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= HHY

1 APEC /A FIFE EZ B & (Regulatory Harmonization Steering Committee®

fETE RHSC) 228 T » B2 RIFBIHAE H R ERSEIEES) ERERST

B WEES AR Ell b e > RHSC EpRFREIEL APEC

LG ST [ B R VB S AR AR B 2 — AN B EEF )k B KRR ER

By AREE 0 TEENWT ¢

— ~ B H AR AR 25845 (Ministry of Health, Labour and Welfare » fiif MHLW) ~ B2
B PR ER 4 A iR (Pharmaceuticals and Medical Devices Agency * f&f# PMDA)
K H A g 5L 8 pE 177 € (Japan Pharmaceutical Manufacturers Association » &%
IPMAZESE#ER T AR g B RERS e RN EIS 5%
LA TR & AR RS B R -

T NARTCRGEHR T EEERSECER ) (B TR AR B Y
AT RARCR R A ACHR S - Sl 38 HH 1 6 T G B 4 R B P AR

= ~ T RHSC 1£ APEC 2815 T HemlE @ moi R K AR & -

LS 712
48 11H altERER > FHKERRE -
4H12H Z5d Good Registration Management Priority Work Area
(PWA) Steering Committee Preparatory Meeting

4 H 13-14 H |HF Regulatory Harmonization Steering Committee (RHSC)
Meeting

4 H15-16 H |4 A 15 HEE&ERLUEREIL - byHREET -

— EWAN

— %%Dﬂ%

APEC Zai K& KIS S F & HATA 21 {Ed 2&0RE  JRELIFEES
E#FSH B IE={g & - APEC A 2002 FFEE GIEZ BT ML AEmRHEEA]
HremiE (Life Science Innovation Forum @ fi&f# LSIF) @ BEEER = HZHFEE -
LSIF A AR A £ dap PR AR AV E =M - 1Y 2008 SRR AR I FIfE 5%
=2 (RHSC) » H H I B {ie i APEC &IV ES 84 1) A5R 177 /1 (regulatory convergence)
RHSC #i#E#h Good Registration Management ~ Multi-regional Clinical Trials and Good
Clinical Practices Inspection ~ Biotechnological Products ~ Global Supply Chain Integrity -

Advanced Therapies Pharmacovigilance and Medical Device Vigilance 5 Medical Devices
& 7 BB TAEEE(Priority Work Area » f§ifl PWA) » HHN[E] APEC & B 405 S
HYESEE L T E TR £ 51/ PWA BYHER) - & PWA A& RHSC s8A[HY APEC %
FRHEES/ISR 8k 0 (Center of Excellence » il CoE) IR N B 553 » HIZZFE
FEEAN ~ 2 R e EE AL RHSC $EENEIEC AR AR 2 (175 - BRPE B Y SRS HEZE ST

4



4By APEC LSIF 2 2021 4 1 H$#2AY Regulatory Harmonization Steering Committee
Vision 2030 and Strategic Framework - Regulatory Convergence for Medical Products by
2030 o FEHEEHIY RHSC (B0 TAEER(PWA) S BN T ¢

% | ARAEEE B g B TIEFIEPWA)S EHHE

Advanced Therapy Products

Co-champions:

* Health Sciences Authority (HSA), Singapore

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

Sub-champion:

* Biotechnology Innovation Organization (BIO)

Centers of Excellence:

* C(Centre of Regulatory Excellence (CoRE), Duke-NUS Medical School,
Singapore

* Northeastern University (NEU), United States

* United States Pharmacopeia (USP), United States

Biotherapeutic Products

Champion:

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

Sub-champion:

* Biotechnology Innovation Organization (BIO)

Centers of Excellence:

* C(Centre of Regulatory Excellence (CoRE), Duke-NUS Medical School,
Singapore

* Kobe University, Japan

*  Northeastern University (NEU) Boston, USA

Global Supply Chain Integrity

Champion:

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

Centers of Excellence:

e Taylor's University, Malaysia

* United States Pharmacopeia (USP), United States

Good Registration Management

Co-champions:

* Ministry of Health, Labour and Welfare (MHLW) and Pharmaceuticals
and Medical Devices Agency (PMDA), Japan

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

Centers of Excellence:

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

* Food and Drug Administration, Thailand (Thai FDA)

Medical Devices

Co-champions:

* Ministry of Health, Labour and Welfare (MHLW) and Pharmaceuticals
and Medical Devices Agency (PMDA), Japan
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* Ministry of Food and Drug Safety (MFDS), Korea

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

Sub-Champions:

* Japan Medical Imaging and Radiological Systems Industries
Association (JIRA), Japan

* Advanced Medical Technology Association (AdvaMed), United States

Centers of Excellence:

e Sichuan University (SCU), China

* Pharmaceuticals and Medical Devices Agency (PMDA), Japan

* National Institute of Medical Device Safety Information (NIDS),
Korea

*  Soonchunhyang University (SCH), Korea

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

* University of Southern California (USC), United States

Pilot Centers of Excellence:

* C(Centre of Regulatory Excellence (CoRE), Duke-NUS Medical School,
Singapore

* Northeastern University (NEU), United States

Multi-Regional Clinical Trials & Good Clinical Practice Inspection

Co-champions:

* Ministry of Health, Labour and Welfare (MHLW) and Pharmaceuticals
and Medical Devices Agency (PMDA), Japan

* Food and Drug Administration, Thailand (Thai FDA)

Centers of Excellence:

e Peking University (PKU), China

* Pharmaceuticals and Medical Devices Agency (PMDA) with National
Cancer Center (NCC), Japan

* Korea National Enterprise for Clinical Trials (KoNECT), Korea

* Centre of Regulatory Excellence (CoRE), Duke-NUS Medical School,
Singapore

*  The MRCT Center of Brigham and Women's Hospital and Harvard (MRCT Center),
United States

Pharmacovigilance

Champion:

* Ministry of Food and Drug Safety (MFDS), Korea

Centers of Excellence:

e Peking University (PKU), China

* Pharmaceuticals and Medical Devices Agency (PMDA), Japan

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

NI RHSC i N EF R IERE B HTEBE(Mills College at Northeastern
University) @5 » BB AR DRSS - SR LHEONE 1 - BdEE s
6



o N BEEAEE RS S B TIEHEIR (Good Registration
Management PWA)EFTE - AN AE A2 T R H T HAR S RS » Sl s
AT

(—) GRS

1. BEERESEHEBSTIFES(Good Registration Management PWA) &R
g

AE#RbeEFH i NBE%  REWMNE: 2 - g AEEEEAET
MHLW/PMDA fXFE k57 JTPMA 3% - SfamiE R AR S sl BB TIEHIB R & i
WM MGRE  garg EEAmAT -

(HEEHAE T EFAERERERTTEFHENGHRANES - MEEER -

(ORFHEENATFI A 6 HE 8 HIEG LI 2023 4F APEC (B R &5 S5 E
HUARIRLER e U O AETE PMDA ¢ JPMA f{FR By R4 <7 4% - PVDA B
H AR B E o & B T 20 B 20 R REA R B R PR (e 4
RIEAZ | AR Elrp s BB RS REEE T > ERHIE T e Bk
HRFETTEZETAE - DIZEHHBIN AN A FEEHT APEC (8 R &S
EHE R -

QYA TR ENE RER S EHERAEEE - TIT5 HARE 7 SETET
H7 S22 a1E KBS R R R - H TR RRI R - X
TS EI LR EZ E TS s -

(4)PMDA 1EHT4F & S BB T /RIS A\ B2 A 2E) » 1248 n] fR LT
FERZETTT

2. BRI (CoE Coalition) &ATE

e s Dr. Jared Auclair (Northeastern University)f Dr.

Silke Vogel (Duke-National University of Singapore Medical School)F

o shEle(RFEHITHA CoB #IE_ LMK sGREs=aTm - EAT ¢

(DPUJIREE(Sichuan University) B Eestt CoE UFRFRHAEI 1T RHSC 2868 T

BT B H A PWA (41 Global Supply Chain Integrity) » RHSC FJ&7E
i DB R 5oy 2 S B EH A PVA Ve EZ &8 - WEHEIR~ (5 PWA SRS

a5 DIWECE AN —BUE

(D) EFHIINAEE (University of Southern California)&Ees#f CoE fAFEFEH
RERIEZE & (program commit tee ) BFSEIERIRALE RAVEZME: -

(3)UJI[ REREEEZ3#F CoE R ML S K HkECE B s > e Rl
RHSC FLERR T E 505 B > DUFI| CoE JA#8akE - RHSC % FeBier A B30 5y
B HEEE O % PVA IVIEEZ% B9 MaRIER B iRt -

(4 FEMINARER B RS CoE (ARR G E RS & ikl ey n] R EE4 L
BE > Rl BB B AIRTT » IRTH IS EORSIEE e o B
P CEI R - B PTIR LR R R T B s £
RHSC ml#E b T B2 &R A= - DUmE APEC &R RGN 28
oK o PMDA TR RIERERFNE SR REERCEESR LEE A
& S Ess LEEEE -

(5)FE R g N 22 - B R [ P& (Korea Institute of Drug Safety & Risk
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Management) CoE fUFHAZMIA B G IFHITER (MoU) FBURAZ L aR A EE X >

RHSC E =R MoU A% RHSC $4FI APEC 284 NHYHTER & A 49 53T - 3
IU N SEREAREEOHTY PWA B¢ CoE » BEA CoE & niEEREE T1F > (B9e T1F
I E FHIEPWA Champion) Al FT A FE 22 5% L3R4 - RHSC A1 EEE]

S
Bl o

(6)PUJIIRERESHR 2511 CoE AT CoE 2N HE R AR X MR EER
i CoE FHaETHS R I B2 IEE -

(D) IEXER
iz | - RISC Bra F R s Bl A B EER N
SHE 2 RHSC BEMS A\ = Rk (RHSC Advisor’s Office Update)

RHSC AR Ms . Patty Wu BV NAELFRE(1)APEC 2023 FEEHIE B TH G 5
(Interconnected) ~ BT (Innovative) EA (Inclusive) ~ (Q)F=ZEEE
B (SOM3 ) &k AR 185 A= R S 2k o (3)RHSC =4k APEC 288 T s B HY i
wragie > HATEG)RE T RHSC WU A - AFTA RHSC & BB FES: - 3%
ZEhA 2022 A 2 A& 2023 4 3 AR LK inns - BES AR IS E RHSC B
J* CTI ~ SCE B¢ HWG #FFHME » RIS FTA &0 fe < i - R SOM2
Je SOM3 HARIFF4E 3% > RHSC FJEREl e N /A58 S ERE R E B
RHSC £ APEC ZEfE NHYIESE -

B2 3 ¢ APEC AR A4 0 % (APEC Harmonization Center Update Report)

AHC 74 B s s BHRER

1. BEJJEEEE © AHC T 2022 4F 11 HRE¥HE 4 S5ifeter » 2023 FFHE P 3
SiaE o A > AHC Frag R Hag FEE Hur,
(http://nifds.go.kr/apec/edu/home/index.htm)#& 7t ICH 55 | EEREEZFERAZ - AFk
B B2 v A B E R WM TER -

2. B3R FAAHC BE48(https://www.nifds.go.kr/apec/index.do) %
EETL R B LIRS -

3. PREARZK - 888 RHSC GEIRZE Ky APEC 286 NGRS -

ICH Guideline Online Program

> Tutor-guided introductory training on ICH guidelines

* Available for free with sign-up at e-Learning Center (http://edu.apec-ahc.org)

with English, Korean & Spanish script

77777777777777777777777777777777777777777777777777777777777777777777777777

i List of e-Learning Center Course

| e Efficacy: E2A-F, E3, E6, E8, E9, E17  » Safety: S2, S3,57
i » Quality: Q1, Q3, @8, Q9, Q10 * Multidiscipline: M7



http://nifds.go.kr/apec/edu/home/index.html
https://www.nifds.go.kr/apec/index.do

& 4+ RHSC R F &5 (RHSC Representatives’ Reports)

1. 3f24.1 ICH/IPRP : AHC {855 APEC RHSC H4i 2022 45 11 H 12 £ 17 HAE
RE B 143 A B P B i L ARt F ey ( TCH ) S BRIP4 8 i 4R 5125 (IPRP) &
&% 0 MASZCRHSC By N B = askli i -

2. 2 4.2 IMDRF : &EE£2(t32 APEC RHSC HFE 2023 453 H 27 £ 31 HAEEE
R AR EZE R A R EPE B R s AR s B IMDRE) 3% » [71 482 RHSC B
gAETEEEARE -

iz 5 ¢ U AE SRR (WHO Update)

WHO s¥E BB e I BB RIFIVERIMERF C HEITE » AMRS2IKIE
B TR R R LS B 20 g9 (ML Sz ML2 - W1 R ) - AR ERE T HErHk
B > ZAHAT A8 LEEE 45T E (regulatory systems strengthening
program)EEN NHIEE TAEHE

1. BEERHE (benchmarking) PABCEREEIALHIERE » 2023 42 3 HAYREREAE
FHEE TR T B o

2. IFEEBEEAFZSAHRE RS (Coalition of Interested Parties B(fSf% CIP)&
E > $RELRE TS - EUFEREHEME RINIE - CIP 3A 20 & E - eI
SEHIRMER R SRR ERERIR I E B IR E FIAHA - B SR
HEOT—HER -

3. HEEHDUE RESEH#I(2o0d regulatory practices) 5 B B {ZHEHH #i(good reliance
practices) B ELBEAYETREELAE » A6 2022 4F 3 H 31 Hif - 4H 4%y 2tk
(WHO Listed Authorities » fif WLA)E 5 - WHO @z (EsA = HiZ
() R BT EWERIE 2Bk TR LA H RN IR > () EELE - AR
BB B e A E RN FE - (i) 78 28 #E AR (B FE (reliance) KB LA TR
BRI -

WHO A BB A ~ 4858 BUEF B IEE EIL Ae S A2 BB R i A LA FAE

A4 e

Maturity levels of national regulatory systems
WHO GBT (for medicines and vaccines: as of March 2023)

oct Nov Mar

With some elements of 100 100 98

regulatory system COUNTRIES COUNTRIES COUNTRIES feccineslievelon

73% 70% weak regulatory s
6

ML1/ML2, are no
@ Evolving national 44 4 1 39 requalification

regulatory system COUNTRIES COUNTRIES COUNTRIES

.............................................

Stable, well functioning
and integrated

50 27%| 53 | 30| 57

@ Advanced level of COUNTRIES COUNTRIES COUNTRIES

performance and
continuous improvement

GOAL uf WHA In 2023 alus?:é:p:: nh::':e: [a;:ldei\::e:g L3/ML4 in medicines and vaccines reg systems
Resolution 67.20 N

- Republic of Korea ML 4 (medicines & vaccines)
* Egypt, China and South Africa ML 3 (vaccines)
*  Nigeria ML 3 (medicines)




CIP Membership - 20 Members: 16 Participants, 4 Observers

GLOBAL Engagement REGIONAL Engagement

Expertise France BfArM PharmTrain

PEI BloodTrain

EMA CHMP

3
ofz]=

WAHO

Enabel

REGULATORY SYSTEM
STRENGTHENING NETWORK

BE 6 | ZEZSHLERAREE BERRAEEZ (Multi-regional Clinical
Trials and Good Clinical Practice Inspection) PWA (F &tk : HA—
MHLW/PMDA FZ&E{—Thai FDA)

1. FFE6.1: PWA FEHFERGH(PVA Champion Update)

H A MHLW X722 PWA & 5 { CoE H 2021 £F 10 B Z %AV EAVES) - WTHE
2023 FFFEMAZ LERAT R CoE WFET &7 - %5 RHSC HYamiE T Bas &5
o RS S RO ERAC B A E RS - WA TRSERY CoE wF(d -

2. B2 6.2 JE5TKE CoE % (CoE Update: PKU)

JE TR CoF 4R FI—55 MRCT & GCP ST » Fil—EAT 2022 4F 11
& 12 ARyEay RIS o ERES —PEERTH SRR B AR R 5E P B R A
4 RIV&R FZ=BE G - 2023 TS ETHENSE =R G L (SHEPEIMEE ) K E

RS (BHERNER B )RR T U - THEFAUR 50 EEHEIEE -

3. #Bf26.3 : PMDA K HARZFREE ) CoE fE#(CoE Update: PMDA with
NCO)

PMDA H 2020 4 COVID- 19 & 1EFA% - (FRA B 4 ROVE BT ek
4 KRR W ErERC AR R > BB B ER S N4 DIAET g RIS
AlaR_FEREERAR o ATHARY 2022 4E 1 H K 2023 4F 1 A & W—54R EiETE 0 B
LR T 4 B

(1) Tfi# COVID-19 AFRITHARINY MRCT FRAR

(2) EEmUrTiRIE B RS ZEHI M B E R E

(3) BEIEEERIETEAA SRS - DUEHE MRCT BIFHTT

(4) 5% APEC & AF MRCT HYELE FIEE R & 1F -

TR G TEER 2024 F 1 H 23 £ 26 HLLERE G2 - ML 755
£ Open Badges 7E B2 BRI NNEEHH -

4. HBTE 6.4 5 MRCT CoE f§#H(CoE Update: The MRCT Center of
Brigham and Women’s Hospital and Harvard)

s E 2020 4 2 HEELL 10 EsHAYSR ERRIETR OLPTA AR &t s -
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5. #E 6.5 BEERFERSAEEFE CoE fE#(CoE Update: Korea National
Enterprise for Clinical Trials @ f&#% KoNECT)

KoNECT #THAM 2022 4F 10 A 11 HIpH HH—Rav4e FEERERE g > 3t
ZHE 6 HROEAE . | IBRE /N o 4B 11 (AR RE 235 A2 EEE
15 GCP &% ~ ZEZ Hh ORI ER B pr 855 45 K2 K COVID- 19 & iE I L H B 5
MR EF M EEE RS ES (Decentralized Clinical Trials) &iEmEi%E EHkEL
MERVELFTEERE - KoNECT THENRS 9 H 943 2 2023 MRCT & GCP
Inspection CoE Workshop » 6 E5ER ~ 25 K aiMEIZ GCP 164 & 7y SElEL » Wik
I B EERRRARI S AL -

B8 7 1 IRLFEESZEM:(Global Supply Chain Integrity) PWA (FE 4% : EE
—FDA)

1. FE7.1:PWA EEHMELEIREPWA Champion Update)

SEE FDA (RFEFEH G > WA ARG PWA RS ~ (IhfEgZr 2 T Bl ~ (LiEfHEse s
M PWA f5EZ S - (LREGHSZ M PWA S, ~ PWA B K 2023 T EA
SORTSEEERL - AT -

—  f{hEsEL e TEHAR 2017 FH#EH > 845 10 KT © (8 EEUEHE (Good
Manufacturing Practices) ~ {8 RE#HH#H1(Good Distribution
Practices) ~ & R A /FMNH# &I (Good Import/Export Practices) ~ &R
KB EEFFE (Clinical and Retail Pharmacy Practices) ~ FErnZea
M (Product Security) ~ falfzflir(Detection Technology) ~ 4ER&HHE
(Internet Sales) ~ IBEFEM Z4R (Track and Trace System) ~ BifRF1ES
M(Surveillance and Monitoring) M EE—W#4&EE(Single Points of
Contact)Z » FZE4gi . H APEC Harmonization Center (AHC)##EF% % USP
#8uS https://go.usp.org/APEC-Supply-Chain-Toolkit °

— AR PVA B > a8 3 BRI R K COVID- 19 SEiB R SoH T B AN
EEmm e - QEEETH S K LR B EAHRINS 0 Y APEC BB/ MEZ B
ik 4 T BB D RS i S E s Y A 0 BT APEC TEAER
COVID- 19 EIEHARTE IV -GHE > SE4ERAIA 2021 4F APEC & 5 &
ol eE S 0 988 APEC T EEMVEH T iR COVID- 19 & i MR &
rn L IER » DUEHEREIBIVERE - FEoh > 72 2022 FEFEH Rx-360 4HARAVRER
(Podcast)#EE A fEM#Z 2 T HA -

—  PWA A USP K Taylor University ZEfi{E CoEs » 87 3 FF R B 4 g
(LFEsE T AR EiET e o BB B R R R R AT AOR -

2. EBIE7.2: EEEEHRFE S CoE fEi# (CoE Update: USP)

USP (RFBEEHREEGAAAE 4 H 25 & 26 H WY APEC B L fE gl s h s
(APEC Medical Product Supply Chain Dialogue) > #53%El€r & BB S »
B EE At

3. EBf2 7.3 : Taylor’s A2 CoE f&§#i(CoE Update: Taylor’s University)
Taylor’s REMFH 5% CoE ¥T =481 USP M AR Fann A S & fE Y 4R -
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https://go.usp.org/APEC-Supply-Chain-Toolkit

W e AR - ERERE T RS ) & TIBERBIARS ) T 55
& EETE BRI G| 300 BB - Hr » BEEEEE LA Y 2B 4
Hhuls 2022 F43 EETE r FIRE G B BB R AR R - HEhEEAHEE
S E T PR AR R BE R

B8 8 ¢ JuiEA(Advanced Therapies) PWA (EE 148 © 58 —FDA Bt —
HSA ; REE#FE : BIO)

1. FE 8.1 : PWA EEHEEEHREPWA Champion Update)

S5 FDA AR G » =T -

(1) FREPRIKE FAZ Cai a3 A 2014 4552 2019 SE4 RHSC B437. o ity
T [l B R e Ve R AR B s KR T ST 6% PWA Fra amiy e mndi
E AR RN (Cell therapy) ~ FEFAHAEAHARAT B £ (Cell-Tissue based
therapies) ~ R G (Gene therapy) ~ FEEZ i (Cancer Vaccines) ~ 4H4% T2
tm(Tissue Engineered Products) 5z ZEFEFSHE 2 h(Xenotransplantation products) ©

(2) = FHFEREZEIRZ 55 CoE KHRILAE CoE AR IEFL 6 &

2. $B12 8.2 ' EEEHFZ B S CoE fi#(CoE Update: USP)
USP RFEHERHALE S H 9 H R 11 HEEHHY CAR T 4HAEEEAFAEE « Bl

0

Fef Bk 4 EE2EIFET€ (Virtual Training Workshop on Chemistry,
Manufacturing and Control Challenges in CAR T Cell Therapy) @ #is%Eder
=B SN -

3. 312 8.3 : I A2 CoE f§# (CoE Update: Northeastern University)

BAEAER CoB BURFY AR 2022 FE580K APEC EBIETE T $H¥HL T MY

VB L AR B R RS AR SRS R AR > fEAT -

() B8 ¢ RHSC A 2019 & FIEr s BB 50T 2030 FRS: » BRERTHL T FENHE
717 CoE AU RTREME » Zat i b REE RS 4E & A Pt i R AR B R IR By
BRI TR Rt > RS & B AL T =M BN AR EEEhE
Bl > ACFRHRAR EERE - QR EAET S AT T SENE 2R e bR
A > BEEERY 2020 5 APEC [EIEER) -

(2) HIEKE CoE HEEBEFUNZHERSY » par L2 - G s g &
TS T s b 1 = P B = AZRIES RN R - (ESFRMIARR A R B3 =
REIES2E > WITNFIER -

() ARIRAEAL T SEMNHER ARSI AT LU AL A ER R AR B 2R (R BBl > 038
SEEE ~ BRIRIAZEEGGT ~ (B B ELEH#(CGMP) K &R AHR £ -

RHEEY
REGULATORY | ACADEMIA |INDUSTRY | OTHER

AUTHORITIES ORGANIZATIONS
Northeastern Biogen Alliance for
University Regenerative

Medicine

SILEELIER BT University of  Pfizer U.S. Pharmacopeia
Chile

Former Roche Bill and Melinda

COFEPRIS Gates Foundation

L Amgen

12



FREREEEEE

Online Module- Cell and Gene
Therapy

Production-
Early-stage
Development
Challenges

Cell and Gene Product
Overview Therapy Development
Platforms Overview

Manufacturing-
Late-stage Post-production Manufacturing
Development Challenges Innovations
Challenges

PR L g T

Synchronous Webinar Topics

cell and gene
therapy basics and
their difference from
other therapeutics

fundamentals of
biotherapeutics
approvals including
biosimilars

post approval
considerations for
biologics

regulatory cell and gene
considerations for therapy product
cell and gene development and
therapies unigue challenges

FEREEHEEREE

In Person Training Topics

Regulatory Agility in Key Challenges in Cell and Gene Gene Therapy
Biotherapeutics Biotherapeutics Therapy Development Manufacturing

+ Leveraging learnings « Role of qualified « Integrating QBD « GMP for cell and
to manage regulatory laboratories for local principles in gene gene therapies
capacity made products and therapy CMC - Cell and gene therapy

+ Expedited regulatory products on the programs supply chain
programs market « Use of standards for challenges

« Accelerated regulatory purposes « FDA and EMA
development and and product approval of gene
product life cycle for development therapy product
biotherapeutics « Unique clinical and

nonclinical
considerations for
AAV based gene
therapy

312 9 1 A£YRTE Fu(Biotechnological Products) PWA (EGHSE T EiHkE : £ —

FDA : REEWHE : BIO)

B2 9.1 - PWA EERf F EH S (nterim PWA Lead Update)

] FDA RESE L - FHZEa0T
B YIRS PWA HYRSAEE S 0aR4AT & 12 2014 £ RHSC £

no 0 GOECIEEAH DNA FEanh » BEPRPTAR A fm R 2BV (DI -

(2) H 2018 4F#E » AWl e fh PWA B9 3 [ CoEs 7+ 5 AF M 6 Hiftat

13



& o
(3) RJ7{# RHSC AYEH » 18 FREOF et A R A VS TR TS B KA
R o

2. EBT29.2 : fHFEKE CoE ff#(CoE Update: Kobe University)

HF KB CoE DUAEYIFUMTEE ST GMP &R B2 B 38 Ryial 8L - H
2019 SEWFEE T AL - HIE = TR AR BT SRR - BUERA
FREFBERE R - YR E e R P ES [ &2 > #% CoE {£
siieaa T DDA IO E B 2 £ - A (R IR ARSI B 275
LN &R ©

(K()BE’ Kobe University
){ J APEC CoE Activities https;//www.group.kobe-u.ac,jp/apec/indexhtml

Year (2019, Pilot) 2020 2021 2022 2023
Method o In-person Virtual Virtual Virtual seitiltlivg
holding In-person
Contents * Outline on Development of Manufacturing Processes for Biotherapeutics

* Practice for Development of Cell Cultivation, Purification, and Analysis
* Mock GMP Inspection
- Key Elements for - CMC Develop. Thru * Quality Risk Mgmt. - ICH Q12: Guidelines

CMC Develop. and ICH Guidelines & and Its Applicationto  and Implementation
Quality Management  Regulatory Update Biopharmaceuticals in Japan
* Recent Guidelines + Data Integrity and . 5 3
(PIC/S GMP Annex 1, Unified Compliance fl)J:::ICa:‘eclﬁf;rmanon
2) & Topics on Analytical Testing
DU, Brazil, Indonesia, ‘C}Z‘J\'\e, Ch\nisedTa\p;i, India, Chile, Chinese Taipei, fﬂhi‘le, (Ehir'v)ese Taipei, India,
pa Malaysia, Philippines, WAL, SRLEE T LT, Malaysia, Peru, Korea EEALY UET
eeeeeeeee § Malaysia, Peru, Philippines, Philippines, Thailand, US
Singapore (10 people)  gingapore (26 people) (17 people) (54 people)
Would you
recommend
the next CoE

to someone ?

3. BBfE 9.3 : HIEAKEE CoE fG#(CoE Update: Northeastern University)

SRAEAER CoE 7% 2022 585K APEC BEBhatE " $HHAL T SRy A= 88 K AHRE
BLECRERREEE | > Bt E AR APEC B4R - @EFRHECK RHSC 1%
FEREEEREESS -

S 10 © 222 ESH (Pharmacovigilance) PWA (1K « 88 MFDS)

1. 212 10.2 | BRI L2 WS FEAT(Korea Institute of Drug Safety and
Risk Management, KIDS) CoE f&#(CoE Update: KIDS)

KIDS CoE {X#F s 2021 429 H 8 & 10 H4p Eifararpk e » W FES R 2023 £
9 H 6 2 8 HFEEHELR LTS - K277 2021 T S45 G ERIE 2 HE -
R 2021 FRIGHAELER - 25 ¥R EE K i/ MEFETE - COVID-19 &5
7 2B PRI R TS « SR 2B A R s T
JEN LR

2. 3 10.3 : k5 KEE CoE f&#i(CoE Update: PKU)

BT REE CoE FAREHR P/ 4810 5T K& CoE E 2014 48 12 H#EAYESEEZM - 17
THEFY 2023 42 5 H 15 2 19 H¥EE fBHH 5 RAVEE 4 B 2B HErsg o &
e ~ EE  HA - igElEEERBEZSHRER » B i L (EEE B K
BV ERRCENE B R EEE)RE > FHEU 10 SR 50 225 -

3. 2 10.4 : PMDA CoE f&#(CoE Update: PMDA)
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PMDA CoE {{F# & 2022 F-4) F 2023 FE-)4% ST &R - mFHE a7 Al

AW 24 8 31 AR FEEISE 8 - DR 4HETSRonE © AN - MTRE T
Kbt E H Ry 2024 72 H 19 £ 22 H - BISUERER L &ak - iR E T
s s /M © PMDA EL£RA Open Badges » BAPTRIRHIERZ - 5 /2 ARF R R B
B EEN AR EES -

HE 11 - B R EES 0B (Good Registration Management) PWA (FE 1% :
#&JE—TFDA K HZA MHLW/PMDA)

1. #3712 11.1 : PWA EEHBFEREHREPWA Champion Update)

BEEEH 2016 FHEH N AR EEHEGIE - HFEEEHEHE REREE
H > BERENAR GRS IR SORATRE] > Rt ek 3 o TR
ErEEaTREE - A5EREREICEE PWA {585 88 G5 SNE APEC (£
RERGCE BRI S - 2023 FAREANCIERFE S BB R ER s s E
PWA {5 EZ B & Gaiafamoig 7w - WAL SIS & - DIRFER I R e
I A E RGEMAT -

2. 32 11.2 : B#F CoE f#H(CoE Update: TFDA with RAPS Taiwan Chapter)

BELE SR HRATE 2022 F48 LT g HER - FROE 8 HTHSERIE M 3 K4R
e Ty B 12 (AR 104 REE > 12 EEBREAEEE - HIE
HA ~ B2kigas ~ B8 ~ JEERE - MRaEST ~ wrinys ~ EEsdt - 226 - MiE K
Erfmbban - 104 222 S AIEHE 54 BT EMEIE B K 50 ZERE S RSN
B A3 53CiMoT 5 57) o BEAN » WTHERINALE 9 H 6 £ 8 HIE ¥ 2023 4
B+ (2023 APEC Good Registration Management Center of Excellence Workshop)
HUBELlE X LRIk ESIE —SEREE - fEROisE 4 - B RAPS
Taiwan Chapter EL & EEZ 1S /ERY 2022 FEE4%IE - RHSC [EIE ARSI CoE J&HE)
{E LA TFDA Ry —8Y LRk -

2 12 BEESM Medical Device) PWA (EE 1M : #E —MFDS -~ HA—
MHLW/PMDA K3<E]—FDA » R EEWE « SEBERE AdvaMed K HAE
BB IR 28 TEHE JIRA)

1. 32 12.1 : PWA EF%EMEREPWA Champion Update)
HAS PMDA REERAR Gl B il PWA BYEAE ~ LR i

F2 2021 4 10 A DAARAYES) - AiEREH 2023 409 T(EEBMEFEEOR RHSC ¥
TRIBIHEREE. > FFaEETam B T2 L aRA - WS73%55 CoE SBTaT g -

2. BRIE 12.2  ERHTAEE CoE f&G#E(CoE Update: Soonchunhyang University)

NEREBA R B as M ERPRAA S TR0t 2020 47 12 F % RHSC #8A] Ry IEZHY

CoE » 5T 1 ZUEH2020) f 2 RIEASEHNESN(2021 K 2022) » FUER
2023 = 10 HEG 11 H FEERERag) - BI0REG R AR LIRAL - S5l ERE
FE(DEEREE R (IMDRE N55, N56, N57) » (2) IVD B&f5tast1 7358 52(3) IMDRF A B
SlsE - FEMTHER RS R B EE -

3. =2 12.3 : EEIINAER CoE f§#(CoE Update: University of Southern California)
15



EANINAES CoE VB FERs A 523l B I B (e IR IR S B PRBrEE 0 AR Al - A1

— YR IEEI S 2021 FE 4 H 6 £ 9 H - #2443 S5 TEsEEE - 350

B4R _LETam e 1 2 RAV4R BT s » TSRS SRR TR A

(Principles of Clinical Research for Medical Devices) » JAASZR & o> S s 45 F 123

O

() & LersmuEraEY: (B R 2B E T 5 g

() N FEEE/K B RAVHIEZRER » 5E S B4R LR R EA—36 7y

(3) SHE 7 HNAORAR

4 HEEFEERETHRIR

(5) SEBIEHG FESRIEREL  UHEERKFFES G L E -
SHEEER 10 A 12 2 14 HyBEEEES) - FEEER KA LEIT - [RE

HeEg) [ EE) RN AER: CoE 2 B S BE R AN AR K AHC HH VB es i

Bra)lES) - AE5REE PWA TR IER TN [E CoE 553 IEBIHVIFEH I » DIt

EAFRE ARG -

4, #HFE 12.4 : PMDA CoE f&#R(CoE Update: PMDA)

PMDA BE5FIVEENAE 2019 2 FiLUAER 5 RIVEFSFAEIEE > COVID-19 & 1%
HARI DAGR AR EFEAR RSO K 3 KA ERE R AHE R - 2021 K
2022 WIAEESHY 11 F IR - 43 R80T 32 5 26 L& B FEHEIE S - HIEF
FAE BNEE BB EUR N EEIRES M AR - B R o S - RIEE MR
22 MERATE I S BT B IR e M AR i A& R - DAE BhER & F R P sk ee T+
PSR E 24t - AMEEMETETHEN 2023 4F 11 A 14 £ 16 Hijst » &
R4y Fitste -

5. 212 12.5 : B%EE CoE ff#(CoE Update: TFDA)

BEEE R Ee M R A bl inH B e QR AR 2021 4% BV & RICR > WIAERTL
2023 4 9 H¥REAREENE & - 2021 FHETEHEEREE 8 H 28 HE9 A 11
H > EFEEE PR EHY 5 FI4R RS R S8 B ERAY AR E&Rs - 5 43 FEIASh
28> Wi HETEAR 11 HFEFEE - Hdg HA APEC &% #GHYE
SMEER 144 S7AKETE APEC &0 BSHYEISME B 19 %4 - IHFRAR L &gny
(ERETE - (DERAZEERFEE SIS - O FEBIRRT - &%
RFAE R © Q)RS [ 2B A28 > SENsiE N SRS © ()3T eES
a2 IFERETE -

6. sBIE 12.6 - TUJI[KEE CoE f&#(CoE Update: Sichuan University)

VOJIIRER B fR st AR R EAT T AT U A% o0 2021 R 2022 SRR b
WSS SRR - 2021 SEERE Ry T BHRESM B IVD B Ss AVERR 5 2022 - E
ARy THEANBRSMAVEEREE - 1D » 2023 FRFE S & -
FREETFy | BEEEsEMRI R

Bz 13 © CoE BEE#ER£5(CoE Coalition Report)

CoE Wt iH ESEra g A ErafamE AT ey - M= T ¢
1. BB TAEEIS(PWA) R ZEI 75 - J7(F PWA & CoE B G EH
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SBIPZER » & CoE R AL HAFZERE SR -

% CoE Al EdllNE L4 - DUEZ0= -

B TAEESE(PWA) MR R E2 U REHE ] > BB AR AREUE B N H%
ILRRAH o

% CoE M2 EE v BRI E T-55E » 41 Open Badges @ AIEE% &
Fira 2 2BV SRERAE - BB R 22 2R o 52llEE I B IR E Y -

Bz 14 - HArZEIE(Any Other Business)

S5 FDA AR R Bt e e R M T BB MISE sl B » SRR ¥y USP 484k
B o

B 15 | e MRS TE (Review Decisions and Action Items)
T EEY AN R PR SEE T ¢

1.

10.

RHSC ~ AHC K H:AhAR 44545 S1#E APEC 2545 B RHSC #1 AHC =&
HIEREAHAR - RHSC T REEREHE Rk B sl e & & B BB EUN & 1E K
YR DAL - &SRR EE A& 0 5574 RHSC M
)Zzléi o

Ry TSR » SeEEA(Advanced Therapies) PWA FIAE Yl E
(Biotechnological Products) PWA H FiEfiF & 6F&(E - —H RHSC 1 APEC
BT BRGEIFIAT R 20 E S E e o

FHIA RAPS &840 & ARSI L2818 R &S0 EH PWA CoE » H 2023
TEHE - TFDA R FonZ S e — E RS -

Bxpi ot bt PWA T EMHST BN PWA BRRE - %5 A B e AR s
T— RHSC &3 L2045 RHSC #ETHEE KRR -

EERMLEGESERLM: PWA B T HA - 3 1F USP 44uh E > RHSC Fi%
R EIENEEENNELEE -

EE H4E KSR L E R 2 EREEESE R CoE -

5YE) PWA f58Z B & U 4w CoE M= RV e E i E &%
FED 34 K o PWA T EMEFIEREHLM PWA T EMBIIEZIIE
SR PWA {58 Z B g% > I OmWMH G EY » DIEH
PWA [l /E )7 =N — 2 -

PWA F B3 E & B IR0 B A SRR DU T AT F 3 - AT
fMEETIEHE PWA {5 8Z B8 HZ > A&E RHSC #ETHX » THETTE
2023 R THY N —R RHSC & _LaTam -

RHSC #2528 2023 2% PWA ZRifiss st a —E% - FHoag A 25
B R EE o KT8k S -

RHSC #tAE4E 2023 £4£ 9 Ak 10 ARER N X g o sFATE B EARKEL
EHANTE -
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[1]

MR

- FESIRPAR RIS S Z B g (RISC) & TES) | A EZES

(RHSC) JF @ 2k a2 B 3wt (LSTF) TAYMI@amIE (subsidiary

bodies) » 2022 FHEEAN LSTF HIg M {EaEF = (F » —J7H H RHSC S
J&g k. AHC 748> APEC 2548 T s F LS B e e sm B BRI Halk - 59—
7 T sl 5 e TAEIS(PWA ) BRI RHER S8 0 (CoB ) R HEBIREE 3
= ° HF RISC B R 455 E EAVBIPEAOR RUERM S & o i
SCRREMINITEEZ B (RHSCO)BIHEE) -

~ FHEE LB R TS (Good Registration Management )fES: T

YESEIL (PWA)HYSRES 5 1] © (B R &S E PSS EIAR 2016 FARIBE I
B4R ((WHO) R T ERY "B REAHIE | $551(Good review practices:
guidelines for national and regional regulatory authorities)z
APEC RHSC ZTERY " 1B RZA(## , ¥551(Good Submission Practice
Guidelines for Applicants)&ift » FraE(E(LIRIS T MR B LT =
J7IA (/) $TE S T BRI 55 % R R e P B R PR ER bR
TS 5 () S MR B E A b S a0 T e I R A S 2 S Ak /A A
FUESEIIERAE - A6 8L RHSC A [E PWA &1E + (Z)fk WHO FRPEEeR{EEE £
4iatEE (Regulatory Systems Strengthening Programme) 2 HEEf 28 BEXR HIAHBH 2R
2 > W EkEE RS T E.(Global Benchmarking Tool) ~ 18 BB ##1(Good
regulatory practices) 5 {8 B (S #E i #i(Good reliance practices)ZE °

+ FrEUEL APEC 7AMIRIER Sl U O S RS, A& R CoE

HIRC R ~ By Z R IHEENEE] - n It & EEE 1 B APEC HsT &%
£:2% - RHSC 1F 2016 -2 HiH#EH) CoE “EElF sy BB & » 28 CoE
COVID-19 FEEFE 2020 % 2022 -l R ey Hafstd - 2023 & EH
&% > {HZ258 CoE h4ER4R e & siB MG B I/BIN B RS IR
W o (& DRI ERETE - FEESRT  HEYERRZEER
ERINE B G SIS A -

» RIS E B R EIIA A RHSC $2BtRYSESIEIR © £ RISC ZREE T~ - g

AHC Jz#5 PWA "Ny CoE f2 -2 ERVARPIERIER - GiEAZATEHtY
(B RERSSCEEEIEME - HREN I ZERNEESR - LEBIK
TIVRRAE TR T B (B A Y BRE S 2
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Regulatory Harmonization Steering Committee (RHSC) Meeting
Mills College at Northeastern University
5000 MacArthur Boulevard
Oakland, CA 94613-1301

*12-14 April 2023
*Corresponds to Pacific Daylight Time (PDT), UTC -7
Date: 12 April 2023 (Wednesday), 10:00 — 18:00
Agenda: *PWA Steering Committee Preparatory Meetings
Location: *As listed below

“Teleconference Meeting Details for virtual attendees may be arranged by respective PWA Champions. Please contact
PWA Champions directly for more information should you wish to attend.

Time Topic Room
10:00 — 12:00 Advanced Therapies and Biotherapeutics PWAs Cowell 113
12:00 — 15:00 Global Supply Chain Integrity PWA Mills Hall 218
15:00 - 18:00 Combined Industry Coalitions Cowell 113
17:00 - 18:00 Good Registration Management PWA Mills Hall 218

18:00 Adjourn

Date: 13 April 2023 (Thursday), 9:00 - 14 April 2023 (Friday), 12:00
Agenda: RHSC Meeting

Location: *Lokey Graduate School of Business (GSB), Room 101

*Teleconference Meeting Details (For virtual attendees)
Should you face technical difficulties in joining through the virtual meeting links here, you may dial in the meeting
(audio only) using the details at the end of this agenda.

Day Virtual Meeting Link

13 April 2023 (Thursday) Click here to join the meeting
Or join the meeting using the Microsoft Teams meeting code
Meeting ID: 262 421 968 567
Passcode: ETQrWc

14 April 2023 (Friday) Click here to join the meeting
Or join the meeting using the Microsoft Teams meeting code
Meeting ID: 290 574 413 755
Passcode: Ht7sBd

Agenda Item Time Topic Speaker/ Organisation Format

1 10 min RHSC Co-Chairs Welcome Dr. Michelle LIMOLI In-person
and Introductions U.S. Food and Drug Administration

(US FDA), United States

Dr. Nobumasa NAKASHIMA
Cabinet Office, Japan

2 15 min RHSC Advisor’s Office Update Ms. Patty WU In-person
Crowell & Moring International




Regulatory Harmonization Steering Committee (RHSC) Meeting

*12-14 April 2023

*Corresponds to Pacific Daylight Time (PDT), UTC -7

Agenda Iltem Time Topic Speaker/ Organisation Format
3 15 min AHC Update Report Ms. Helen JANG Virtual
APEC Harmonization Centre
4 15 min RHSC Representatives’
Reports
41 . ICH/IPRP Ms. Helen JANG Virtual
APEC Harmonization Centre
4.2 . IMDRF Ms. Cheng-Ning (Emily) WU Virtual
Taiwan Food and Drug Administration,
Chinese Taipei (TFDA)
5 15 min WHO Update Dr. Samvel AZATYAN In-person
World Health Organization
PWA Updates
6 30 min Multi-regional Clinical Trials

and Good Clinical Practices
Inspection PWA
(Champions: Japan —
MHLW/PMDA and Thailand —

TFDA)
6.1 . PWA Champion Update Ms. Mao YANAGISAWA In-person
Ministry of Health, Labour and Welfare,
Japan
6.2 . CoE Update: PKU Ms. Wan SUN Recording
Peking University (PKU), China
6.3 . CoE Update: PMDA Mr. Daisuke KOGA In-person
with NCC Pharmaceuticals and Medical Devices
Agency (PMDA), Japan
6.4 . CoE Update: The MRCT Prof. Jared AUCLAIR In-person
Center of Brigham and Women's On behalf of The MRCT Center of
Hospital and Harvard Brigham and Women's Hospital and
Harvard, United States
6.5 . CoE Update: KoNECT Ms. Kelly HAN In-person
Korea National Enterprise for Clinical
Trials (KoNECT), Republic of Korea
7 30 min Global Supply Chain Integrity
PWA

(Champion: US — FDA)
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Regulatory Harmonization Steering Committee (RHSC) Meeting

*12-14 April 2023

*Corresponds to Pacific Daylight Time (PDT), UTC -7

Agenda Item Time Topic Speaker/ Organisation Format
7.1 . PWA Champion Update Dr. Leigh VERBOIS In-person
U.S. Food and Drug Administration
(US FDA), United States
7.2 . CoE Update: USP Mr. Michael SCHMITZ In-person
United States Pharmacopeia (USP),
United States
7.3 . CoE Update: Taylor's Dr. Dinesh KHOKAL In-person
University Taylor's University, Malaysia
8 20 min Advanced Therapies PWA
(Champions: US FDA,
Singapore — HSA; Sub-
Champions: BIO)
8.1 . PWA Champion Update Dr. Michelle LIMOLI In-person
U.S. Food and Drug Administration
(US FDA), United States
Mrs. Judith ARCIDIACONO
U.S. Food and Drug Administration
(US FDA), United States
8.2 . CoE Update: USP Mr. Michael SCHMITZ In-person
United States Pharmacopeia (USP),
United States
8.3 . CoE Update: Prof. Jared AUCLAIR In-person
Northeastern University Northeastern University (NEU), United
States
9 20 min Biotechnological Products
PWA
(Interim Lead: US and
Singapore, Sub-Champion: BIO)
9.1 . Interim PWA Lead Dr. Michelle LIMOLI In-person
Update U.S. Food and Drug Administration
(US FDA), United States
Mrs. Judith ARCIDIACONO
U.S. Food and Drug Administration
(US FDA), United States
9.2 . CoE Update: Kobe Ms. Mao YANAGISAWA In-person
University On behalf of Kobe University, Japan
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Regulatory Harmonization Steering Committee (RHSC) Meeting

*12-14 April 2023

*Corresponds to Pacific Daylight Time (PDT), UTC -7

Agenda ltem Time Topic Speaker/ Organisation Format
9.3 . CoE Update: Prof. Jared AUCLAIR In-person
Northeastern University Northeastern University (NEU), United
States
10 30 min Pharmacovigilance PWA
(Champion: Korea — MFDS)
10.1 . PWA Champion Update Ms. PARK Mi Ja Virtual
Ministry of Food and Drug Safety
(MFDS), Republic of Korea
10.2 . CoE Update: KIDS Mr. OH Jeong Wyan In-person
Korea Institute of Drug Safety and Risk
Management (KIDS), Republic of
Korea
10.3 . CoE Update: PKU Ms. Xiaofang (Sandy) ZHANG Recording
Peking University (PKU), China
10.4 . CoE Update: PMDA Mr. Daisuke KOGA In-person
Pharmaceuticals and Medical Devices
Agency (PMDA), Japan
11 30 min Good Registration
Management PWA
(Champions: Chinese Taipei —
TFDA and Japan —
MHLW/PMDA)
11.1 . PWA Champion Update  Ms. Chia-Ping LIU In-person
Taiwan Food and Drug Administration,
Chinese Taipei (TFDA)
11.2 . CoE Update: TFDA with  Dr. Hsien-Yi LIN In-person
RAPS Taiwan Chapter Taiwan Food and Drug Administration,
Chinese Taipei (TFDA)
12 45 min Medical Device PWA Update
(Champions: Korea — MFDS,
Japan — MHLW/PMDA and US
FDA; Sub-Champions: AdvaMed
and JIRA)
12.1 . PWA Champion Update Mr. Daisuke KOGA In-person

Pharmaceuticals and Medical Devices
Agency (PMDA), Japan
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Regulatory Harmonization Steering Committee (RHSC) Meeting
Mills College at Northeastern University
5000 MacArthur Boulevard
Oakland, CA 94613-1301

*12-14 April 2023

*Corresponds to Pacific Daylight Time (PDT), UTC -7

Agenda Item Time Topic Speaker/ Organisation Format
12.2 . CoE Update: SCH Dr. Ei Shwe Yi PHOO Virtual
Soonchunhyang University (SCH),
Republic of Korea
12.3 . CoE Update: USC Prof. Frances J. RICHMOND In-person
University of Southern California
(USC), United States

12.4 . CoE Update: PMDA Mr. Daisuke KOGA In-person
Pharmaceuticals and Medical Devices
Agency (PMDA), Japan

12.5 . CoE Update: TFDA Mr. Hsiu-Te LIN Virtual
Taiwan Food and Drug Administration
(TFDA), Chinese Taipei

12.6 . CoE Update: SCU Prof. Anyu LEE In-person
Sichuan University (SCU), China
13 30 min CoE Coalition Report Prof. Jared AUCLAIR In-person
(Chair: NEU and CoRE; Vice- Northeastern University (NEU), United
Chair: USP) States

Assoc. Prof. Silke VOGEL
Centre of Regulatory Excellence
(CoRE), Singapore

14 15 min Any Other Business
15 15 min Review Decisions and Action
Items

Should you face technical difficulties in joining through the virtual meeting links above, you may dial in the meeting
(audio only) using the details below.

Day Dial in details
13 April 2023 (Thursday) Or call in (audio only)

+1857-327-9010,,51942768#

Phone Conference ID: 519 427 68#
14 April 2023 (Friday) Or call in (audio only)

+1 857-327-9010,,161449440#

Phone Conference ID: 161 449 440#




fifsk 2~ TERERETCER | BT AESRENEHRE

Regulatory Harmonization Steering Committee (RHSC) Meeting
Good Registration Management PWA Preparatory Meeting

12 April 2023
Time
Oakland Tokyo
Starting time Wednesday, April 12 Thursday, April 13
17:00 9:00
End time Wednesday, April 12 Wednesday, April 12
18:00 10:00

Meeting Venue

® Venue: Mills Hall 218, Mills College at Northeastern University
® Virtual participation

Participants

TFDA: Chia-Ping Liu and Hsien-Yi Lin (technical support by Nai-Wei Kuo)
MHLW: Mao Yanagisawa

PMDA: Disuke Koga, Miwa Kanematsu (virtual) and Yuriko Takemura (virtual)
JPMA: Shinji Hatakeyama (virtual) and Sachiko Nakagawa

Agenda (approximately 1 hours)

1. Roll Call and Adoption of Agenda
2. Updates and Discussions
(1) Brief discussions on GRM Update and CoE Update to be presented in the
main meeting.
(2) Briefupdate on the progress in developing a questionnaire to learn the status
and issues of GRM implementation.
3. Any Other Business

Meeting Materials

1. Attachment 1| GRM PWA Update

2. Attachment 2. GRM CoE Update

3. Attachment 3 Discussion paper for a questionnaire to learn the status and issues of
GRM implementation in the APEC region
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Tuwan Fod and Oy Ak ey of Hualth and Wallars

APEC RHSC Meeting
11-14 April 2023

ment (G

Ms. Chia-Ping Liu
Section Chief, Division of Medicinal Products
Taiwan Food and Drug Administration (TFDA)

Ministry of Health and Welfare (MOHW)
e’ N E

ERENERE

Taiwan Ford and Dy Acminisaton

N
“¥rpA

nttpsiiwww.fda.gav.tw

PWA Update

Outlines

Current
Update:

WA Lipdate PUA Update
GRM PWA Activities Current Updates (1)
Revise GRM PWA Roadmap in new template
Revise GRM PWA Roadmap in new . U contents i various sections
template = ;
| - Rationale
r Gond Rageratin Minagement *  Scope
Prory WOIk Area Roasmap = Core Curriculum
*  Key Performance Indicators
Convene biannual GRM PWA +  PWA CoE Steering Committes Members
’7 Steering Committee meetings | G
Salicit input from GRM PWA Steering
Committee
Further revise the roadmap based on
comments
C-®w2zN L] Ly %z 8 o
‘Munll:}.! g MHHIII"RI
3
WA Update PUA Update
] ' Current Updates (2) Current Updates (3)
" Convene Biannual GRM PWA Steering Committee Meetings Key from d of GRM dmag
Focus of discussions Rationale Ke_ep p_rnmut\'ng GRM based on WH[_) GI?EUP
" GRM Pl survey results guidelines and APEC RHSC GSubP guidelines.
«  Draft PWA Roadmap in Update CoE training programs from time to time.
;e“’ 'e":‘;'“'e - Scope Cower the submission and review of safety, efficacy
t:;i:sa or srvey and tralning and quality data for market authorization of
medicinal products in their entire product life cycle.
cumenry
Four meetings in recent 2 years Core Integrate Common Training, Reviewer Training and
: © =4 U May 13,2021 > o o
GRM PIWA Staering Committes Mambers: TFOA, « December 10, 2021 Curriculum | Applicant training into one GRM Training module.
BMDA, MHLW, Thal FOA, APAC, Former US FDA, « June 10 2022’ Allow flexibility in session format (plenary vs. con-
Temple Univarsity {Date: Decamber 9, 2022} 9
+ December 9, 2022 current) and to conduct workshops on focused
topics.
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PWA Update

Current Updates (4)

Current Core Curriculum Proposed Revision
GRM Training
R * Basic concept of GRM
Training e

GSubP topics

Aolling out GAM training
program in each economy
Toples of special Interests

Reviewer
Training
(GRevP)

Applicant.
Training
(GSubP)

Promote diglogues between
regulatars and industry
Examples for topies of special interests
* Implementation of GRevPs and GSubPs
Best practices for review and submission under public health crisis
Promating regulatory cooperation and reliance
Application of GRM to the entire product life cycle
Application of RWD/RWE in regulatory decision-making

. EWnE
s iaunELE

PWA Update

Current Updates (5)

Key es from di: ion of GRM Roadmap
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 outeomes
from other regulatory authorities
Publication of summary of grounds on which

approval was granted

PWA Update

Current Updates (6)

Latest proposals from GRM PWA Steering Committee

Proposal 1: Develop a questionnaire to all
APEC economies to learn the status and
issues of GRM implementation in this region.

Proposal 2: Cover topics for application of
GRM to the entire product life cycle in the
next face-to-face GRM training workshop.

Work plans are under preparation.
The plans will be discussed in the next GRM PWA Steering
Ci i ing or CoE Program Ct Meeting.

L EwWnE
S LU LS

Current Updates (7)

2022 APEC GRM CoE Workshop [“Host

““Jﬁi E!WWN
B \=J e,

oL As, R
D £
TFOA

RAPS Taiwan Chapter

The workshop was held virtually with

- R T + Part1: Online Self-learning Lectures (Pre-
recorded) / August 29 - September 11

Part 2 : Webinar / September 13 -
September 15

 esunu
MopasmEEaE

Plans for 2023

GRM PWA Steering Committee meetings will be

convened

* To review PWA roadmap and core curriculum;

= To discuss the work plan for a questionnaire to
learn the status and issues of GRM
implementation in this region

TFDA plans to host 2023 APEC GRM CoE Workshop on

September 6 - 8, 2023.

+ CoE Program Committee meetings will be
convened to plan this workshop.
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Taiwan food and Drug Administration Ministry of Health and Welfare

APEC RHSC Meeting
13t-14% April, 2023

Dr. Hsien-Yi Lin

Division of Medicinal Products

Taiwan Food and Drug Administration (TFDA)
Ministry of Health and Welfare (MOHW)
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Tanwan Food and Drug Adminstation

hittp://www.fda.gov.tw/

GRM Workshop Hosts & Organizers

RAPS B

RAPS Taiwan Chapter

Co-Organizers
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Organizing the Workshop

Convene GRM CoE Program Committee Meeting on June 10th, 2022

0 Discussion on the 2022 APEC
' ‘ ‘ GRM CoE Workshop Program
—
&

Draft Agenda

Workshop Summary
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Session 5:Bringing Consistency and Efficacy Sesslon 6: Communication

to Regulatory Decision-Making -

Dr. Shinji-
Hatakeyama
(APAC)/

Mr. Ting-Yao Wang
(CDE)

Dr. Lawrence
Liberti (Temple
University )

Schedule & Participants SPG_Z."E’S & Topics
Program Facilitators
% [ | 6 GRM Core
Update on the progress of e s . 19 Speakers z &
-~ workshop preparation and r‘" 1: Online Self- ©Total: 104 (TFDA/CDE/ Curriculum Sessions
onp earning Lectures. participants 2 Topic of
future timeline PMDA/EMA/ %
Aug 29th- Sep 15th TGA/GHC/ Special Interest
© Reviewers: 54 APAC/IRPMA/ °"’"I““.°""‘
B Participating Organizations: © PART 2: Live- Applicants: 50 Temple) Regulations
APAC, IRPMA, MHLW, PMDA, videoconferences © 16 Fadilitators RWD/RWE for
RAPS Taiwan Chapter, TFDA, Sep 13%- Sep 15" - (TFDA/CDE/ regulatory
Temple University © 12 Economies IRPMA) decision-making
LEE NN LERX RN
2 ‘m YT inese Taipei, Columbia, Hong Kong, Indonesi: C ‘m iﬂ".'g_l ¥
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Workshop Program (1/5) Workshop Program (2/5)
) PART 1: Online Self-Learning Lectures Topic of Special Interest I: Orphan Drug Regulations
GRM Core Curriculum Sessions
Session 1: Introduction of GRM Session 2: Planning of Application Session 7-1: Regulatory Perspective of Orphan Drug
ks B i Development for Rare Diseases
Ms. Chia-Ping Liu (A:‘A‘;;‘/"V Lt Speaker: Dr. Yen-Hui Wu (CDE)
(TFDA) Ms. Jocelyn
Lee (IRPMA) Sesslon 7-2: An ofthe Orphan
Sesslon 4: Managing and Conducting the Speaker: Ms. Kristina Larsson (EMA)
Review
Ms. Kumiko Ms. Wan-Yu Topic of Special Interest Il: RWD/RWE for regul y decisic ki
Hikida (APAC) Chao (TFDA) —
5 Session 8-1: The C of the of / in
decisi ng from PMDA’s

eg v
Speaker: Dr. Atsushi Noguchi (PMDA)

Session 8-2: Evolving Role of Real-Word Data (RWD) & Evidence
(RWE) in Drug Development
Speaker: Dr. Alexander Liede (PPS)
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Workshop Program (3/5)
v PART 2: Live Videoconference (Sep 13-15)

Day 1: Sep 13

Group Discussion I:

Case Study:

Planning of Submission

and Preparation of Application Dossier
(New Drug/Generic Drug)

Group Discussion II:
Review of Biosimilar Products:
Basic Principles

3, i et

Day 2: Sep 14
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Workshop Program (4/5)

g ® Q0 ¥ u COVID-19 Vaccine Pharmacovigilance: TFDA's experience
ORI | Speaker: lo-Feng Chi

Researcher, Division of Medicinal Products, Taiwan Food

and Drug Administration (TFDA)

Modular study design within a vaccine safety program
9 Speaker: Daina Esposito

Senior Director, Global Safety Epidemiologist, Clinical
safety and Risk Management, Moderna
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Workshop Program (5/5) Feedbacks-General Satisfaction
With the average score above 4.3, the 2022 APEC
US FDA Pilots: Project Orbis, Real Time Oncology Review GRM CoE could be considered as very good satisfying
(RTOR), Assessment Aid - BMS's Experience L. —
Speaker: Heidi Wang to the participants.
Vice President, Head of Oncology, Global Regulatory
Strategy & Policy, BMS
Average
General Satisfactions sa tisfacfiun
;cecaizim';k;:;i';"g podd Q1: Did the workshop strengthen your a3
Adjunct Professor, Deputy Secretary for Health Products understanding of GRM concept? i
Eegu\atmn, Australian Department of Health and Aged Q2: Did the workshop meet your expectations? 4.3
are
Q3: Overall Seminar Quality (Well-organized). 4.4
Gulf Health Council, experience in Reliance (Pre-recorded) *Scale 1: poor and Scale 5: excellent
Speaker: Hajed M. H. Hashan.
Deputy of General Manager, Gulf Health Council HEumw
o RamoEn CppRBnnEnE
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Knowledge Level of Each Session Summary of Feedback
]
¢

* Conclusion : The knowledge level scores generally increased -
after completing each session.

Pre-Lecture Knowledge Level =) Post-Lecture Knowledge Level

Session1 Sassion 1
Session2 Sassion2
Session3 Session3
Sessiond Sessiond
Sessions Sessions
Sessions Sassion 6
Session? Sassion 7
Sessiona Sessions
e amx e s mn ams @ W snm s

M expert knowledge: can [ Good knowledge: can
advice on a topic discuss nuances with
(scare 5) details (score 4)

| Working knowledge: [JJ Limited knowledge: [l No knowledge
can discuss issue candiscussbroad  (score1)
details (scare 3} issue (score 2)
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Most sessions received very good satisfaction
oon! and feedback !!

Session Topic Total
Using Facilitated Regulatory Pathways (FRPs)
5 . P 4.4
for Special Case
7 Orphan Drug Regulations 43
8 RWD/RWE for regulatory decision-making 42

Topics or presentations of the workshop were most
useful to participant:
Biosimilar

¥

<

v’ Work-sharing topics
v Planning of Application, both v All Day 3 lecture topics (COVID-

NDA and Generic Drugs 19 Vaccine Pharmacovigilance,
v Managing and Conducting the Project Orbis, ACCESS
Review Consortium, Reliance)
¥ NDA review
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Workshop Photos (1/2)

Workshop Photos (2/2)
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Plan for 2023

UEILA 2023 APEC GRM CoE Workshop
Events September 6-8, 2023

3

Local GRM Training Workshop ‘
as

Formal announcement for 2023
APEC GRM CoE Workshop is
coming soon.
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2023 RHSC CoE Training Programs

Priority Work Area Type ‘Organization Location
(CoE/Pilot (Virtualfin-
CoE) person)
Multi-Regional Clinical Trials & Good CoE Kerea Mational Enterprise for Clinical Trials (KoNECT) Virtual Early Sept 2023
Clinical Practice Inspection
CoE PMDA with NCC Virtual 16-19 Jan 2023
CoE Multi-Regional Clinical Trials Center of Brigham and Women's Hospital and Harvard (MRCT Virtual Ongoing
Center)
CoE Peking University HeSAY Hybrid Q32023
Advanced Therapy Products CoE usp Virtual 9& 11 May 2023
CoE Northeastem University TBC TBC
Biotherapeutic Products CoE Kobe University In-person T8C
CoE Northeastern University TBC TBC
Good Registration Management CoE Taiwan Food and Drug Administration (TFDA) In-Person 6-8 Sep 2023
Global Supply Chain Integrity CoE usp Hybrid 25-25 Apr 2023
Medical Devices CoE PMDA Virtual 14-16 Nov 2023
CoE Taiwan Food and Drug Administration (TFDA) Hybrid Tentatively 5-7 Sep 2023
CoE Sichuan University (SCU) TBC TBC
CoE Soonchunhyang (SCH) University Hybrid Tentatively Oct or Nov 2023
CoE University of Southem Califoria Hybrid 12-14 Oct 2023
Pilot CoE Mortheastem University TBC TBC
Pharmacovigilance CoE Peking University HeSAY Hybrid 15-19 May 2023
CoE Korea Institute of Drug Safety and Risk Management (KIDS) Virtual 6-8 Sep 2023
CoE PMDA Virtual 6-9 Feb 2023
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