GRM CoE workshops

Operational * Local training programs

Measurements

KPIs for * Pre-submission scientific advice

Strategic * Regular dialogues with industry stakeholders

Measurements + Shared or joint review
* Regulatory pathways using review outcomes
from other regulatory authorities
* Publication of summary of grounds on which
approval was granted

22

T @ &£ @& 8 &

MpatzEmERE
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1st GRM PWA Steering Committee Meeting

Discussion Topics

* Draft roadmap in new template

* Draft guestionnaire to address
the challenges in implementing
GRM

Outcomes and Action Items

* The committee had no new comment

Date: June 6, 2023 to the draft roadmap (version June 24
2022).

GRM PWA Steering Committee Members: . The committee raised comments to

= TFDA, MHLW, PMDA

= APAC, IRPFMA

« Temple University School of Pharmacy

*  Subject Matter Experts

the proposed questionnaire. Further
consideration was needed to
determine the next step.

Tl @O B OB

MpatzEmERE 5

2023 APEC GRM CoE Workshop

PN ol
& (Y 2023 APEC
Good Registration Management (GRM) O ) =
Center of Excellence (CoE) Workshop \ /D
C

Duate: September 6-8, 2023
Venue: Beltou Resort, Chinese Talpel
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2"d GRM PWA Steering Committee Meeting

Discussion Topics

* GRM PWA Update and CoE Update

* Planning for 2024 APEC GRM CoE
Workshops

Outcomes and Action Items

* The committee supported the
addition of digital transformation-
related elements to the core

Date: November 16, 2023

curriculum.
GRM PWA Steering Committee Members: ° 1he committee supported further
+ TFDA, MHLW, PMDA, Thai FDA development of questionnaire to
* APAC, IRPMA inform the issues of GRM
* USC DK Kim International Center for implementation.
Regulatory Science + Both TFDA CoE and Thai FDA CoE plan
* Subject Matter Experts to host GRM workshops in 2024.
C) @ s ® 8 8
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PWA Plan for 2024
GRM PWA Steering Committee meetings will be
convened periodically.
* To review PWA roadmap and core curriculum
* To discuss work plan and strategic directions
* Tosupport and coordinate CoE activities
Tentative schedule for APEC GRM CoE Workshops in
2024
* Thai FDA CoE: August 2024
* TFDA CoE: September 2024
Ch & £ & 8 8
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Management (GRM) CoE Update ; #&&H

Taiwan Feod and Drug Administration Ministryaf Health and Welfare

APEC RHSC Meeting
1-4 December 2023

Mr. Kuo-Teng Hung
Section Chief, Division of Medicinal Products

Taiwan Food and Drug Administration (TFDA)

Ministry of Health and Welfare (MOHW)
‘},f:) #@E w® F
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DA Taiwan Food and Drug Administration

http:/fwww.fda.gov.tw/ 1

GRM Workshop Hosts & Organizers
2023 APEC GRM CoE Workshop

@

2023 APEC
Good Registrotion Management (GRM)
Center of Excellence (Col) Workshop
September §-8 2027 Deitou Rwsort, Chirese Taxpel

od ey I Co-Organizers |

[ |
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' “lh APAC

Asia-Pacific
Economic Cooperation ==
APECRHSC MHLW PMDA APAC

[ Participating Organizations ]

Danish
Medicines IRPMA
__ Agency U.S. FDA CDE IRPMA
roaRpEnERE
2

25



Planning the Workshop

Convene GRM CoE Program Committee Meeting on June 6, 2023

o Discussion on the 2023 APEC
GRM CoE Workshop Program
Draft Agenda

g Update on the progress of
workshop preparation and
future timeline

Participating Organizations:

9 APAC, IRPMA, MHLW, PMDA,
TFDA, Temple University

( - W f B R B
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Workshop Summary
2 ) ) o =
L
)
= :
Schedule & Participants Spe.a.kers & Topics
Program Facilitators
7 GRM Core
) 3-day in-person © Total: 81 ﬁmk;;; Curriculum Sessions
workshop participants PMDA/DKMA/ 3 Topic of
Sep 6th- Sep 8th FDA/NPRA/ Special Interest
) Reviewers: 18 BPOM/APAC/ GIB'%Wlﬁ Global
.ﬂppllcants. 63 IRPMMUSC] clinical data
i Assessment of
20 Facilitators global clinical data
© & Economies g:m;:nﬂ in Europe
DCT
* & Economies: Malaysia, Philippines, Singapore, Chinese Taipei, Thailand, Botswana ‘H;Ag Ez!g il ;‘.‘.
W P o) D g A wil ey 4

26



Workshop Program (1/2)

o 1 eptrber o

Opening Remarks

*  Shou-Mei Wu (TFDA)

*=  AyumiEndo (PMDA)

* Shinji Hatakeyama (APAC & Eisai)

Keynote Speech 1

Good Review Practices and Regulatory
Convergence in Accepting Global Clinical Data
for Regulatory Approval

* Herng-Der Chern (TsRAP)

Keynote Speech 2

Assessment of Global Clinical Data for Drug
Approval in Europe

*  Aaron 50sa Mejia (DKMA & EMA)

Session 1
Intraduction of GRM
*  Kuo-Teng Hung (TFDA)

Session 2

Managing and Conducting the Review

*  Yueh-Tung Tsai (TFDA)

*  Kanae Qhara & Ayumi Endo (PMDA)

* Cheong Qoi Jin (NMPA)

* Vringga Sandia Surya (Indonesla FDA)

Session 3

Regulatory Competency Framework

* Lawrence Liberti {(USC)

*  Hiroko Kawaguchi (MSD & APAC Japan)

Workshop Program (2/2)

Session 4

Planning of Applications
* Finny Liu (Roche)

+ Jocelyn Lee (Shenhwa)

Session 5

Preparation of Application Dossier / Practice:

How to Prepare Application Dossier

*  Yukiko Noguchi (Astellas & APAC Japan)

*  Kumiko Hikida (Mitsubishi Tanabe & APAC
Japan)

+  Masaaki Kanno (Astellas & APAC Japan)

* Shinji Hatakeyama (Eisai & APACJapan)

Session 6

Communication

*  Min Chen {US Pharmacovigilance)

*  Wimalsiri Punjatanasak (MSD & APAC
Thailand

Day 3 (September 8th)

Session 7

Critical Thinking and Regulatory Decision-
Making

+ Lawrence Liberti (USC)

+ Chi-Hsun Chen (CDE)

*  Wei-Lun Peng (CDE)

+ ¥iLin Wang (CDE)

Keynote Speech 3

Maodernizing Clinical Trials: A Focus on
Decentralized Clinical Trials

+ M. Khair ElZarrad (U.S. FDA)

Closing Remarks
+  Shou-Mei Wu (TFDA)
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Feedbacks-General Satisfaction

With the average score of 4.5, the 2023 APEC GRM
CoE could be considered as very good satisfying to
the participants.

Average
General Satisfactions Satisfamcfion
Q1: Did the workshop strengthen your 45
understanding of GRM concept?
Q2: Did the workshop meet your expectation? 45
Q3: Overall Satisfaction 4.5

*Scale 1: poor and Scale 5: excellent

Ch- & &£ & 8 B
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Knowledge Level of Each Session

',
¥ Conclusion : The average knowledge level scores increased *
after completing each session.
W Pre-Session Score  ® Post-Session Score

Keynote Keynote Session1 Session2 Session 3 Session 4 Session 5 Session 6 Session 7 Keynote

Speech 1 Speech 2 Speech 3
W @ e ® BB
c 'FB'A&BM!“&I!I
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Summary of Feedback

~ F Most sessions received very good satisfaction
coop! and feedback !!

Session Topic Average Score

3 Regulatory Competency Framework 4.7

Keynote | Assessment of Global Clinical Data for Drug

Speech 2 | Approval in Europe 4.6

Keynote & Modernizing Clinical Trials: A Focus on
Speech 3 | Decentralized Clinical Trials

Topics or presentations most useful to participants:

¥ Planning of application ¥ Good submission practices
v Critical thinking and regulatory ¥ Dossier preparation

decision-making v Registration processes
¥ Bridging study evaluation (BSE) presented by regulators of each

¥ Communication economy

4.6

-
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Workshop Photos (1/2)
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Workshop Photos (2/2)
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Suggestions from Program Committee

Post-workshop Program Committee Meeting
Date: September &, 2023

The Program Committee shared observation and
suggestions for the next workshop.

« It is preferable to include participants from regulatory authorities
and industry at almost equal number for group discussions.

« To have more time for group discussion or to introduce new
topics, basic topics can be pre-recorded and completed online
before the in-person workshop.

« Deep-dive into benefit-risk decision making in the next workshop,
including the concept behind and how regulators in the world
look at benefit-risk assessment qualitatively and quantitatively.

T @ &£ @& 8 &
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CoE Plan for 2024

TFDA plans to host 2024 APEC GRM CoE Workshop.
= CoE Program Committee meetings will be
convened to plan this workshop.
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