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HFfH] 1712

2H 18 H Edb— R EAE

2H 19 H HifF Life Sciences Innovation Forum - Regulatory
Harmonization Steering Committee (LSIF-RHSC) Meeting
EEAHhEL C Liberty Central Hotel Nha Trang

2 H20H HifF Life Sciences Innovation Forum - Regulatory
Harmonization Steering Committee (LSIF-RHSC) Meeting
EEAHhEL C Liberty Central Hotel Nha Trang

2H21 H HifF Life Sciences Innovation Forum - Regulatory
Harmonization Steering Committee (LSIF-RHSC) Meeting
B Liberty Central Hotel Nha Trang

2 H22H Hif% Life Sciences Innovation Forum (LSIF) - Planning
Group Meeting
EEAHEL C Liberty Central Hotel Nha Trang

2 H23H st — 5t




2~ gRRE

— ~Life Sciences Innovation Forum - Regulatory Harmonization Steering Committee

(LSIF-RHSC) Meeting (2 H 19 HZE 2 B 21 H » SBfREaH4E 1)

(—)LSIF-RHSC T &=R(2 B 19 H) * RleiE(E BEERSECET (GRM) ES1KE
(Roadmap) EHFAEET GRM AR RSRS8O (CoE) VR H - B8 A B ELH
Z< PMDA ~ JPMA ~ RAPS =757 & K 2274 &F COFEPRIS St QR AEENE B &
SCEHL(GRM) E3{EE](Roadmap) ~ ARG A0 (CoB) 2017 FAlllERER 2
HH R N S E IR Gk T R H R R EIR S I B a5 00 S 8 T o
R R LA Bl A o BB Eh & aka T am

(—)LSIF-RHSCIEX &8 (2 H 20 H % 2 H 21 H) 1 AL &rak g RUSC #:[E 7 Michelle
Limoli (ZE[EE FDA) K Toshiyoshi Tominaga ( HZS PMDA)E&E T 4F » B/HE 6 (HE
BE T ARSI (PWA) BE1C I f2 CoE HYE TS » A A RIS EL Ry IE X CoE BEHH
HSEHA CoE Fll4fESE) » e s i -

1. & PVA Z &g
(1) Multi-regional Clinical Trials and Good Clinical Practices
Inspection Roadmap (Japan - PMDA and Thailand - FDA)
* Update on Roadmap

- AREEEE 2017 42 2020 45 Step 4: Training to reach the goal:
Recommendations to further regulatory harmonization to be
considered by RHSC o

- RHSC A& =57 0] PMDA ~ Duke-NUS R AbF AERZE 3 (Ei#E BBy
CoE » Miz¥n] Harvard Brigham and Women's Hospital ¥ CoE SCHA
SRS

- PMDABRT A 2017 4£ 1 A 23 HZE 26 HHARF AHA 3 KA PMDA-ATC
Multi-Regional Clinical Trial (MRCT) Seminar 2017 > JREY 1 H 26
H N4 4E B APEC-LSIF-RHSC MRCT/GCP inspection Workshop > #AEERE&
R L[5 T REZE] FDA K2 FiA MRCT CoE ¥t B > Duke -NUS -
JEEEREE K2 PMDA %5 3 {& CoE 2 tH S b & & e S e 5 » Wik MRCT/GCP
inspection SRMEHIIZ LarAiER T AR TT A

* CoE Update: MHLW/PMDA

- (G T TRREEHEEH S AR 21 B APEC & B4SES  [E AR
STy 32 BB AT - H T HAKHETE APEC & B&UR RS - (HEE B4 AN
22% » ARE4if) ~ HrEE R ~ HEEL REAR -



- RS T RE CoE Tl MZ sl v NS AR RE £/ > A ARRIHE g ig 0
MRCT #E{F% &% (Considerations for MRCT Operations) & EEE&1E
EASEAI(International Cooperation and Alignment )% — TR o

* CoE Update: Singapore Duke/NUS

- PERETA 2014 4 K 2016 4 EERE MRCT CoE JelHiHaT& » ARAGK:
B2 B TR K IEHERIISRNES » PRk 5 2 ARRAZE BIIHST - IR AL 1R IBHE K
i =g

* CoE Update: JbmiAEs
- THERY 2017 £ 10 HZ 12 AE#38 MRCT & GCP Inspection Workshop ©
* CoE Update: The MRCT Center of Brigham & Women’s Hospital (BWH) &

Harvard

- Harvard BWH MRCT Center THER 2018 4F 4 H%E 5 A 2RI HAGISR -
BRAZ e Rt s > FEE BT ICHEL7 (implications for design, planning
and analysis of MRCTs)kz ICH E6 R2 revision ZFEFFH -

(2) Biotechnological Products Roadmap (Korea - MFDS)
* Update on Roadmap
- AREEEIE 2015 2 2017 5 Step 2: Training @ 2016 475
Northeastern University 5 Seoul National University Z2¥# CoE 4%
HARFS T - RHSC INA X & s%:70] Northeastern University A iFE=0HY
APEC CoE - Mg il 4] MEDS k¢ AHC & 11 HAERL T S22 A 14 e bt
afe - DUMEHERL T 2NAYRE ST Je APEC HYE AR Al -
* CoE Update: Northeastern University
- KEEE B IESL CoE 7% > Northeastern University A 2017 & 2018
ERR S HHER PR BRI G5 S > 2018 2 1B [HIEEE RABETRRIE -

(3) Good Registration Management Roadmap (Chinese Taipei - TFDA and
Japan - PMDA)
* Update on Roadmap
- ARREEIE 2017 % 2019 4F B Step 3:Assessing the Impact of GRM »
RHSC FAAR R & a0 il B &85 K RAPS G785y 1 4 5 Fy IE 20 APEC CoE
WER A =578 5F COFEPRIS ¥ CoE StHAF SR EE) - R aeZ eSS El
BitbT A 2 -
* CoE Update: TFDA
- BEEENL 2016 11 H SRR FOEMER S (RAPS) 57 77 & (Taiwan
Chapter) ZEH#E & EME —5 2016 APEC (B E &5 S0 (GRM) /A
FHEE ek L (CoE) SRR & - 553l 56 442K H 15 il APEC & B40EHS
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[ GRM FE-F-EE > M~ 2017 4 2 H B RAPS &85y & ik 44 1m] RHSC $2H
FREA Y Ay =AY APEC GRM CoE -

- BEEF(FREL CoE WUEHTHE R K AR SRAE Y RUSC & ettt s (&
RHOF A 3) - JEEL & T EHRRH S E SRR - I 5 %€ It CoE
SHEMREZE A BERIAVESEM: - 482 H 21 H RHSC ZE &=t » MR
SRURB R EEZUL RAPS B8 B4Ry T APEC (B R &SI EHE
FARHERS SR AR s | o

- 1BREEEEE YL APEC LSIF 2 A/EF T8k (MoU) » B T8k " APEC (&
RERSCEHEHRIEE AL | FISERIE - DIEEE RER S E
SSAAREE SR > FEF APEC I&mIok B 8 a8 A S B R IR - e A
Fiton Al o

* CoE Update: COFEPRIS

- COFEPRIS AEUAZ L RA0ER 2] 2017 4 6 H S BPHEFHTERY GRM CoE
SRARIGRERAE > BRI S B FER TG B B T EMEIZ -

- SEAN SRR AE TR IA I 4GB SRS N H T B SR AR R B 5
SEET S GRM AH BRI -

- COFEPRIS HASZRESRA 2017 SR AT B 1E Y CoE »

(4) Pharmacovigilance and Medical Device Vigilance Roadmap (Korea -
MEDS)
* Update on Roadmap
- RHSC A A=z agat i) PMDA Ay 1E=0HY CoE > MR AT KIDS ¥FHEE 2 2K CoE
JeHAFI SRS -
- MFDS & KIDS #2 2016 FF-E2%% PV workshop Sz CoE Pilot program * {&4&7H
TEFA 2017 £E 9 HEREEYE PV workshop Kz CoE Pilot program ©
- RSS2 RE S MEDS 72 2016 4£ 9 H 224k AHC
International Workshop for MDV (1% MDV workshop) ° 2017 FEFEE
P EAYAT o R O A ERMEEE T B IR B e R AR E (2" MDY
workshop) °
* CoE Update: KIDS
- KIDS fZ# 4 2017 APEC PV CoE Pilot Program EFHE -
* CoE Update: MHLW/PMDA
- PMDA 72 2017 4 2 A 22%% PMDA-ATC Pharmacovigilance Seminar 2017 »
28 %2 5 10 442K H IF APEC & B & RRHIEE B (522 5 A3 36%
AREEPE ~ EIFE ~ 46 ~ JEJH M SO -
- T—ZX PMDA-ATC Pharmacovigilance Seminar TEER 2018 452 HEE
1T e



(5) Cellular Therapies Roadmap Update (Singapore - HSA)
* Update on Roadmap
* CoE Update
- CoRE THZEN 2017 4 7 H ZEM I 1SR EE) » thBELE ¥ 12y Duke -NUS
BREANE o BHERF 2016 AT 4 -

(6) Global Supply Chain Integrity Roadmap (US - FDA)
* Update on Roadmap

- KRPERIE H APEC 2 HHETEER) - ZEtECHT8E » US FDA ARFER
AR e s e &8 R B8 iR 2~ 10 B CFgH 2 Y T E A (tool
kits) RIEHEE T HENMEE - sFNSHES IR H #4S
http://www.nifds.go.kr/apec/SupplyChain/APEC_SupplyChainToolk
it_170317.pdf °

- US FDA f#CK & Elfir A4 T ERIE R I CoE f5EZ%  HERE
KB & 5 A Tlisa Bernstein e

* CoE Update: University of Tennessee Health Sciences Center (UTHSC)

- UTHSC FEZEL 2017 - 6 HERCEAET G - RN E M 2 R E
R E(GDP)E 1 » sFliN S IRME
https://uthsc.edu/center-of-excellence/index.php °

* CoE Update: United States Pharmacopeia (USP)

- USPJ* 2017 4 3 HERPI iAo - SR DU IR flrife O (it FE s
AyEEShEYE » R B EUEREI(GMP) ~ (B EEHN & (GDP) ~ (B REE5
#i#1(Good Pharmacy Practice) RAEEEHRE ~ EfiiZE Kot HIF oS R
SN A F S IREHE
http://www.usp.org/securing-medical-product-quality-through-supply-chain °

e ABAC Track & Trace Project Update

- JEEE A LEEY)E TS (Philippine FDA) B APEC 12552 B & (ABAC)
% 2016 7 10 AfESEA B —5 8 miE @HLEM)%T ) Bl }\5373 ]
ABAC #gl] SVSG ERfMEmiE N 2 B85 JERE eV EE R KA
RS N IE R TR -

- HHEEREL ABAC G{EEAE EIM ST &2 a8 ABAC Jeli TIE/NEE
Eric Marshall %

2. HARE ¢
(1) APECHarmonization Center (AHC)¥Res : AHC it EmEssl| 4g B35
WHEAT/ AR - HEERFYEENAE T8


http://www.nifds.go.kr/apec/SupplyChain/APEC_SupplyChainToolkit_170317.pdf
http://www.nifds.go.kr/apec/SupplyChain/APEC_SupplyChainToolkit_170317.pdf
https://uthsc.edu/center-of-excellence/index.php
http://www.usp.org/securing-medical-product-quality-through-supply-chain

o 4R B3I ICHE2 $55 18948 FIFFIERIZEC B4R - fRtFrA B & L4
B2 o AHC FEER® 2017 FE4042HE ICHQ8 ~ Q9 ~ Q10 Ko LW et Rs iR
12 o

* JEFIWFTT © AHC % 2014 % 2017 FERAIFEE ST APEC 21 {EE B LUBRSHY
S ETEZRNST 0 HRTCK SR 11 (EE B ia e mE HEI R
SEFHY AHC 480k (http: //www.nifds.go.kr/apec/index.do) » NREEZ
E .

(2) RHSC RFT=#H -

* AHC ##X3% RHSC Hif#5 ICH/ IPRF &l iR -

o ElEfrd &2 RUSC HFE IMDRF &% - HAT IMDRF £ —(#E B
FHEIRE T/EFIEH (Good Regulatory Review Practices - Competence and
Training Requirements for Pre-market Reviewers and Product
Specialist) » FHZE[E] FDA F4 -

(3) APEC CoE SOP K#EBISCfF&TH

* RHSC I &M TAE/NH > B 1L APEC CoE E:ldH » EBIARKREE
Wi APEC CoE JtHAFllSRETEAVIRIEERGE RS -

o FERAR T B REER 2 {723 Bl CoE Operating Model Jz Steps
to Formalize a CoE* DIJFE{EH -

(4) LSIF-RHSC #riRE : ARGty & Z (Performance Indicators) ~ &
R A= % EE (High Level Dialogue on Regulatory Convergence)
APEC CoE &<z (Funding)FeZ - EHEES WA T ¢

1. ERIEERMEREA  FYEESL(BIO) EF I B RAR gafssam iz
BIEIA o PR PRI IR RO REE T E & PVA ISR S IR LTS -
1. JRRGAEPEEEE ¢ 5 LSIF-RUSC 8 FEAEBN A IR
5 7% RHSC 1L APEC /ARSI @R gk 0y » LSIF FHER A (2017)
8 H 18 H (SOM3 AR ) PR S BH T 28— 15 AR i Al = P
(High Level Dialogue on Regulatory Convergence) @ #:525& 5
RO RGN B i R MR e R -
iii. APEC CoE &< : LSIF FAFE I AT APEC T-5£5 (Sub Fund) - %
& B RS APEC CoE 3l|SSH) » &E B E1E Guidebook
on APEC Projects HU#ITE o LSIF FREREHR R AsSrE L8 T5m

— ~Life Sciences Innovation Forum (LSIF) - Planning Group Meeting (2 B 22 H)

(—)EFFHETNE © A RHSC F£[6 F7 Michelle Limoli (ZE[E FDA)REE 1 FF -
( )FREFINSECFE A5 APEC 2017 Priorities ©
(=)Research & Development Steering Committee - RDSC:

10



1. Thailand Center of Excellence for Life Sciences (TCELS)ft#F#+: APEC
Bio-Medical Technology Commercialization Training Center ¥ A &85
R WHECKZ ISt EN S TERLE -

2. LSIF #hE & APEC Framework for the Secondary Use of Medical Data in
Health and Medical Research TfE/NAMVESFT#ERE > WECIRTA KRR
IIATAE/INH -

(PO)APEC Program Director #fs APEC stEEHEER -
(F)CTI EFEHE: CTL #Y 2017 S4B TAFEEEs -
(75)Economic Commi t tee FfFE#EHzes 2016 APEC Economic Policy Report on Structural

Reform and Services °

(T)Regulatory Harmonization Steering Committee - RHSC:

1. RHSC Co-Chair #2552 H 19 % 21 H RHSC &aik & -

2. AHC f{ZF=#t5 APEC Harmonization Center Update °

3. U K LSIF fvE R #7745 APEC LSIF High Level Dialogue on Regulatory
Convergence FYFEFRE] -

(/\OHealth Policy and Innovation:

1. Advisor to the LSIF Co-Chairs #g#5 APEC 2017 Health Financing Work Plan
SRS TRE AR ek o

2. BEE R A YRS The 7th APEC High-Level Meeting on Health and the
Economy HY#*F#1E] -

3. LSIF FhE R s i A FE Y APEC Digital Hub for Mental Health 55t
[& ~ FERASCIE R FHE AR E R -

4. EBFEHE APEC Cervical Cancer Initiative 5T EERE > #ZeT=H3EE NIH
THYNational Cancer Institute ¥ - TETE 2016 4E % 2020 FFHYERAL[E]
AR Rt ¥ = S a2 B R A AL = BB ESE i R 0%
(evidence-based best practices) ~ B8 En K AIFTSRESHY T 2 - a6
AR (2017 FE S E M — el & - SRR EE T -

5. EEFH S Infection Prevention and Control / Antimicrobial
Resistance 5N

6. FEEFH S Blood Supply Chain Initiative TEEEE - H1E 2016 4 12 H
TR AT PN £ B W 5 TR LR R TR 7€ e GMP RS 7 K2 2017 SE TAERAE] -
ZEtE BT —(E Blood Supply Chain Partnership Training Network HYEE
JBAEE 4942 http://blood.apec.org/ » BEEE K & & MRS & B At
=NETERLE -
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7. Professor ITan Wronski AO (LSIF Executive Board, James Cook University,
Australia)¥ss Tropical Health Workforce Development Hub Concept Note °
LSTF s¥rl#Z e X -

8. Murdoch University (Australia)fUFREEFmieZ T8 5 From the Shadows
to the Spotlight: Accelerating Action on Rare Diseases 1n the APECRegion -
THE R SR SE K 5 EE APEC Rare Diseases Action Plan » 3fif¥%17 APEC &
WS LS EZ TEE T -

9. #kFg National Institute of Hematology and Blood Transfusion {XFEIEZE
17> 2018 FEHpE st SR A E MEST & > $22E /8 5 Workshop among APEC
Member Economies on Sharing Experience in Thalassemia Management and
Roles of Safe Blood Transfusion to Improve Quality of Life for
Thalassemia Patients °

(JUL)LSIF REpE EAT SOM3 LSIF MHEAEr =T HEH » 40 F

e 8 A 15H :LSIF Planning Group Meeting

e 8 H16-17 H : LSIF-RHSC Meeting

* 8 H 18 H : LSIF High-level Dialogue on Regulatory Convergence

* 8 H19-20 H : 7th APEC High Level Meeting on Health and the Economy

= BB

REN BN GaiHE g B AR (BREHE ~ R SRR EER) FE T T

B BEEPEESTERE > KRR —HEE - AV 0 TR EEEE R 3

o HBhE B HE TR AR ZENG 2 g o fEatan s ¢

(—HE : gt REEZEELTE KBRS T8 - V20 7 igE ZSEmiV B 5
PR 27 8 5 s B /S (National Agency of Drug and Food Control) B 4 #5(Ministry of
Health) = » T ZEANE Bt B Barfdr 2B B B o s BT AE AR 2 B P AR i FO A R
F o THELHREEREE E ESINS 4 8 H A FRY LSIF High-level Dialogue on Regulatory
Convergence » RERFMEHEZ B R EZK 5211 APEC GRM CoE FlI %k &) -

(DFE - gtHREEZEELTERBEIEEGIEAR » Tz BRI & g4 &5 E i

%fﬁfﬁﬁ?‘fﬁfmﬁﬁ\ ? °

(=)IEEE - XN R EMmEZEEE L TE - B L8 KEIIREEAR » ZEIARFR
FEIRITMEHEN " aIEEFEE AT RERENEEEFENE -
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B R REREH

- BEEF YA G & APEC LSIF-RHSC 58 1] % APEC 18 B Al 5 ST & 1 (GRM) AR ER

SR (CoE) - HARZE R HEAS B RUSC P50V EIREZE[E] - APEC & B4R S BIFE R
RAaE ~ I ~ BIJE ~ F2kPaas - 4RPaRE ~ SEERE - Frindt - 2B Rors S (R
REZ > BERABFIEEISH RHSC > ZIREHE RHSC &5 K & B T E 2 it
K CoE FlI4k;EEh - Il #EHfE & 228 APEC GRM CoE 38k S E 2k i TR BR B APEC & B4%
RS ST RE [ BUR B R AR AR A F -

* FRIPEEE GRM IS ENSL - ERERASE BAIGAE (T ORM PR R E AR S G E IR TS > LAFRY

2020 FFARGE RIS IE B AR SRR AL > B E (et APEC HYEISUARAT -

* RHSC 7% 6 {iél [FI kG TRl 1 CoE $2(fAMRIEZE 41 B AE 21 CoE J

SLHE R ITEGHER D ZHEFNEC > U SIS S -
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M4 1 -~ APEC LSIF-RHSC Meeting :&2f2

APEC RHSC Meeting Agenda (version 2 15/17)

Liberty Central Hotel — Nha Trang, Vietham
Meeting Room TBC

Preparatory Meetings — Sunday February 19, 2017:
08:30-12:00 Prep meetings Chinese Taipei and Japan (Closed meeting — by invitation)

16:00-20:00 Biotherapeutics/Biotechnology Coalition to discuss CoE-related Issues (Open)

RHSC Open Meeting—Monday, February 20, 2017: 10:00-18:00
Welcome and Introductions

Adoption of the Agenda
Review of Membership Lists
AHC Report (Yeowan Sohn)
Review of 2016 APEC Funding Criteria and Submission Cycles: (APEC Secretariat: David Wu)
RHSC Representatives’ Reports: ICH (Speaker: Youngju Choi/AHC)
IPRF (Speaker: Youngju Choi/AHC)
IMDREF (Speaker: Arianti Anaya/Indonesia)

Multi-regional Clinical Trials and Good Clinical Practices Inspection Roadmap
(Japan — PMDA and Thailand — TFDA)
Reference Documents:

Roadmap to Promote Multi Regional Clinical Trials and Good Clinical Practice Inspection (GCP Inspection)
Project Update

e Update on Roadmap

e CoE Update: MHLW/PMDA

e CoE Update: Singapore Duke/NUS (Silke Vogel)

e CoE Update: Peking University

e CoE Update: The MRCT Center of Brigham & Women’s Hospital & Harvard (Rebecca Li)

Working Lunch to Develop an SOP for Hosting an APEC CoE Pilot Program
Open Meeting for Volunteers: PWA Champions, Industry Coalitions, CoEs

14



Biotechnological Products Roadmap (Korea —MFDS)
Reference Documents:

APEC Biotherapeutic Products Roadmap: To reach a high level of regulatory convergence by 2020
Project Update

e Update on Roadmap
e CoE Update: Northeastern University (David Luzzi)

e CoE Update: Seoul National University

Good Registration Management Roadmap (TFDA- Chinese Taipei and
PMDA —Japan)

Reference Documents:

Roadmap to Promote Good Registration Management (GRM)
Project Update

e Update on Roadmap
e CoE Update: TFDA
e CoE Update: COFEPRIS (Lahouari Belgharbi)

Pharmacovigilance and Medical Device Vigilance Roadmap (Korea — MFDS)
Reference Documents:

Roadmap to Promote Pharmacovigilance and Medical Device Vigilance

Project Update
e Update on Roadmap
e CoE Update: KIDS
e CoE Update: MHLW/PMDA

Cellular Therapies Roadmap Update (Singapore - HSA)
Reference Documents:

Roadmap to Promote Prospective Regulatory Convergence in Cell- and Tissue-based Therapeutic
Products
Project Update

e Update on Roadmap

e CoE Update

RHSC Open Meeting - Tuesday, February 21, 2017: 09:30

Global Supply Chain Integrity Roadmap (US —FDA)
15




Reference Documents:
Roadmap to Promote Global Medical Product Quality and Supply Chain Security
Project Update

e Update on Roadmap (llisa Bernstein)
e CoE Update: University of Tennessee Health Sciences Center (Speaker: llisa Bernstein)
e CoE Update: United States Pharmacopeia (Speaker: llisa Bernstein)

e ABAC Track & Trace Project Update (Speaker: Richard Binos/Philippines FDA)

Review and Discuss Proposal for Performance Indicators

Review and Discuss Proposal for High Level Dialogue on Regulatory Convergence

Review and Discuss Proposals for APEC CoE Funding

AHC ‘s Activities and Strategic Plan

Working Lunch to Develop an SOP for Hosting an APEC CoE Pilot Program
Open Meeting for Volunteers: PWA Champions, Industry Coalitions, CoEs

Review and Discuss CoE Supporting Documents
Reference Documents:

CoE Operating Model and Guidelines

CoE Operating Guidelines

Steps to Formalize an APEC CoE

CoE Pilot Program Application Form

CoE Pilot Program Authorization Letter Template
Formal CoE Application Form

Formal CoE Authorization Letter Template

MOU for a CoE Template

CoE Program Participant Certificate Template

RHSC Members Only CLOSED Meeting — Tuesday Feb 21: 15:00 - 17:00
(Participants: RHSC Regulatory Members and Industry Coalition Members Only)

Review Proposed 2017 CoE Pilot Programs

Review Formal CoE Applications Submitted
16



Finalize and Endorse CoE Documents
Confirm IMDRF APEC representatives and term
Any Other Business

RHSC OPEN Meeting — Tuesday, Feb 21: 17:00 — 18:00

Review Decisions and Action Items
Dates for SOM-3 Meeting
Any other Business

Adjourn

17



b 2 ~ B REBRS S E R E R # 5 (GRM Roadmap Update)

Good Registration Management Roadmap (TFDA-
.....Chinese Taipei and PMDA ~Japan)

Update on Roadmap

February 20, 20017
RHSC Meeting @Mha Trang, Vietnam

(e W £ @ & 8
MppEREDERE

Festsed it Svuy Aukrniniaben

hHp:www, fda. gav. te

Goal of the GRM roadmap and each key element

* Purpose: To promote Good Review Practice (GRevP) and Good
Submission Practice (G5ubP) cooperatively

*  Long-term goals:
— Promate the concept of Good Registration Management (GRM)

— Enhance mutual trust for requlatory convergence amaong the
APEC member economies by 2020

Good Review Practices (GRevP) Good Submission Practice (GSubP)

To strengthen the performance, To enhance the quality and
predictability, and transparency of effidency of the medical product
regulatory agencies through the registration process by improving

implementation or enhancement of the quality of submission as well as
GRevP and quality measures stepwisze  its management.
in each interested APEC economy.

. ® 0 @ N B
CArmaRABuEAE
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Specific Activities and Timeframe of the GRM Roadmap

Ga@ Analysis Survey fer Setting the Feundatien far Stegraise GRavP implamantation
- E#f up a decknkn) wanbing grave

- Opgonatyss sereey far AFEC poanarnin

5 Prioslie ek aed dlratigy S meravirmisd basad o sisadl of Bl pap oAolyal duasy

Planned Schution to Address Gap In GRM
- Tranng: mm{‘nlﬁ’nrmmﬁm
Pk o i GiRan PGP ok

+ Diremnenion of SRevF GEP sl G
- Fetosbed ¢ nehwent of 0N ord o nefwock af GSvaP

Addiring tha Impact of GRAM
. E il Trar d i fotion
mn the :vnpﬂn'r ining and implemn o

- Pimemingtion of GRews GELAF prd GAM [cosfiourd)

Step 3

(2017-2013)

Step 4 Beaching the Goal for implementing
(201-2020) Rk
= Fpbor-an meeswnes and fivn! sssesamect

T reach the same and; beatber functioning agency
through regulatory comvergence by 2000

Summary of last RHSC Meeting

Decisions
* IPMA circulzted a revised Good Submission Guideline to the RHSC in April,
which was endorsed intersessionalhy.

+  RAPS will host a CoE Pilot Program for experienced regulators and industry,
in Chinese Taipei Novernber 2076.

* COFEPRIS presented a proposal to host a CoE Pilot Program in late
20%6/earky 2017, This was endorsed by the RHSC.

T &% @ B B
CpaAAEREAE
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Summary of significant activity since last RHSC meeting (1)

+ October 20M6: Pre-training materials for the 2016 GRM CoE pilot workshop
was launched at the website of RAPS Taiwan Chapter.

+ November 2016 The 2016 APEC Good Registration Management Requlatory
Soence Center of Excellence Pilot Workshop was beld in Taipei from
Mowvemnber 15 to 17, 2016.

— This pilot workshop was oo-hosted by RAPS Taiwan Chapter, TFDA,
PRDA, APAC, and AHC.

— A 3-day training program, induding Common Sessions and conourrent
Applicant-Specific Sessions and Reviewer-Specific Sessions, was
developed.

— Participants: {1) rmare than 30 international experts, (2} a total of 56

trainees (28 from industry, 26 from regulatory authorities and 2 from
academizjfrom 15 different APEC member economies

s
=, nammEaE

summary of significant activity since last RHSC meeting (2)

+  Movember 2016:

— The trainees received training on the concept and principles of good
review and good submission through lectures, interactive discussions,
and case studies.

— On-site evaluation of the csmiculum was conducted among the trainees
through questionnaires. On a 5-point scale, the average score was 4.48.

The workshop satisfaction was considered good.

* lanuary 2017:

— A face-to-face meeting was conducted between the champion
economies in Taipel to disouss issues related to evaluation of the 2016
GRM Cok pilot workshop, application of a full CoE, and planning of the
2017 GRM training workshop.

— A follow-up survey for 2016 APEC GRM CoE Filot Workshop was
conducted to understand the effectiveness in improving review or
submission practices, fadlitating dissemination of GRM, and achieving the
goal of training the frainers for different APEC member economies.

Cole B 5 @ N B
‘lpa AAEEEAE
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Plans for future activities with timelines

pillot in Mexico City.

B COFEPRIS hosts a GRM Cof | 3 Ba[FlarEﬂEtrairing am
oo bemndxtedam

outcomes of training and
implementation will be assessad

Feb = Apr Late :

207 2017 207 ¢ 2a-201 ﬁ
B TFDA and RAPS Taiwan e TFDA and RAPS Final assessment of the
¢ Chapter submit ¢ Taiwan Chapter host imipact by promeoting GRk
. applicationof afull Cof :  thefirst regular Cob will be held usi
. undertheir parmership.  ©  training workshopin performance indicators.
i TaipeL

e ® & @ B B
CmaAamEEaY

Issues that need to be discussed at this RHSC meeting

#® Sharing outcomes of the 2016 GRM CoE Filot
under RAPS Taiwan Chapter needs to be discussed.

#* Applying for formal recognition as a CoE under the
partnership of TFDA and RAPS Taiwan Chapter
needs to be disocussed.

e ® & @ B B
CMrmaRABEEAN
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Endorsement request in this meeting

Endorsement of a full CoE under the partnership of TFDA
and RAPS Taiwan Chapter

™ ® & @ N B

ChpaRAREERE

itz i, fda, oy, tel
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Mt 3 ~ 1B RERRESCEEASIPIEIGR =8k LR & (CoE Update)

Good Registration Management Roadmap (TFDA-
.....Chinese Taipei and PMDA —Japan) . ...

CoE Update: TFDA and RAPS Taiwan Chapter

February 20, 2017
RHSC Meeting @Mha Trang, Vietnam

htp-ifwww, fda, gav. tw

Qutline

» Results of 2016 APEC GRM CoE Pilot Workshop

» Evidence of candidate CoE hosting institution’s ability
to meet the selection considerations

¢ Plans to ensure sustainability when the CoE
commences operations

e ® & @ B B
e =L LR
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Results of 2016 APEC GRM CoE Pilot Workshop

O‘nfj # % & OB
MipARRENEEE

Fistncl ol (DAL AC TN

htlp-ireww. Ida. gow. ba!

2016 APEC GRM CoE Pilot Workshop

=

Workshop co-organizers e
AFEC LEF Reguialory
Hamonization Sissring
‘Commities

=1
Fond and Drug Fharmceutcals and Asla Farrersip APEC Hammontmtion Fiaguiony Ataim
Wedical Devices Agency, ‘Confer=noe of Canter Professiorais Socety
of Healh and Weitare, Pramrraosuticsl FRAFE)
Taiwan | Crinese Tapei] Associatons FUAFS Tahwan Chapisr
Asia Training Cenlerfor
Pharrmesceufcals and
Medical Devioes
Reguiainry AfTairs
e, ® & @ W B
Ml RABEEAE
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Timeline for the CoE
P RHSC endorsement of GRM P Becoming a full Cof
Roadrmap and CoE Pilot :
®  RM Roadmap and oo- i@ Applyfor 2 full Cob
champions wanz endorsad. i #  Host2017 GRM Tmining
®  Tha Cok Pilot was endorsed. . Workshop
2015 2016 227
02724 A5
B
P Merge of PWAs P+ Hasting a pilot workshop
| % Good Raviow Practioss ®  The 206 APEC GRM Cok pilot
and Good Submission : veorkshop was hald in Taipal
Practices wara mergad as :
Good Ragistration
MMaragamant (GRM).

T % & 0 BB
Cfpa AR TN

2016 APEC GRM Regulatory Science Center of
Excellence Pilot Workshop

Date - Nowember 15-17, 2016
Session number : 14
Participated Trainees : 56
Speakers : 32

(FOAALPMDATFDRCDE/APAC)

Facilitators : 3
[ APAC,TFIN,'CDE)

Venue : Chang Yung-Fa Foundation, Taipei
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Learning Objectives

Ta learn the followings for implementation of GRM
+ The principles of GRevP and GSubP
+ ‘What is needed for regulators to accomplish good review
— Conducting and managing the review
— Good communication with applicants
— Competency for regulators
+ What is needed for applicants to accomplish good application
— Planning and preparation of application dossier
— Good communication with regulators
— Competency for applicants

Core Curriculum

GsubP

Cezed husmhaon Fraciicm

i|'.

Applicants-Specific Sesions

*  Planning of Application
*  Preparotion of applicstion

diossier [ Practics | How'to
prepere application dossier
*  Effective communications
ForEing follow-up acions
dring review period
Fodling oot the GRM
training program in esch

26



Group photo of all GRM participants

LEELEEL |

o AARNED

Workshop photos

Group-discussion

L

& @ N @
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Participant analysis (1)
Chile [1)
| Thima 3] |
| Homg Kong (2] i
| Indonesia (3} 4
| Inpan (2}
| Kores [2)
= ==
| . | Malayia [2) | |Papusa New Guinea (2)
{ Papun New Guinca (Z) — | Philippines (3] | [Peruy
L= Te Singapare (3] Thailand (2]
| Ppeines Thaiond 3 | [Tsengs)
| Singapore [3) Taiwan (9) Vietnam [1)
| Thailand (5} . |29 APEC deleg | [27 BPEC delegat=s |
-Tmm} ¥ 9 APEC member economiss 0 APEC member sconomiss
Vietnam (1)
55 APEC delegntes
15 APEC memiber sconomies

e ® & @ W B
CfmaKARREAN

Participant analysis (2)

Question: How many years have you worked on the
management of regulatory review or regulatory submission?

Responders (total 27)

about 3 years or less 11 (41%)
[3to5 years 5 (30%)
|5 to 10 years 3(11%)
| more than 10 years g [13%)

= 26 were from regulatony suthorities and 1 was from scademia.

about 3 years or less 3 [10%)
3 to 5 years 1 (4%)

5 to 10 years 5 [17%)
miore than 10 years 20 {69%)

= 28 were from industry and 1 was from scdemia
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Effectiveness Analysis

General Satisfaction with the Workshop

Average

‘Wwere lewel and amount of pre-training L E .| a2
materials adequate?

Did the workshop enhanced your 449 a2
understanding of GRM concept?

‘Were your expectations for this 433 42

orichop met?
[Overallsansfaction V7] a2

Scale 1 = Poor and 5 = Excellent
Average rating score is abowe 4. The pilot is considered with good satisfaction.

™ & &% @ B B
CdrmaREBTEAE

Curriculum Analysis (1)

Rating for Commaon Sessions.

e & & @ N B
“draRABEEAE
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Curriculum Analysis (2)

Rating for Reviewer-Specific Sessions

Seszion B3

Seszion R4 Session RS
Peview persornel - | Conducting the Rolling out the:
Crisical thinking dew G Emlaing
=rogram in ssch

R IE

B AW B am 3 AW B A B

n AN »n A 13 A n A =B

T B @ W ®
b [ = 11 ] L]

Curriculum Analysis (3)

Rating for Applicant-Specific Sessions

Sujmm
of

] e
|

The adeguecy of the time
allocation for this seion
Fedlitation and presentation

of the content

T, Bk @ W @
b o L L]
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Curriculum Analysis (4)

Rating for Panel Discussion on Regulatory Professionals’ Competencies

Facilitation amd presentation of the content .25

e % @ W ®
o =L CLL L]

Curriculurn Analysis (5)
Feedback from Trainees

Topics/presentations of the 2016 pilot Tospics,/aneas trainses would like to see in the
workshop most useful to teiness future GRM workshop
ppuns
i jcation Effective coamimunication
Planning for submission | Maore case studies: impl mtion of
QL & Dossier Preparation | GRAM, submission to reguistory authorities
Cose stusdy & group discussion sre very among Asia/US/EU
good. | Intzractive ions b revi ]
The tools, the exercses. | Oethers: tools fior improving quality of
Section A3. Bfective communications - submissions, project & , risk
Eocusing folk N . . critical thinking
period | Practice: Case study of how to
hmmdle inquires

e % @ W ®
o =L T CLL L]
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Curriculumn Analysis (6)
Feedback from Trainees
Topicspresentations of the 2006 pilot Topicsfareas trainees would like to see in the
workshop most useful to teiness future GRM worishop
Critical thinking, Communication | ﬁﬁcﬂﬂiﬁi‘ginﬂ' benefit
Roling out the GRM training program in considerations, different product sress,
emsch economy review disciplines and post-spproval
Cae studies | midifications
GEroup disoussion Commumnicstion
All topics | Irvte ractive s=ssions betwesn reviesers
Conducting the review and applicants
Marmging the Review | Omhers: effective tooks ond approaches
used for GRewPs, key aspects to perform a
_review ]
L )

T, & &
s AEEERE
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Preliminary Results of the Follow-up Survey (1)

Traimees from 12 out of 15 APEC member economies have responded.

Chile |
Chinea

—,
[

_ % & N E
MpaAEEEEAE
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Preliminary Results of the Follow-up Survey (2)

Part 1. Effectiveness in improving practices

*  Are the contents of workshop applicable or helpful in improving your
review or submission practices?

[ ES 8
kel
& e
e
L LUt

' Will you recommend your colleagues 1o join the future GRM workshop?

& es

s HNo

Preliminary Results of the Follow-up Survey (3)

Part 2. Facilitating dissemination of GRM & Effectiveness in achieving the goal of
training the trainers for different APEC member economies

*  Hawe you taken or planned any action to promote the GRM concept and

practices to colleagues in your workplace?

a es

s HNo

*  Have you planned to conduct local training of the GRM-related topics for
colleagues in your economy?

& fes
s HNo
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Preliminary Results of the Follow-up Survey (4)

Part 2. Facilitating dissemination of GRM & Effectiveness in achieving the goal of
training the trainers for different APEC member economies

Do you plan to use the training manuals to organize GRM training?

W Tes
w Mo

Conclusion and Discussion

s [twas a successful CoE pilot with
— good partnership and collaboration,
— significant interactive elements, such as interactive discussions,
group discussions, case studies, and practices, and
— qgood rating and overall satisfaction.

s  For the future training program, we plan to
— create more collaborative sessions to allow trainees from
industry to talk to regulators,
— provide more case studies and interactive discussions, and
—  put more emphasis on the topics of "communication” and
~critical thinking™.

34



Plans for the Year 2017

+ To be endorsed by APEC RHSC

— A full CoE under the partnership of TFDA and RAPS Taiwan
Chapter

+ To plan and host an APEC GRM CoE Training Workshop in late 2017

Tl ® & @

m & FRTLLE

Evidence of candidate CoE
hosting institution’s ability to
meet the selection considerations

e,
)
,;,‘ijp REWEEE

oo ard Diug Admingiaion

£ & ® &

http:iiwww. fda, gav. tel
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CoE Configuration

+ Hosting institution names:
— TFDA: TFDA Training Center will be launched to serve as the
physical location of the CoE in 2018
— RAPS Taiwan Chapter

# Collaborative partners and their roles:
— PMDA ATC (GRM CoE Program Committee co-chair, provide
oversight and guidance in program development)
— APAC (GRM CoE Program Committee member, provide guidance
in program development)
— RAPS Global Headquarters (GRM CoE Program Committes
member, provide support in program development)

National Biotechnology Research Park (Taipei)

- TFDA Training Cemter will be located at 2F of Building F for Food and Drug
Admindstration. It will serve as the physical location of the Cok beginning 20M8.

«  Class rooms, meeting facilities and offices will be set up to support domestic
training programs and international conferences.

Che, ® & 8 BB
maRARNEAE
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Why TFDA

+ ‘With substantial technical expertise and credibility in GRM:
— Serve as RHSC GRevP roadmap champion and GRM roadmap co-
champion
— Invohee in the drafting of GRevP guidelines and GSubP guidelines
— Host GRevP, GSubP and GRM workshops
« APEC Good Review Practice Workshops (2010, 2011 and 2012)
« Good Submission Practice Workshops (2004 and 2015)
« APEC GRM CoE Pilot Wiorkshop (2016)
* Provide budget, faculty and staff to support promotion of GRM and
operation of GRM CoE

» The location provides easy access by partidpants.

T ® & @ B B
MmaRABEEAE

The CoE will meet selection considerations

+  Trusted global educational/regulztory brand

+ Ability to develop and deliver training program against priorities set by
the APEC RHSC

* Willingress to provide a full or part-time Director and appropriate staff to
manage the CoE

# Ability & commitment to achieve objectives 2= agreed in operating
guidelines

+ Ability to fund the administrative overhead owver the life of the agreement
(minimum 5 years)

+ Credibility in the topic area

* Location that provides easy access by participants

*  Ability to provide qualified faculty; this could be visiting regulatory staff
or other experts as required by the training program

* Ability to receive funding to support specific aspects of Cok training (for
instance, to fund student travel)

™ ® & @ B B
& SN T LLLL]
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Plans to ensure sustainability

when the CoE commences
operations

(___"\‘ﬂgj # % @ A A
CippEREDEEE

Pl cwracd (Dnuigy Ackrminaieg

- faww, Tda, gov. bl

Plans for a Full CoE
*  THDA Training *  Dovalop and
Cambar daliver raining
#  RAPS Tsiwan programs in GRM
Chapiar . *  Conduct sunay
Cﬂ""ﬂm“g and ressarchin
Institutions GhR
* Toprovidea *  Eudgetfrom TFDA
director and 2-2 #  Charging fess fram
staff traress
*  Toprovide gualified *  Fund ralsing from
Fin.i‘l;.lfr":mlru- Indusiries:
house reviewers, #*  Contribution from
m“*‘d collaborators

B ATTEN T

i
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Thank you for your attention.
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B4 4 ~ APEC LSIF Planning Group Meeting :&f2

SOM1 2017 LSIF Planning Group (LSIF PG) Meeting

Wednesday, 22 February 2017
09:00 — 18:00

Liberty Central Hotel, Apollo 1
09 Biet Thu, Nha Trang, Viet Nam

PROGRAM AGENDA

Time Topic
09:00 — 09:15 Opening Session
1.1. Welcome Remarks (LSIF Planning Group Chair)
1.2.  Remarks by LSIF Executive Board Chair's Representative (Philippines)
09:15 — 09:30 APEC 2017 Priorities
2.1. APEC 2017 Priorities (Ministry of Foreign Affairs, Viet Nam)
09:30 — 10:00 Research & Development Steering Committee — RDSC

3.1. APEC Biomedical Technology Commercialization Training Center (Thailand)

3.2. Cross-fora Collaboration in APEC on the Use of Big Data in Medical Research (E-

Commerce Steering Group - ECSG)
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10:00 - 10:10 4 APEC Management

4.1. APEC Management Update (APEC Secretariat)

10:10 - 10:30 Coffee Break and Photo

10:30 - 11:00 5 Committee on Trade and Investment

5.1. CTI Update (CTI Chair)

Economic Committee

11:00 — 11:30 6 6.1. Briefing on the 2016 APEC Economic Policy Report on Structural

Reform and Services (EC Chair)

Regulatory Harmonization Steering Committee — RHSC

11:30 - 12:00

7 7.1. RHSC Update (RHSC Co-Chair)

12:00 — 13:00 Lunch

7.2. APEC Harmonization Center Update (Korea)

13:00 - 14:00 7
7.3. LSIF High-Level Dialogue on Regulatory Convergence (Ministry of Health, Viet Nam

and Representative of the Advisor to the LSIF Co-Chairs)

14:00 - 15:00 Health Policy and Innovation
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Cooperation with HWG and SFOM

8.1. Fiscal and Economic Impacts of Ill Health — Proposed Dialogues with Senior Finance

Officials and Finance Ministers (Representative of the Advisor to the LSIF Co-Chairs)

8.2. HWG 2017 Theme and Priorities (Viet Nam)

8.3. 7" APEC High-Level Meeting on Health & the Economy (Viet Nam)

15:00 — 15:20 Coffee Break
Projects
8.4. Mental Health / APEC Digital Hub (Representative of the Advisor to the LSIF Co-
Chairs)
8.5. HPV and Cervical Cancer (United States)
8.6. Infection Prevention and Control / Antimicrobial Resistance (United States)
15:20 — 16:30 8
8.7. Blood Supply Chain Partnership Training Network (United States)
8.8. Tropical Health Workforce Hub (LSIF Executive Board)
8.9. Rare Diseases
8.10. Thalassemia management (Viet Nam)
16:30 — 16:45 9 Other Business
16:45 - 17:00 10 Recommendations to CTI
17:00 Adjourn
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LIFE SCIENCES INNOVATION FORUM (LsiF)-
REGULATORY HARMONIZATION STeERING COMMITTEE

(RHSC) MEETING

~= '8 TRANG CITY, NAM, 19 - 21 FE
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