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RHSC Oct 2021 Virtual Meeting Agenda
26 Oct 2021, 07:00 — 09:00 Washington DC (GMT-4) / 20:00 — 22:00 Tokyo (GMT+9)

RHSC Oct 2021 Virtual Meeting

26 Oct 2021, 07:00 — 09:00 Washington DC (GMT-4) / 20:00 — 22:00 Tokyo (GMT+9)

RHSC Welcome and Introductory Remarks (5 mins)

Speakers: Dr Nobumasa NAKASHIMA and Dr Michelle LIMOLI, RHSC Co-Chairs

LSIF Advisor’s Office Update (10 mins)

Speakers: Ms Patricia WU

Background Document 1.0

AHC Update (5 mins)

Speaker: Dr. Young-Ju CHOI

Background Document 2.0

Update from RHSC Co-Chairs (10 mins)

Speakers: Dr Nobumasa NAKASHIMA and Dr Michelle LIMOLI, RHSC Co-Chairs

Background Documents 3.0-A, 3.0-B, 3.0-C, 3.0-D

Good Registration Management (10 mins total)
(Co-Champions: Chinese Taipei — TFDA and Japan — MHLW/PMDA)

Background Documents 4.0-A, 4.0-B

PWA Update

Speaker: Ms Chyn-Liang HUANG, TFDA

Background Document 4.1




CoE Update: TFDA with RAPS Taiwan Chapter

Speaker: Ms Chyn-Liang HUANG

Background Document 4.1

CoE Update: Food & Food Drug Administration, Thailand (Thai FDA)

Speaker: Ms Unsanee RATTANACHEEVAKUL

Background Document 4.1

Multi-regional Clinical Trials and Good Clinical Practices Inspection (5 mins total)
(Champions: Japan — MHLW/PMDA and Thailand — Thai FDA)

Background Documents 5.0-A, 5.0-B, 5.0-C

PWA Update

Speaker: Mr Hayato ISHIDA, PMDA

Background Document 5.1

Global Supply Chain Integrity (5 mins total)
(Champion: US — FDA)

Background Document 6.0

PWA Update & CoE Update: United States Pharmacopeia (USP)

Speakers: Dr Leigh VERBOIS, US FDA & Mr Michael SCHMITZ, USP

Background Document 6.1

Advanced Therapy Products (5 mins total)
(Champions: Singapore — HSA and US — FDA,;
Sub-Champion: BIO)

Background Documents 7.0-A, 7.0-B




PWA update

Speaker: Dr Srinivasan KELLATHUR, HSA

Background Document 7.1

CoE Update: United States Pharmacopeia (USP)

Speaker: Dr Maura KIBBEY

Background Document 7.2

Biotherapeutic Products (5 mins total)
(Current PWA Management: US FDA and BIO Coalition)

Background Document 8.0

PWA Update

Speaker: Dr Michelle LIMOLLI, US FDA

Background Document 8.1

CoE Update: Northeastern University (NEU) (updates for both Biotherapeutic Products and
Advanced Therapy Products PWAS)

Speaker: A/Prof Jared AUCLAIR

Background Document 8.2

Pharmacovigilance (5 mins total)
(Champion: Korea — MFDS)

Background Documents 9.0-A, 9.0-B




PWA Update

Speaker: Ms In Sun LEE

Background Document 9.1

Medical Devices (5 mins total)
(Champions: Korea — MFDS, Japan — MHLW/PMDA and US FDA,;
Sub-Champions: AdvaMed and JIRA)

Background Documents 10.0-A, 10.0-B

PWA Update

Speaker: Ms Michelle NOONAN, US FDA

Background Document 10.1

WHO Update (5 mins)

Speaker: Dr Samvel AZATYAN

Background Document 11.0

APEC LSIF Rare Disease Network (5 mins)

Speaker: Mr Eric OBSCHERNING, LSIF Advisor’s Office

Background Document 12.0

Review Decisions and Action Items (5 mins)

Lead by RHSC Co-Chairs

Concluding Remarks and Adjourn (2 mins)

Lead by RHSC Co-Chairs
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T AREE & {F &tk (Asia-Pacific Economic Cooperation, APEC) £ H Al ni A B A HY4E
HEFEE A 21 (Eg 20K - T AFEE G IE(Chinese Taipie) %21 - BN IE
NG & [ APEC 12 2002 FE R ITHIEEE =728 T L aa R EL 8T 5miE (Life Science
Innovation Forum, LSIF) » DAGH A A apREEE IR G A 2 BERERIEAIEEE 5
(] HSF HI7 b 2 P T 22 e RS,

H#EEM T (Regulatory Convergence) ¥ A= a2 AR HYEE M » 2 2008 4Efk
AR A5 &2 & & (Regulatory Harmonization Steering Committee, RHSC) » ELH 2 Ay
(e APEC &5k N B &% i) A5 17 A1 - H il RHSC - J (Co-Chairs) £5 5525 FDA Y Dr. Michelle
Limoli 2 H 7% PMDA {9 Dr. Nobumasa Nakashima » gl - (Vice-Chair) f o1 [ Z££2 &1 Bl ik
ZE Ms. Li He - RHSC 3% 7 {E{845%: T{E4Esk(Priority Working Area, PWA) » 435I &
Good Registration Management (GRM) - Multi-Regional Clinical Trials & Good Clinical
Practice Inspection (MRCT-GCP) - Biotherapeutic Products ~ Global Supply Chain Integrity
Advanced Therapy ~ Pharmacovigilance 2 Medical Devices » FHR[E] APEC & B &% s B2
& 5 FE TR RITE (T £ E LU S (Champion Economy) & B H#EE] - [Tl f51E PWA N 4L RHSC
B AT AR ER 311400 =L . 0 (CoB) B B A R A 530l - B3 s A all R o
APEC [& I3 B8 82 it AR [ A  RHSC 2% PWA THRE G 2 CoE JE BRAIFT 4 1

BEZ(MEAZE) K RASC AlMAE & » B 2011 FHE455(8 R 35 G H1(GRevP)E& K
& > 2014 FHAEEL H A S FHES)(E R IAFFHIHE(GSubP) - RHSC At 2016 F30A] "B R
FAEFH(GRevP) | J ' 1B RIAFHIHI(GSUbP) | & F B RERESEH(GRM) ;- K
B AR AR 25 Bl B 4 BRI B 6 S A (MHLW/PMDA) B GRM PWA 7 2:[F]
2L 75 H% (Co-Champion) o [ Fs#fEEh GRM ARIRF RIS S » AN B ELSE SR A
2.7 4578 4387 (RAPS Taiwan Chapter) A 2017 fEJ440& RHSC 571] » i & " APEC GRM J2
FARHERTII SR Sk 0N (CoE) | » TE BRER AR RIS IVE ) © RHSC A% APEC 35—
{RE BE K (SOMI) f 56 = RE KRB B 9 3 (SOM3) HH A Bl — g 3 » i &
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PWA(EL & Cok)rfEEh A e Bl AH RH R AR -

~ ~ RHSC & B

1.

A iR AN FT TS (LSIF) T {E# &5 (LSIF Advisor’s Office Update) :

RHSC {4J& LSIF T~XakaEmie » & LSIF EERA¥E/\ 2= (Advisor’s Office)dy Ms.
Patricia Wu 745 LSIF T{FH#E[E - 5 (2011)4FE4E W) LSIF (A FTEREE T RHSC 2030 A
S ETRIE 225 (RHSC 2030 Vision & Strategic Framework) | > A 8 A 17-18 HH
FHZE 19 e et 8 H 24 H H B LUK S E S &R (HLM11) - HLM 11
g FEEBAES > BEER T2 regulatory convergence, reliance for
medical products review, ¥}}7 COVID-19 & [F -

7K F > 5E8 T RHSC 2030 JE &= Bl 55 B& Z2 £ (RHSC 2030 Vision & Strategic
Framework) (i 2) » 5 {E/NZE APEC [ BE £ o 2R i R DASFREAR R IR ~ A
ARESEEL E B EARBIE A R b SO IG S RS - 2R H IR 5
RUgA ={E 5 (U)1F APEC LRGSR B 3 &t A 2 p B 2 Y VA AR A
(Facilitate regulatory cooperation among medical product regulatory authorities) °
(2)Er F gk AR B A A (Build human capacity in regulatory science among
medical product regulatory staff) o (3R X &BFEEEE AR 2 & EFIA(E
(Promote political will for convergence and reliance among regulatory policymakers)

MMHA(2022)4F APEC EIRAURAGZRE - K2 S E Rl e EE A Ao Tl S5 e Tt
BARR ~ TR BRI ~ ERTEGE MBS FOKE R - RIS IHFEE R
B HHEEE -

LSIF fRE 0 SR EH] - AR 5w H P& (Sunset) » M2 A5 R LSIF (175 4L
Y8 I HrEE A (mandate) - $IECREEL HWG SiE &6 » IS E S LOR B R LT
s EA AT RE
APEC Harmonization Center #}+45(AHC Update) :

B[ APEC Harmonization Center (AHC)#+51F 5 (2021) P 3 B rAH R RS

aE > U ShETg /EeRE e e SR R R - RN R A SR
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AHC % H)(AHC-Funding) 73 BRI €77 APEC SRS IR A HE L E 6
RHSC F i tamtE T /E#EE (Update from RHSC Co-Chairs) :

PAIFES: PWA HEE AR A0 2 B8 1€ Bl (Roadmap )iikF & —F%7% » RHSC 2 I
#h(Template) » G2 PWA 2 2GR AG 8 AR S R 1C 8] - 0 T P
il 7E BRI ERHEIR(KPIS) « 55 » EREIH RS FELORISTERIE KPIs - JERHH

"~ 1-2 {ERTRE - B oE B ST HIE H #EfE (Measurable-show progress) |
HY T IR -

IEAb - ZAE Cok Bl LSIF %55 2 SR8k (MoU)RFA B (2022) F 4 e B -
Fyite PWA FELTHS 1 fiF Cok MR TR S a2 A AE (75 - RHSC f2 it
B EH Cok " 5F(f T.ER(CoE Assessment Report) | ([ff{f: 3) » 55 EELE
MoU HY CoE {{%45 T EFRFEAAHRHE KT PWA CoE 454172 5 & (PWA CoE Steering
Committee) » [MEEHZEGE R Cok BRILE T ER, o MAZHBL RAPS 57E
7344 £ GRM Cok ReiH(2022)4 7 H 20 HJEi] -

Good Registration Management (Champions: Chinese Taipei-TFDA and Japan-
MHLW/PMDA)

1B B ARG S EEAY L [F £ ELOEHS KA J H AR MHLW/PMDA > HAFiTA 2
EIEFUERRIEES/ SR B 00 (CoE) » 73 IR AT K ZR e B4 2 i B J5)(Thai FDA) »

REZNG HRE TSR 4) 0 AEEEN GRM PWA ST ER RS
AAHRE] > LU W {lE] GRM CoE ¥RFREFET & R R - AF = Z e RO R SR

A,
=

HRH GRM PWA SHETAERER - AFfL 5 H 20 H & H[#H GRM PWA {54
7z 57 (Steering Committee) & » Bz H H A PMDA ~ JPMA ~ ZZ[K FDA ~ HijZE
[ FDA ~ IRPMA FES BT o] > 55w 92 (2 15 GRM ES{K [ B A% L aRAH /5[] >
g B 5 GRM K GSubP Mi{ & ISR - 75 » SHEARF IR GRM
G4 R B APEC EIHETT GRM B 2 B AR BEHE i am SC (L H -
Implementation of the 2020 Roadmap to Promote Good Registration Management

(GRM) in APEC region)li i Bh#sfE A Therapeutic Innovation & Regulatory Science
11



EIPEEITIF - A RH GRM PWA RAKHE » AIZTHEHEFEA (12 B 3 H)HB
BT EEZE GG 0 BERTER GRM BEIKE] - 00 SR 4 BLRH R A e iR
BE

HEAZ 110 £8 H 24 HE 9 H 16 HE 2 72021 & APEC GRM CoE
BT E 0 (52 COVID-19 Y& 15528 » AEPNEFERERER - REAHRH
RETEIER - FRI SRV G KEGETRE > AE A RBRUZEESRRE
ZARL " GRM 272z B &1 (Program Committee) ;> A% 4 H 23 HaTam S FotaT
IR BEERTBATEE - ST G o BMEE D - 580 2B THEEAT
IR IUEENE o HEER PEE  S—HoAR=RG La# - KHEED
Fo/NEETTHEBIET 3 - DUSCEREE K B 2 S FE R R, - ST G dtd
o AR E B SER T BRI S e B SRS R AIEE EMA~ HZK PMDA~ B TGA~APAC:
IRPMA )3t 17 (T H o EEE sl HaTam - I ESFIKE APEC 12 {EA RS
69 IERFIEZ NS - ML XEEHE GREMERIFE & FRNtE T3S
IEFEIES - PEHEEF 2 ARRAZEHEST GRM BRI LARRF AT 2B HYEER -

EA1 - ZEE FDA JZ& GRM PWA JiR 5 (2020)4E 1E B R BEASSE 2 1256 —(E 1E =
GRM CoE ° [1Z2E] FDA WX 5FHBE 1 54R LTS - [ERF R EIAE 7-8
A BRI S5 GRM & -

Multi-Regional Clinical Trials and Good Clinical Practices Inspection (Champions:
Japan — MHLW/PMDA and Thailand — Thai FDA) :

2 ik PR B S (8 B B PR AR 8 FE 22 (MRCT-GCP Inspection) 3 [] 3 22 447
BG RyZ2E FDA FIHZ MHLW/PMDA » HRTIEFHEARBI IS0 F 5 (EH
R SRR EIL A - HA PMDA - B2 KoNECT ~ ¥ifl5 Duke-NUS B3E2
[5¢ 52 8 MRCT Center of Brigham and Women’s Hospital and Harvard -

HAS PMDA {LZ2#745 MRCT-GCP Inspection PWA T {ERRSRELHEE » fFS 4R
EIALEURER ~ HZK PMDA K2R KoNECT AR LR M ERORE &= &/
afe (ARt B FH T RRAR RS K i  JEE A1 > 7 S 7 o BRI L SR ER S8 10 43Z Duke-
NUS J FI 4% PMDA ] CoE JéFAUH4F I » H AT FI 4% PMDA SRUIE CoE (F

12



HIZ 0K -

55 BRHTINZ Duke-NUS b » gk CoE FrIE B A 5T Pl tH RIS Rk
bES g -

Global Supply Chain (Champion: US FDA) :

SRR i e By ARG /E 5] - HS5E] FDA &5 - HATA 3 HIE
=t CoE » 437125 B USP ~ University of Tennessee Health Science Center L) J &
A PHEE Taylor's University o

SERALEHE PWA A S4E 11 HI APEC SR AR S skl 5 Hi i S 8ep £
TRRE - SEFCEIN TRV RS 82 A (LIS S35 DRITTE) - [4h - SHEIEESR
=5 R SR B B T 1% 22 42 R M (Post-Market Surveillance) DLz 48 % 55 55
(Internet Sales)iy T_E.(Toolkits) - b it& 228 2 TAERF T E B2 & 54t
[FEEOTHERE T EiifgsEmay i - TE (Toolkit) FHETHY AW S M 5 5 - M4
S B0 RSP a 2 S B N E BRI T8 545 COVID-19 it - #THA
R E B 4H TR AR S B &R -

53 > KB USP KEZPHLE Taylor’s University $57j% 54571 B S BRI I8 s/ T &

K& o

=

i3

Advanced Therapy Products (Champions: Singapore-HSA/ US-US FDA) :

S HE B R FE dn Y 1 B LE R AG IS A I B35 - ¥ I3 Health Sciences
Authority (HSA)8125] FDA &5 » HAITA 3 flE1EZ( Cok » 73l Fy=E[E] USP ~ £
LA EE (Northeastern University) DL K2 #7137 Duke-NUS B£E4[5z o

EE USP ERSH 5 HERIERAY Cok - [FRFtTHETBHEWIN B EE 5
Biotherapeutics, cell and gene therapy AA EZ3[)EE) o [EIF » FEEHNSEERIE
AR R E L PWA TSR B E - S R E L E -

Biotherapeutic Products (Current PWA Management: US FDA and BIO Coalition) :

H R E = E SO RGBS AL - HFEE S5 FDA ERHEE F 80K

A& > 1fi Sub-Champion FIl £53€ 5UZ% BIO HiHi - 5[0 FDA ¢ BIO RIJEr {5 HHR/A

BT FE R BEFA AR EELFAG R - [ Biotherapeutics L7 AG
13



10.

JE T 2 {EIE=EL 1 {EJ:H(Pilot) CoE » TEZ( CoE 77!l Ry HAHH= K E (Kobe
University) 5z 25 {58 JE A2 (Northeastern University) » [f] Pilot CoE RI| & sy
Duke-NUS B&EL[5 o

SHEAH HA M P KEHF Biotherapeutic Products FY4¢ &S & - M13EE]
RALARELRITHEH A H) I BE © Duke-NUS B$E2 e HI| 48 G AE 1% J EH S HH (Pilot)
Cok FISREE) - 55 - EhF FELBHS MR IR AT 4 B & s T 3w s (R B Z

Pharmacovigilance (Champion: Korea-MFDS) :
S e B Y T ELORAG R ] R & an B 4R hn L 2 (MFDS) 55 »
A 3 {EIEZ Cok » sr il FEIIERTRER » HAS MHLW/PMDA Ll K FEE]SEY)
B e BE A AE (KIDS) -
=l Cok XS YREIAR EWIETE - MIAHEN PMDA 2 PV CoE YA &
i1 > H AT PMDA ELF23C CoE iRl » AEEAE CoE HY(EIY] -
Medical Device (Champions: Korea-MFDS, Japan-MHLW/PMDA ; Sub-Champion:

H Al
EE

AdvaMed and JIRA)

ERSM I FELE SRR - HANER - R HEE RS L2k
(MFDS) ~ H 74~ MHLW/PMDA > {7 ¥ 847 BI| 2 H < JIRA (Japan Medical Imaging and
Radiological Systems Industries) 5z 2[5 Advanced Medical Technology Association
(AdvaMed) - HHA(# 6 {EIEZ CoE K 2 {#5tHA(Pilot) CoE - IEZ(HY CoE 73l fy
[BPY [R5 (Sichuan University) ~ IR PMDA ~ i[5 B V7. B R 3 1 22 = E R
(NIDS) ~ B[ Soonchunhyang A2 - A Z2(TFDA) K 2R A (USC) © [fij Pilot CoE
A 2 {8 3 BIEH 0 Duke-NUS BE2[5e DA K S SR AL K Z2 (Northeastern
University) ©

AZE ~ TR IR ERBLFEE] NIDS Kz Soonchunhyang REZI S A BHER I
S R PV - TSR PWA 5 EFZ & | SRS
M L B R PE B - SR IR EE R S A% iR Al 2 A s (R Ry CoE
BETEERE A
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11.

12.

13.

TSR AR SHAR(WHO) R 5

WHO £ 17 F1 4 4% (Regulatory Convergence and Networks) £ Dr. Samvel

Azatyan ¥zt > WHO HA (e 5 AR AG S50 ~ M1 L {5 ] Fr SRV T B A SRHES -

WHO H 2019 FLURET A 4 TN TE DU T B Sy i B % 4 - It

A TR 4 KIS A R (i EE 4 17 78 2 (Universal Health Coverage, UHC) » 47

Y=

(1) SRl R 5 AG 1 S DUe ([ = | & (Strengthen country and
regional systems in line with the drive toward UHC)

(2) IEENNERZSEE B AEMS (Increase regulatory preparedness for
public health emergencies)

(3) sm{b Il WHO PQ K B g dfs B B )i (Strengthen and expand WHO
prequalification and product risk assessment process)

(4) {e# WHO {Efg /I AMERGEIHIZE )] (Increase the impact of WHO's
Regulatory Supportive activities)

APEC LSIF %= H 57 484%% (Rare Disease Network) :

FH APEC LSIF EA[S ¥\ Z= /Y Mr. Eric Obscherning #2545 HLEE494%% (Rare Disease

Network, RDN) TAF#EE f13HE] - Mr. Obscherning 43 =. RDN ¥THEAVHREIRIE S

TEORARAKEL R PWA S {EHEE -

e M IE 45 5 (Review Decisions and Action Items) :

RHSC FJFZE[E] FDA HY Dr. Michelle Limoli fz H A PMDA HYJ Dr. Nobumasa

Nakashima H#ZLL NEIH -

(1) RHSC EfH{155 7% PWA FELAGE T2 LIPS L IE (Roadmap) BLAZ. 0 5 R4 »
[ Fg A7, s i il 2 0 HO 58 S22 A S FE AR (KPIs) DAY A PWA A HE B 7R R 1 AT
(Regulatory Convergence) ° 55 » RHSC T J§5 /RZ R B IEHY RS 1K ] B A BE &
BERFYA(111)4F 1 H FATHER -

(2) AHEFET Col RACIH(111) 5@ » RHSC EFEE52 PWA S H 2 CoE

& H B IL(Renewal (EHA(MoU)5 4 - 411 CoE /5 EFH » RHSC 5575 PWA T
15



BB E T CoE 2F{H T.E.(CoE Assessment Tool) | Z& & CoE TERKEE -
55 » RHSC T 3 CoE (EHAEAE/EZENEY MoU JefHAT 1-2 {E H 58k -
14. 7R APEC RHSC 43 b &rafk 2 & s 40 Bk (FH RHSC PREpRER ML) Q0T 5 -
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B~ OREER

— ~ FFEERRE APEC LSIF J RHSC Bfjl - BERAB R EEEBERIESE LIRE—

JEZ 3

AN LSIF K2 RHSC 5> 2021 FEAEJREHA - ATHIR APEC &R GRS 2 & FF

JIE4E LISF {175 4 4 © [ RHSC & By LSIF Ji& N &GwIE - B AT L INZ LSIF RAER

2 o ZR LSIF B IEBL S A TR A HEE M - HUESRA LSIF RAEZELE H RHSC R{E1F

1E » JERE R RN ERES » MECRABRESILLE | /o T fE APECRHSC i fRAHI— /%

Z it K AF. GRM PWA F LA ESS - FHIEE W20 B A ERIg AT

1. ARZFHLHZA MHLW/PMDA £ GRM PWA T ELmEE » [ AZE IR F GRM CoE £
AR - HORETY GRM PWA RAGHEE M AGEREHE - [FINH A R
FIERIE - KRS EEBAET - 55 0 tAA B GRM B23IIEE) » RARELE
PREED T BRI SE L 2 AIRAE4E - SORRREFAORS S - frssilf:
(2016-2021)4F- APEC GRM &I & AT B & - BIffER2K RHSC R
FIESE A IR BELLT GRM CoE (455 4 B IE 8l - {1y A2 H 1T AF APEC
S B RAVENE /2 B AR A - FRE S AAERE Erak

2. AW/ T RHSCIE(E S G0 AR AR SRS 02 5 5 LI B A 1 APEC
RHSC 1 GRM ZFEMY ANRYESS » (Gr L s ANRERHE ~ 25 R0 & 4
BB R ER A ST S AR R LR S - B AR Bl BB R E R IR R AT
HYEE) - DARECRARZRA APEC J&& A HramiEE AR L S/et - FitES
KERIBENGIFS -

=~ RFr R GRM B, - FERECRIETT U715 BRI

2 EAFHLH A MHLW/PMDA &EHEEE GRM B2 264F » GRM P& [E[/E 2011-2020

RS — BRI R - ATHA RHSC EFEJREE 5 PWA F 2548 Feps fE 2 R afc e

177 RS pE L ] - AF R AT HAH B GRM PWA $5 57 5 & (Steering Committee)

Z PSR ~ PETRRE TR o BRI ERS (K B 2 (Z 1E - #URRERIE(E APEC [&ISHETT GRM

B2 [BEE REF A #I(Good Review Practice, GRevP) K (& B 1% {5 #i(Good

17



Submission Practice, GSubP) » T/t GRM &1 [ e 111 & [ 5% | 25 B2 - E ik A 3
s IFEET T M (4040 RHSC B LSIF RAAFAS) » [FRFECRA5EM: - BERIIF 4
BRI LR SR (4] COVID-19 ) - REECRIES S ] PN 25 LG (Lo
» JEE RS BTG ESRME A S ST B R A ZNIZRE] FDA £EH 2 GRM CoE H13|
ED) 0 4ERFIREITY GRM CoE T 5[&EHIAT -
PRAZSN » Z2E0 FDA R 25(109) 54 RHSC BRaU R R B ASE 2 1255 (|5 GRM CoE -
BRI EER B E R AR - BRI » S0 SR SR - D&
R AT - EEESEIRAT
1. FEEEEREANS
(1) FAEEAZIE GRM WIETEE B 06 - RERHEEREE L H SR
AT DAt T RS B s AHRAERAE L TS (110) = BT & 5RiE
TNEERERY GRM %R 2 AR SRIZ BLER M AR - 5 8BRS 2
EHERHRROK - I ERBEIAMAIRIEE S UL - REESRER R
i DAECRE (L &S -
(2) RIS A FTEF APEC EIKENARDE 2 > HEERRTH FREEEE
5 BEEHORAN GRM BRAZ R4 A KT LR E 38 - 401 Biosimilar
orphan drugs * RNA and DNA-based vaccines -~ next generation vaccines
H Aij RHSC 2030 Vision £l WHO [;F 2 reliance Y, work-sharing ~ TR E#
1718 Digital Health &
2. K{EFE APEC @i, » EAMEER
(1) FE¥rBEREEE T n/AzIE APEC &URHE Y R » S5 H = - 415
(110)% 8-9 HJ APEC GRM [Pt & » Ky 1 fiF ACCESS(ZLER ~ M ~ Hif
&~ IIER - W EE)FE SRS - TGS SRRV AL -
(2) AN > B RHSC 52 S EHA I APEC &GRSR AH - ZRBEE IS MRS
PR FLATHEAS - th AT 25 JF APEC SR ¥ GRM s REF I B - &Y
& GRM Wfe & E s RIS 2 B - n] RS [HE A EBRAL - B sAvE

S YN=
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FiffF: 1 ~ RHSC 2% PWA EIREEE AR, CoE JFE

Advanced Therapy Products

Champion(s)

CoE (Formal/Pilot)

¢ Health Sciences Authority (HAS),
Singapore

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

¢  Biotechnological Innovation

Organization (BIO)

[Formal]

¢ Duke-NUS Medical School, Singapore
¢ Northeastern University, United States
¢ United States Pharmacopeia (USP),

United States

Biotherapeutic Products

Champion(s)

CoE (Formal/Pilot)

¢ US Food and Drug Administration
(FDA), United States
+ Biotechnological Innovation

Organization (BIO)

[Formal]

¢ Kobe University, Japan

¢ Northeastern University, United States
[Pilot]

¢ Duke-NUS Medical School, Singapore

Global Supply Chain Integrity

Champion(s)

CoE (Formal/Pilot)

¢ US Food and Drug Administration

(FDA), United States

[Formal]

¢ Taylor’s University, Malaysia

¢ The University of Tennessee Health
Science Center (UTHSC), United States

¢ United States Pharmacopeia (USP),

United States
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Medical Devices

Champion(s)

CoE (Formal/Pilot)

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

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

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

Sub-Champions

¢ Japan Medical Imaging and
Radiological Systems Industries
Association (JIRA)

¢ Advanced Medical Technology
Association (AdvaMed), United

States

[Formal]

¢ Sichuan University (SCU), China

¢  Pharmaceutical 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]

¢ Northeastern University (NEU), United
States

.

Duke-NUS Medical School, Singapore

Good Registration Management (GRM)

Champion(s)

CoE (Formal/Pilot)

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

¢ Ministry of Health, Labour and
Welfare (MHLW) and

Pharmaceuticals and Medical

[Formal]

4

Taiwan Food and Drug Administration
with Regulatory Affairs Professionals
Society (RAPS) Taiwan Chapter,
Chinese Taipei

Food and Drug Administration,
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Devices Agency (PMDA), Japan

Thailand

Multi-Regional Clinical Trial & Good Clinical Practice Inspection

Champion(s) CoE (Formal/Pilot)
¢ Ministry of Health, Labour and [Formal]
Welfare (MHLW) and ¢ Peking University (PKU), China
Pharmaceuticals and Medical ¢ Pharmaceutical and Medical Devices
Devices Agency (PMDA), Japan Agency (PMDA), Japan
¢ Food and Drug Administration, ¢  Korea National Enterprise for Clinical
Thailand (Thai FDA) Trial (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(s) CoE (Formal/Pilot)
¢ Ministry of Food and Drug Safety [Formal]
(MFDS), Korea ¢ Peking University, China
¢  Pharmaceutical and Medical Devices
Agency (PMDA), Japan
.

Korea Institute of Drug Safety and Risk

Management (KIDS), Korea
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B4 2 ~ RHSC 2030 S+ BISSHE 28k (RHSC 2030 Vision & Strategic

Framework)

Asia-Pacific Economic Cooperation
Life Sciences Innovation Forum
(APEC LSIF)

Regulatory Harmonization Steering Committee
(RHSC)

Vision 2030
&

Strategic Framework

Regulatory Convergence for Medical Products by 2030
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1. Background

The Asia-Pacific Economic Cooperation (APEC) Life Sciences Innovation Forum (LSIF) and its
Regulatory Harmonization Steering Committee (RHSC) adopted its strategic plan (Vision 2020: A

Strategic Framework: Regulatory Convergence for Medical Products by 2020) in 2010 in Sendai,

Japan. This strategic plan provided the basic proposal and rationale for achieving regional
regulatory convergence of medical product approval procedures, which APEC Ministers reiterated

in the Joint Ministerial Statement in 2011. While each APEC member economy adopted each phase

on its own timeframe, the ultimate aim was for APEC economies to achieve as much regulatory

convergence as possible by 2020.

Since 2010, the RHSC has facilitated a number of major accomplishments including but not limited

to:

e Establishment of seven (7) Priority Work Areas (PWAS) including:
o Multi-Regional Clinical Trials (MRCT) + Good Clinical Practices (GCP) Inspection;
o Good Registration Management (GRM);
o Pharmacovigilance;
o Global Supply Chain Integrity;
o Biotherapeutics;
o Advanced Therapies; and,

o Medical Devices;

¢ Implementation of a PWA Roadmap in all seven (7) PWAs to define the key issue and its
importance, identify gaps in capacity, prioritize needs, develop a strategic program to close those

gaps, and evaluate progress along the way;
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o Establishment of 24 pilot and formal APEC Training Centers of Excellence for Regulatory
Science (CoEs) at 16 host institutions across nine (9) APEC economies in all seven (7) PWAs to
build skilled human capacity, promote dialogue with a view towards sharing understanding in
science and best practices, achieve a model of sustainable operation, and avoid duplication of

efforts;

e Development and maintenance of a Core Curriculum in all seven (7) PWAs containing the
required elements based on relevant international standards and guidelines from the Roadmap

that are needed in order to meet the training objectives of the CoEs;

e Establishment and monitoring of eleven (11) key performance indicators (KPIs) (see original
paper) to measure and visualize progress towards achieving regulatory convergence for
pharmaceutical products over the last decade and on an annual basis, including:

o Number of economies engaging in information sharing;

o Number of economies establishing confidentiality commitments;

o Number of economies accepting PIC/S Good Manufacturing Practices (GMP)
certificates to reduce the inspection burden;

o Number of economies establishing Mutual Recognition Agreements (MRAS);

o Number of economies minimizing required Certificates of Pharmaceutical
Product (CPPs);

o Number of economies allowing multiple sites in a single license;

o Number of economies utilizing reliance practices in the regulatory evaluation;

o Number of economies utilizing reliance practices to waive secondary quality
control testing;

o Number of economies in the International Council on Harmonisation of

Technical Requirements for Pharmaceuticals for Human Use (ICH);
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o Number of economies in the International Pharmaceutical Regulators

Programme (IPRP);

o Number of economies in the Pharmaceutical Inspection Co-operation Scheme

(PIC/S); and,

o Establishment and monitoring of eight (8) key performance indicators (KPIs) to measure
progress towards achieving regulatory convergence for medical devices over the last decade
and on an annual basis, including:

o Number of economies in the International Medical Device Regulators Forum (IMDRF);

o Number of economies in the Asian Harmonization Working Party (AHWP);

o Number of economies in the APEC RHSC,;

o Number of economies accepting IMDRF Medical Device Single Audit Program
reports;

o Number of economies establishing MRAS;

o Number of economies implementing IMDRF/GHTF premarket documents;

o Number of economies implementing IMDRF/GHTF postmarket documents; and,

o Number of economies implementing IMDRF/GHTF quality documents.

In August 2019 in Puerto Varas, Chile, the LSIF with support from the APEC Harmonization Center
(AHC) organized the 2" LSIF Policy Dialogue on Innovation, Regulatory Systems, and Regulatory
Convergence. The Policy Dialogue convened the leaders of pharmaceutical and medical device
regulatory authorities and representatives from industry and academia to reflect on a decade of
progress towards regulatory convergence in APEC and to envision the next iteration of a strategy

for achieving regional regulatory convergence of medical product approval procedures by 2030.
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2. Purpose

The purpose of this document is to outline a new strategic framework to 2030—a structured method
the RHSC will use to define how it supports the key objectives of its stakeholders including
regulatory authorities, industry, academia, and scientific organizations. While this strategic
framework will establish an updated vision, mission, and set of goals for the RHSC, it will more
importantly describe how the RHSC will achieve these core elements, and do so in support of the

broader goals of access to medical products, improved public health, and economic development.

The intended audience for this document includes members of the APEC LSIF and APEC LSIF
RHSC, including representatives from government, medical product researchers and manufacturers,
academia, and scientific organizations; APEC Health Ministers, Trade Ministers, and other Senior

Officials; and patients, caregivers, and other end-users of regulated medical products.
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3. Strateqgic Framework

3.1 Vision 2030

Our vision is to accelerate regulatory convergence for medical products in the APEC region as much
as possible by 2030 in order to protect people’s safety, make life-saving products available, save
public resources, attract investment, mitigate corruption, and improve global standing in every

APEC economy.

3.2 Mission

Our mission is to facilitate regulatory cooperation among medical product regulatory authorities,
build human capacity in regulatory science among medical product regulatory staff, and promote

political will for convergence and reliance among regulatory policymakers in APEC.

3.3 Values

Our values describe the individual and organizational behaviors that will enable the RHSC to

achieve the mission and live the vision, to accelerate regulatory convergence and reliance.

o Clarity of the course ahead — we value clear goals and strategies, and the practice of horizon
scanning to inform decision makers about possible future opportunities and threats.

e Centrality of the community — we value patients, caregivers, and other end-users of the
medical products regulated in our economies.

e Calibration by outcomes & indicators — we value measurement of progress and performance,

and its importance for communicating the ‘why’ and ‘how’ of regulatory convergence.

27



e Capacity building with strategy & sustainability — we value frontline regulatory staff, and the
importance of enabling them long-term to obtain, improve, and retain skills and knowledge.

o Culture of collaboration — we value the opportunity to work together across teams, sectors,
and economies toward common goals, and to provide every member with equal opportunity
to lead.

e Connection between global, regional & local levels — we value coordination between
stakeholders of global and regional initiatives and the member regulatory authorities and
welcome their participation.

e Communication with politicians, patients & public — we value dialogue on regulatory
convergence among the highest levels of government to the end-users of medical products.

o Commitment to improve — we value the constant pursuit of regulatory convergence, that it is
never fully achieved or complete as new science drives novel products and updated

regulations.

3.4 Definitions

o Regulatory convergence represents a voluntary process whereby the regulatory requirements
across economies become more aligned (or more similar) over time as a result of the gradual
adoption of harmonized international guidances and standards, and internationally recognized
scientific principles, practices, and procedures. It does not seek to establish new or change
existing legal frameworks, laws, or regulations. It does not require regulators to be subject to any
outside authority or prevent regulatory authorities from protecting and promoting public health.
It does not have a specific endpoint; regulatory convergence is never “complete” or “achieved”
as new products are developed, new standards are established, and new regulatory staff begin

careers.
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e Regulatory reliance is the act whereby the regulatory authority in one jurisdiction may take into
account and give significant weight to —i.e., totally or partially rely upon — evaluations performed
by another regulatory authority or trusted institution in reaching its own decision. The relying
authority remains responsible and accountable for decisions taken, even when it relies on the

decisions and information of others.

3.5 Guiding Principles

o RHSC will adopt a strategic, coordinated approach to regulatory convergence and reliance, and

does not seek to develop new guidances or standards.

o While regulatory convergence by definition does not seek to establish new or change existing

legal frameworks, laws, or regulations, RHSC may serve as a resource to APEC economies which

have decided to establish or change these in pursuit of regulatory convergence and harmonization.

o Participation is voluntary and open to all APEC economies, and decisions are consensus-based.

o RHSC will work to constantly innovate and incubate new ideas to accelerate regulatory

convergence building on past successes such as the APEC Training Centers of Excellence for

Regulatory Science.
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3.6 Goals, Strategies & Tactics

3.6.1 Goal: Facilitate regulatory cooperation among medical product regulatory authorities

A. Strategy: Build neutral platforms for cohesion and alignment
o Action: Convene meetings of the RHSC twice per year at the First and Third Senior
Officials Meetings and provide space for side-meetings, workshops, and networking
o Action: Maintain Priority Work Areas (PWAs) with active PWA Champions?, and
Co-Champions, and PWA Steering Committees to help prioritize specific objectives,
organize activities, and create communities
o Action: Create virtual spaces for regulatory cooperation through the RHSC website

and email distribution lists which are updated at least twice per year

B. Strategy: Build tools for regulatory information-sharing and work-sharing
o Action: Provide and, if needed, assist in the development of template agreements
and guidelines for information-sharing, work-sharing, memoranda of cooperation,
confidentiality commitments, among others
o Action: Explore the feasibility of developing a technical platform to facilitate

information-sharing and work-sharing between APEC regulatory authorities at scale

C. Strategy: Promote regulatory convergence and reliance and its tools

1 An RHSC member that leads the organization of activities to promote convergence within a PWA and serves
as (1) the primary author of a PWA roadmap, (2) lead advisor to all CoEs within a PWA, and (3) chair of the

PWA CoE Steering Committee.
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o Action: Organize regular workshops to explain and support the use of instruments

O

of reliance including but not limited to sharing Good Manufacturing Practices (GMP)
certificates; minimizing Certificates of Pharmaceutical Product (CPP) requirements;
establishing Memoranda of Cooperation (MoC), Confidentiality Commitments, and
Mutual Recognition Agreements (MRAS); and joining the Medical Device Single
Audit Program (MDSAP); among others

Action: Support participation in regulatory harmonization initiatives including but
not limited to the International Council on Harmonisation (ICH), International
Pharmaceutical Regulators Programme (IPRP), International Medical Device
Regulators Forum (IMDRF), and Pharmaceutical Inspection Convention and
Pharmaceutical Inspection Co-operation Scheme (PIC/S), among others

Action: Explore the feasibility of developing consensus-driven joint APEC

commitments and bilateral or multilateral reliance agreements
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3.6.2 Goal: Build human capacity in regulatory science among medical product regulatory staff

A. Strategy: Strengthen and scale APEC Training Centers of Excellence for Regulatory Science

O

Action: Support the Center of Excellence Coalition to promote training activities,
nominate participants to attend training activities, and encourage partnerships and
collaboration between Centers of Excellence

Action: Encourage consistent, long-term, and peer-to-peer training and the
development of peer networks for participants in person and virtually following
Center of Excellence training programs

Action: Organize ad-hoc virtual and in-person workshops for Center of Excellence
faculty to exchange information on topics such as innovative training methods
Action: Enable more regulatory staff from more APEC economies to participate in
Center of Excellence training programs by, for example, maintaining a
comprehensive database of programs for the upcoming year and sharing information
beyond APEC

Action: Measure the short- and long-term learning outcomes of Center of Excellence

programs with both quantitative and qualitative indicators

B. Strategy: Maintain strategic roadmaps and core curricula to guide programming

O

Action: Review roadmaps every 5 years at a minimum, and core curricula every 2

years at a minimum
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3.6.3 Goal: Promote political will for convergence and reliance among regulatory policymakers

A. Strategy: Explore new ways to measure regulatory convergence and its impacts

O

Action: Continue measuring progress towards regulatory convergence with proxy
indicators including but not limited to the number of APEC economies participating
in regulatory harmonization initiatives, sharing GMP certificates, etc.

Action: Analyze the macroeconomic case for and cost of inaction on regulatory

convergence and reliance, and promote this information in regional and global fora

B. Strategy: Elevate the case for regulatory convergence and reliance, including at the highest

political levels

O

Action: Issue an annual letter from the RHSC Co-Chairs to the heads of regulatory
authorities in APEC economies informing them of progress to date, outlining
upcoming plans, and inviting them to participate in RHSC meetings

Action: Organize policy dialogues to discuss regulatory convergence and reliance
with a wider scope of APEC stakeholders, including regulatory policymakers,
legislators and parliamentarians, patient organizations, and senior trade and health
officials

Action: Secure continued high-level political support for RHSC in annual statements
from APEC Health Ministers, Trade Ministers, and Senior Officials, where
applicable

Action: Position APEC economies as champions of regulatory convergence and

share progress with non-APEC economies

C. Strategy: Support policymakers seeking to establish or change legal frameworks, laws, or

regulations
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o Action: Organize policy dialogues to discuss regulatory convergence and reliance
with a wider scope of APEC stakeholders, including regulatory policymakers,
legislators and parliamentarians, patient organizations, and senior trade and health
officials

o Action: Supply policymakers with guiding principles on decision-making towards

the establishment or change of legal frameworks, laws, or regulations, when needed

34



3.7 Indicators

Goal: Facilitate regulatory cooperation among medical product regulatory authorities in APEC
e Process indicator(s): Number of APEC economies participating in RHSC, PWAs, virtually
e Qutput indicator(s): Index scores to measure perceived effectiveness of RHSC

e Outcome indicator(s): Existing RHSC KPIs

Goal: Build human capacity in regulatory science among medical product regulatory staff in APEC
e Process indicator(s): Number of hosts, Centers, training programs, faculty/participants
e OQutput indicator(s): Aggregate participant feedback with before-after training program
analysis

e Qutcome indicator(s): Pre- and post-training assessment with standard scoring system

Goal: Promote political will for convergence and reliance among regulatory policymakers in APEC
e Process indicator(s): Number of and participation at policy dialogues
o OQutput indicator(s): Aggregate participant feedback with before-after policy dialogue
analysis
e Qutcome indicator(s): Revisions to existing domestic legal frameworks, laws, or

regulations; time duration of review

3.8 Anticipated Impacts

In working to achieve regulatory convergence and reliance we believe the anticipated impacts

include:

o Protects people’s safety: when economies take advantage of testing, inspections, and reviews

already done by high-performing regulators around the region, economies can efficiently ensure
35



approved products are both effective and safe, and work together to identify and share safety

issues in their collective population.

Makes products available & promotes access: when economies leverage the
assessment work already done by high-performing regulators on a particular life-saving
product, economies can approve that product more quickly and ensure it is readily

available on the market to those who need it.

Saves public resources: when economies tap into the expertise and work of other high-
performing regulators around the region, economies can avoid unnecessary duplication
and limit wasteful spending so economies save precious public health resources for use

elsewhere.

Attracts investment: when economies shorten burdensome procedures and adopt best
practices by trusting the processes of high-performing regulators, economies can reduce
uncertainty and delays so that both local and international firms find it easier to do

business in APEC economies, invest their capital, and create jobs.

Improves efficiency: when economies avoid duplicate inspections and lengthy approval

procedures, economies can reduce the time it takes to respond to an application

Improves global standing: when economies share the load with other regulators and
join international initiatives, economies show their willingness to cooperate and support
best practices, which strengthen the global community and enable investment in APEC

economies.
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RHSC Training Center of Excellence (CoE) for Regulatory Science Assessment Plan

Pursuant to Section IV.E. 4. of the CoE Operating Model and Guidelines

Draft November, 2020

Assessment Plan

Every 5 years, each CoE should compile the information outlined in the rubric below,
in addition to the CoE’s reports to the RHSC from the previous 5 years and a summary
of all student evaluations from the previous 5 years (the actual assessments shall be
available upon request). If a CoE Host Institution has an endorsed CoE in multiple
PWA:s, the institution would compile and submit separate assessment packages for

each CoE it hosts.

Once compiled, the CoE Host Institution should send the assessment package(s) to
the relevant PWA CoE Steering Committee(s). A CoE Assessment Committee
composed of the PWA CoE Steering Committee members, RHSC Co-Chairs if not
already included, LSIF Advisors, and CoE Coalition Co-Chairs should review the

assessment package.

If the assessment indicates that the program is not effective or not meeting the training
objectives, the CoE Host Institution and PWA Steering Committee will collaborate to
resolve the issues. If issues cannot be successfully resolved within a reasonable time

(to be agreed upon by the parties), either party may choose to exit the MOU.
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e CoE assessments should seek not only to monitor and evaluate performance, but also
to inform strategic adjustments or adaptations to the CoE’s approach or programming,

as well as the PWA and RHSC’s approach writ large (at scale).

CoE Self-Assessment Rubric (Virtual and In-Person)

S/N Parameter Sub-Parameters / Notes

Quantitative Measures

1 | Number of e Parameters (examples)
Workshops o ByPWA
o In Total

o Frequency of Workshops

o By delivery medium (virtual or in-person)
Total number of training workshops held by the COE that is
endorsed by APEC RHSC, was a minimal of two trainings held

in the last 5 years?

2 | Number of e Total Number per Workshop

Trainees/Students | ¢  Breakdown by Economy; number of economies (APEC,
non-APEC)

e Breakdown by organization type

e Breakdown by years of experience

e Total Number across all workshops (within a PWA, and

across all PWAs)

Qualitative Measures (Scale 1-3; 1-dissatisfied and 3 satisfied)

1 | Curriculum e Effectiveness in meeting the training objectives and core

curriculum as described in the PWA Roadmap
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S/N Parameter Sub-Parameters / Notes

2 | Student/Trainee | ® Percent of students/trainees who are satisfied with the
Satisfaction training workshop held by the COE and endorsed by APEC
RHSC
e Consider use of Net Promoter Score
3 | Faculty e Percent of trainers who are satisfied with the training
Satisfaction workshop held by the COE and endorsed by APEC RHSC
4 | PWA Champion |e Based on the Sub-Parameters mentioned above, tailored
Satisfaction from perspective of the PWA Champion
e Evaluation of training program by the PWA and PWA CoE
Steering Committee
5 | Quality of e Biographies of faculty
Faculty
6 | Lessons learned | e List lessons learned from CoE director and evaluation
forms
7 | Follow-up post e What, if any, measures did the CoE use for follow-up post-
training training?
(optional) e Did CoE participants share the information learned with
other members of their team?
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PWA Update

Outlines

Current
Update:

PWA Update

Current Updates (2/2)

Submission of the Manuscript

= DIA
W —— B3
e —
LI TR

26 April 2021: The submitted manuscript
is published online in Therapeutic
Innovation & Regulatory Science.

The article can be read online at

https://rdcu.be/cjtig

PWA Update

Current Updates (1/2)

Convene GRM PWA Steering Committee Meeting on May 20th, 2021
LLLILLLT

Establishment and updates of APEC
GRM Steering Committee

|

GRM and GSubP Survey Results
Sharing

Strategic Discussions on the draft
Post-2020 GRM Roadmap & the
updates of the GRM Core
Curriculum

(GRM PWA Steering Committee Members: TFDA,
PMDA, MHLW, APAC, Former US FDA, Thai FDA,

Temgle Universilx

PWA Update
Future Plans

\‘
s  Plans to host the second APEC GRM PWA Steering
Committee around November, 2021

N7 i :
NG Discussion Points :
O Discussion on the 2nd version of the drafted GRM Roadmap
(using the new template)
O Revise the GRM Core Curriculum
* Remove Day 1-3 format
*  Whether to keep dividing the curriculum into different
categories (e.g., applicant or reviewer specific training)
How to make the core curriculum more adaptable and
flexible
O Further discussion on the KPIs and other business
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h f Updates on the progress of
m APA( workshop preparation, speakers
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Workshop Summary Workshop Program (1/5)
i ——
P @ PART 1: Online Self-Learning Lectures
“ ) ) ) 4 \ The GRM CoE Workshop | e
HH 4 A participants could access the =
L N 4 website to watch the pre-recorded — %
— lectures. El
hedule & Themes
Program Fauhtators
PART 1: Online Self- ©Total: 69 17 Speakers " GRM Core
Learning Lectures participants (TFDA/CDE/ Ciicrichl i Sesatons Content 1: Opening Remarks
- PMDA/EMA/ - -
Aug 28t Sep 24th TGA/APAC/ . Promoting I Dr. Shih-Chung Chen K Dr. Shou-Mei Wu
© Reviewers: 28 IRPMA/ Regulatory - Minister of the Director General of]
€ PART 2: Live- Applicants: 41 Temple Cooperation ¥ Ministry of Health TFDA
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Workshop Program (2/5)

GRM Core Curriculum Sessions

Session 1: Introduction of GRM
" Ms. Chyn-Liang
(Cindy) Huang

" -
P
> TFD)

Session 3: Preparation of
Application Dossier
g ® =5 Ms. Kumiko Hikida

|5 e ®
5T (APAC)/ Ms. Hiroko

1—% | ‘ Kawaguchi (APAC)
T m v

Session 5:Bringing Consistency and
Efficacy to Regulatory Decision-Making
P
= . Dr. Lawrence Liberti
(Temple University

Session 2: Planning of Application

Ms. Finny Liu
(APAC)/

Ms. Jocelyn Lee
(IRPMA)

Session 4: Managing and
Conducting the Review

$ =F— Ms. Shu-Ping
Huang (TFDA)

Dr. Shinji-
Hatakeyama
(APAC)/
Ms. Yu-Ju Lin
(CDE)
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Ve Workshop Program (4/5)
PART 2: Live Videoconference (Sep 14-16)

Day 1: Sep 14

Group Discussion

Case Study:
Planning of Submission

(New Drug/Generic Drug)

and Preparation of Application Dossier

P ion and Sharing by

P

Case Study:
ing and C ing the Review

- Fixed Dose Combination Products

Day 2: Sep 15

Oy esan
ppaRaRnERE

16

Feedbacks-General Satisfaction

Scale 1=poor and 5 =excellent

Did the workshop strengthen your understanding 4.2

of GRM concept?
Did the workshop meet your expectations? ‘ 41
Overall Seminar Quality (Well-organized). \ 4.3

'I

With the average score above 4, the 2021 APEC ‘&
& " GRM CoE could be considered as satisfying to the

participants.

’w‘\riu

wE W B
ARENERT
18
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= Dr. Shinji Hatakeyama (APAC) =/

Workshop Program (3/5)

Topic of Special |

ting Regulatory Cooperation

Session 7: The ACCESS Consortium New Active Substance Work-

sharing P d An

+ Overview of TGA's reliance pathways and principle-
where does ACCESS fit and what is ACESS?

*  Key features of the work-sharing process

« Dr. Michael Shum (TGA)

Topic of Special Interest I1: The Application of RWD/RWE in

Regulatory Decision Making
Session 8: C d of the I

Regulatory Decision-Making

[

P

of RWD/RWE in

¢ Introduction, examples and regulatory perspectives
of RWD/RWE
*  Dr. Chi-Hsun Chen (CDE)

o mERAE
MppRRRDERT
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Workshop Program (5/5)

in to COVID-

y
19 in Chinese Taipei
Speaker: Dr. Shou-Mei Wu Director-General of TFDA

International Collaboration in Time of COVID-19:

The Need for Regulatory Agility
Speaker: Dr. Agnés Saint-Raymond of EMA

Regulatory Challenges Against COVID-19
Experiences Sharing of Japan
Speaker: Ms. Yuriko Takemura of PMDA

Expectations from the Workshop
Speakers: Mr. Daisuke Koga (PMDA)

Dr. Ping-Chiang Lyu (RAPS TW)* = =1+
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Knowledge Level of Each Session

* The knowledge level of the workshop increases in
every session.

Pre-Lecture Knowledge Level % Post-Lecture Knowledge Level
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Session 4 S ——
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—
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Session s

Sersion s

Session 7

Sessiond

B Expert knowledge: can
advice on a topic (score 5] discuss nuances with

details (score 4)

settian
semion 2
semion s
Sestion 4
Seion s
seion &
Session 1

Session §

[ Good knowdedge: can [ Working knowledge:
can discuss issue
details (score 3)

g
H
H
H
H
§

Limited knowledge: Il Mo knowdedge
candiscussbroad  [seore 1)

fsue (scgfe?). @ ® @ B @
C AERDERE
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Summary of Feedbacks

{0} Most sessions received very good

Goop!  satisfaction and feedbacks!

(To name just a few)

Most useful topics of this year’s GRM CoE
Workshop:

Regulatory challenges against COVID-19
Case studies and discussions

Planning of Submission

Bridging consistency in regulatory decision-making
Work sharing

'» (AR
¢ RHEDERE
FDA

20

Workshop Photos (1/2)

Workshop Photos (2/2)
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Future Plans

FUTURE PLAN;)
st e

> Host 1 APEC GRM CoE Workshop
either virtually or face-to-face
(depend on the COVID-19 pandemic)
in the second half of year 2022.

< YEAR 2021 > Host 1 local GRM Training in the
second half of year 2022.

TFDA will host 1 domestic
GRM trainings in
November 2021

# & W 8B

$opRREDERT
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B4 5 ~ APEC RHSC 4% F &t &l sk (FH RHSC T R tet)

Dear RHSC Members and Affiliates,

We greatly appreciate all of those who were able to participate in the virtual RHSC meeting
this week. In spite of some challenging conditions, we are appreciative of the work that has
continued and the enormous progress that we continue to make in promoting regulatory
convergence in the region and beyond. We would like to share the meeting outcomes with

you, and would appreciate your noting any deadlines that pertain to your party:

All PWA Champions are encouraged to revise their roadmap using the new simplified

template, including a review and updating of the training objectives, Core Curriculum, and

library of internationally-recognized standards upon which the core curriculum is based.

Most importantly, each PWA should develop several concrete, measurable KPIs to express

our progress at transparent manner. The AHC will use them in collating and publishing our

progress towards regulatory convergence. (Please see attached new roadmap template).

PWA Champions are asked to submit the revised roadmap to the Secretariat in early-mid

January 2022, for circulation to the RHSC and discussion at our next SOM-1 meeting in

2022 (Feb 2022 timeframe).

PWA Champions are reminded to host a PWA Steering Committee meeting at least twice

per year to keep documents updated and to share information across CoEs.

There are several CoEs whose Syear term is expiring in 2022. (Please see attached chart.)

Affected PWA Champions should use the CoE Assessment Tool as a guide in reviewing the

past performance of any CoE that wishes to renew their status. The PWA Champion(s)

should contact the CoE Director to ask if the CoE wishes to renew for another 5-year term.
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If yes, please follow the procedure outlined in the attached CoE Assessment Tool. We

suggest completing the process 1-2 months before the CoE expiration date.

Minor updates to the CoE Operating Model will be circulated in early 2022 for review and

endorsement by the RHSC.

Based upon the information we heard from the PWAs, our Secretariat Serene has updated
the 2021 CoE Workshop chart (attached), and created a new chart for 2022. Please review

and alert Serene to any needed revisions.

With regards to the Rare Disease Network presentation, please send any ideas you might

have on collaborations to the Co-Chairs and Serene for further consideration.

Attachments:

New Roadmap Template

CoE MOU 2022 expiration chart
CoE Assessment Tool

CoE Operating Model

2021 CoE workshop chart

2022 CoE workshop chart

With kind regards to all,

Dr Michelle Limoli and Dr Nobumasa Nakashima

RHSC Co-Chairs
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