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AR & MY E R (TR EEE) Y 107 47 2 A RN H 5 oo K48 %4 /F (APEC)
AR A AR IE (LSIF)— AR A5 52 B8 (RHSO) MR & & - E4EEEm R mE
EMERE gL RISC &% - BEEE TN GRIIEESE, Duke-NUS BEE2 P AAR stk drCa
(CoRE) > Bilgz OB ARI R N RSB TAOR - BEE E R L EE
HES g BEFARS ZREERP A S EE AR > T 2B SR
KA TT1A] « FEaE s RISC &5k > REEE R EE R AR SECEH (GR) TIE/ NI E
AR S TIEARE] > Wi RHSC #es T HHHEENE R A5 S50 2 (GRM) BE & K
APEC JARIRHERT | 9k 28 000 (CoE ) Z STl ER: » 12 48 I R MR A A [ 2B RHSC Y K+
ET/EIEE - B3 9 HESEE 2018 4F APEC (8 B & B B a0 & T A HUR A sl o o
(2018 APEC GRM CoE Workshop) » W THEENE R &S sl & B S FE1E (performance
indicator)gFfd o
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EFARIE N BRI -
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mnfR PRI E 0K - G EE BRI E 2 R B R ZE ] -
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Securing Medical Product Quality Through the Supply Chain: A
Regulatory Policy Roundtable on Upstream Ingredient Quality

2H10H Hif% Life Sciences Innovation Forum - Regulatory Harmonization
Steering Committee (LSIF-RHSC) Meeting

2H11H Hif% Life Sciences Innovation Forum - Regulatory Harmonization
Steering Committee (LSIF-RHSC) Meeting
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APEC Bni A& iy RHVEEE A FE & » HAE 21 [@g 5808 - TREIDIFESILN
HFSHl BIE G & - APEC R 2002 FAEE SIEEZE G Nlr AR el EmE (Life
Science Innovation Forum - f&#§ LSIF) » BEESEFN=J72BH G » BN AR E
faRHEE AT A RN ECRERIR « LSIF A AR I £ s B2 ARy E 2 > 72 2008 4
AT AR FIFEEZ B (Regulatory Harmonization Steering Commi t tee » fif# RHSC) »
H B Al APEC I B 8 5 A 3R 1771 (regulatory convergence) » RHSC FRH#ESE) 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 f Medical Devices & 7
BB TAF<EE(Priority Work Area - fifif§ PWA) » Hi-R[F] APEC & B 40 AGHY 5 %2
ETRE T 2 PWA AYHES) - PWA 75 4% RHSC 5% 1A APEC JEAR R 22514k s2 8k 0y (Center
of Excellence » i CoE) B FEHHE A B85 > BHEFEHIET ~ SR &R RHSC HEE)
2020 SIS ERR Al 2 ATHS -

BEEZE L RISCHVAAE & > H 2011 S5 LR RHSC 248 R E B HHEPSEE - 2014 4
FEEL H ARG EHEENE BT - RHSC 1 2016 F3dn] TBRBEMRE | & T{BEEER
H o a0th T EREEEESEH | (Good Registration Management * f&fE GRM) » FRE K HA
1 Ry (B St T ARSIk He 5] E IR » Ao HEEh GRM B AR RIER S & 5)I5R - B %E%8 K RAPS &7
7y G440 RHSC 38R Ry T APEC (8 R &R Sl B AR S iy, » 6L APEC LSIF
SERRETERHE S8k %5 -RESC K2 LSIF Planning Group SFFFEAPECE—RELE B9 (5
T SOM1) K228 =W E KB Bk (FfE SOM3) BART &S HF—X &3 > i SerEHEEEPR
M e

AR APEC T HFEEE A noat 26 A5 - SOMI HART A BARY LSIF-RHSC & 342 28
W AR - BEEERIAEEL Duke-NUS B2 He A Lt CoE AYHERNHETTAOM » AR
FETRIER H 55 RHSC FHRBH €% » B1FE USP-APEC Regulatory Science Center of Excellence (CoE)
Securing Medical Product Quality Through the Supply Chain: A Regulatory Policy
Roundtable on Upstream Ingredient Quality & Life Sciences Innovation Forum -
Regulatory Harmonization Steering Committee (LSIF-RHSC) Meeting Z&sg » @#fs

e

(—) USP-APEC Regulatory Science CoE Securing Medical Product Quality Through the
Supply Chain: ARegulatory Policy Roundtable on Upstream Ingredient Quality :
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SEEEEIL(USP)RY 2017 47 8 FfEREA] Ay IET(HY APEC & it fEsZAR R s oL -
RS R R B B S S R A8 S (i B e R Y BB > Ry 1 B o [ R S i B i
BT T s RS NI s 46 e e A48 e 7 LY Y T B B0 USSP 2 2018 4 1 H FJikbENE
FEAPG R ~ JEERE R R AR A RSB RN AR L E KRB =&
T S WEDREBIERAIEIEEE R - DIEB) USP CoE iR &45h GMP JZAR P&
SRR EHESD

(—) LSIF-RHSC Meeting -
RHSC i PWA K CoE FYLIERCR AR E] - 422 LR GRM Roadmap 5z GRM
CoE M1 4E T /EN AL F A EMHE H A Pharmaceuticals and Medical Devices
Agency (PMDA) X Japan Pharmaceuticals Manufacturers Association (JPMA)ZEH
[ AT A AR o A IE &R = RHSC #i#5 GRM Roadmap Kz CoE HYHEEIRIR
PriEEh GRM 4b - BEEZERIMEM T AEHA PWA 8 TAF#ERE - LIRS BLEATRAY
e -

— ~ B Duke-NUS B2 A1 2 g1 8 50 (Center of Regulatory Excellence * CoRE)HY A EIZ
T ¢ Duke-NUS E&E2 [0 BRI R el 007> APEC LSIF-RHSC F&## " Multi-regional
Clinical Trials and Good Clinical Practices Inspection ;" Advanced Therapies |
J "Biotechnological Products | Z48I8HY APEC JEHRFEE S etk - ABRFE
J/* RHSC &AL Duke-NUS B2 5B F0ATM » 1 gz LB = ~ HEE SR -
W RS Z T O BE R R ESIAZB A AQOI)E9 H 26 HZE 28 HEFEAY 2018 APEC
1B RERSSUEEARIR ISR ik U0 ET & | » CoRE HifF A B E1HE Professor John
Lim (B TH) ~ Associate Professor Silke Vogel (BF{TH) ~ Assistant Professor James Leong
(& FAF) 5 Mr. Cherng Yeu Neo CRESSFEITAT) » ST S REZLIT

(—) CoRE HFER K BHAZ : 4% CoRE #{TH Professor John Lim BYfSH#H - AFRET
fi# CoRE AR5 BB o o o N f R AH A 2 B B BE DR S R SR e 0
i BRIV FERE B AR AT ~ (REECRAH SR 1L AR E24E4K -

(—) CoRE HYEIX BB 5 : CoRE A B4« 15 A\ - FESEEIIEFE B L H RN SRR
Er(CoRE Advisory Board) “SHEE R R &s Eit—REEEEHEEE 10 H) >
PR RIS M i

(=) HENASRIZEE A SREELE S H4E | Professor John Lim 38 5y T E 1 RH Ei1 2
FETEHEFNERPIER IS ERI & » Duke-NUS 81 HSA E#ZE & 1Ff =
$EMOU) - IGHEEE HSA B BHEEHEZEN - Professor Lim 5% TFDA #i—Z% K2
EIE > WH ANBRZIGEEE - DBz RSN AR A S8 -

(") CoRE WY T{EHilT © ELAEHE ISR ~ FERIWTFE R BURAHT » E P eI ITAYERS
7



R T AR EI R0 B PPWG FAEE S N B SSA  ARI B IR T K T MBS LFR K -
R EEEEEE - BEERTEA A B ZRE A > FetEm EHRR - WWEert
BEENEHY L E% © Professor John Lim oo » T Bk @ EERILE -

(71) CoRE HYAEEH/IRES] © CoRE 2018 £E T Z#i# 4 Duke Margolis-CoRE Workshop on
Real World Evidence ~ WHO-UMC-HAS-CoRE Pharmacovigilance Workshop ~ Advanced
Therapies APEC CoE Pilot Workshop ~ Biotherapeutics APEC CoE Pilot Workshop ~
Fundamentals of Medical Device Regulation Workshop ~ JEE#(seminar) ~ JE2\7 A3l & [E
WNEZIN R S A FARE IR » AT S AR MRCT - JE8) AR RN E R E LA
B A IEEFEAAHRE R NSRS » B AT # AR B S HSA WYt
FEHIGEEE IR R/ DFE 6 (EH » T —EEZEEEEN 2 H 28 HEHE
Professor Gregory Daniel (Duke-Magolis Center for Health Poicy):# Real-World Evidence
to Support Decision-Making for Medical Products: Updates from the U.S. ©

(75) CoRE HYLREAIE © [ Duke-NUS RPN K i EUR (Ministry of Health ~ Health
Sciences Authority & Economic Development Board)F2iEAVARER 4| » Wh/E [ ELKE
Y| SR S E U B e 4 UG ey -

(1) THEARFRHERIFIZE R  CoRE BEIFREE AA AR AR RS2 M A R 1y 38 fe
(% combination products ~ real world evidence ~ companion diagnostics ) » & iL&EY £
BN EEHEN - [EMBIEZERN S bt > BfEr T BRI EIL BT
i WRNELEHEFIEERAERNER - FEABRNEER  HEZZE
R RIER S > 7 H RTRZ BV RTRE

(/L) & CoRE 21 2018 GRM Workshop : AZ {755 CoRE Bt ta% thur a2 my
MRCT program 2 2016 & CoE Pilot H1#&HHY GRM performance indicators &}
s CoREIRENY9 H 26 H 2 28 HiX & b8 H#HY 2018 APEC GRM CoE Workshop
EATaEAD -

= ~ USP-APEC Regulatory Science CoE Securing Medical Product Quality Through the
Supply Chain: A Regulatory Policy Roundtable on Upstream Ingredient Quality

(2 B9 H » REONE1)
(—) &BiE :

1. Professor John Lim [Executive Director, Center of Regulatory Excellence
(CoRE), Duke-NUS Medical School, Singapore | BB E s PRl
FHEEF SR R AR A =iy A o

2. USP AF# MG /1 APEC 2 fn it fEs 5o B e e = e MY T BB, sREle A B T fgon'E
R EE S i PSR Y A o S B -

3



3. USPARFHE: 2018 47 1 H LB e o U {18 [ 2% B S S sk o5 e im0 DA
ATFEFEAHY ethylene glycol & heparin FEBAF Rl - FEELSE L EHREAER
EE L PR T RS -

4. BlRE

(1) FAIREPTBEERRAVEHDEM - BB = BB EE ISR GMP HYZE
5 o

(2) eSS AR S B E0R API R IEEMER T E GMP N AR & RS
7~ JEIERE ISR R I TREF (QA/QC) ZEEK -

(3) sHfEHF Hai APEC tiEsE T B GMP /Y 11 T /E | » A E A DL
RS O Fofan el —s 4R APEC AhpEsE T B 2 BRI FERR - H
FATEY GMP P25 38 F A S M Bt (AL R 697 R ARRED AT ) Y GMP g5
S B R GMP HHRBAN A -

(=) HgABESH:

1. HFTEBP RS TR T 220G » B R E G g [5hhEE » kR
TR AR E B B EOR e AR -

2. BESLLESEA S ERRE ST o SR E YRR N PR GMP > 2% USP #F GDP —
PR AGTEmaEaE

3. Al 2FE M R AR AHAR(WHO) THVAHRHRIRE ST - BiEEIE E 5 4 mn i B alaes
= (Certification scheme on the quality of pharmaceutical products
moving in international commerce) ke tH Ff A 40 4%EE M kR 5 ET 25 (WHO
Pharmaceutical Starting Materials Certification Scheme) °

(=) TR -
1. B N BILERLAIEE i B E HUARI SR - SEE IS BRIt s
EFES | > WAEE ARV E BT A - AR -
2. EETRRHIE DUR Bt AR EOR EE il R GMP > I EASE R -
3. RS E Y SR N e 4 P B B AR S 72 - ST E R EIMTES (B &
RUHL °

P4~ Life Sciences Innoyation Forum - Regulatory Harmonization Steering Committee

(LSIF-RHSC) Meeting (2 B 10 HZ 2 B 11 H » SHEZWME 2)

(—)APEC (B R &S U ETE (GRM) TIE/NEERR « R4 - HAE 7 PMDA ~ HARIZET
JEfhg TPMA R SEEIRFEEM S (RAPS) 578 7 & AR BLACHE [ =80 (CoB) B
sl ~ GRM S I G S0 B A e [ S R P e B B3 i g (PHRMA) 3L T 2828

S LA

IRTE ) TR R TR TR 5



(—)LSIF-RHSC IE & © A2 RHSC F£[E 3% Michelle Limoli (Z5EE FDA) K
Toshiyoshi Tominaga (H7Z< PMDA)Bi& F 55 » AG#EEIHr F(F APEC #6& Mr. Johnny
Lin 5z RHSC #AZE Ms. Josephine Wong (Hrl3Z Duke-NUS BEEL[7z) -

1. AHC &

(1)

(2)

(3)

(4)

TR HERET & ¢ AHC 77~ 2017 S35 {m73t 6 SHiater > 2018 FETEE [t 3 5 CoE it

HAZ)I%# (£9FE Harvard Harvard Brigham Women’s Hospital MRCT Center ¥

i MRCT-GCP CoE Pilot Training ~ MDITAC F¥#fY Medical Device CoE Pilot

Training K Duke-NUS F ¥y Biotherapeutics CoE Pilot Training) ~ 1 5

Supply Chain Pre-CoE Workshop & 1 5 Medical Device Workshop °

CoE Thefitts

* [E= RHSC il 37 AHC CoE Tty /A - AHC Y E487ETL CoE HI& - £2Ht
FYEREELFE CoE fiE7r(About CoE) ~ CoE JEH(CoE Activities) ~ CoE FFEE
(Application) XAHEE 4 (Related Documents) °

o AHC FHZERY 2018 4 SOM3 RHSC &aHART & CoE #iTH 5% (CoE
Director’s Meeting » DAGY e FERR & A B IR & -

& FER G, - HATHA ICH E2 ~ ICH Q8/Q9/Q10 K AMna R Ean Faffaft

REFH > ZSTEETPAKRE 86 (H&KEREHY 1,525 AHHA L&GEE -

BRI ER TS ¢ BT APEC 21 {dl gy ELOBERGHYEE e BREZR ST - HATER

BN 16 [EEUBRRIVEE LT 1] 2488 » THERN 2018 N/ AH Brunei

Darussalam, Canada, China, Papua New Guinea & Russia ZF 5 {455 EaY
e ERESH -

2. RHSC fAzH &

(1)

(2)

AHC 25 HiJ%S ICH/ TPRF &3l iR » ErPrfi Heal th Science Authority IE
R ICHEE -

JEFRE AR MG IMDRF &aftplR - Ry IMDRF & & - KEL
FeFHL 2019 - H T BB R P EF L[ APEC LSIF-RHSC Hi/% IMDRF &% -
¥ RHSC 2277 = %) » IMDRF Good Regulatory Review Practices X 2018 4
1 B 18 HAS—{7F & s Essential Principles of Safety and Performance
of Medical Devices and IVD Medical Devices f55 [ ZEEHE R, - E&
FAAE 4 H 18 HEHRALER, -

3. SEHIEE R
(1) 5 EASHER(WHO) s © WHO {035 Samvel Azatyan fj¥#izaZ sHAR(K WHA

Resolution 67.20 fEftH & B BB EE T T BRI A 255 IS LR E A% 2

BEHE KRS KA 2 Global Coalition of Interested Partners (CIP)

J2 WHO Centers of Regulatory Training Excellence (CoRTE)ZFE#HHYE{EIE
10



= MG PRI A B FER A EN58EE3 - %5 (4% RASC IVEIET
& HARF RHSC B WHO 2 iR A\ B RSHllse st EZ VIR &1F - LIARHIAA
FREVER

(2) ICHEHIRZEGHE * ICH BB EIFM (Training Partners ) A -
72 2017 FER I — £ 51y ICH 55 Il iiat S - 2Bl &P s
Duke-NUS CoRE ~ Northeastern University ~ Harvard MRCT Center ~ DIA ~
RAPS ¢ PDA %5 » H 8 EL APEC CoE JH{ML - ¥ 1 ZRSeHHEESINEE 1% A] FH 35k
Ry IEAAERN G FHRE - ICH % 2018 AERHE 10 B AR L MR R 4R Fafis
R & EREREET Y Tier 1 K Tier 2 4558531 -

4. APEC JERRFERI M & 1ERR B ERI5f=E (Professor John Lim #ke)

(1) Professor John Lim BYEENSEMRIEITHA Sannie SF Chong ~ John CW Lim
J2 Toshiyoshi Tominaga = AFhaiAHIZERAAERERL - HAYZE B RHSC
HE—2 B8 APEC HVARRFEAD ~ &1F KB #EfE 2 o] REZEIH -

(2) HH7A RHSC HY H B2 225 APEC & E &R RS I AR > Professor Lim 28/ 0]
I3 2020 4 2 AR PU{EHE SR sk _H RS T AR SRy A B (1) 285 A CPP»
QEEEMAPIC/ISEE » Q)HEEEHE —EMSEIER & (4) HEERER
BB R o ARIEEST (1) AR Ry PIC/S & &Y APEC &8558 - (2) M ARE By
ICH & &1y APEC &8 2 (3) L3l By PIC/S Ko ICH & /Y APEC &S F e
AR RS S E 1T -

(3) AHC 75 Bh RHSC L& S TG S ERI G » Wi SOM-3 RHSC Eaikh v 045

S

BT TE A -

@ Proposed KPIs

Before 2018 | 2018 N 2020 ' Beyond
Progress of conver gence . 2020
measurable by KPs | APEC economies KPls |
PIC/S member |
2016: Hong Kong
2016: Thailand Eeonomies with #  No.of economies establish work-sharing
. ;Ei: '?::;: Nores membership of *  No. of economies establish reliance/mutual Recognition

= 2013:Chinese Taipel

- 2013:New Zealand
2012: Indonesia

- 2011:USA

- Before 2010: Australia,
Canada, Malaysia, and
Singapore

both PIC/S and ICH |

#  No. of economies remaving dependency on CPP

# No.ofec ies align GMP doc ion and non-
duplicative inspection with global standard |

#  No. of economies manage multi-sites in single license

Economies not yet
amember of ICH

ICH full member
- 2017: Singapore
- 2017:China

- 2016: South Korea
- Before 2010: USA, Japan,

— — — | S — —— — — — — —

multi-sites in single license *  No. of economies that establish risk-base reliance |
= 2015:Chinese Talpel Economies not yet evaluation system
amember of PIC/S ¥ No of economics that attains PIC/S
Remova | of CPP
- 2017:China
Belore 2010: Singapore
MUS Centre of Regulatory Excellence
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5. RHSC #r &R B &4
(1) FrEsfEEEAR e B AL S (Introduction) ~ FMEHE(Target of
Convergence) ~ B¥fZ(Timeline) ~ E50F51Z (Performance Indicators) ~ fH
BHf55[(Relevant Guidelines) K EHAMAHARAVHUES)(Similar activities
by other organizations, 1f any) °
(2) ¥ PWA FE(E E R HE — @iV biEnad - BUA PVA o] BT E 2 S AT
AEET -

6. BH T (BB TIEEIR (PWA) BRI Fz CoE W38 » 1% AR B MR ER Ry IE =X CoE
SRR S HA CoE 9II9RVEE) » MESHREAT ¢
(1) Good Registration Management Roadmap (Chinese Taipei - TFDA and Japan
- PMDA)
* PWA Update

- BEEEH 2011 AT B REE R EHEISKE 0 2016 FE0f TER
A R (B RE RS L E R ) oI B S H A PMDA
JEEFEH - H 2020 FEHRERE (D) HEERERSSCEHEED - (2)F8
FHIS N A5 2R APEC & B&S R AS 0 A A (regulatory
convergence) ° ZESIKEH 2011 FHEEILAE 4 EHEE > EEBPE 1 ER
FEFEZ T TMT(Gap analysis survey for setting the foundation for
stepwise GRevP implementation) K 8§ 2 fi#ft APEC &I AIHY GRM 5% 2=
(Planned solutions to address gap in GRM) » H 2017 & 2019 &R
T B% 3 51l GRM U228 (Assessing the impact of GRM) » L{FEEBLE
[E|RFHESB) GRM =LY A B5E - B8 R &S S0 EHE M S 2 GRM B&
QBRI TRERER S » B 2018 £ 2020 FFEST TP 5 4 EIH GRM 1Y B AZ
(Reaching the Goal for Implementing GRM) » & GRM HAEE% B YL &
PR AR AL - R PEsC4E RHSC -

- BREEFAFHEA PVA 2T 6 {8 B S R E S e & HE " 2017 APEC Good
Registration Management Regulatory Science Center of Excellence
Workshop ;> AGKAE] 2018 - TAFERERFEIRE © ()29 H 26 £ 28 HIEG
WrrE 2018 APEC Good Registration Management Regulatory Science
Center of Excellence Workshop > (2)ff¢ GRM 48X FE A2 fiEE i 45 i 75 K2
SR 0 (3) hBh &£ RS R IS A B 5[ B Sl OB TEE -
EAGElINTEIKIE

* CoE update: TFDA/RAPS

- BEEEUIRAPS &8 & A 2017 4 2 H¥E RHSC 220 Ky 1A APEC GRM &
HHR LN (CoE) » IREIEFRSSR T EEYE | APEC (8 R A Sl B AR
B O EE > DRSS APEC & BRI TR E » WHEE TER

12



FEEHEE PSR | 2020 4B AENER - Hlld HEaRE - (1)5[2Fh
FEE TR "EREE ) & TEREE ) (WEEFEA (2)5[E T EKRE
BETHER " EBREE ) FTHREEMES KB 0 (3)5[BEREET
fREERR T B R ) PTRRAVE A KRR -

- BEEZEAFRIE 2017 APEC Good Registration Management Regulatory
Science Center of Excellence Workshop ; A5 > 20174 10 H 31 HZE
11 A 2 HEY 3 RIS IHLEEI2K A 10 {# APEC & B&BARNY 70 2E2 5 -
30 FKH FEEE > 40 HREEFEF SR - BEEEEHEE » AT T
B EHATS SRR - HR BB o o
2 EERMERBRENCENSE > WHESTIN 2018 49 H 26 HZE 28 HIE
BN APEC GRM 3531758 > Sak il kb 4 -

2017 £ APEC (B R &R S S0 EHAM P Sl Life) S 555)13RE

Day 1 Day 2 | Day 3
Common Session Reviewer Applicant Common
Keynote speech: Basic Concept of GRM Session Session Session
Overview of Good Review/ Submission Review Prep of Communication
personnel— | application | -Practices and
Experience sharing from different APEC Critical dossiers interactive
member economies thinking discussions

Revi s N Aooli S _ between reviewers
eviewer >ession icant Session ;. )
PP Communication: | Communication | @14 applicants

Fundamentals & | during review

Managing & Planning of application | case studies period Competencies
Conducting the and training for
review Special Considerations reviewers and
and Case Studies for applicants
Management of
Submission for Generic Rolling out the
Drug Applications GRM in each

economy

* Pilot Program update: COFEPRIS
B PG EME A FE R COFEPRIS 5 2017 52 6 H 26 £ 28 HAF SR FgEf i 223l
APEC GRM CoE JcHAfET& =~ e » WK RHSC s ATA 2018 4E55 4 RIS
2 RAEHAEESN > RHSC B3k COFEPRIS i B P FR B ES -

* PhRMA Presentation: Expedited/Facilitated Regulatory Pathways
2B EE b 7T BB R 1775 (PhRMA ) fUREZ % 2018 APEC GRM CoE b & &1
0 TR SR R AR BRI (AR AOb R 5) - TR s H AL [E]
AL SRR - oI CoE et &R ZHEE RS g &
= > J% RHSC K PhRMA {RFEHE -

s FRABRIEH
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— PWA Tttt (A2 K H 7S PMDA) FEFEACIZ 0 2R 444 RHSC FibE -
- 2018 £ 9 H GRM W&t R I —5 - F RAVINEE T &R E - 55
TEDA/RAPS 175/ PhRMA ZE#5HE RAFETE -

(2) Multi-regional Clinical Trials and Good Clinical Practices Inspection

Roadmap (Japan - MHLW/PMDA and Thailand - FDA)

* PWA Update

- AREREER B GRS (1) (3 APEC B3k MRCT USRI T R 3 B 14 R ST 4 %
AHY MRCTs Biigfesz 5 (11)HERE MRCTs HY GCP B f% A (A -

- AREKEICSERAT 358 - B 2017 42 2020 425 Step 4: Training to
reach the goal: Recommendations to further regulatory harmonization
to be considered by RHSC » EE T {EFEEEMEFEH PMDA-ATC ~ Duke-NUS
KB KB R, Harvard Brigham and Women's Hospital ZEIE=( CoE B4k
HH CoE - SR B » PR R I e [] E Bk H A SR B s 2 B 45— CoE
(EFZ B S > Wim) RASC $2H MRCT-GCP Inspection JEM#E— 01>
THREE R

- HARFRZEKS CoE BHl[ERIZMEE RGN ICH MRCT #55( E17 » M BACLEETHY
ICH GCP #5851 E6(R2)—%L -

- HARRIIEH MRCT AR &R eiE (1) ICH ES ~ E6 ~ E9 -
E10 & E17F55[HEE © (2) 2 NIFE3IIRVEREE e T ERR A BEH & (3)
B3I MRCT 5HE%#H  (4) GCP BAZAVAKFINIEE

* CoE Update: PMDA

PMDA RF=#h5 2018 4 1 H 15 2 18 H¥#H MRCT CoE Seminar B3R » A

FHEFEUL 25 %25 5K H 6 il APEC & B8ORS K 5 @I APEC BIZE - [EA) -

SRR B R IE R TRV - WA B RS S H A (session goal) ~

Y EE T B (presentation title) ~ ZEFIRFZE H HY(purpose of case study) ~ Ji 5

(achievement/outcome) J 5 RE 24U #E (improvement/problem) ©
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PMDA-ATC MRCT Seminar 2018 Program

Participants

10:00 - 10:15
Opening ceremony
10:15- 10:20 9:00 - 10:30
2 2 9:00 - 10:30 :00- 10:30
P Message from PMDA csh.uiuln s:v_Pmnlzldo c\?n S.Idc'l 5> Considerations for 62 GCP inspection of
10:20- 10:45 ‘:'R"C"T“ ANNING anc desiBNINE | \IRCT aperations global study
Key note speech : Strategies
and challenges for drug
development -
Break 10:45 - 11:00 Break 10:30 - 10:45 Break 10:30 - 10:45 Break 10:30 - 10:45 Break
11:00-12:30
History of drug evaluation
e 10045 - 12:45 10045 - 12:15 10:45-12:45
AM -2 11:45 !2'_30 <Session 3> Case study (group | <Sesslon 5> Case study (group | <Sesslan 6> Case study (group
A45-12: di . di . di =
Scientific insights about ethnic iscussion) iscussion) iscussion)
factors
Lunch 12:30 - 14:00 Lunch 12:45 - 14:15 Lunch 12:15 - 13:00 Lunch 12:45 - 14:00 Lunch
14:00- 16:00 L5 1545 14:00- 15:30
<Sassion 1> Introduction of S : . <Sasslan 7> Post-market
A -1 ; <Sasslon 4> Points to consider a
review systems and h luati it safety evaluation of approved
regulations by participants when evaluating results drugs based on MRCT
Break 16:00 - 16:15 Break 15:45 - 16:00 Break 13:00 - 17:20 15:30 - 15:45 Break
Clinical site to
et tour 15:45 - 17:15
16:15 - 18:00 16:00 - 18:00 <Session 7> Case study (group
PM -2 | <Session 2> International <Session 4> Case study (group discussion)
peration and ali liscussion) 17:15-17:45
I Closing ceremony

Azerbaijan

Brazil

Hong Kong

India

Indonesia

Malaysia

Myanmar

Philippines
Sri Lanka

Chinese Taipei
Thailand

* CoE Update: Singapore Duke/NUS
Duke /NUS CoRE BS54 AR MRCT-GCP Inspection BRI » 65 2019 £

FERRYEE S —( PWA HYESSIDES) -

N ONOER R, W N W R kR,

e CoE Update: Jbm A2
- b RERFTHE 2017 F 12 A 5 F 8 HERHEMRCT & GCP Workshop A5 »

AR 3 Kiftat g4t

BB S -
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— N APEC WETETHER 2018 £ 9 HEZ33E » LMK ICH E 2555
FERIIERAE. -

Themes-focused Curriculum

Session Theme

1 Trends of Clinical Development for Medicinal Products

2 Science Basis for MRCT- How to Justify for a MRCT Proposal

3 Special Considerations for Asian Population in MRCT

4 MRCT Design, Statistical Analysis and Interpretation

5 How to Handle Adverse Drug Reaction (ADR) and Manage the
Risk in MRCT

6 GCP Findings in the Review of MRCT

7 Ethical Considerations in MRCT

* Themes selected from discussion with regulators

Participants
Papua New Guinea (2) Singapore (1)
Russia (1) Chile (1)
Philippines(4) Peru (1)
Indonesia (2) Viet Nam (2)
Malaysia (2) Thailand (2)
China (32)

Average Years of Experience :8 Years

* Pilot Program Update: The MRCT Center of Brigham & Women' s Hospital
& Harvard
— MRCT Center &= Brigham & Women’s Hospital P& AEFEMHE MRCT W58
SRl SRV EZHRS > FHER 2018 4F 4 A 10 2 13 HE RISk EE) -
Z PR S PR AL HVERAE KB -
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k& APEC Pilot Program4p » #9003 2017 45 10 H¥E ICH GCP Pilot
Training °

Harsesizalen
— e e Wi[S] MULTI-REGIONAL
@ CLINICAL TRIALS
AHC

Asis-PaciSe  Liefciences
Ecenomic Cooperation

APEC Center of Excellence (CoE) Pilot Training:
ICH E17 and ICH E6(R2)

When: April 10-13, 2018
Where: Harvard University, Cambridge, Massachusetts, USA

Host: Multi-Regional Clinical Trials Center of Brigham and Women's Hospital and Harvard
(MRCT Center), APEC Harmonization Center (AHC)

+ Enhance regulatory cooperation in the APEC region on the evaluation and regulation of MRCTs
= Increase the acceptability of MRCT data by multiple regulatory authorities

* Describe the concepts of MRCTs and MRCT design as presented in ICH E17 guidance

« Demonstrate practical approaches to GCP as presented in ICH EB(RZ)

# Program to include Didactic and C based leaming, i and open discussio M.

Regulators (Reviewers and inspectors) with priority to those from emergingeconomies
Academic and Industry representatives as spaceallows

Involved in MRCTs and/or GCP inspection

2+ years of regulatory experience and/or working with clinicaltrials

Registration Information: Registration will be available from January 29 o March 10 at www MRCTCenter org or
hitp:/isurvey.constantcontact com/survey/al7efOfb1ewjcbayS9y/start

Addftional Information: For more detailed information, please e-mail the MRCT Center at mret@bwh. Harvard.edu

Limited travel support is available from the AHC for 1 representative from each 11 APEC travel-eligible economies.
If eligible, please contact AHC S riat for more inf lon at ahckorea@kpbma.or.kr

17



tory Hanmonization
- Mmﬂfpw'm Wi[®] MULTI-REGIONAL
g @ c CLINICAL TRIALS
AHC e L -

Life Sciences
m EE

Economic Cooperation Innovation Forum

Draft Training Program Outline

Day 1 - April 10

Topics

Welcome & Introduction of trainers and participants
APEC Harmonization Center remarks

Session 1: Basics of MRCT & Development Strategy

1) Introductory session: how a regulatory decision is made (overview)
2) Trend of Clinical Development for Medicinal Product

3) Expectation on MRCT & Current Issues on product approval

4) Regulatory Requirements / MRCT or Domestic Development?

5) Essential information for MRCT

6) Relevant ICH Guidelines for MRCT — Overview

Discussion

Session 2: Protocol Design and Statistical Analysis Plan
Basic principles when planning and designing MRCT (ICH E17)
1) Regional variability: Selection of Geographical Regions to include
2) Sample Size and Subject selection: Number of Patients in Each Region
3) Choice of Endpoints: Primary/Secondary Endpoint?
4) Statistical Analysis Plan
5) Selection of comparators: Determination of standard drug as comparator
6) Collecting and handling of efficacy and safety information: Determination of efficacy
parameters

Walking Tour of Harvard University
Welcome Reception

Day 2 — April 11

Session 3: Selection of doses: Finding Optimal Dosage
1) For Next Stage/Trial
2) For Special Population
3) Ethnic Difference / Genomic Difference

Session 4: Clinical Data Analysis
1) Difference between Statistical Significant and Clinical Significant — how to interpret
variation in treatment effects in subgroups
2) How to set sub-set for Sub-population Analysis?
3) Signal detection
4) How to determine the need to conduct the sub-group analysis
5) The use of sub-group analysis data for the indication extension

Session 5: Handling of Adverse Drug Reaction (ADR) report
1) ADR Report timeline
2) How do regulatory authority / sponsor evaluate ADR report so that the Regulatory can
take an action to the clinical trial conduct

Site visit Takeda

18



Day 3 - April 12

Session 6: Assessment of Mock Marketing Authorization Application

1) Assessment by Attendees (Small groups), Presentation and Discussion

Session 7: Risk Management Plan (RMP)

1) Development Stage

2) RMP for Market Authorization Application

3) Post-market safety evaluation of approved drugs based on MRCT

Q&A Session with Regulators

Session 8: GCP inspection in the review of MRCT data
1) Lecture on real world GCP inspection
2) Presentation on ICH E&(R2)

Day 4 (1/2 day) — April 13

Session 8: GCP inspection (continued):

3) Interactive Workshop: How to assess the findings of GCP inspection?
4) Discussion topics

5) Presentation on outcome of discussion

Q&A with faculty and facilitators
Closing ceremony with distribution of participation certificates, post-evaluation survey

* PhRMA Presentation: Performance Indicator Proposal

PhRMA AR T MRCT/GCP PWA &35 FE15EHY 3 BEVA ML RHSC 593m - FEAE G

S STES NN

— ETH | : RHSC sk B B IS tERAFIE 5 (AU B 15000 - & RHSC 331 -

— JBEIE 2 AT —FE T AKIERT APEC &8RS ET TRE R BRI A DR,
FTEE AR AV EE AR S B I > oS8 RHSC 2T » RHSC 223K PhRVA 582 HHEETHA
DI EHET -

— T 31 T —{EfE IR 2 MRCT CoE IAREHIERAE R i SR e — 2 7% >
RHSC kBB 582 B gy )7 RN FE CoE T4 AH BE s -

(3) Biotechnological Products Roadmap (Korea - MFDS)
* PWA Update
- MBS ERESA NYITIE ¢
* fie#E APEC WIS Y A o e B T AR b A SOtEE]
o (B K 5B APEC WG4 e ~ AR - BIFAEY A EDm
o SRV AR E e ERHIRIR G
o 138 APEC I AR 1) G 2 am B Th ALY A SR ER B 2 24 B O B A (i
58
o 7uH APEC 8BRS RIS ARG #EAH I T -
- ByEETHRY EAE > ZRREE ST B 2014 £E R 2017 F5ERGHEE 1 722 Bt
(Assessment) F20 B 2 553l (Training) - WARZZSE O ITEERET E 5% PVA 3R
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ANy = A E il > £25E Phase 1 Introduction toBiologics (online) ~Phase
2 Comparability throughout the Life-Cycle fz Phase 3 Clinical
Considerations for the Assessment of Biosimilars °

— fFi&—{E PWA T > Northeastern University (ZEE)EZ 0] &IER, CoE il
FALGTEHE N ERSH) > Seoul National University (F¥&ED)¥HE—IEHARS
gl > RS AHC 7~ 2017 SEAERVES#EE pre-CoB Workshop @ 7S #E LS EI=
R T EMHERY Biotechnological Products CoE -t o

— 2018 FHERITA BV BR 3 BEall GG (Assessment of training) @ &LE
T ERARPR S S DU a R BN - RS TIFEER 3 » &) 9 H
7 Northeastern University ¥ CoE B531VE8) - (2) 11 A Duke/NUS
PR SRR SIEE) - (3) AL T NS Y CoE TR

* CoE Update: Northeastern University

— Northeastern University CoE A 2017 4£ 9 B EE) » 2330g 12
LA BRI ABLT - Malaysia (3), Trinidad (1), Thailand (1),
Peru (1), Singapore (2), Philippines (1), Mexico (3) e

— 2018 FRHKAZ s R4t PR RS IVE S B RRE S 6 H 11-15 H & 9 H 10-14
H o

* Pilot Program Update: Duke-NUS

— Duke-NUS Medical School HHEERY 2018 £ 11 H¥EHSLHA CoE Mg - &
RHSC 0] -

- Wit E R ERE TIERE
B Current Landscape for Biotherapeutics and Biosimilars
B Principles 1n Regulation of Biotherapeutics
B Quality Issues 1in Evaluation of Biotherapeutics
B Standards and Characterization of Biotherapeutics
B Clinical Considerations in Evaluation of Biotherapeutics
B Strengthening Regulatory System for Biotherapeutics

(4) Global Supply Chain Integrity Roadmap (US FDA)
* PWA Update
- ApSKEH APEC ZFHEHEED) » etE TR EHEERH
2R 10 (B TR/ NEREHET T B (tool Kits) @ T E ARG AR RS

5SS o R 2017 4F 3 FAER AHC BI4EIER L4 - sty
T
www.nifds.go.kr/apec/SupplyChain/APEC_SupplyChainToolkit 170317
pdf o EEFRIERE FDA THIR BN M E i E TR B RS -
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— US FDA ELST#HAR TSR (PWA)4HEY APEC Drug Supply Chain Security
Roadmap CoE Steering Committee @ #ZZEE &R AT H AV E A 1005
AR R H A B BHE AL RIS HE 4 - W3IBS Er - RUSC ZoKATA PWA #1548
SETOFHHEEZ B S - ApSKE N United States Pharmacopeia
Jz University of Tennessee Health Sciences Center ZF &kl -
3R 2017 4 3 H K 6 HERHitEr g - Wi 2017 A= 8 A SOM3 RHSC
gl Ry 1ExNAY CoE » — CoE FIEME FRE A M » WA= EE A&/

— X PWA 2018 SRV SRSEIA —IH - B4E — A USP FSHrinsz 22 ey
Regulators Roundtable on Upstream Ingredient Quality sz H[E AHC
TARE R 1 R 2R WY Pre-CoE Workshop °

(= psia-pacitc = wous

Good

Single Points Manufacturing
of Contact Practices

Surveillance and
Meonitoring

Good Distribution

y Practices

b SUFPPLY CHAIN

Track and ) SECURITY : Good Import/
Trace System / TOOLKIT i Export Practices
f for Medical Praducts _

’ i iy

Internet Sales Clinical and

Retail Pharmacy Practices

Detection Product
Technology Security B

* CoE Update: University of Tennessee Health Sciences Center

* CoE Update: United States Pharmacopeia (USP)
USP R 5 B - SR BN AR - EFEZE S EEEE (User Forum Roadshow) K&
2 B 9 HBCGRESE:#% (Policy Roundtable) FTEEAT &SRt -

* Workshop Update: AHC
AHC ETHA 71 F R AR B B 3 2230 Pre-CoE Workshop » DAFIFAEE MM E = A
EFEFEAE Global Supply Chain Integrity EZ3/IZRFRAY CoE FItkf -

(5) Advanced Therapies Roadmap Update (Singapore - HSA)
* PWA Update
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— rhn¥E HSA fXZE#4 Advanced Therapy Roadmap HY EHHE ~ ¥THAR SR K&
AR

— Advanced Therapy Roadmap HYH S EIFE (1) BT EAHAE K sH &% A EFR—
EVREHT 5 (2) T ARSI 4R R AH S8 B SR RIS 72 - SEIEAH R
Mo ACETIEIERE (3R EMHRARES - DU SRR ERS A - MiHE
EEORAE e R e B 2 ~ 8 RS EEHREE AL

— HTHHRCARELTE Duke-NUS CoRE ZE{HF 2017 255 1 2K CoE Pilot SR LA
HATIEER -

— RIKHIEIA 371 (1) Duke-NUS CoRE THTEA 2018 45 7 H¥#HEES 2 2 Pilot
CoE workshop 5 (2) Northeastern University BIE5RX 5 Pilot CoE ;s (3)
TR e B AG e AE  B R E an A AR R B o & A s -

* Pilot Program Update: Duke NUS
— Duke-NUS CoRE FHERALE 7 HYHELSS 2 2 CoE Pilot » AFEERIE il

HIFE (1) Frameworks and processes; (2) Clinical Trials for Advanced
Therapies: Design, Requirements and Review; (3) Post-approval
activities and registries °

— RHSC afamfett 3 THEER » G (1) W e ig i GRM AHRHEZNINES - (2)
GRS RN - (3) EEERE AP B HY KI5 72 o AL IPRP HYFE
KITHTPEELER -

* Pilot Program Application Update: NEU
NEU & Pilot Program > J RHSC 327 » HIH Ay 2018 FFkZREL 2019 4
FF -

* Update from the Standards Coordinating Body for Gene, Cell, and
Regenerative Medicines and Cell-Based Drug Discovery on standards for
advanced therapy products
BRI P A s 4H 4% ( SCB) BEIL Y 2016 4F > Wi 2017 4 1 H 18 HIEZEE) »
B AEHEAE R RIS A AT R - AR A A B B A SR AR S Y = B ] R
SCB RENAR G iy EZAAGBAT A T TR - 6o B R it
CMC Ay PIRER S A P AR 2 Feg A OMC HYBREEK, -

(6) Pharmacovigilance and Medical Device Vigilance Roadmap (Korea - MFDS)
* PWA Update

- ARERREHY T2 H IR R (R S 2R R A AR o - Ryt —THER

HEE > ARESAKES 2013 2 2015 F#IT2ER 1 2282047 » 2014 £ 2017 4

BT ER 2 55501 > BRFEER (2017 2 2018 £F) BT 3 FIISR G L > &

BETIRTAH EFE ¢ (1) 0 ZREE ST R () BT S I ERIE N A -
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2017 FEEEEFH LS

aFfETER -

(1) PWA Champion 7 9 H¥#HE Pharmacovigilance
Workshop » (2) PMDA K¢ KIDS 73allis 2 H k& 9 H¥HHE CoE H5IlEH) -
LA ICH 55| E2B, E2C, E2D, E2E, M1 3% & A

(3)

— 2018 FEFREIELFE (1) PMDA K KIDS 43Rl 2 H K 9 F ¥is CoE £53/E S
kT PV 003048 -

* CoE

Update: PMDA

PMDA 72 2018 42 H 5-8 HFE fHH 4 KA PMDA-ATC Pharmacovigilance
I 29 A (K E 17 ) -

Seminar °

AM

HiisrEs 5

PN E% S WRN

PMDA-ATC Pharmacovigilance Seminar 2018 Program

10:00 - 10:15
pening Ceremony

10:00 - 11:00

10:15 - 11:15
{Overview of Pharmacovigilance

Safety Specification
land Pharmaceovigilance plan

[10:00 - 12:00
[Waorkshop: Risk Management

10:00 - 11:15
Pharmacovigilance and
Pharmacoepidemiology

11:15 - 12:15
Pharmacovigilance in Japan,
Europe and the US

11:00 - 12:00
JRisk Management Plans from
ndustry perspective

lan
How to create appropriate
FMp?

11:15 - 12:15
Pharmacoepidemiclogy - The New
Tool for Drug Safety Assessment - in
PMDA

Lunch

12:15-13:30 Lunch

12:00-13:30 Lunch

12:00-13:30 Lunch

12:15-13:30 Lunch

PM

13:30 - 15:30
Regulation an Labeling in
Jasia/EU/US

- Labeling regulating system in
apan vs LS vs EU

- Dru;—Dru? interaction

13:15 - 16:00

13:15 - 14:45
Waorkshop: Risk Management
Plan [continued)

13:30 - 14:10
Benefit-Risk Assessment through
Product Lifecycle

[14:45-15:15
Feedback on GW and RMP
Feedback will include

rksh ification of Safety
[pecification

15:30 - 15:45
Break

How to identify risk based on
Javailable data

15:45 - 16:45
REMS/ETASU

16:45 - 18:00
ion of Phar

in Each Countries/Regions

23

14:10 - 15:10
fiisk Communication of safety
tion with Patients and HCPs

15:10 - 15:25

sfindustry’s View Point]
Break
l15:15 - 15:30 B,
Future Direction on
Ereak =ees
Pharmacovigilance
15:45 - 16:45
Fielief Services for Adverse Health
15:30 - 16:30 [ flects
International Safety Data
Kollection

16:45-17:10
“losing ceremaony

APEC-LSIF-RHSC S0M1 MEETING

IN SINGAPORE




Participants

Azerbaijan

Bangladesh
Chili
China

Ethiopia

Heng Kong

India

Indonesia

Malaysia

Myanmar

Nigeria

Papua New Guinea

Philippines

South Korea

Sri Lanka

RPlrlrlwlrlr|lrmlalr|rlr|m|e s~

Chinese Taipei

- Thailand _

* CoE Update: KIDS

— KIDS 742 2017 &9 H 13-14 HAFFEEI = 223 2017 APEC PV CoE Program >
HAEHE 17 [EEOBFREHY 85 #4Bi& N & » W ASESIEEIHY FREEHE © Part
1: Adverse Event Reporting and Collecting ~ Part 2: Adverse Event
Analysis and Evaluation sz Part 3: Decision Making, Safety Measures
and Risk Communication °

— KIDS FEENY 2018 £ 9 H 6-7 HE2¥¥ 2018 APEC PV CoE Program » Wi KH%
SIVEENHY FRERFERE © RMP & REMS ~ Risk Communication 2 Basic Concept
of Pharmacovigilance °

* Update on APEC Medical Device Vigilance Roadmap

— ARPEAREINY T2 H A ESE Y= ¢
(1) {E#E APEC &S B aa M & 2 B S BI iAFL R Y
(2) BEEETE R A EES > (B4 APEC & BRI THIE L4
(3) FIBBEREM R AT ERENIET T B R R EEAIIRE -

- BEETHRR B > ARREEIRY 2016-2017 £ TR 1 Z= 5707 -
2017-2019 I T05R 2 553l -

- 2017 FEXEUEENESE © (1) MEDS 72 2017 49 H 11-12 HEEH# Medical
Device Vigilance workshop » L5 (2K H 14 {HEHARHY 98 #Elg A&
(2) RHSC ¥ m] &R Medical Device Information & Technology Assistance
Center (MDITAC)###H Medical Device Vigilance CoE Pilot Program’
MDITAC FEZEi* 2018 4= 11 H 22 ie —TaEss/EE); (3) BT MDV &5 51 -
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- 2018 FEFEIEENERE © (1)FY 11 AU AHA 1 KA AHC Medical Device
Workshop’ (2)F~ 11 F 2% f5HH 2 KAV Medical Device Vigilance Pilot °

(7) Medical Device PWA Update (Korea-MFDS; Japan - MHLW/PMDA; US - FDA)
e RHSC Ji* 2017 4F SOM-3 &7 0] Medical Device PWA » HHEgE ~ H ~ EH=1{F

LIREORAG L [F] S AR I ] RO R E -

* RHSC WA Gaafmmis (R E =2 - HIeURIBEET 2R - Ba] 2R THE

FE g HARIECK RHSC 38R

o K PWA £481E0CK Pre-Market ~ Quality Management Systems 5z Post-Market

FUHHIKERE -

o HRHE(E PWA #Y CoE » & H AHC J7» 2018 4= 11 HE&# Pilot -

Proposed PWA Structure

/ 7Medical Devicé"""'-...,_
/ PWA
| Co Champions: |

. Japan, Korea, /|

f ( Subtopic 2 \ Subtopic 3 |
\ Champion(s) ) Champion(s) [ \ Champion(s) J

Subtopic 1

7. ikt OB Kk aTam(Report from CoE Coalition and Discussion)

(1)

(2)

(3)

CoE SRS SOM1 ABEFEIE= gk - HOVEIE(EHE CoE Z MryE @B &E > Il
i (R A R B VTR R 1750 > DRI SOM3 H R IESY CoE T E &= - A
KIFIE Gk T ZRUE T (governance ) S B S — KA T -
AR E s > % PVA L REIE S5 PVA 5 8RB » &
SAZCRRAE ~ CoE FEIRYAEE e —2ME ~ PWA &2 CoE #& M H A AHRBHR R -
% PWA °[2% Supply Chain Integrity Steering Committee Charter fE5
ARG R B 7y FAEE RS B LR B T 5, - RS CoE KRG
M E4AE - W HEREB AR -

8. BT E KETsm (Performance Indicators Presentation and Disucssion)
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(1) RHSC EJ% Toshi Tominaga FRes A EIFMAR » S5 AR &5 APEC RHSC 4354
TR -

(2) RHSC i PWA ARSI A BT AILH) PVA {5 8Z B G TEERIEE - Wik
A\ H Gk 2 P e iR SRl S o -

9.2018 ££/\ B &% & (Review Plan for August 2018 Meeting)
(1) 2018 4 SOM-3 &Y 8 A 4 HZE 20 HREH Papua New Guinea B HE Port
Moresby &fd °

(2) SOM-3 FHESTamHYE EFE
* RHSC /EBI GG AT o S &tia
o SUEIFTAE 21 ([ APEC & EL&ORASHIIREE 28
o Efam PWAs HYEIE ~ 4R ROHTHY 5
* RHSC /EEIHY{E R = {#

10. EArEIE (Any other Business)
(1) EEFEEH 284 RUSC & ki e M feam S 3832 5 (8 RHSC JEEhRL R -
(2) RHSC FhE R b a2 17 RHSC 48k -
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B WS RIEREH

—_— N

1

FEHERSFETERBERMNZ AR R « AR EZHE2558 15 Duke -NUS
EELUAR RIS (CoRE) » TR Professor John Lim BIAZE 73 SR AT HT
I A R E B A AR R I Y LR & H 1T CoRE FEFHERSTRE BEAE T G {F SN
AESS R AT ERF R RIGF > DR REBTERM A B

© BAIERERSSCEREIEEZAY - WRETE ST OEIER 2 ZE A ¢ RISC 7t

ARG R EOR SRS ARSI (PVA) BT EZR B > L@tz LR g B 58T R
s — B > REFERCHREINILERERSICEHIEELAE > 0
PWA FL[E EHAE H A PMDA BrEHHEILNET - ARE Sl OB o = HAT > %
SR B EAONRR > R A ARIR AR BREE B B B R TR R B O
= R AEEIRZIRA -

- HERME EER T EE G % L ER GBS © Fald RHSC £ PWA #EE) 2020

AR BES » RHSC R PVA A S HEE SUERE » ITEsSEHE « A
sTEEF R AR HE R ARG SO BB S EIRE O BRI S  DATECRESF[ERIE
ERpR 1 ] AR — 2K

- BIARAH B E S A F RIS APEC EEHVRTERE ¢ HEZA RHSC F P& B E s R HEEh L {1 PVA

fY 2020 £EEF AR RHSC FREE A 2018 SOM3 Erafis i PWA AYAERT ~ 4% 1k R
HFH PWA Hy#ri » 568 FDA ~ PhRMA K BIO RRFEC WIS HaE » RIHLFER RHSC
R 2020 FIEEMEAT B ARt B ()5S - AF HAEH AL E X EN T ERE
e sn B | RKEGET ST ENIFEES % DR E B A G AR
1~ APEC 213 TRE -
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Mff4 1 -~ USP-APEC Regulatory Science CoE Securing Medical Product
Quality Through the Supply Chain: A Regulatory Policy Roundtable on
Upstream Ingredient Quality B2

Securing Medical Product Quality R -

Through the Supply Chain

latory Harmonization

G L
AGENDA
USP-APEC Regulatory Science Center of Excellence (CoE) Secﬁﬁng Mélaical Product
Quality Through the Supply Chain: A Regulatory Policy Roundtable on Upstream

Ingredient Quality
February 9", 2018 | Grand Copthorne Waterfront Hotel | Singapore

1:00-1:20 PM REGISTRATION CHECK-IN
Roundtable Opens Welcome and Opening Remarks
1.20 -- 1.40 PM ¢ APEC RHSC opening: Michelle Limoli Pharm D.,/ Toshi Tominaga Ph.D., RHSC Co-

Chairs, US FDA & PDMA respectively
* Guest Keynote: Professor John Lim (Executive Director, CoRE Duke-NUS)
The Roles of Quality | APEC Medical Product Supply Chain Integrity Road Map : A Focus on Quality
1.40-2.00 PM Katherine Bond 5c.D. (Vice President, International Public Policy and Regulatory Affairs, USP)
* Qutline of today's discussions, goals, and key considerations

Road Map Tool Kit in Relation to Ingredients Quality John Giannone (Senior Director,
Excipients, USP)
* Key questions as they relate to regulations securing ingredients quality based on the
APEC Toolkit framework

Lessons Learned Regulators and Industry Impression Summaries: USP Pilot CoE & Roadshow: Securing
2.20 - 2:45 PM Ingredient Quality..."”: Indonesia, Philippines, Malaysia, Thailand
Phillip Nguyen M.D. (Director, USP-APEC CokE); Sherry Wang Ph.D, MBA (Assoc. Director, USP
Singapore), John Giannone (Senior Director, Excipients, USP)
* Shared lessons from APl and Excipients Quality case studies discussions
* Industry stakeholder views through the areas of APEC supply chain toolkits:
Incoming material checking
Supplier Qualification/Verification
Quality Assurance/Quality Control and Product Release

2:45-3:.05 PM BREAK
Discussion Excipients and Upstream Quality — Roundtable Reflections
3.05 -4.35 PM Moderator: Katherine Bond 5¢.D. (Vice President, International Public Policy and Regulatory

Affairs, USP) & John Giannone (Senior Director, Excipients, USP)

Reflecting on summary points from the previous session, participants will discuss different
economy regulatory approaches, tools, and practices to secure ingredient quality, through the
lens of the APEC supply chain tool kit, using pre-roundtable discussion-points-to-consider
document as a guide

4.35-4.45 PM Key take-aways : Organizers
Conclusion Presentation of Certificates of Participation, Pictures, Closing remarks
4.45-5:15 PM o USP & APEC RHSC Representatives
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Mff4 2 ~ Life Sciences Innovation Forum - Regulatory Harmonization
Steering Committee (LSIF-RHSC) Meeting sBF2

APEC RHSC 2018 SOM-1 MEETING AGENDA
10 — 11 February 2018, Grand Copthorne Waterfront Hotel Singapore

10 February 2018, Saturday

Agenda Item Reference documents Slides

1 Welcome and Introductions

2) RHSC Contact
2 Review Membership Lists, PWA Leads List_updated180205

and new Contact Lists

3 AHCReport

4  RHSC Representatives’ Reports

4.1 ICH
4.2 IPRF
43 IMDRF

5 Update on Training Activities
51 WHO

5.2 ICH Training Subcommittee 5.2) ICH Training
Subcommittee

6 APEC Secretariat Report

7  Remarks by Prof John Lim

Working Lunches: 11.30am — 2pm

Meetings by invitation:
a) CoE Coalition Meeting: Penguin Meeting Room, Level 2
b) AHC/RHSC CoE Coordination Meeting: Seagull Meeting Room, Level 2
¢) Industry Coalition Members: Waterfront 1 Meeting Room, Level 2

8) GRM roadmap

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

8.1 PWA Update 8.1 GRM roadmap
PWA update
8.2  CoE update TFDA/RAPS 8.2 GRM CoE update

8.3 PhRMA Presentation: Expedited/Facilitated
Regulatory Pathways
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APEC RH5C 2018 SOM-1 MEETING AGENDA
10 — 11 February 2018, Grand Copthorne Waterfront Hotel Singapore

9) MRCT-GCP roadmap

9 Multi-regional Clinical Trials and Good
Clinical Practices Inspection Roadmap
(Japan — MHLW/PMDA and Thailand —
TFDA)
9.1 PWA Update
9.2 CoE Update: PMDA
9.3 CoE Update: Singapore Duke/NUS
9.4  CoE Update: Peking University
9.5  Pilot Program Update: The MRCT Center of 9.5 MRCT CoE Pilot
Brigham & Women's Hospital & Harvard Update
9.6 PhRMA Presentation: Performance
Indicator Proposal
10) Biotherapeutic
10 Biotechnological Products Roadmap Product Roadmap
(Korea —MFDS)
10.1 PWA Update
10.2 CoE Update: Northeastern University
10.3 Pilot Program Update: Duke NUS 10.3) Biotherapeutics
Duke-NUS Pilot
10.3) Appendix
A_Duke-NUS Pilot
Biotherapeutics
11) Supply Chain
11 Global Supply Chain Integrity Roadmap Integrity Roadmap
(US—FDA) 11) Supply Chain
Steering Committee
11.1 PWA Update 11.1) Supply Chain
PWA Update
11.2 CoE Update: University of Tennessee
Health Sciences Center
11.3 CoE Update: United States Pharmacopeia
11.4 Workshop Update: AHC




APEC RHSC 2018 SOM-1 MEETING AGENDA

10 - 11 February 2018, Grand Copthorne Waterfront Hotel Singapore

12 Advanced Therapies Roadmap Update
(Singapore - HSA)

12) Advanced
Therapies Roadmap

12.1 PWA Update

12.2 Pilot Program Update: Duke NUS

12.3 Pilot Program Application Update: NEU

12.3) Advanced
Therapies NEU Pilot

13 Pharmacovigilance Roadmap (Korea —
MFDS)

13) PV Roadmap

13.1 PWA Update

13.1) PV PWA update

13.2 CoE Update: PMDA

13.3 CoE Update: KIDS

13.4 Pilot Program Update: MDITAC

14 Medical Device PWA Update (Korea —
MFDS; Japan-MHLW/PMDA; US FDA)

14) Medical Devices
Roadmap

14) Medical Devices
PWA update
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APEC RHSC 2018 SOM-1 MEETING AGENDA
10 — 11 February 2018, Grand Copthorne Waterfront Hotel Singapore

11 February 2018 (Sunday)

Agenda ltem Reference documents Slides

15 Report from CoE Coalition and
Discussion

16) CoE Operating
16 Review and Discuss New/Revised CoE | Model

Supporting Documents 16) How to conduct an
APEC CoE Pilot
Program
16) CoE and Pilot CoE
Items to Include on

the AHC website
17) MRCT GCP
17 Performance Indicators Presentation Performance
and Disucssion Indicators

18 RHSC Members to Review
(Regulators & Industry Coalitions
Members):

18.1 Any Proposed CoE Pilot Programs:
e Duke-NUS (Biotechnological
Products)
e NEU (Advanced Therapies)

18.2 Any Formal CoE Applications
Submitted: None for February 2018

18.3 Finalize and Endorse Any New/Revised
RHSC Documents:

18.4 Confirm IMDRF APEC representatives
and term

19 Review Decisions and Action ltems

20 Review Plan for August 2018 Meeting

21 Any other Business
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M4 3 ~ (B R BB EEERRE R RS (GRM Roadmap Update)

Food and Drug Administration Minisiry of Health and Wellare

2018 RHSC Meeting in Singapore

Good Registration Management Roadmap

Update on Roadmap

Chao-Yi Wang
Director, Division of Medicinal Products

TFDA, Chinese Taipei \ & £ ® A B
Fe
February 10, 2018 CC)FO EREYyEES

DA Food and Drug Administration

hitp:/lwww.fda.gov.tw/

Outlines

Goal of the GRM roadmap

Specific Activities and Timeframe

Milestones of the GRM Roadmap

Summary of significant activity since last RHSC meeting

Plans for future activities with timelines
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Goal of the GRM roadmap

Good Registration Management

Practice

(G5ubP)
0 Applicants

Good Review Practices (GRevP)

To help achieve timeliness,

predictability, consistency,

transparency, clarity, efficiency and

+ Purpose: To promote GRevP and
GSubP cooperatively

+ Long-term goals:
— Promote the concept of GRM

— Enhance mutual trust for
regulatory convergence among
APEC member economies by 2020

~ Good Submission Practice (GSubP)

To enhance the quality and
efficiency of the medical product
registration process by

high quality in the content and

management of reviews

improving the quality and
management of submission

)2 % &£ & 8 B
®)
A RBENERE

ana Dng

Specific Activities and Timeframe

Step 2: 2011-2016

Planned solutions to
address GAP in GRM

Step 1:2011-2012

Gap Analysis Survey for setting
the foundation for Stepwise
GRevP Implementation

Step 4: 2018-2020
Reaching the Goal for

Implementing GRM
Assessing impact of GRM
*Assessing the impact of
training and implementation
of GRevP. GSubP and GRM
*Dissemination of GRevP,
GSubP and GRM
) W& WA
ClpaRRnnnzs
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Milestones of the GRM Roadmap

GSubP was endorsed as a PWA. « TFDA/RAPS Taiwan

* GRevP and G5ubP were merged Chapter was endorsed as
as GRM. a formal CoE.
* Chinese Taipei and Japan were * COFEPRIS conducted a
GRevP was endorsed as a -~ . Z;?,::?;jemh;:;p::::}ud f:,ff;ﬁ’;;_" eriehopin
PWA by RHSC. + TFDA/RAPS Taiwan
* RAPS Taiwan Chapter conducted Chapter hosted a GRM
a CoE pilot workshop on 11/15- CoE workshop on 10/31-

11/17. 11/2.

GRevP Guideline was
adopted and published
by WHO.

A
5
Summary of significant activity since last
RHSC meeting
2017

e Oct 31-Nov 2: TFDA/RAPS Taiwan Chapter hosted a
3-day GRM CoE workshop in Taipei.

— Participants: 35 instructors and 70 trainees from 13
economies

— On-site evaluation: conducted to obtain rating
and feedback from trainees

— Follow-up survey: A follow up survey was
distributed to trainees on Dec 12 for responses by
Dec 29.

Do W E BB
C&%& EMEDE

el Cnug Acrrinemoton
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Plans for future activities with timelines

P - Dissemination of GRM: ) CoE training program will be
: APAC Meeting and local . conducted and the outcomes
training ; of training and

implementation will be

* GRM CoE pilot assessed periodically.

Feb : June Sep _
2018 | 2018 2018 | 2019-2020 By 2020
i I

P + TFDA/RAPS Taiwan P+ TFDA/RAPS Taiwan Final assessment of the

: Chapter prepare 2018 :  Chapter conduct 2018 impact by promoting
GRM CoEworkshop. :  GRM CoE workshop.  GRM will be held using

: performance indicators.

+ Chinese Taipei/Japan + Chinese Taipei/Japan
prepare GRM : conduct GRM
roadmap assessment. :  roadmap assessment.

Food and Drug Administration Ministry of Health and Wellare

Thank you for your attention.

wmE ® N B
Aﬁﬁﬁ%%ﬁf

Food and Drug Administration

http:/iwww.fda.gov.tw/
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bt 4 ~ (B RERRESCEEASPHEEIGR =it 0 a R & (CoE Update)

Food and Drug Administration Ministry of Health and Wellare

2018 RHSC Meeting in Singapore

Good Registration Management Roadmap

CoE Update: TFDA and RAPS Taiwan Chapter

Yi-Chu Lin
Section Chief, Division of Medicinal Products,
TFDA, Chinese Taipei
February 10, 2018 Q\/ ® £ @8 N B
ERENERSE

CHpAERENEBES

http://www.fda.gov.iw/

Outline

e Results of 2017 APEC GRM CoE Workshop
— General Satisfaction
— Analysis of Knowledge Level Survey

e Plans for 2018 APEC GRM CoE Workshops

Food ona [rug Acmranaton
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Timeline for the CoE

P RHSC endorsement of a full P Continue to host GRM CoE
CoEin GRM . workshops
® Full CoE was endorsed in Feb @ Providing training for 60
e Mol completed in July : trainees in each annual CoE
: workshop
e Collaborating in organizing
: : local training
2016 @ 2017 i 2018-2021
:2/20 10/31-11/2 :
P Hosting a pilot } Hosting a GRM CoE workshop
* workshop :
@ Hosting 2016 APEC GRM ® Hosting 2017 APEC GRM CoE
CoE pilot workshop in : workshop in Taipei
Taipei ‘@ 60 trainees and 10 observers
® 56 trainees from 15 : from 10 economies completed
economies completed : training
training v
(3"’? RammEnE
FDA Fooo oo

2017 APEC GRM Regulatory Science Center of
Excellence Workshop

g - S5 Date: Oct 30 - Nov 2, 2017
e " Venue: NTUH International Convention Center, Taipei

2 Keynote Speeches /13 Sessions
Participating Trainees : 70

2017 APEC Good Registration Management (GRM)
Requlatory Science Center of Excellence Warkshap

e
T Db 33 4 et 3, 15T ‘
L

Wi Waninsal Tabae Dsbraraity Wacgetl (N TURY

et Epmnetinn Gy, Taigms ’

e Speakers : 35 (TFDA/CDE/PMDA/HC/MHRA/
N ¥ o ilippines FDA/APAC/MOPI/C

111004 1 140 it kg b b
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Learning Objectives

To learn the followings for implementation of GRM
e The principles of GRevP and GSubP
e What is needed for regulators to accomplish good review
— Conducting and managing the review
— Good communication with applicants
- Competency for regulators
e What is needed for applicants to accomplish good application

— Planning and preparation of application dossier
— Good communication with regulators

— Competency for applicants

Cyrtzmns
CHpaABNRERERN

Core Curriculum

GRM

Good Registration Management

Common Sessions
Basic concept of GRM
An Overview of Good
Review
An Overview of Good
Submission
Effective Communication
for GRM
Competency & training
Rolling out the GRM

training program in each
economy

GRevP

Good Review Prac

.
A4

Reviewers-Specific Sessions

Managing the review - an
Overview

Communication :
Fundamentals and Case
Studies

Review personnel - Critical
thinking

Conducting the review

39

Applicants-Specific Sessions

Planning of Application
Preparation of application
dossier / Practice : How to
prepare application dossier
Effective communications
Focusing follow-up actions
during review period




Group Photo of All GRM Participants

2017 APEC Good Regstration Management (GRM)
Regulatory Science Center of Ecellence Worhop

Group discussion
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Participant Analysis

Economies Reviewers Applicants Total
Chinese Taipei 15 23 38
Hong Kong 0 1 1
Indonesia 4 4 8
Malaysia 1 4 5
Papua New Guinea i 0 1
Philippines 3 1 4
Singapore 1 1 2
South Korea 0 2 2
Thailand 4 4 8
Vietnam 1 0 1
TOTAL 30 40 70
) W E 8 # =B
MoaREnient
9
General Satisfaction
Scale 1=poor and 5 =excellent
Average score is around 4, could be considered as good satisfaction
Were level and amount of pre-training ml w2 B3 @405
materials adequate?  Average: 3,94
Did the workshop enhanced your
understanding of GRM concept? ayerage: 4.35
Were your expectations for this
workshop met? Average: 4.19
: Average: 4.29
Overall satisfaction
C_‘\-.\--,_) TN RN
MroaRBREERE
10
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Analysis of Knowledge Level Survey

The knowledge level scales generally increased after the sessions

Pre-Program Scale Post-Program Scale
Keynote speech 1 I Kcyrote speech 1
Session 1 | S Session 1 |
Keynote speech 2 N Keynote speech 2 [
Session2 | W I Session2 |
Session 3 I M M Session 3 [
Session s | S B Session s |
Sessions | Sessions |
Session R1& R2 NN —— Session R1& R2 |
Session 13 | B Session 13 NI
Session 4 N N S S Session R4
session A1 | —— Session A1 |
Session A2 NI S Session A2 |
Session A3 | Session A3 |
Session A4 NN M Session A4
[ 208 405 B% 8% 1008 [ 208 A% BO% 8% 1008

WScalel mScale2 mScale3 mScaled4d mScale5

led, Limited k sled, ‘Working k led, Good led Expert § led C‘\ h) /j

g

Summary of the Feedback for 2017 Workshop

e Basically, most sessions have good satisfactions.
e Suggestions for workshop organizers are summarized as follows:

— Include regional examples of GRM implementations and
discuss on the challenge

— More training in communications and critical thinking

— Provide more case studies and interactive discussions

- Notonly use the case of drugs, but also include other
medical products

- Give enough time for delegates to prepare their experience
sharing
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Plans for the Year 2018

o Prepare to host the 2018 GRM CoE Workshop in Taipei
on September 26-28, 2018

» Prepare to collaborate in organizing GRM CoE Pilot
Workshops and local training with interested APEC
member economies

_

2018 APEC Good Registration Management (GRM)
Regulatory Science Center of Excellence Workshop

= By
* Swedhedme = -t
smmber 26 10 Septenber 28, 2018 h'oelr C!;l.-r;e;e Taipei
o W OE @ OB 8
RARTEENE

13

Food and Drug Administration Minisiry of Health and Wallare

Thank you for your attention.

() @ & & 7 B
o
Q‘FDAﬁnuﬁmgﬁi

Food and Drug Administration

http://lwww.fda.gov.tw/
14
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M4 5~ Opportunity for GRM Roadmap: Expedited/Facilitated Regulatory Pathways

Proposal for RHSC Discussion:

Opportunity for GRM Roadmap:
Expedited/Facilitated Regulatory Pathways

PhRMA
RHSC Meeting (Singapore)
February 10-11, 2018

Background & Review of 2017 RHSC
Discussion Points

Increased use of Expedited/Facilitated Regulatory Pathways

* Regulatory agencies across the world, including the FDA, PMDA, CFDA, MFDS, TFDA,
COFEPRIS and others have implemented regulatory pathways to expedite the
development and/or registration review of innovative therapies intended to treat
serious conditions and address unmet medical needs

*+ Positive trends, but no international guidance/best practices to describe elements
needed to implement expedited reviews

Existing APEC GRM PWA infrastructure could be leveraged to foster best practices

* GRM roadmap Step 3 includes an assessment on the impact of GRevP and GSubP

* Are the tools targeting best practices to facilitate expedited drug registrations of innovative
therapies for patients with he greatest needs?

*  What are the common tools to enable an authorization pathway that is fit for purpose?

Unique Opportunity for GRM PWA
* Opportunity for training programs to target expedited review case studies to foster
better understanding by regulators (variety of options):
+ Drug development phase (eg, US FDA Brezakthrough Designation)
* Registration, marketing application (eg, US FDA Pricrity Review)
* Facilitated pathway (eg, Mutual Recognition or Reliance agreements)
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Proposal: Goal and Approach

Goal

* Foster greater regulatory convergence within APEC
economies for simultaneous global drug development
and regulatory approval specifically directed at

roducts to treat serious, unmet medical needs — and
uild on the practices of more standard reviews

Approach

* Leverage the GRM PWA in a step-wise manner to
facilitate APEC regulatory agencies sharing best
practices and tools that can help augment their
capacity to expedite regulatory reviews balanced
against a country’s regulatory framework (e.g., full
technical review or a reliance system)

Proposal: Near-term and Long-term Next
Steps for consideration

Near Term

* Add a special session on expedited / facilitatedé)athways to the next
GRM workshop in 2018 as a way to educate and further discuss with
participants.

» After the 2018 workshop special session, GRM Roadmap champions can
evaluate the level of interest and the value of including this area in a
future update to the GRM roadmap.

* Note: This new area would be excluded for any performance indicators
to be developed and reported to demonstrate convergence by the 2020
target date.

Long Term

* Revision of GRM Roadmap/Curriculum to specifically reference best
practices for expedited regulatory reviews
* Explore Opportunities for sustainable, systems-level trainings
* |dentify, Prioritize, and Fund mechanisms to “Train the Trainer”

* Mechanisms to train an agency rather than just a small number of
key reviewers
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Proposal: Potential 2018 GRM Workshop
Special Session Learning Objectives

* Provide participants with an overview of the various expedited / facilitated
regulatory pathways in existence today

* Review specific case studies with participants to illustrate the operation of
various expedited / facilitated regulatory pathways

* Facilitate discussion among participants on common understandings of “unmet
medical need” and its potential applications (e.g., regulatory, HTA, etc.) within
APEC economies

* Facilitate discussion amongst participants on the benefits, challenges, and
practicalities of applying expedited / facilitated regulatory pathways in various
APEC economies

*  What tools, processes, and best practices currently exist to enable greater use and
convergence of these pathways in APEC economies?

+  What tools, processes, and best practices should be developed in the future to enable
greater use and convergence of these pathways in APEC economies?

» Assess interest of participants to further engage in this topic through future
GRM workshops
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