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2~ GENE

—~ HERHRH

APEC o K@ KV E &1EF & » BArA 21 [Hg 5808 B IFES
JE(Chinese Taipei)HI%FS L - BBIE=NE &  APEC ¥ 2002 FERIT A a2 B Em
fE(Life Science Innovation Forum - f&ff LSIF) » @EBEZR =28 & H
HY Rl B A ap R AT A RV ECRIRER -

LSTF A AR A A e BRIV E M - 7Y 2009 SR AL AR I EZE
Ee(Regulatory Harmonization Steering Committee » f&f# RHSC) » H: H A A
APEC &Ik B& 4 oA - 771 (regulatory convergence) ° H A RHSC H£[E F FE £
FDA Dr. Michelle Limoli 5z H 7 PMDA Dr. Nobumasa Nakashima > & 3= A= Dr .
Li He (FEEEESEIFAEE) » RHSC FRHEH) Good Registration Management »
Multi-regional Clinical Trials and Good Clinical Practices Inspection *
Biotherapeutic Products ~ Global Supply Chain Integrity ~ Advanced Therapies ~
Pharmacovigilance K Medical Devices & 7 {E{&5c TAESEIK (Priority Work Area »
fiifE PWA) - Hi-R[E] APEC & B4 RGBS 85, 0n B T RA £ B HES) - Ml PVA TR
RHSC 52 AT HY APEC JAFRRIHEEF SR &8 -0 (Center of Excellence o fi&f# CoE) & EHiH
MBS > B REEREE ~ SR e afEER RHSC H#ES) 2020 Fl&is0EMR A2 (£
7% o RHSC AME4E APEC 25 —KERE Bk (61 SOM ) KB =HERE B & (K
SOM3 ) HAR &% A B — K &ek > fafi £ PWA & CoE AU L/E#ERE > PWA W& HS K CoE
JEEAIMH 1 - BEEE Ry RHSC RYRIMARK R » H 2011 FHE)A RESC T 8B REA
EEAIE > 2014 FEELEE HOARSBISE T St (JPMA) & (EHEBNE E 24383 E] > RHSC 7 2016
R TEREANE ) h TERRENE ) a0t TERERSECEH ) (Good
RegistrationManagement - f&jflE GRM) » FREH Ko H AR f % (850 TAE SIS 3L (= £ 5
KORRG o FytEED GRM R AR S TI19K - BEE55E & RAPS &8 & 1Y 2016 FE5ERK
SeHAMTETE 1% 0 FA 2017 fEHE 4 ER S5 & RHSC IERE A B " APEC (B R &5 S se B
ERRIERG) R e TR0y o 7B APEC LSIF SEREEf =ikt %E » HILEFEERTH
H GRM B53II7ES) » DM APEC &SR8 B8 4 m (B Rixh RIBE REEHEE . - &
ZELIA 2019 4F 3 H¥ERY T Ky T APEC B Rs T Se AR R ER SISk skt 0 AR
Rgeinss 10 HE PRSI S0V HE] - 50K RHSC B2 R ERRE ] -
B GRM S B REesptol - B EeZ A< B E A PWA FsE iy &S - BBt
BFEG - BT 2RSS -

LSIF A4 SOM1 2 SOM3 & B —Z R &/ NH (Planning Group) &gk > HH3EE
A BN ARSI Ms Erika Elvander ¥E(E L - 5738 LSIF S TAE » &) makd
B FENTSEEAEE (Research & Development) ~ JEMIRFITEEZ & & (RHSC) M4 EER
Eigl#r (Health Policy & Innovation)ZE = K48k - RHSC L[5 F RS/ NH &
FE RHSC & Al 5 o LSIF SN SOM3 HhiE T & &% (LSIF - Executive
Board Meeting) > H Al TR B A= 181 E PRI 50 RAE £ -



LSIF A AR &k AR B SR B si &% (Policy Dialogue on Innovation,
Regulatory Systems, and Regulatory Convergence) > %35 %E S I REER b T
BE R S oK B SR SRR A SR FR - JR[EIE S APEC 1 A3R R0 7 A4 e -
N IRl R o RS AR S S R AR i O o] (e e A dp Pl B2 S e g - R
FERFHERZBEAABIECRE SR - A ENEE AR
2277 > [BIEASEE APEC LSIF BYERL - IR A B 0 AR i ffE S -

LSTF FAEFAE SOM3 34 4E T/E/NaH (Heal th Working Group )& {E SR 4 BA4E 7%
=438 (APEC High-Level Meeting on Health & the Economy) @ S4EE5 9 & »
K LRSS LR A @R o A=t o R 2 B R B Rk
A 0 TEIREE TTE APEC RS S bR DA R S lin b ) s B8, -

— ~Life Sciences Innovation Forum - Regulatory Harmonization Steering
Committee (LSIF-RHSC) Meeting (8 H 14 & 15 H)

(—)RHESC &RIE (8 H 14 H)

1. APEC & RERELEHELTESIREM G (GRM PYA Prep Mecting)
BHEF B H A MHLW/PMDA L[5 £ 58S " (B R ARG S EEERKE > 8 A
14 H BB AR (1) TERERSCER | BEE oA RS
e (CoB) IR AR ~ (2)BRREIFHETEIERE ~ (3)BREEE 9 H{ESILINHEERY
ERUR IR e R P TR B S (4) Z2E (Thai ) FDA 10 AAE S AREAY I
HTHET &2 - & HEEJTMANK RHSC SENA R LAE T 1A 2 Rk, -

2. BRESBMARPEISRESP g

REEZMREN 8 H 14 H NFHBLHZ PMDA BESSMBI: TFEE > F 8K
R LRI T Japan Medical Imaging and Radiological Systems Industry
Association (JIRARFERIE » 505w 10 AN GEE R 2 BRessi St CoE i
SR HYRA T TAHET o

3. EBHPOLFESHIE(CoE Directors Pre-meeting)

Ay i AR RHEE S 4R e 0 (CoB) Bk B E s SRR AR L R 2R
(Northeastern University) Dr. Jared Auclair EFf > £Fiwm+% CoE fEE T3 %8
LTS AV RE » M0 Er4Ssmte fh4s RHSC » 52 RHSC @i et imbasn by » 5imss
AU

(1) CoE operating model BE¥r » EH RHSC &g heibA » &=k RHSC /Y
Per > BTS¢
—  FEFESCFEIEYE -
— FEERECE AT RHSC terms of reference SCHARYFHAL » 40T A 5
B S TAESEI Y - B -
— SHH CoE BHIES, CoE AYEHEE R EE RHSC YRR AT » sRFEERET B IE R &
Eavam 0 WAE RHSC g5 ¥ e5 s % RHSC » “REEF =K RHSC 32 ™

— CoE FEF&#/RH CoE B 14 -

(2) VAR g O BRSO AR T B A CoE Al igftiEss > &
SR T N % ETERTE 0 s AN E A ER - BSEEE S
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CoE HYKLE AN - ifEt. CoE HYALE LR > T n] LAFERAAE SOMI B¢ SOM3 RHSC
ik aTE
(3) & CoE &5A sy < FIH AT F & pife (el i £ 5 > HAR CoE HYIHE
BT N EE > B EFEA -
(4) CoE k& RUSC TFEayEoAth ek
—  EAfrtEEEE CoE 7522 RHSC fR At A HIHE £ i) -
— RHSC RS FAEE pilot CoE ZHIEHH -
— PMDA fRFR/E#RETE CoE Bt HH LW HYEE R dimHAIR -

(=) RESCEE(8 B 15 B » H#E KRG ak A4 2)

1.

LSIF &R &

LSTF #AE R [A] RHSC #es54F SOM3 Z2¥RAV S &8 & 8 H 18 HEE
W APEC LSIF BUSR¥EE(LSIF Policy Dialogue on Innovation,
Regulatory Systems, and Regulatory Convergence) &z 8 H 20 £ 21 HE#
W S S R A B AR = P € 3% (9 th APEC High Level Meeting on Health
& the Economy) ° 8 H 18 H /EENEEE S B8 N B T ERE S & -
APEC LSIF i & AT B PR AL ~ EEPE B mtb a0 » []EH RHSC
A 10 FERER - Blem RHSC ARRAVFES » W& &AL T/E/NEEEE RHSC
2030 FESE » THER S 11 HeEZE % mER R - FYIA4E SOML £ RHSC
EevEm 0 A0HY LSIF AR &/ NH e s -

APEC Harmonization Center (AHC)¥R%:

(1) AHC H 2009 FFREC. iohik 41 SSutaT e kel ek S s a8 ARy 9,500 A
ST Eh 353 firski - 2019 4 APEC SOM3 22 1 £5 APEC LSIF BUEREE -
TR SR 1 35 Biotherapeutics workshop K27 2 5 pilot CoE
SISk > F14E Taylor's University E¥FHY Supply Chain CoE SiAmfaET&
J2 Thai FDA E¥HAT GRM CoE Jeipbfadgr -

(2) 43 FEE UL, 0 AHC st ICH +55 143 iR ARG FERA & - 2019
5 HERfE: ICH Q1A - E (Stability Test)sff2 » 7HET 2019 58 4
ZEHEME ICH S2, S3, S7 (Safety Guideline)#RAZ °

(3) JEMFEERE ¢ BT APEC 21 (g &0 REHY &8 B HAE 2R 9T - HATE
FAYE 48 (www. apec-ahc.org) A 21 {EECEREIVEE T 1] 2488 S » THaT
2019 FEE ==/ International Organizations (ASEAN, FAC, PANDRH)
flllatin America (Brazil, Argentina, Ecuador)Z ¥ty > &S
= o EL5ERK 2008 FE 2 2019 AR SRS SR (KPD) #ids - THEHRIBH LA
2t 2020 BHSRGIE IR GHEE -

(4) APEC LSIF BUR$EE © FBBEEOL AHC BRI H284E > v 8 H 18 HEEFIEfir
s (Puerto Varas)Z2¥F APEC LSTF EUSR¥I5E » [EIRHE 145 APEC LSIF
TEER ARV DR M- AV B S BEE 5 S i BB R 2 M VA
TEWER - APEC LSIF & & ~ EFEFEER TR —[F2H -

(5) 2020 FEHEE « T AHC ZF5H pilot CoE ¢ pre-CoE JEFIZ B » &

52 10 A 31 HATE AHC 48k ¥4 > 11 5k S B EEEh &raia T am
8



(6) BSt TIFEIBERFERE (Performance Indicator) © fhBh&ESt TIEEK
5] E S EISEERE > HIS Rl R8T 2B M » homE e rE MR B m] 5
MR VEERE TAE » BT SE L T EEI SR — -

R BB LIERRET ESBIEERT

Priority Work Areas (PWAs) Champion Economy ;::;T:p:l::rllt

Biotherapeutics Korea (MFDS) Completed
Pharmacovigilance (PV) Korea (MFDS) Completed
Advanced Therapies Singapore (HSA) Under Discussion
Supply Chain Integrity United States (US FDA) M

. . GRevP = Chinese Taipei (TFDA)
Good Registration Management (GRM) GSubP — Japan (MHLW/PMDA) Completed

Multi-regional Clinical Trials and Good MRCT — Japan (MHLW/PMDA)
Clinical Practice Inspection (MRCT-GCP) GCP = Thalland (Thai FDA)

United States (US FOA)
Medical Device Kaorea (MFDS)
Japan (MHLW/PMDA)

Completed

Under Discussion
* MOV Pl Completad

RHSC fR&&k#E - ICH/IPRP

AHC 1£7=% RHSC 211 ICH (International Conference on Harmonisation
of Technical Requirements for Registration of Pharmaceuticals for
Human Use)Ed IPRP (International Pharmaceutical Regulators Forum -

[PRP) » PAAZ S L id54 6 A ICH &4 IPRP A& skhk R -

RHSC &% - IMDRF

BEEE(F RHSC 20 IMDRF @38 > &35 IMDRF smiE LR RHSC B8
FRESMHBSE T /4B > M Ko 4[a] IMDRF SiB i S4F 3 AfF SRR A
FEFE-REHENRES - HRESARNARGE LRE > B8
Z IERIPRAHAS: - B2 BARGR N S TR/ INMEME TS - B BNV
BIVERR M BOH SR A S5 5E » S 4 IMDRF ARk ER Ry ka8 - BHAE By
Wi - EEEBREHRAMIE 3 -

RHSC #bE RS

RHSC B 715 RHSC 49 BB EMS > EEfAS4E 7 H 29 H b4 > i
&I —RGHEN T & > S-S RESC leadership ~ SEIYE R HE
FEWRD - B TAESEIE R ~ IER CoE B4 CoE R HERAE ~ RHSC Fi
EE e CoE FEMHE /5205 -

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

1B RERSEHAVLE TR ETERILEHAR » WHEEEE
Je HZS MHLW/PMDA #:[E &5 » HATIE A ARSI 0 BIE &
%275 Je RAPS 5578 77 & (TFDA/RAPS) » Je AR RHEZ S SR =l o0 Sy 238 FDA -

BEHEZ NI PVA Update (Ffff4 4) & CoE Update (Fffff 5)%—
THT/FRSH » (B R ARSI E IS E (roadmap) HYEED KIS FZ AR —F
0 B AETES I EIRY S =P ELREAL GRM A28 K S5 VU P& R 2 2 B i GRM
ERE » TFEEEIERREE S 52 GRM CoE H%3/I[ERIE K 24P BEA Rk
5o FHIA GRM 8y B — @A S22 B 0l 1% Al Rofd 122 B HERE GRM > (RIE
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AR Tk B EEFHE O SRS & 122/ N GRM TAES BT > 55ob
WEHEENEHEEAS - MEHER R GRS ETIE - G
I > GRevP [&#5 5z GSubP & E.452C RHSC » RHSC #4650 GRevP B&RZE
=T AHC ¥ 21 {& APEC &85 Ae Y2 m & MR TGN > S5[E = JPMA $#f
FUEEZENTT GSubP G E - REEE(FRHE 9 AN I8 CoE thalg
ZHE] > 555 E] FDA ERE 10 AN S A2 CoE e & 2 SRR R EH
B2 > J& RHSC 2] ©

B — - & R &S E R E

Specific Activities and Timeframe

=Y

Reaching the Goal for
%) Implementing GRM

Step 2: 2011-2016

Planned solutions to
address GAP in GRM

Assessing impact of GRM
Step 1:2011-2012 +Assessing the impact of

training and implementation
Gap Analysis Survey for setting  of GRevP, GSubP and GRM
the foundation for Stepwise «Dissemination of GRevP
GRevP Implementation GSubP and GRM ’
i £ R B

Multi-regional Clinical Trials and Good Clinical Practices
Inspection Roadmap (Japan - MHLW/PMDA and Thailand - Thai FDA)

Z IR R e R 1B R ER R H#FE & Y JL[F] T i ie & H A e @
» Al B H A< MHLW/PMDA K2 Z=[Eq FDA L[ & » H AT IER A AR RS 4HR
ROV 4 SRS > Rl R EJIE R REE ~ H AR PMDA ~ #r/ii# Duke -NUS
BLEAME CoRE 2= MRCT Center of Brigham and Women® s Hospital and
Harvard » SCHE ARSI 46 2k o0 By eEER KoNECT (Korea National
Enterprise for Clinical Trial) e

BEREET - HARMLY #i5 % p R B s & sk 0 R 53 Bl |
SROEENECR o ZESISIE H AT EAETTHE IS (2017-2020) @ B HERES
- — AR A 2 e - RS B RVELES ¢ (1) & 1B CoE Bl SR ZRHHF ]
(2)9148%& =] pilot CoE - KoNECT Jz 2% 5 37 #&[=l KoNECT 74 SOM1 £ SOM3
FARTERS RHSC 8800 K (3) R0 Caa iy cic e - B 6 ICH E17 Z 3SR B 38 (52
H AR ) o HAS PMDA B8 1 H5ERS AR CoE 3%k » THETHBHAE 1 HFE
#ELT CoE g8 » JERTRESRFIN 9 H#AT CoE FI14K 5 2B MRCT Center of
Brigham and Women’s Hospital and Harvard 1F 2 A& AH#ETT CoE 7l
SR STz AN Duke -NUS B$E22 Y 7 H #E7T CoE HllI4E -

Biotechnological Products Roadmap (Korea - MFDS)

10



10.

AEYR A L Y TR RE R ] - W R B SR e e
(Ministry of Food and Drug Safety, LA Tf&fE MFDS)&E » HATEZHY
TEFRRFEES SR R0 (CoE ) A EEIERIERZE (Nor theas tern
University) > sAHRAY ARSI SR =k b ORI B3 I3z Duke -NUS B3E2 P
Fe H AR FAEE (Kobe University) e

MFDS 52z BRI e 2013 FtE 2 S HEPS Y B AAIAHRR G > H Ak
TR VSR PP Y - SEFI DAE R B » B8 T/FIE H &G CoE MYREIE
B SR R AR AR AR o LR EE Y 2014 FF5ERK - B ATIELE
URERHTRE » O B8 E B TIE 1 T84 LRSI 72 B oA DL s © 0%
RS @RI FEREVEEN A B R AL RER R 9 B2 CoE FlI%k K H
AR B PR a5 e CoE HH 5% R 6 2015 RHSC 22T » 1D
11 B #3p5HH CoE g4k -

Global Supply Chain Integrity Roadmap (US FDA)

SRR fE e B MY TR AE 2S5 0 A U.S. Food and Drug
Administration B » HETEANERFRIEZ 0N (CoE) A 2 (BN > 77
A F United States Pharmacopeia (USP)Jz University of Tennessee
Health Sciences Center > JoHAVARIRMER kA 0 A 2KPED Taylor s
University °

EREFET  EE FDA SR BRI - fRERERE()HEE TR
(BEZ) ~ () g2 M 8% 85 T/EARS K& (3) 2019 4 CoE B13lllE
g USP Y 6 AR FIZR ISR > R2kPEaE Taylor™ s University &t 9
HE ISR -

B - EEnitERT et TR

. SUPPLY CHAIN 9
Track and : SECURITY ; Good Import/

TOOLKIT
for Medical Products
| é | Q
Internet Sales - Clinical and
Retail Pharmacy Practices
Detection

) 1
Product
Technology Security 2

Advanced Therapies Roadmap Update (Singapore - HSA)

SeHE R Y LRI RS S T DI - W FR#TII3E Heal th Sciences
Authority (HSA)ETE - HATEHHWARFIEIGR H kb 0A 2 (R - 45
AT I HY Duke -NUS B 2205 ;e EEIAY R IEARE2 (Nor theas tern
University) °

&K Bio fUHTINSE HOA et iz (B9t TAESUSAVAERE - S ERAEhE] -

11



11.

B TIFEEZ BT 2 B KRR SRR FF RS TN A - W 482K

FLR AR IR FesRHH US ~ Tapan ~ EU ~ China Kz UK FEEER AR EE i

FUREDHES clinical trials ~ manufacturing ~ supply chain ~ long term
follow up ~ viral vectors ~ inspections 2 » BIO s r AR AN ER
EIEE 5 ~ '8~ BEPRELIERE PR 7 1 e S AR A > HETA ICH ~ WHO -
CMRA Kz APEC RHSC Bitaz] EtHRIRYTES [BOARENA - ARIESIVESE) » EE]
AyEIEAEE (Northeastern University) Y 7 H {EERENEL AHC &3 CoE 3|
% > Duke-NUS Medical School CoRE #& X HigERY A 1EZ CoE » Wi e H: 2017
522018 pilot CoE HYfE M »RHSC 32 AT ELFH 3% > Duke -NUS Medical School CoRE
i By TEZ CoE e

Pharmacovigilance Roadmap (Korea - MFDS)

G R TS R R e > M FHREE MFDS &5 - H A=Y
EFRRFESSR R0 (CoE) A 2 (@RS » 73Rl By H AT/ TBUA N B e i
ES Rtk a3 M S8 (Pharmaceuticals and Medical Device Agency @ fifd
PMDA) - 7 RE[ER G4 2 4= B T\ [ i B A% (Korea Institute of Drug Safety
and Risk Management » f&ff KIDS) » JcHHARURIER SR i 0o Fl By R
HYIETRE -

BT o FEE] MEDS &5 1Y & i Zr 2 BB AL E] ( roadmap ) W1E =
Fir » HATEETES R EIE TIPS E, » BEinZ 2R AN E1E B R 2K
B L B R ARE ST TRV RS © 2017 FFE Bt T aE REE A4
1T &R e T 2 B M G E R Z 31T (gap analysis) » HHZER
SINTHIEE SEEE T 2 S Il SRR CoaRa - F%0 Lo aR4l ST A ICH E2C ~ E2D ~
CRBESE R A O 6~ BRSO TN R BE L L R RE AL 0 HEAMILEE
PR > PEAREELZ R4 Y & _ L&A RHSC 2217 - “ARH CoE J&E) » HA
PMDA #z 25 77Y 2 H 22k CoE B SRR SR S PRSI BAAE 2 H 28 Hl ek » JEnt
KREFAEF 8 H SOM3 & &S RUSC 387 A BH CoE » S 4F 4 H 224 HA
CoE #lI%k » AT e b3 s H AR FH A R Ry IE = CoE > JE45 RHSC 387] 5
A (o) 6 2 Lo o R B A (KIDS ) i 25 LA 2018 S22 CoE 3l 48 2 R
BRI O H 214k -

=~ En e RREE

I. PV Road-map
Harmonizing pharmacovigilance system

2013~2015 2014~2017 2017~2018 : 2019~2020
Step1 : Assessment Step 2 : Training Step3 : Assessmentof B8
A Workshop L]l Training Workshop |1 4
« Gap analysis « Set up a technical [ « Share \ : [ «Establishplanfor | :
survey for APEC working group assessment : collaborative .
member results of PV : | surveillance
economies « Develop training training system of PV
curriculum and outcomes
« PV status workshop : | «Provide
research on contents « Revise and recommendation
nonparticipating update training son PV
APEC economies + Hold training and program/worksho regulatory
workshop p content convergence
* Share results of
gap analysis and
Discuss training
module
2 Asia-Pacific
Economic Cooperation

12



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

13.

B ES M A SL[E] TR RG] ~ HAR K EE] - M7 FHEE] MEDS ~ H
7S PMDA 2 2E[E] FDA H:[EEFE > AL (sub-champion) @ H A J1RA k3%
Advanced Medical Technology Association (AdvaMed) > HEGIE=CAYE
FARER S S k0 (CoE) A 2 [EfERE - o7 n|RaEl B 2 B e e i & 2 &
Z2Fr(National Institute of Medical Device Safety Information @ fif
8 NIDS) T ¥ e s it 2 2 B tissd)ll - ERIRE N AER (University of
Southern California » F&fE USC) ¥ i g AR K mpfisEall > Sl AR
S| ok i VA ERE B82S - B PMDA N ERIRIEARER -

BREHT 0 HA PMDA (AR L EK RS - M HERRI MBSt TIEHEE
PRARIE ~ BRISERY SRS ~ &% CoE Fll8fFafE 2 G M Bl £ B3 FAH 4R
A3 5 BEAh - [RIFE IMDRF Z{5t55 1A% » BT OER NS - [EIRF
I 4E R (B T ARSI R SR A I (KPT ) - MG e &S
RHSC #21] < B &k I > ¥ NIDS #h& 54F 9 H 2 S CoE 3SR BN
PGSR RS 11 H S 2R CoE 3|4k 2 A& > & i B Al Ay 1E =0 CoE »
HIER RHSC 320] » (At 11 HELAES CoE B 73 #2Hi)I14k » SRR IR
HESE 4 HE 2 Sl CoE ISR EL4E S » A6 FREE R A IE= CoE » 7
A& RS RHSC 07 ; 55 H A PMDA #eds54F 11 H 2 2 S8 CoE 3l SiAR
& > MR BN S = A EEE TR A5l CoE 1% » Tt E R
B = IR i B 10 H 2 5HA CoE 3ll4k > gt iiE g B 10
H R > e HA CoE #HET - JoHA CoE HHEE ~ R &R aift 4 » & FHA
PMDA Bl & 2252 7 Sl CoE 3l RIIEA &R RHSC 38 0] ; EE RIERETHEBHE
B ARSI CoE 3SR » sRAR M RAEH » ARFOREET] o HREPY )1 RE
& LS HAREE AR CoE » MEMRIESIRHEFHE I - B EERz=K
=5 B8R0 o mIERRS 12 B2 CoE 34k » 2k EH HrEHY RHSC Bl 3
FETF > IMAE P EE R EE B G R EEE - I HARE RS
{BSE TAEEIBS A CoE -

RHSC Discussion on Performance Indicators

2008 4 RHSC Y178 - APEC [E]ZAF LSIF 2 T FHE& B S 15k 17, AHC 2K 7
BhteEhEE oA FEERT (regulatory convergence) » 2018 4F 2 H RHSC [E &
AHC BEIGET E I 2R IR KPL » HERR 2008 G H A Ay R 4R
—8 > 2018 4£ 8 H KPI ETE5eK » 2019 4 2 H BHIAIE B8 paH4 - 2019
7 HFERERRE > AR SOM3 e s 45 SR BN AN E BT E T
(information sharing) ~ FRZEWHE (confidentiality commitments) ~ &K
DDAt R 2 B B LA RS E (Good Manufacturing Practices (GMP)
Certificates) ~ %€ MRAs (Mutual Recognition Agreements) ~ Jik/D &5,
FEEBHAYAEIRSESK (minimi zing requirements for certificates of
pharmaceutical product (CPPs))—s8T B I5ME f A& 2008 F-Fg
= 14%%1) 45% > fin A ICH ~ PIC/S K IPRP &Rt BHEEI IR %% » BriE
10 72K > 1£ RHSC Ko &g ELRASNYES 1 T 2 2 VARG > BZFRAE Y -
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E + APEC 7ARIERAMIE 2=

Engaging in Information Sharing Information sharing
and confidentiality

commitments help Y
build trust among £
"'1 9% regulators, ]
strengthening the g +25% (i
partnerships required s 7
to achieve regulatory =

zo08 2019 (JAN) convergence.

Establishing Confidentiality Commitments

2008 2019 (JAN)
: o ormieen ) (" et
Sharing Good Manufacturing Practices Acceptance of others’ g Mutual R
(GMP) Certificates GMP certificates and Agreements (MRAs)
]

H participation in MRAs
H require real, practical

H
H
2 H
] +14% [EX4 collaboration. Increases a 4.20%
5 in these over time are 5
- — the hallmarks of "

convergence.
9 \ 2008 2019 (JAN)

2008 2019 JAN)

Minimizing Requirements for Certificates /Allcwing Multiple Sites in a Single Licens;\

of Pharmaceutical Product (CPPs) Streamlining

requirements for CPPs

and allowing a single k]
license to cover £

multiple sites are other H 45%
7 +15% common practices that S -
T when widely adopted = —
indicate convergence.

2008 2019 (JAN)

/ International Council for Harmonisation of

Technical Requirements for Pharmaceuticals
for Human Use (ICH)

250% +225%I ﬂ =

\ 2008 2019 (JAN) J

Pharmaceutical Inspection International Pharmaceutical
Cooperation Scheme (PIC/S) Regulators Programme (IPRP)

2019 (JAN) 2019 (JAN) 2008 2019 (JAN)
Joining regulatory convergence initiatives builds confidence and trust among regulators and enhances the
\ necessary capacity to undertake regulalory convergence. They are the foundations to achieving our objective. /

(3) Life Sciences Innovation Forum (LSIF) - Planning Group Meeting (8 H
17 H > BEHET)

(—)REEFRRRE - FRHN RS EBRAE=RE -

(= )RHSC F:[5] EREH & f# RHSC &R - ERT -

1. RHSC 3RPEEE TIEEE B R HEBNAE 7 (EIESC T/ESEIR (PWA) NEKIL CoE » 24
FARMERZN DU AR A - BPSER LA 14 B EZY CoE (EfEREEE
HE RERSEEE CoB)  55A 3 (Eiife & (B e seE B
SEMTSEHA CoE WHaT &) K 2 {ESHH CoE ER& A AL & /& RHSC [F - 2019
HEAF T B PWA 3R 23 55 CoE f2t8H CoE WHaTer -

2. HitrgmslmE B EsE - BIRENHEIE(KPL) ~ RHSC E49_ 4% ~ CoE HiH
R (85T CoE MR ST -

(=)LSIF BRI #4 RHSC 2030 FEEHR S fEiEfE
1. 7~ 8 A 18 HECRE TS s A BREES -
2. FANARME 8 HZE 11 Hi LSIF a7 TAE/NHEEE T RASC 2030 FEE: | -
3. AR 11 AFEZFEA RHSCIREER, -
4. 1~2020 SOM-1 Eragadem - AHERS LSIF #7E -

(PU)LSIF EAEERRIIANT -
1. WFERE#RE
- {eERIHr ARy E (LSTF B )
- APEC AERFoEZRE bl (FREFHRE)
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2. BEBERKAT
- BVEEA A TIH 0 B James Cook AE )
- FEESEEaEh O ERIUEE R M EEAESE (EIEREHKEE—

)
- FEREHRES CENELEPEORE RS EAEE)
- BRMESZ

- DRGSR MEFERE T (L RSE S
- 59 EFEEREAE SIS E (INEAERE)

- APEEORfERE (LSIF B #HS )

- oR&EEHSRE AR L (IIEREE)

(4) APEC LSIF Policy Dialogue on Innovation, Regulatory Systems, and
Regulatory Convergence “A Decade of Regulatory Convergence in APEC:
Learning from the Past, Looking to the Future” (8 B 18 H - B2
8)

ARG eA Ee A B R 23 i T ERRE & & Bk B B SR
H:[E B APEC 12 A A Y H R > W SRRy iR - Rgk
BRFMGERZEBE Session 1: Keynote Remarks from Regulatory
Authori ties &k (FHAIMT: 9) - 75 IL[E FH5 AZ RHSC £JE Dr. Michelle
Limoli K Dr. Nobumasa Nakashima » [El&5 0 E I EE B in M BV 223
Bz g Bl EE R EIERE RV EHERE - RERNARH
s i B B A B EE A E SRR BT I AR A > BRI B EE A AR
fixsk B APEC VAR A E BN 2 B R > B FEAE APEC #EE) GRM ~ /5 GRM fE 2B A F A
2400~ W B R B I S A R 0 R S BEOR [E] PWA P G Eh S M E ¥ APEC
(R TR — 0 AR i AR L B e B VRS © LSIF N E&aln] — (& ikl
& QA 10 -

(5) LSIF Life Science Innovation Forum - Executive Board Meeting (8 H 19
H)

FH 7 AR fE A AR RS TR 5B RAB(E £ » RIS B0 the Victoria Institute
of Strategic Economic Studies Y Bruce Rasmussen~Z=E4: a2 CoE HY Nares
Damrongchai A Latin America Business A9 Jean Jacques #&(T » &) 5misid
BF AR - WHoTEEE R - AR A (B ERE « 2IRE AL
DR -

(6) HLM 9th APEC High-Level Meeting on Health & the Economy - "Healthy
Economies in an Aging World" (8 H 20 & 21 H - HEWMHE: 11)
TR FERE BRI TP B R 2 B S P IE(EEERR A - > = IREE T 1E APEC #33R
AR LSRR H L ) S B8 - 4 TAE/NGH (HVG) B2 LSTF A&
Rl nl—Bh el - b 12 -
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—_— N

[1]

FrE2 8 APEC LSIF A AIfsEZ 88 (RHSC) » WECA RHSC 2030 FER
HENE RSB 2020 EENEEIT I -

APEC LISF-RHSC & & ZEE 1T &5 i ) B e M SIS BE SR A 2 0L K2 477 78
FEM O WEEEEZERBIESOREZE AR 1 & - RHSC B4l ICH
IMDRF k2 WHO Z#EHF& AR AIAHA%E T € aVFE5 [(guidel ines) » B A FRFHER
Al Sf K A2 g EE I B I AR i R (regulatory convergence) @ NEFR{E
RS EUA[E BPR A SRAV B ZHAE B 5E 5075 i R i 2 B i L IR B S B P&
B al ARSI RE RS e BT -

RHSC HATHA 7 (BB TIEEH (priority work area) > BEEZFE RIH
THF " APEC HEENE R A5 S0 E T (R BEARIE |, & " APEC 8 R AR
B (GRM) AR RSN S b0 (CoE) |0 AG58RK " APEC BEIRZs M ARIRIER
o[ 6 =k U SRR & (CoE Pilot) 0 EVEESE(EIREITE APEC LSIF #3
VEANAE o LSIF Kz RHSC E25% 17 RHSC 2030 FES TA/E/N4H » TAENAS(108)
F11 AAHEZRG S FiRttER > BEEFWIER S RHSC 2030 FHEHEE
RAS SR E M 2020 FAEMNHEEN T« ARECRE EHEE = B 2Rk
FESHRILE R > S2IE ST LS R R K & S i S R E R R & R 2Rk
FHAMN S

» K28 LSIF BS R E4aF A A BB BEAL -

BEEZRAWETIE LSIF TAFE 1 - {8 LSIF Frafamiybloessie ki
A BOREANRER Z RO EAE EEGEE - R A E A A PR & 1F
SHEEIT S AF AR IS - AR 22 8 LSTF fE1S &Rl S 4a 1 A tE A1l fe &8
P ERAHER AL -

F ARG REB RSV BIRSEAT -

ARG IR T FHLRASC 58 ] B S5 IR ERAY B M ST CoE bt &kt
B FERFC GRS SRR E K GHE » NI RHR S S ARG
REE AR 2 bt > WEVEBGEIRE 200 > WL RS S R es
MEIREIEAA ER > SR RIS B M 5 B as i AR BE A 2 T
LR > EA R B KBRS BIRSEAT - LR > REEEEHE
R APEC BEIRES M St H] CoE Wat & L HFECHE (5% B %
(facilitator) » RAHERFEERES FEAHRSE) - FrAT2 LS B ANK - JF
A5 A BB ELA A AR B B A SO A S VB R R A A AR E B B P
ZHEAE -
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Fif4 1 ~ RHSC % PWA TSR & CoE B

Formal CoE Institutions

PWAs (Roadmap)

PWA Champion

Institution

Economy

Biotherapeutics

US / BIO (interim)

Northeastern
University (NEU)

United States

Pharmacovigilance

Korea

PMDA Asia Training
Center (PMDA-ATC)

Japan

Korea Institute of Drug
Safety & Risk
Management (KIDS)

Korea

Peking University (PKU)

China

MRCT-GCP Inspection

Japan / Thailand

Duke-NUS Centre of
Regulatory Excellence
(Duke-NUS CoRE)

Singapore

PMDA Asia Training
Center (PMDA-ATC)

Japan

Peking University (PKU)

China

Harvard Brigham Women's
Hospital MRCT Center

United States

Good Registration
Management (GRM)

Chinese Taipei / Japan

TFDA & Regulatory
Affairs Professionals
Society (RAPS) Taiwan

Chinese Taipei

Global Supply Chain
Integrity

United States

United States
Pharmacopeial
Convention (USP)

United States

University of Tennessee
Health Science Center
(UTHSC)

United States

Advanced Therapy

Duke-NUS Centre of

i Singapore Regulatory Excellence Singapore
Products (Duke-NUS CoRE)
National Institute of
United Medical Device Safety Korea
Medical Device States/Japan/Korea Information (NIDS)

University of Southern
California

United States

Pilot CoE Institutions

PWAs (Roadmap)

PWA Champion

Medical Device

Korea / United States /

Japan

Institution Economy
Taiwan Food and Drug Taiwan
Administration
PMDA Asia Training Tapan
Center (PMDA-ATC) D
Sichuan University China

Northeastern University
(NEU)

United States

MRCP-GCP Inspection

Japan / Thailand

Korea National
Enterprise for Clinical
Trials (KoNECT)

Korea

Good Registration
Management (GRM)

Chinese Taipei / Japan

Thailand Food and Drug
Administration

Thailand

Global Supply Chain
Integrity

United States

Taylor's University

Malaysia

Advanced Therapies

Singapore

Northeastern University

United States

Biotherapeutics

US / BIO (interim)

(NEU)
Kobe University Japan
Duke-NUS Centre of
Regulatory Excellence Singapore

(Duke-NUS CoRE)
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B8 2 ~ APEC RHSC 2019 SOM-3 MEETING 32K &rgicss

Re%%i‘ﬁ%_"ca;n"'gﬂf::m APEC RHSC 2019 SOM-3 MEETING AGENDA
o 15 to 16 August 2019, Puerto Varas, Chile

Life Sciences (FINAL | Version 2 | 22 August 2019)

Innovation Forum

CoE Directors Meeting | Wednesday, 14 August 2019

Venue: Enjoy

CoE Directors Meeting | 1700 - 1800

(by invitation only: the invitations for this meeting will be sent by the
CoE Coalition.)

RHSC SOM-3 Meeting | Thursday 15 August to Friday 16 August
2019

Start time on 15 August: 9:30am

Venue: Enjoy / Osorno A

1 RHSC Welcome and Introductions

2 LSIF Secretariat Update
POF
Presenter: LSIF Secretariat 2.0) Slides_APEC LSIF
Update to RHSC at SC

* LSIF will convene a drafting group to create a draft vision statement
on regulatory convergence to 2030. It will be circulated for RHSC
review in November 2019 this year and will be discussed in SOM-1
2020.

3 AHC Report

3.1 Update from AHC
PDF

Presenter: Mr Yeongseok Ko, AHC 3.1
Slides_AHC_Report 0.

4 RHSC Representatives’ Reports

4.1 ICH /IPRP
PDF

Presenter: Mr Yeongseok Ko, AHC 4.1)
Slides_AHC_ICH-IPRP,

Page 10f 12
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F8iconng Commities " APEC RHSC 2019 SOM-3 MEETING AGENDA

Steering Committee

15 to 16 August 2019, Puerto Varas, Chile

(FINAL | Version 2 | 22 August 2019)

4.2 IMDRF

Presenter: Dr Chao-Yi Wang, TFDA, Chinese Taipei 42) Slides_IMDRF
update (by TFDA for 2
5 RHSC Secretariat Update
PDF

5.0) Slides_RHSC

Presenter: Ms Serene Foo, RHSC Secretariat
2019 SOM-3 RHSC W
* RHSC website was launched under the main APEC website; the

address is https://www.apec.org/rhsc
* All documents and information on this website will be considered

public information, i.e not password protected

6 Good Registration Management Roadmap
F

(Champions: Chinese Taipei — TFDA and Japan — MHLW/PMDA) 6.0-A) 1.1_180809_
APEC RHSC Roadmag

POF

6.0-B) 1.2_Good
Registration Manager

Page 2 of 12
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Regulatory Harmonization
Steering Committee

G

15 to 16 August 2019, Puerto Varas, Chile

(FINAL | Version 2 | 22 August 2019)

APEC RHSC 2019 SOM-3 MEETING AGENDA

6.1 PWA Update
Presenter: Ms Mei-Chen Huang, TFDA, Chinese Taipei

*  PWA Champions hosted local Programmes to train the trainers:
o Philippines: March 28 & 29
o Chinese Taipei: June 12 & July 18
o Indonesia: August 28 & 29
o Malaysia: October 1 & 2
* Decision: PWA Champions have drafted a KPI survey for regulatory
authorities and a separate survey for industry: The champions will
revise the draft for regulators to make questions more concise and
will collaborate with the AHC on the circulation to all the 21
member economies. A KPI survey of Good Submission Practices
(GSP) by industry will be circulated by the industry coalition to
individual companies for completion. Both of these surveys will
cover pharmaceutical products only — not to include medical
devices.

6.1-A) Slides_GRM
roadmap_PWA updat

6.1-B) 3.1.2_E-GRM
survey status_29 Jul.p

6.1-C)
3.1.3_GRevP_Questior

6.1-D) 3.1.4_GSubP
Questionnaire_24Jun:

6.2 CoE Update: TFDA, Chinese Taipei/RAPS Taiwan Chapter
Presenter: Dr Hsien-Yi Lin, TFDA, Chinese Taipei

+  CoE Workshop to be held by TFDA/RAPS on September 17-19, 2019
in Chinese Taipei

6.2) Slides_4_GRM
CoE Update-TFDA anc

6.3 CoE Pilot Update: TFDA, Thailand
Presenter: Dr Hsien-Yi Lin (on behalf of)

* Decision: CoE Pilot Workshop held by TFDA, Thailand was endorsed;
the programme will be held on October 28-30, 2019 in Bangkok,
Thailand

6.3-A)
Slides_Thailand Prese

PDF

6.3-B) agenda pilot
CoE in Thailand_revis¢

Page 3 of 12
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"*%icern commimea " APEC RHSC 2019 SOM-3 MEETING AGENDA

@ 15 to 16 August 2019, Puerto Varas, Chile

(FINAL | Version 2 | 22 August 2019)

Multi-regional Clinical Trials and Good Clinical Practices
Inspection Roadmap

(Champions: Japan — MHLW/PMDA and Thailand — TFDA)

PDF
7.0-A)
MRCT_GCP_Roadmag

POF

7.0-B) GCP core
curriculum.pdf

PDF

7.0-C) MRCT-GCP
Inspection Core Curri¢

Page 4 of 12
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Regulatory Harmonization
Steering Committee

15 to 16 August 2019, Puerto Varas, Chile

(FINAL | Version 2 | 22 August 2019)

APEC RHSC 2019 SOM-3 MEETING AGENDA

7.1 PWA Update
F
Presenter: Mr Ryo lwase, MHLW 7.1) Slides_MRCT
GCP_PWA Champion_
7.2 CoE Update: The MRCT Center of Brigham and Women's

Hospital and Harvard
Presenter: Dr Jared Auclair, NEU (on behalf of)

* Harvard MRCT Center CoE Training was held on February 26-28,
2019 in Ottawa, Canada (For Regulators only)

72)
Slides_2019-07-17c \

7.3 CoE Update: Duke-NUS Medical School (CoRE)
Presenter: Mr Neo Cherng Yeu

¢ Duke-NUS/CoRE CoE Workshop was held on July 11-12, 2019 in
Singapore (Open to Regulators & Industries)

POF

7.3) Slides_RHSC CoE
Update_MRCT workst

7.4 CoE Pilot Update: KoNECT
Presenter: Ms Mirinea Kim, MFDS (on behalf of)

* Decision: KoNECT Pilot CoE was endorsed Intersessionally; CoE Pilot
Workshop by KoNECT was endorsed and will be held from
September 16-18, 2019 in Seoul, Korea (Open to Regulators &
Industries)

7.4) CoE Pilot Update
- KoNECT.pdf

7.5 CoE Update: PKU

Presenter: Dr Xiaofang Zhang

e PKU will hold a CoE Workshop on November 11-14, 2019 in Beijing,
China (For Regulators only)

7.5) Update on PKU
APEC Regulatory Scie

8

Biotherapeutic Products Roadmap

(Champion: Korea — MFDS)

Page 5 of 12
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Regulatory Harmonization
Steering Committee

15 to 16 August 2019, Puerto Varas, Chile

(FINAL | Version 2 | 22 August 2019)

APEC RHSC 2019 SOM-3 MEETING AGENDA

8.1 PWA Update
PDF
Presenter: Ms Mirinea Kim, MFDS (On behalf of) 8.1) 2019
SOM3_Puerto Varas_|
8.2 CoE Update: Northeastern University

Presenter: Dr Jared Auclair

* NEU held CoE Programme in Chile in March 2019 and will hold a CoE
Workshop at NEU on September 16-18, 2019

82)
Slides_Auclair_Biother

8.3 Pilot CoE Application: Kobe University

Presenter: Dr Ineui Lee

* Decision: Kobe University Pilot CoE was endorsed; Kobe University
will request to host a Pilot CoE workshop in December 2019

POF

8.3-A) Slides_(Kobe
Univ) Pilot_CoE_Appli:

POF

8.3-B) (Kobe Univ)
Pilot_CoE_Application

9

Global Supply Chain Integrity Roadmap
(Champion: US — FDA)

9.0) APEC Roadmap
for Supply Chain Sect

Page 6 of 12
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Regulatory Harmonization
Steering Committee

15 to 16 August 2019, Puerto Varas, Chile

(FINAL | Version 2 | 22 August 2019)

APEC RHSC 2019 SOM-3 MEETING AGENDA

9.1 PWA Update
Presenter: Dr Michelle Limoli, US FDA

*  PWA Steering Committee engaged in a review and updating of the
Toolkits housed on the AHC Website

9.1) Slides_RHSC
SuppCh Feb2019 slid:

9.2 CoE Update: USP
Presenter: Mr Phillip Nguyen

*  USP CoE Regulators Dialogue was held in University of Chile on June,
2019

POF

9.2) Slides_USP CoE
aug19 update-fin.PN2

9.3 Pilot CoE Update: Taylor’s University
Presenter: Dr Michelle Limoli, US FDA (on behalf of)

¢ Taylor’s University in cooperation with NPRA to host a CoE Pilot on
September 25-27, 2019 in Taylor’s University, Malaysia

9.3) Slides_Taylor's
COE for SOM Chile Uj

10 Advanced Therapy Products Roadmap Update
(Champions: Singapore — HSA)

PDF

10.0-A) Advanced
therapies-roadmap-Si

POF

10.0-B) Adavnced
therapy Roadmap Ste

PDF

10.0-C) APEC
Advanced Therapy Pr¢

Page 7 of 12
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Regulatory Harmonization
Steering Committee

15 to 16 August 2019, Puerto Varas, Chile

(FINAL | Version 2 | 22 August 2019)

APEC RHSC 2019 SOM-3 MEETING AGENDA

10.1 PWA update

Presenter: Ms Lila Feisee, PWA Co-lead

10.1) Slides_APEC
RHSC GT Update logc

10.2 CoE Pllot Update: Northeastern University

Presenter: Dr Jared Auclair

* NEU held a CoE Pilot Programme in Seoul, Korea on July 30-Aug will
and will submit a Formal CoE Application for RHSC consideration
intersessionally

POF

10.2) Slides_(revised)
Auclair_Adv Therapies

10.3 Formal CoE Application: Duke-NUS Medical School (CoRE)
Presenter: Mr Neo Cherng Yeu

* Decision: Duke-NUS/CoRE was endorsed as a Formal CoE

10.3-A) Slides_RHSC
CoE Update_Full CoE,

10.3-B) (Revised)
APEC_RHSC_CoE_forr

11 Pharmacovigilance Roadmap

(Champion: Korea — MFDS)

11.0-A) (revised)
APEC RHSC_Roadmay

11.0-B) APEC PV
Core curriculum(1907

Page 8 of 12
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Regulatory Harmonization
Steering Committee

15 to 16 August 2019, Puerto Varas, Chile

(FINAL | Version 2 | 22 August 2019)

APEC RHSC 2019 SOM-3 MEETING AGENDA

11.1 PWA Update & Endorsement of Roadmap and Core Curriculum
Presenter: Ms SeongEun Moon, MFDS

* Decision: PWA Champion updated the Roadmap and Core
Curriculum and was endorsed by the RHSC

11.1)
Slides_(revised_2) 19(

11.2 CoE Update: KIDS
Presenter: Dr SooYoun Chung

* KIDS will hold a CoE Programme on September 4-5, 2019 in Seoul,
Korea

POF

11.2)
Slides_190815_Updat

11.3 CoE Update: PMDA
Presenter: Dr Yoshimasa Yokoyama

¢ PMDA held a CoE Programme on February 4-7, 2019 in Tokyo, Japan

11.3) Slides_PhV CoE
Update_SOM3_15 Au

11.4 Formal CoE Application: PKU
Presenter: Dr Xiaofang Zhang

*  PKU held a Pilot CoE Programme on April 23-25, 2019 in Beijing,
China
¢ Decision: PKU received endorsement as a Formal CoE

114-A) Pilot PV
Workshop-August Re

POF

11.4-B)
APEC_RHSC_CoE _forr

11.4-C)
APEC_RHSC_CoE_forr

12 Medical Device PWA Update
(Champions: Korea — MFDS, Japan — MHLW/PMDA and US FDA;
Sub-Champions: AdvaMed and JIRA)

12.0-A) Medical
Device Core Curriculu

12.0-B) Medical
Device KPLpdf

PDF

12.0-C) (Revised)
RHSC Medical Device

Page 9 of 12
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Regulatory Harmonization
SieeringVCormmittee
@ 15 to 16 August 2019, Puerto Varas, Chile

(FINAL | Version 2 | 22 August 2019)

APEC RHSC 2019 SOM-3 MEETING AGENDA

12.1 PWA Update & Endorsement of Core Curriculum and KPIs
Presenter: Dr Yoshimasa Yokoyama

* Decision: RHSC endorsed the updated Core Curriculum and KPIs

12.1)
Slides_190726_Medic

12.2 Formal CoE Application: NIDS
Presenter: Mr Manho Ahn

* NIDS conducted CoE Pilot Programme on September 13-14, 2018 in
Seoul, Korea.
* Decision: NIDS was endorsed as a Formal CoE

12.2-A) Slides_APEC
CoE_MDV_NIDS_201¢

12.2-B) (NIDS)APEC
RHSC CoE formal app

12.3 Formal CoE Application: USC
Presenter: Prof Frances J. Richmond

* USC hosted a Pilot CoE Programme on April 30-May 3, 2019.

¢ Decision: USC was endorsed as a Formal CoE

* USC plans to post video recordings of the 2019 Pilot Programme on
their website with a link to the RHSC website: other CoEs are
encouraged to post any proceedings or video recordings from their
programmes, as long as permission by the speaker is obtained

12.3-A)
Slides_(revised) APEC,

123-B)
APEC_RHSC_CoE_Fori

12.3-C) (revised)
APEC_RHSC_CoE_Fori

12.4 CoE Pilot Update: PMDA
Presenter: Dr Yoshimasa Yokoyama

* Decision: CoE Pilot Workshop by PMDA was endorsed; the
workshop will be held on November 25-29, 2019

12.4) Slides_Program
Draft Pilot WS _Medic

12.5 CoE Pilot Update: TFDA, Chinese Taipei
Presenter: Dr Chao-Yi Wang

* Decision: CoE Pilot Workshop by TFDA, Chinese Taipei was
endorsed; the workshop will be held October 22-24, 2019

POF

12.5) Slides_APEC
RHSC MD PWA_2019

12.6 CoE Pllot Update: Northeastern University

Presenter: Dr Jared Auclair

12.6)
Slides_Auclair_Medicz

Page 10 of 12
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Regulatory Harmonization
Steering Committee

15 to 16 August 2019, Puerto Varas, Chile

(FINAL | Version 2 | 22 August 2019)

APEC RHSC 2019 SOM-3 MEETING AGENDA

12.7 Proposed CoE Pilot: Sichuan University
Presenter: Dr Anyu Lee
* Sichuan University will request to host a Pilot CoE Workshop in

December 2019. They will submit a Pilot CoE Application requesting
review by RHSC intersessionally

127)
Slides_SichuanUniver:

13 CoE Coalition

(Chair: NEU and CoRE; Vice-Chair: USP)

13.1 CoE Coalition Update 1 (Topic: CoE Operating Model and
Guidelines)

Presenter: Dr Jared Auclair

* Decision: Revisions to the Operating Model was reviewed by the
CoE Coalition and the current version was endorsed by the RHSC,
and will be posted on the RHSC website. Further clarifications one
the CoE Coalition Co-Chairs’ proposalwill be provided in the next
revision before SOM-1 2020

* The CoE Coalition will consider parameters for eventual CoE
assessments, now that CoEs have been in existence since 2017: a
proposal will be delivered at SOM-1 2020

POF

13.1-A) CoE
Operating Model pdf

POF

13.1-B) CoE
Operating Model and

13.2 CoE Coalition Update 2 (Topic: CoE Checklist)

Presenter: Dr Jared Auclair

13.2) CoE
Checklist_consensus F

14 APEC Secretariat Management Update
Presenter: Mr Johnny Lin, APEC Secretariat

* RHSC members were encouraged to submit concept notes for APEC
funding of project proposals through the LSIF, and by working with
APEC economies.

* Requirements on having a quorum for fora and sub-fora was not
passed in 2018. Any decisions on future quorum requirements will
be shared by the APEC Secretariat

PDF

14)
Slides_Sec_Managem:

Page 11 of 12
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*Yieenng commiice " APEC RHSC 2019 SOM-3 MEETING AGENDA

@ 15 to 16 August 2019, Puerto Varas, Chile

(FINAL | Version 2 | 22 August 2019)

15 WHO Update

Presenter: Dr Samvel Azatyan 15.0-A) WHO update
APEC RHSC 15-08-20

POF

15.0-B)
Slides. WHO_ActionPI

16 RHSC Discussion on Performance Indicators

*  AHC presented the results of their KPI survey that will be thoroughly
discussed at the APEC Regulatory dialogue on Aug 17, 2019

* A report on the ICH Guideline Implementation Survey will be
released and shared with the RHSC later in 2019

16.1 Key Performance Indicator Report by AHC
PDF
Presenter: Mr Yeongseok Ko, AHC 16.1) Slides_(revised)

AHC Key Performance

16.2 ICH Implementation Survey Project (PhRMA)

Presenter: Ms Camille Jackson

17 Review Decisions and Action Items

Lead by RHSC Co-Chairs

18 Review Plan for February 2020 SOM-1 Meeting
Lead by RHSC Co-Chairs

* SOM-1: Feb — Putrajaya
*  SOM-3: Aug — Malacca

19 Adjourn

Page 12 of 12
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P4 3 ~ IMDRF B A et

3) and Related Meetings

Presenter: Taiwan Foo

August 15, 2019
Puerto Varas, Chile

- Y—— PR R T
) IMDRF gy B
= ArpaERENERE

IMDRF Members
® Australia ® China  ® Russia
® Brazil eEU ® Singapore
® Canada ®Japan  ®Korea

® United States of America

» The roles of IMDRF Chair and Secretariat rotate annually:
+ 2019 Chair: Russia
= IMDRF-15 (March 2019)
= IMDRF-16 (September 2019)
» 2020 Chair: Singapore
+ 2021 Chair: Korea

March 18 March 19 March 21
IMDRF/DITTA Open Stakeholder MC Meeting MC Meeting
Joint Workshop | Forum + Open session with: sed session on:
on"Optimizing |+ Regulatary updates Invited Observers | = WG documents
Standards for by: = Argentina ANMAT = New Work ltem
RegulatoryUse® | - MCmembers - DITTA Proposals
- Working groups | + GMTA - New Wark ltem
(WG) Extensions
Lunch Lunch * Procedural
issues
Open Stakeholder | MC Meeting
Forum + Open session on:
« Stakeholder Medical device
session with nomenclatures
= Official Observer |« Closed session on:
- Regional - WG documents
Harmonization - Matters arising
Initiatives (RHIs) from the Open
= Invited Stakeholder
Observers Forum and the
- Special session on session with
“Regulatory invited observers
Approach for NGS & industry
Testing” Oy = @ 0w
= TR

IMDRF-15 Participants

¢ ~300 participants (regulators, industry 8 research community)
Management Committee (MC) members from 10 jurisdictions
o Official Observer
— WHO (World Health Organization)
¢ Regional Harmonization Initiatives
— APECLSIFRHSC
— AHWP (Asian Harmonization Working Party)
— PAHQO (Pan American Health Organization)
¢ Invited Observers
— Eurasian Economic Commission
— DITTA (Global Diagnostic Imaging, Healthcare IT and Radiation Therapy Trade Association)
— GMTA (Global Medical Technology Alliance)
— IMEDA (International Medical Device Manufacturers Association)
— IAMT (international Association of developers, producers and users of Medical Technique)
— Saudi Arabia
— Cuba
— Republic of Kazakhstan
— Kyrgyz Republic
— Argentina (ANMAT)

APEC Representation in IMDRF-15

e For 2019, APEC LSIF RHSC representative to IMDRF is Chinese
Taipei (represented by Taiwan Food and Drug Administration)

e Presentation of an update on RHSC's Medical Device PWA was
given in the Open Stakeholder Forum on March 19:

HTate oy
etica p,
Pt L

e 2 Chinese Taipei delegates participated in this meeting at Moscow

C TR AN

i
ARRNERT

IMDRF-15 MC Decisions (1/3)

¢ Guidance documents approved and finalized
Do

Docume e
No.

N9 | Non-In Vitro Diagnostic Device Market Authorization Table of
(Ed. 3) | Contents (nIVD MA TaC)

N13 | In Vitro Diagnostic Medical Device Market Authorization
(Ed. 3) | Table of Contents (IVD MA ToC)

N27 Assembly and Technical Guide for IMDRF Table of Contents
Submissions

N43 | Terminologies for Categorized Adverse Event Reporting (AER):
(Ed. 3) | terms, terminology structure and codes (Annex A-F)

N4g | Unique Device Identification system (UDI system) Application
Guide
N52 Principles of Labelling for Medical Devices and IVD Medical
Devices

IMDRF-15 MC Decisions (2/3)

o Information documents approved for web posting

Doc.
No.

N53 | Use of UDI Data Elements across different IMDRF Jurisdictions

N54 System requirements related to use of UDI in healthcare
including selected use cases

Document Title

o Draft documents approved for public consultation

Consultation ltem
Personalized Medical Devices — Regulatory Pathways

| Proposed update to Clinical Evaluation documents ‘

[ER NN
EENERT

IMDRF-15 MC Decisions (3/3)

e Closed the Unique Device Identification System Working Group
« Approved New Work Item Proposals (NWIP)
— Review and Update of the GHTF Principles of In-Vitro Diagnostic (IVD)
Medical Devices Classification (GHTF/SG1/N45:2008)
— IMDRF Standard Developing Organizations (SDO) Liaison Program
« Approved changes to IMDRF Standard Operating Procedures
— NWIP adoption process
— Updating membership criteria
— Finalizing a Record of Discussion process and format
¢ Discussed a document which indicates the implementation of
IMDRF documents by member jurisdictions (will be further
discussed in IMDRF-16)
s Acknowledged that South Korea (MFDS) volunteered to serve as
the 2021 IMDRF Chair (host of IMDRF-19 & IMDRF-20)

( & @ A

Ty # ]
oA AEBRERE .
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IMDRF-16 Meeting

Yekaterinburg, Russia
Sep. 16-19, 2019
— Sep. 16

IMDRF/DITTA Joint Workshop on "Artificial Intelligence in
Healthcare"

- Sep. 17
Open Stakeholders Forum
- Sep.18& 19
Management Committee Sessions
Venue: Hyatt Regency Yekaterinburg

Registration: http://www.imdrf2019.ru

Thank you for your attention!

P EALEE
o BRENEES

DA oo and brug Adminstation

hitp://www.fda.gov.tw/
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K 4~ BERERSSCEEEL TEFRRRES (PVA update)

APEC RHSC 2019 SOM-3 MEETING

Good Registration Management Roadmap

(TFDA- Chinese Ta

and MHLW/PMDA -Japan)

6.1 PWA Update

Mei-Chen Huang
Division of Medicinal Products
Taiwan Food and Drug Administration
Ministry of Health and Welfare
August 15, 2019

PR - T
D a2 e
CHppERENERS

Food ond Drug Adminisiation

htp:/f

Outlines

» Goal of the GRM roadmap

» Specific Activities and Timeframe

» Milestones of the GRM Roadmap

» CoE and Pilot CoE

« Summary of significant activities since last RHSC meeting
» Plans for future activities with timelines

» Endorsement

Goal of the GRM roadmap

+  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

EA - 2

Good Review Practices (GRevP)
To help achieve timeliness, To enhance the quality and
predictability, consistency, efficiency of the medical product
transparency, clarity, efficiency and  registration process by
high quality in the content and improving the quality and
management of reviews management of submission

‘Good Submission Practice (GSubP)

Cp @ = @ Woa
ApaREEnEEE

Step 2: 2011-2016
Planned solutions to
address GAP in GRM

Step 4: 2018-2020
Reaching the Goal for
Implementing GRM

Stan 2 2017-2018
oep o U1 /2012

Assessing impact of GRM

agp 1:2011-2012 «Assessing the impact of
R . training and implementation
Gap Analysis Survey for setting  of GRevP, GSubP and GRM
the foundation for Stgpwme «Dissemination of GRevP,
GRevP Implementation GSubP and GRM
S ER R
oA BB S hE e E

Milestones of GRM Roadmap ( Step 1)

2011-2012 2011-2016 2017-2019 2018-2020

Gap Analysis Survey  Planned solutionsto  Assessingimpact of ~ Reaching the Goal
for setting the address gaps GRM using for Implementing
foundation for GRM CoE Pilot Performance GRM

Stepwise GRevP indicators (Pls)

Implementation

Gap analysis of GRevP
completed (2012)

2011 APEC GRevP Workshop

2012 op

Milestones of GRM Roadmap Step 2

2011-2012 2011-2016 2017-2019 2018-2020

Gap Analysis Survey  Planned solutions to  Assessing impactof ~ Reaching the Goal
for setting the address gaps GRM using for Implementing
foundation for Performance GRM

Stepwise GRevP
Implementation

indicators (Pls)

Guidelines published
* GRevP (WHO, 2015)
* GSubP (APEC RHSC, 2016)

GRM CoE
+ Core curriculum Developed (2016)
+ Pilot: TFDA/RAPS TW (2016}

Milestones of GRM Roadmap (Step 3-4)

2011-2012 2011-2016 2017-2019 20182020

Gap Analysis Survey  Planned solutionsto  Assessingimpactof — Reaching the Goal
for setting the address gaps GRM using for Implementing
foundation for GRM CoE Pilot Performance GRM

Stepwise GRevP indicators (Pls)

Implementation

APEC GRM Training Activities
1. TFDA/RAPS (formal CoE)
- 2016 pilot (Nov 2016, Taipei)
« 2017 workshop (Oct 2017, Taipei)
= 2018 workshop (Sep 2018, Taipei)
* 2018 workshop (Sep 2012, Taipei)
2. COFEPPRIS (pilot]
* 2017 pilot (Jun 2017, Mexico City)
3. Thai FDA (pilot)
- 2019 pilot (Oct 2019, Bangkok)

Discussion of KPI,
Planning of survey to
understand positive
impactsand gaps
(2018-2019)

Finalize the GRevP and
GSubP Questionnaire (2019}

4. Local Training
* 2017: Singapore, Chinese Taipei
* 2018 Chinese Taipel, Thailand, Malaysia
- 2019: Chinese Taipe, Philippines, Indonesia

CoE and Pilot CoE

CoE Activities in 2019

» CoE: TFDA/RAPS Taiwan Chapter will host 2019 GRM CoE
Workshop on September 17-19, 2019.

v

v

Pilot CoE: Thai FDA was endorsed as a pilot CoE in Feb,
2019 and will host a pilot GRM workshop on October 28-30,

2019.
Topic
Name of institut
Good Review Practices Good Submission Practices
CoE: TFDA/RAPS v v
Taiwan Chapter
Pilot CoE: Thai FDA v v

£ @ WA
oA RBERETE
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Summary of significant activities since last

RHSC meeting

February 2019 — August 2019
1. Conference

- The 8th APAC meeting in Tokyo (April 9, 2019), RA
Session Topics: Good Registration Management-
Success of “Train the Trainers”

2. Local training

- Philippines: March 28 & 29

- Chinese Taipei: June 12, July 18

- Indonesia: August 28 & 29

- Malaysia: October 1 & 2
3. Preparation of GRM CoE or pilot CoE workshop
- 2019 APEC GRM CoE Workshop in Taipei (Sept 17-19)
- 2019 GRM Cok Pilot Workshop in Bangkok (Oct 28-30)
GRM Roadmap assessment

s

- Discussion of GRevP and GSubP questionnaires and
the way to conduct survey

GRM Local Training Activities

Success of Train the Trainers

Topics
A ies
GRevP GSubP
2017 training (Nov 2017) \% \%
- e 2018 training (Mar/Aug 2018)
Chinese Taipei
2018 training (Nov 2018) \% Vv
2019 training (June/July 2019) \% \%
Singapore 2017 training (Apr 2017) Vv
Thailand 2018 training (June 2018) \% \
Malaysia 2018 training (July 2018) \"
The Philippines 2019 training (Mar 2019) v v
Indonesia 2019 training (August 2019) \% \"

Understanding of concept of GRM& Implementation of GRM

Questionnaire for assessing the Impact of GRevP

Survey Items of GRevP Questionnaire

Reviewer Competency and Traiming

+ Implementation of technical training programs and soft skills training
+ Number of training certificates issued for qualified trainers

+ Intention of holding a GRM/GRevP training program

Tmplementation of GRevP
+ Use of templates and procedures
+ Degree of adherence required for following SOP

The Outcomes of GRM for Regulatory Authorities

« Type of information accessible by public online

« Involvement of stakeholders

+ Establish checkpoints and set target timelines for review, and determine how many reviews
have met these targets

« Adoption of peer review

. of a quality system

The Impact/Gaps of GRM for Regnlatory Authorities

of GRA

'| GRevP Survey Respondents:
Drug regulatory authorities of 21 APEC member economi

Ongoing work: Reduce the length of questionnaire and incorporate one or
‘two GSubP questions to become a GRM questionnaire for regulators

Questionnaire for assessing the Impact of GSubP

Survey Items of GSubP Questionnaire

_Applicants Competency and Training

+ Implementation of technical training programs and soft skills training
* Number of training certificates issued for qualified trainers

* Number of training certificates for applicants

Quality of Submission (potential evaluation item)

+ Number of major deficiencies/rejection at filing

+ Number of SOPs and templates available

+ Degree of adherence to each item of the principles of good submission

GSubP Survey Respondents:
CoE-training participants and APAC associations

| Draft questionnaires are available. The way to conduct
survey will be discussed at the SOM-3 Meeting.

12

Current Status of GSubP questionnaire

+ GSubP questionnaire has been finalized after being reviewed by
stakeholders, such as APAC RA-EWG member, TFDA and CIRS.

+ However, opinion that it should be reduced due to too many
questions is received.

+ Need discussion of detailed implementation method
— Should reduce the number of guestions??
= Need to consider target economies
— Requester (from where)
— Timing of survey
— Implementation method

Microsoft Word
&

Latest of GSubP

AC

s Confersace

GRM survey: GSubP questionnaire

[Target economies in 2019]

— Plan to request to CoE-training participants + APAC member associations in 2019.
— In addition, making a request to the economy where APAC RA-EWG can find the
contact information of APEC (except APAC).
* Reason: APAC RA-EWG does not have the contact of each economy.
[Note]

* Due to support from APAC RA-EWG member, APAC has the contact of APAC member
associations plus Mexico, Chile, Peru, US, at this moment.

* No contact of Australia, New Zealand, Canada, Mexico, Russia, Papua New Guinea, Brunei,

[Requester (from where|)]

— Plan to request from APAC RA-EWG at this moment, but would like to confirm if
there is another way (such as, from AHC or RHSC)

[Timing of Survey]

— Under discussion

[Implementation method]

- Weh questionnaire.

Asia Par sy Gandorance

APAC

Plans for future activities with timelines

P TFDA/RAPS Taiwan
Chapter host 2019
GRM CoE Workshop
on September 17-19

P Report on assessment
of the impact from
promoting GRM

in Taipei Proposal on
sustainability of GRM
PWA
Augus September Qctaber
Beyond
2019 2019 2019 2020 2020

P RHSC Meeting

GRM roadmap

assessment:

- finalize the GRM
questionnaire (September)

* intersessional endorsement
{October)

« start the survey (November)

P Thai FDA host 2019
GRM CoE Pilot be conducted and the
Workshop on
October 28-30in
Bangkok

implementation will be
assessed periodically.

® & @ Roo

CHppREERERT

CoE training program will

outcomes of training and

RHSC endorsement requests

o

16
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M S - B EERESCEHEARMEIISR AP LR S (CoE Update)
Qutline E..

» Report of 2019 APEC GRM CoE Workshop
o Future plans

siry of Health and Welfare

Good Registration Management Roadmap
ATF hinese Taipei an: d PMDA-Ja pan)...

6.2 CoE Update: TFDA/RAPS

Hsien-Yi Lin
Senior Reviewer, Division of Medicinal Products

Taiwan Food and Drug Administration
o ® & W AR
CMipARBENERE

August15, 2019

Ministry of Health and Welfare
Food and Drug Administration

http://www.fda.gov.tw/

Statistics of Trainees from 2016 to 2018 ﬂ

———————
Number of Trainees: 188
200 188

150

47%: Local

100 53%: Other 14 Economies

50
0
Regulators Industry Total
(12 i (10 i (15 i
Number of Partici| E: 15
8 7
6 5
a 3
2 - .
\/f) Wk oE o
0 ¥rpA ERENMERE
by Regulators only by Industry only byBoth & = @ wm g Food and Dug Adminkshafion
oA ARBRERE - http:fiwww.fda.gov.tw!

2019 APEC GRM CoE Workshop 'ﬂ‘ 2019 APEC GRM Regulatory Science Center of E,‘

Excellence Workshop

Py ot
Workshop co-organizers e
APEC LSIF Regulatory
Comnitee Chang Yung-Fa Foundation
International Convention Center

< iF?A 'ﬂ'nd-

Taiwan Food and Drug Pharmaceuticals and Asia Partnership Regulatory Affairs
Administration, Ministry ~ Medical Devices Agency Conference of Professionals Society
of Health and Welfare. Phamaceutical (RAPS)

‘Asia Training Center for Associations RAPS Taiwan Chapter

Phamaceuticals and
Medical Devices
Regulatory Affairs

Core Curriculum E..

GRevP
The principles of Good Review Practices (GRevP) and Good a..dnegmez,hchwmm Good Review Practices

Submission Practices (GSubP) °

Learning Objectives

‘What is needed for regulators to accomplish good review

Good Conducting and managing the review - Basic concept of GRM e
i T - - AnOverviewofGood * Communication: - ation of application
Review Good communication with applicants ot Fundamentals and Case dossier / Practice : How
Competency for regulators e

= Effective Communication 2
for GRM . C review period

What is needed for industry to accomplish good application

Good lanning and ion of appli dossiers 5 ;‘;:;::ﬁ::::: 'ﬁ';in"'li"z
Submission Good communication with regulators taining programin each
Competency for applicants economy.
7 8
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Pre-training materials

° GRM Roadmap

¥

GRevP Guidelines
(WHO)
GSubP Guidelines

Trainees’ Questionnaire for
Session 6 Application of the
GRM Concept to the Entire
Product Life Cycle

PowerPoint Presentations for
Session 6 Application of the
GRM Concept to the Entire
Product Life Cycle

R
oty

Program of 2019 APEC GRM CoE Worksht::pﬁI

Application of GRM to the Entire Product Life Cycle

Sep17 Sep18 Sep 19
Common Sessions Common Sessions Common Sessions
Keynote Speech and Cond of the GRM
* Product development & the review (C4) Concept to the Entire

Regulatory approval Product Life Cycle (C6)

Introduction of GRM (C1) + Postmarket Surveillance
Topics of Special Interests
« implementation & KPI

Lunch Lunch Lunch
Common Sessions Common Sessions Common Sessions

Planning of Applications (C2)

Critical thinking and
y decision making

of m

Communications (C7)

<& Competencies and
Dossier/ Practice: How to (cs) ) Training for Reviewers
Prepare lication Dossier | * and Applicants (C8)
(c3) « industry perspectives
http://www.raps-in-taiwan.org.tw/CoE_2019/2019_CoE_agenda.html (™ w « m »n =
MppREEnERS

10

Food and Drug Administration Ministry of Health and Welfare

. @ W OH m
D ERENE

FDA iSod'cna Drug Adrministiation

hitp:/fwww.1da.gov.tw/

s Plan to collaborate with interested APEC member
economies in organizing local training

o Plan to assess the outcomes of GRM CoE training

Future Plans

L

Food and Drug Adminisiration Ministry of Health and Welfare

© VENUE. CHUNE VUM FOUNDATION Tupa T

[ I
AHEHM!EI

Food and Drug Administiation

hitp:/www.fda.gov.tw/
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12. Medical Device PWA

12.5 CoE Pilot Update: TFDA

Taiwan Food and Drug Administration
August 15, 2019

Timeline for 2019 CoE Pilot Program

P Oct. 22-24, 2019

2019 APEC Medical Devices
Regulatory Science Center of
Excellence Pilot Workshop

P Program Committee
Pilot Planning Committee
was established.

2019 Feb. 2019 May 2019 Aug. 2019 Oct.

P 2019 SOM3 meeting
CoE pilot program:

P 2019 SOM1 meeting
Cok pilot program:

Application UPDATES
@ % W f OB
< FDA sgmﬁ-;ndm D-u?m%h%oﬁi Cy- @ s m U
hitp gov.tw 5 &'F;?A’E"?”EH'

2019 APEC Medical Devices CoE Pilot Workshop

Regulatory Harmonization
Steering Commitiee

Life Sciences
Innovation Forum
APEC LSIF Regulatory
Harmenization Steering
Committee

Workshop co-organizers

Pilot Planning Committee

JIRA s, .«
ol i Y
Japan Medical Imaging and
Radiological Systems
Industries Association

'
C/‘FDA
Taiwan Food and Drug

Administration

Pharmaceuticals and
Medical Devices Agency

Advanced Medical
Technology Association

Information of CoE Pilot Workshop

Date October 22 - October 24

Venue NTUH International Convention Center, Taipei

Trainees Regulators, industry & standards development
organization (SDO) representatives, and
academics

Speakers 11 speakers

Learning Objectives

Understand the importance of the use of
standards in the assessment of medical devices

Core Curriculum

« Guidances
1. GHTF/SG1/N044:2008 Role of Standards in the Assessment of Medical
Devices
2. AHWP/WG2-WG8/F002:2014 Role of Standards in the Assessment of
Medical Devices
3. GHTF/SG1/N77 Principles of Medical Devices Classification
4. GHTF/SG1/N78 Principles of Conformity Assessment for Medical
Devices
IMDRF/GRRP WG/N47 Essential Principles of Safety and Performance of
Medical Devices and IVD
6. IMDRF/Standards WG/N51 FINAL:2018 Optimizing Standard for

v

Regulatory Use
3
« IMDRF Standards Working Group Reports
/ 1. List of international standards recognized by IMDRF management
committee members
2. Improving the quality of international standards for requlatory use
L W £ RN e W O£ RN
;’R;Axﬁqmral C/’ni\"",’“““
5 6
Agenda of CoE Pilot Workshop Plans for the Year 2019
Introduction of Workshoj Group activities: Standards Recognition Process «  Case study: Howto use.
Keynote speech: Role of standards in Breakout group discussion the standardsin :
conformity assessment. ‘Group presentations. conformityassessment Y Obtaln fl nal approval from RHSC for the
Introduction of CoE pilot workshop «  Panel discussion (Q&A) .
Topic ify the Cl in Standards CokE pilot pragram
Spedial Section for Regulatory Purposes Expectations from the : :
Introduction of medical device * Keynote speech Workshop and Next Steps ® Host the CoE p”Ot WorkShop in October
registration in each economy » Listofi i u PR L . .
Panel discussion (Q&A) recognized by IMDRF management presentations -
committee members *  Certfficate award ® Assess the implementation and outcomes
*  Improving the quality of international ceremony f h C E |
standards for regulatory use of the CoE pilot program
Lunch Lunch Lunch e Convene program committee to discuss
Topic 1: Understand the Importance of the Group activities: Common Challenges with Manufacturing Site Visit outcomes Of thE COE plIOt prog ram
Use of standards in the Assessment of Registration of Medical Devices - -
Breakout group discussion
*  Basic scheme of conformity ‘Group presentations.
assessment procedure and
lassificatic Topic 3: Optimizi ulator:
e e = EER Apply to become a formal CoE
Co v onthe -« h
standards. Stakeholder presentations.
1SO/IEC standard it c | discussion (Q&A)
EU standards harmonization precess
Panel discussion (Q&A)
< RFDA PR BT
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B4 7 ~ SOM3 2019 LSIF Planning Group (LSIF PG) Meeting &2

SOM3 2019 LSIF Planning Group (LSIF PG) Meeting

Saturday, 17 August 2019
09:30 - 17:00

Enjoy Hotel, Osorno A | Puerto Varas, Chile

AGENDA
Time ¥ Topic
09:30 - 09:35 1 Opening Session
1.1. Welcome Remarks (LSIF Planning Group Chair)
09:35-10:00 2 | APEC 2019 Priorities
2.1. APEC 2019 Priorities (Ministry of Foreign Affairs, Chile)
2.2. APEC 2019 Health and Life Sciences Priorities (Institute of Public Health, Chile)
2.3. APEC Management Update (APEC Secretariat)
10:00 - 10:20 Research & Development
3 3.1. Enabling Investment in the Innovative Life Sciences Sector (LSIF Advisor)
3.2. APEC Biomedical Technology Commercialization Center — TCTC (Thailand)
10:20 - 10:50 Coffee Break and Photo
Regulatory Harmonization Steering Committee — RHSC
4.1. RHSC Update (RHSC Co-Chairs - United States and Japan)
4.2. APEC Harmonization Center Update (Korea - AHC)
4.3. Key Performance Indicators (Korea - AHC)
10:50 - 12:30
4.4. LSIF High-Level Dialogue on Regulatory Convergence (LSIF Advisor)
4
4.5. Vision 2030 Drafting Group (LSIF Advisor)
4.6. Securing Upstream and Downstream Supply Chain Integrity (US Pharmacopeia)
4.7. Quality control tests for Biotechnological products in APEC economies (Peru)
4.8 WHO Regulatory update
12:30 — 14:30 Lunch Break
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Health Policy & Innovation

5.1. Tropical Health Workforce Hub (James Cook University, Australia)

5.2. Blood Screening and Processing Centralization through Development of "Center of
Excellence" (Indonesia)

5.3. Rare Disease Network (Queensland Univ of Technology & Ministry of Health of Chile)

14:30 - 17:00
5 5.4. Latent Tuberculosis
5.5. APEC Health Sciences Academy (Peking University, China)
5.6. 9" APEC High-Level Meeting on Health & the Economy (Canada)
5.7. Innovative Healthcare Financing (LSIF Advisor)
5.8. APEC Digital Hub for Mental Health (Canada) - I hour presentation
17:00-17:10 6 Document Classification (APEC Secretariat)
17:10-17:20 7 LSIF Meetings in 2020 (Malaysia)
17:20-17:40 8 Closing Session
17:40 Adjourn
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Ffff4 8 ~ APEC LSIF Policy Dialogue on Innovation, Regulatory Systems, and
Regulatory Convergence sBfe

UPDATED 15 AUGUST 2019

(Carec S o)

Asia-Pacifi / .
Economi?: ngpecralion f \ PEC hovition Eordit AHC

APEC Harmonization Center

APEC LSIF Policy Dialogue on Innovation, Regulatory Systems, and Regulatory Convergence
“A Decade of Regulatory Convergence in APEC: Learning from the Past, Looking to the Future”
August 18, 2019 | Osorno B, Enjoy Hotel | Puerto Varas, Chile

8:30-9:00 | Arrival, Registration, and Networking

Opening Remarks
e Ms Erika Elvander, Chair, APEC LSIF Planning Group; Director, Asia-Pacific, Office of Global Affairs, Department
of Health and Human Services, The United States
e Mr Carlos Bravo Goldsmith, Head, National Medicines Agency Department (ANAMED), Chile
e Dr Mijeong Kim, Cardiovascular & Neurology Products Division, National Institute of Food and Drug Safety
Evaluation, Ministry of Food and Drug Safety, Korea

9:00-9:20

Setting the Scene: APEC Progress Towards Regulatory Convergence

This session will showcase the results of the joint AHC-LSIF project to track key performance indicators (KPls)
measuring progress towards regulatory convergence among APEC economies. How have we performed? Where
might future efforts be focused? Are we tracking the right KPIs?

9:20-10:20 | (Moderator) Ms Patricia Wu, LSIF Advisor

e Dr Mijeong Kim, Cardiovascular & Neurology Products Division, National Institute of Food and Drug Safety
Evaluation, Ministry of Food and Drug Safety, Korea

e Prof John Lim, Professor & Executive Director, Center for Regulatory Excellence (CoRE), Duke-National
University of Singapore

10:20-10:30 | Official Photograph & Coffee/Tea Break

Session 1: Keynote Remarks from Regulatory Authorities
This session will explore diverse perspectives on how APEC regulatory authorities are accelerating regulatory
convergence, their reflections on a decade of regulatory work in APEC, and their thoughts on future efforts.

(Co-Moderators) Dr Michelle Limoli, Co-Chair, APEC RHSC; Senior International Health Science Advisor, Food and
Drug Administration, The United States; Dr Nobumasa Nakashima, Co-Chair, APEC RHSC; Senior Director for
10:30-12:00 | International Programs, Pharmaceutical and Medical Device Agency, Japan

¢ Dr Mijeong Kim, Cardiovascular & Neurology Products Division, National Institute of Food and Drug Safety
Evaluation, Ministry of Food and Drug Safety, Korea

e Datin Dr Faridah Aryani Binti Md. Yusof, Head, National Pharmaceutical Regulatory Authority, Malaysia

e Dr Oscar Guitierrez, Officer-in-Charge, Policy & Planning Service, Food and Drug Administration, The Philippines

e Dr Shou-Mei Wu, Director General, Taiwan Food and Drug Administration, Chinese Taipei

12:00-13:30 | Lunch

Session 2: Lessons on Innovation & Regulatory Convergence from Beyond APEC

This session will present unique perspectives, insights, and best practices from neighboring non-APEC economies on
their own efforts to accelerate life sciences innovation and to promote regulatory convergence regionally and
globally.

(Moderator) Mr Carlos Bravo Goldsmith, Head, National Medicines Agency Department, Chile
13:30-14:30

e Ms Daniela Marreco Cerqueira, Deputy Director, National Health Surveillance Agency (ANVISA), Brazil

¢ Ms Judith Mestre, Director of Medicines and Biologic Products, National Institute of Food & Drug Surveillance
(INVIMA), Colombia

e Mr Rafael Diaz-Granados, Executive Director, Latin American Federation of Pharmaceutical Industry (FIFARMA)

e Dr James Fitzgerald, Director, Health Systems and Services, Pan American Health Organization (PAHO)
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UPDATED 15 AUGUST 2019

14:30-16:0

Session 3: Industry Perspectives on Regulatory Convergence & the Future of Health Care
This session will examine how medical products industries are accelerating regulatory harmonization, how progress

benefits consumers and patients, their reflections on a decade of regulatory convergence in APEC, and their
thoughts on future efforts in APEC.

(Moderator) Ambassador Robert Holleyman, President & CEO, Crowell & Moring International
Medical Devices
e Ms Nicole Taylor Smith, APEC RHSC Medical Device Industry Coalition Member; Vice President, Medtronic
ol * Mr Naoki Morooka, APEC RHSC Medical Device Industry Coalition Coordinator; Vice Division Chairman,
Regulatory & Safety, Japan Medical Imaging & Radiological Systems Industries Association (JIRA)
Research-Based Pharmaceuticals & Biotechnological Products
e Ms Camille Jackson, APEC RHSC Research-Based Pharmaceutical Industry Coalition Coordinator; Associate Vice
President, Pharmaceutical Researchers & Manufacturers of America (PhRMA)
e Mr Kazuharu Matsuoka, APEC RHSC Research-Based Pharmaceutical Industry Coalition Coordinator; Director,
Japan Pharmaceutical Manufacturers Association (JPMA)
e Ms Lila Feisee, APEC RHSC Biotechnological Products Industry Coalition Coordinator; Vice President,
International Affairs, Biotechnology Innovation Organization (BIO)

16:00-17:00

Session 4: Academic and Institute Perspectives

In 2019, RHSC's network of Training Centers of Excellence for Regulatory Science is expected to hold over 20
regulatory training programs, reaching hundreds of regulators. This session will highlight how these institutions are
facilitating regulatory convergence through research, education, and capacity-building, their reflections on a
decade of regulatory convergence in APEC, and their thoughts on future efforts in APEC.

(Moderator) Dr Samvel Azatyan, Group Lead, Capacity Building, Regulatory Systems Strengthening Team,
World Health Organization (WHO)

e Prof Gong Chen, Secretary-General, APEC Health Science Academy, Executive Deputy Director, Institute of
Population Research, Peking University

¢ Dr Jared Auclair, Co-Chair, APEC RHSC Centers of Excellence Coalition; Associate Teaching Professor & Director,
Northeastern University (NEU)

e Dr Ronald Piervincenzi, Alternate Co-Chair, APEC RHSC Centers of Excellence Coalition; CEO, United States
Pharmacopeia (USP)

e Mr Cherng Yeu Neo, Co-Chair, APEC RHSC Centers of Excellence Coalition; Associate Director, Center of
Regulatory Excellence (CoRE), Duke-National University of Singapore (Duke-NUS)

17:00-17:50

Concluding Observations, Recommendations, and Remarks

(Moderator) Ms Erika Elvander, Chair, APEC LSIF Planning Group; Director, Asia-Pacific, Office of Global Affairs,
Department of Health and Human Services, The United States

e Prof John Lim, Professor & Executive Director, Center for Regulatory Excellence (CoRE), Duke-National
University of Singapore

¢ Dr Mijeong Kim, Cardiovascular & Neurology Products Division, National Institute of Food and Drug Safety
Evaluation, Ministry of Food and Drug Safety, Korea

o Dr James Fitzgerald, Director, Health Systems and Services, Pan American Health Organization (PAHO)

17:50-18:00

Walk to El Humedal Restaurant (Turismo 145, Puerto Varas, Chile; 170 meters / 2 minutes from Enjoy Hotel)

18:00-19:30

Reception: 10th Anniversary Celebration of the APEC Harmonization Center
* Dr Mijeong Kim, Cardiovascular & Neurology Products Division, National Institute of Food and Drug Safety
Evaluation, Ministry of Food and Drug Safety, Korea

e Ms Erika Elvander, Chair, APEC LSIF Planning Group; Director, Asia-Pacific, Office of Global Affairs, Department
of Health and Human Services, The United States
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Chinese Taipei’s Perspectives f&§#R
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CoE Pilot Program under Medical Device PWA

* Represented APEC LSIF RHSC to the IMDRF Management Committee
meetings in 2015 and 2019

Proposed a Center of Excellence (CoE) Pilot Program under Medical
Device PWA of RHSC

— Program endorsed by RHSC in March 2019

— CoE pilot workshop to be held in October 2019 on medical

device standards
* Apply to become a formal CoE under Medical Device PWA of RHSC

in 2020
— Keep on hosting CoE training programs once endorsed
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Proactive Participation to APEC Activities

to APEC Activities 2016-2019

GRM CoE, 2016-2019 (TFDA hosted)

MRCT CoE, 2016-2018
Pharmacovigilance
workshop & CoE,

2016-2018 (hosted the 20162019

meeting in 2018)

Biotherapeutics

CoE, 2017 5
o Therapies, 2017-

2019

Global Medical Product
Integrity and Supply Chain
Security, 2016

Product Quality & Supply
Chain Pilot Program, 2017

CoE pilot, 2019

APEC LSIF/
APEC RHSC
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APEC LSIF PoLICY DIALOGUE
ON INNOVATION, REGULATORY SYSTEMS, AND REGULATORY CONVERGENCE

Purpose

This report serves as a summary of outcomes from the APEC Life Sciences Innovation Forum (LSIF) Policy
Dialogue on Innovation, Regulatory Systems, and Regulatory Convergence (PD), held 18 August 2019 in
Puerto Varas, Chile, including recommendations for consideration by the APEC High Level Meeting on
Health & the Economy (HLM), APEC Ministers, and APEC Leaders.

Background

The PD was organized by the LSIF under the leadership of Ms. Erika Elvander (LSIF Planning Group Chair)
with support from the APEC Harmonization Center (AHC) under the leadership of Dr. Dong-hee Lee
(Director) and from Chile as the APEC 2019 Host Economy.

The PD built upon the LSIF's long-standing recognition of the critical role that the life sciences sector
plays in promoting public and economic health and the role that strong and efficient regulatory systems
play in enabling life sciences innovation.

The PD convened the leaders of drug and medical device regulatory authorities and representatives
from industry and academia to reflect on a decade of progress towards regulatory convergence® in APEC
and to envision the next iteration of a regional vision for how regulatory systems and regulatory
convergence may accelerate life sciences innovation and make new medical products available to
populations across APEC economies.

See Annex 1 for the agenda of the PD as executed on 18 August 2019 in Puerto Varas, Chile.

Outcomes
1. The PD concluded with a strong affirmation that the RHSC should continue its work beyond 2020
and accelerate APEC’s regulatory convergence efforts for a number of key reasons:

a. Regulatory convergence protects people’s safety: when we take advantage of testing,
inspections, and reviews already done by high-performing regulators around the region, we
can efficiently ensure approved products are both effective and safe, and work together to
watch for safety issues in our collective population.

b. Regulatory convergence makes products available: when we leverage the assessment work
already done by high-performing regulators on a particular life-saving product, we can
approve that product more quickly and ensure it is readily available on the market to those
who need it.

c. Regulatory convergence saves public resources: when we tap into the expertise and work of
other high-performing regulators around the region, we can avoid unnecessary duplication
and limit wasteful spending so we save our precious public health resources for use
elsewhere.

d. Regulatory convergence attracts investment: when we shorten burdensome procedures
and adopt best practices by trusting the processes of high-performing regulators, we can

! The RHSC defines “regulatory convergence” as a voluntary process whereby the regulatory requirements across
economies become more similar or “aligned” over time as a result of the gradual adoption of internationally
recognized technical guidance documents, standards and scientific principles (harmonization) and common or
similar practices and procedures. It does not represent the harmonization of laws and regulations, which is not
necessary to allow for the alignment of technical requirements and for greater regulatory cooperation.
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reduce uncertainty and delays so that both local and international firms find it easier to do
business in our economies, invest their capital, and create jobs.

Regulatory convergence prevents corruption: when we avoid duplicate inspections and
lengthy approval pracedures, we can reduce the time it takes to respond to an application,
so we prevent opportunities for corrupt or dishonest behavior.

Regulatory convergence improves global standing: when we share the load with other
regulators and join international initiatives, we show our willingness to cooperate and
support best practices, which strengthen the global community and enable investment in
our economies.

The PD therefore strongly reaffirmed the statement made by APEC Ministers in 2011 to “...achieve
convergence on regulatory approval procedures for medical products by 2020, which will allow
patients more timely access to innovations” and urged an extension and acceleration of efforts to
meet the convergence goal by 2030.

Looking ahead to 2030, the PD participants encouraged the RHSC to consider the following
additions to its strategy for the next decade:

a.

S0 o 0o

Establishing a ‘regulatory sandbox’ to enable piloting innovative regulations;

Supporting ‘horizon scanning’ exercises led by regulators with experience in novel products;
Interacting with patients, healthcare providers, and political leaders including legislators ;
Improving participation from APEC member economies in RHSC meetings and activities; and,
Improving outreach and communications both within and outside of APEC; and,

Improving connection to other regulatory harmonization initiatives and mechanisms such as
ICH, IPRP, PIC/S, IMDRF, PANDRH, and MDSAP.

2. PD participants reflected on RHSC key performance indicators (KPIs)? tracking regulatory
convergence over the last decade and now on an annual basis (conducted as an LSIF-AHC Project).

Endorsed in 2017, the KPIs measuring progress towards achieving regulatory convergence include:

a.

m o a0 o

Number of economies engaging in information sharing;

Number of economies establishing confidentiality commitments;

Number of economies sharing Good Manufacturing Practices (GMP) certificates;

Number of economies establishing Mutual Recognition Agreements (MRAs);

Number of economies minimizing required Certificates of Pharmaceutical Product (CPPs);
Number of economies allowing multiple sites in a single license; and,

Number of economies joining regulatory harmonization initiatives including the
International Council for Harmonization of Technical Requirements for Pharmaceuticals for
Human Use (ICH), Pharmaceutical Inspection Cooperation Scheme (PIC/S), and International
Pharmaceutical Regulators Programme (IPRP).

The PD participants acknowledged that the KPIs endorsed by RHSC to date are focused on regulatory
convergence of drug and vaccine approvals, and welcomed KPIs to monitor and evaluate
regulatory convergence of medical device approvals as well. The PD participants encouraged the

2 Chong, S.S.F., Lim, J.C.W. & Tominaga, T. “Developing key performance indicators to measure the progress of
regional regulatory convergence and cooperation in APEC.” AAPS Open (2018) 4: 4. doi.org/10.1186/s41120-018-

0024-2
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RHSC to not only continue tracking the KPIs on an annual basis, but also to develop more specific
KPIs to track progress within each priority work area (PWA).

The PD participants emphasized that KPls should not be used to single out economies but, rather,
should be used to ensure that “no economy is left behind” in support of “inclusive growth”.

See Annex 2 for an illustration of KPI data collected and analyzed by AHC, from 2008 to 2019,

PD participants reflected on the next decade of a regional vision for how regulatory systems and
regulatory convergence may accelerate life sciences innovation and make new medical products
available to populations across APEC economies. Leaders of regulatory authorities and other PD
participants urged the RHSC to consider focusing new efforts on:

a. Reliance on stringent regulatory authorities;
Creation and expansion of expedited or facilitated regulatory pathways;
Use of third-party reviews for low-risk medical devices;
Collection and use of real world evidence;
Digital technologies (for research and development); and,
Patient-centered drug development.

s~ a0 o

PD participants applauded the RHSC for continuing to improve and scale its network of Training
Centers of Excellence for Regulatory Science (CoEs) to build skilled human capacity, and urged
regulatory authorities to send participants and also provide support in the form of faculty. PD
participants noted that CoEs will continue to serve as a key pillar to advancing the RHSC’s regulatory
convergence goal.

It was also noted that the CoE network complements ICH and IMDRF by helping supporting the
gradual adoption of internationally recognized technical guidance documents, standards and
scientific principles through training. As of 2019 across nine APEC economies there are 16 Centers of
Excellence hosting 23 workshops this year, which will train hundreds of regulators.

The PD participants encouraged RHSC and CoEs to develop and track KPIs to measure not only the
outputs and outcomes of training activities, but their impact both the short- and long-term.
Improving the impact of training activities may also require renewed focus on developing
consistently recurring, long-term programs to teach and test students instead of single, ad hoc
programs.

The PD participants urged RHSC and CoEs to consider strategies to increase the geographic
diversity and reach of training programs, such as through ‘roadshows’ and other traveling or
remote programs, as well as strategies to improve the financial sustainability of programs.

See Annex 3 for CoEs that have been endorsed by the RHSC and are now operational, as well as pilots
for additional CoEs have been endorsed by the RHSC.

PD participants concluded that all relevant stakeholders — among them regulators and regulated
industry — should appropriately prioritize and resource regulatory convergence efforts within the

context of their own economies. This includes promoting the use of existing international
guidelines, supporting a strategic and coordinated approach to regulatory convergence, and building
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human and regulatory capacity, such as the approach taken by the RHSC and its partners such as the
LSIF and AHC.

In addition, stakeholders should promote complementary action and make maximum use of
resources, for example by maintaining a focus on using the ICH, IMDRF, and others to develop
guidelines while leveraging RHSC to implement such guidance by building skilled human capacity.

The PD included a session on “Innovation and Regulatory Convergence from Beyond APEC” with
invited guests from Brazil, Colombia, and the Pan American Health Organization, and reflected on
future collaboration and coordination with non-APEC economies in areas such as:

a. Sharing training opportunities with non-APEC economies as interested parties;

b. Special briefings for regulatory authorities and leaders in non-APEC economies; and,

c. Standing invitations for non-APEC economies to observe RHSC meetings.

PD participants thanked AHC for its support over the last decade for pilot CoEs and other training
programs, workshops, and the CoE website; and asked the AHC to continue their involvement in

the RHSC, focusing their efforts on assisting pilot CoEs, organizing special workshops, and helping
lead strategic and high-level projects such as the survey and analysis of the KPls.
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Annex 1: Agenda

8:30-9:00

Arrival, Registration, and Networking

9:00-9:20

Opening Remarks
e Ms Erika Elvander, Chair, APEC LSIF Planning Group; Director, Asia-Pacific, Office of Global Affairs,
Department of Health and Human Services, The United States
e Mr Carlos Bravo Goldsmith, Head, National Medicines Agency Department (ANAMED), Chile
e Dr Mijeong Kim, Cardiovascular & Neurology Products Division, National Institute of Food and Drug
Safety Evaluation, Ministry of Food and Drug Safety, Korea

9:20-10:20

Setting the Scene: APEC Progress Towards Regulatory Convergence

This session will showcase the results of the joint AHC—LSIF project to track key performance indicators
(KPIs) measuring progress towards regulatory convergence among APEC economies. How have we
performed? Where might future efforts be focused? Are we tracking the right KPIs?

(Moderator) Ms Patricia Wu, LSIF Advisor
* Dr Mijeong Kim, Cardiovascular & Neurology Products Division, National Institute of Food and Drug
Safety Evaluation, Ministry of Food and Drug Safety, Korea

e Prof John Lim, Professor & Executive Director, Center for Regulatory Excellence (CoRE), Duke-National
University of Singapore

10:20-10:30

Official Photograph & Coffee/Tea Break

10:30-12:00

Session 1: Keynote Remarks from Regulatory Authorities

This session will explore diverse perspectives on how APEC regulatory authorities are accelerating
regulatory convergence, their reflections on a decade of regulatory work in APEC, and their thoughts on
future efforts.

(Co-Moderators) Dr Michelle Limoli, Co-Chair, APEC RHSC; Senior International Health Science Advisor,
Food and Drug Administration, The United States; Dr Nobumasa Nakashima, Co-Chair, APEC RHSC;
Senior Director for International Programs, Pharmaceutical and Medical Device Agency, Japan

* Dr Mijeong Kim, Cardiovascular & Neurology Products Division, National Institute of Food and Drug
Safety Evaluation, Ministry of Food and Drug Safety, Korea

e Datin Dr Faridah Aryani Binti Md. Yusof, Head, National Pharmaceutical Regulatory Authority,
Malaysia

* Dr Oscar Guitierrez, Officer-in-Charge, Policy & Planning Service, Food and Drug Administration, The
Philippines

* Dr Shou-Mei Wu, Director General, Taiwan Food and Drug Administration, Chinese Taipei

12:00-13:30

Lunch

13:30-14:30

Session 2; Lessons on Innovation & Regulatory Convergence from Beyond APEC

This session will present unique perspectives, insights, and best practices from neighboring non-APEC
economies on their own efforts to accelerate life sciences innovation and to promote regulatory
convergence regionally and globally.

(Moderator) Mr Carlos Bravo Goldsmith, Head, National Medicines Agency Department, Chile

* Ms Daniela Marreco Cerqueira, Deputy Director, National Health Surveillance Agency (ANVISA),
Brazil

* Ms Judith Mestre, Director of Medicines and Biclogic Products, National Institute of Food & Drug
Surveillance (INVIMA), Colombia

* Mr Rafael Diaz-Granados, Executive Director, Latin American Federation of Pharmaceutical Industry
(FIFARMA)

¢ Dr James Fitzgerald, Director, Health Systems and Services, Pan American Health Organization (PAHOQ)
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14:30-16:00

Session 3: Industry Perspectives on Regulatory Convergence & the Future of Health Care

This session will examine how medical products industries are accelerating regulatory harmonization,
how progress benefits consumers and patients, their reflections on a decade of regulatory convergence
in APEC, and their thoughts on future efforts in APEC.

(Moderator) Ambassador Robert Holleyman, President & CEO, Crowell & Moring International

Medical Devices

* Ms Nicole Taylor Smith, APEC RHSC Medical Device Industry Coalition Member; Vice President,
Medtronic

* Mr Naoki Morooka, APEC RHSC Medical Device Industry Coalition Coordinator; Vice Division
Chairman, Regulatory & Safety, Japan Medical Imaging & Radiological Systems Industries Association
JIRA)

Research-Based Pharmaceuticals & Biotechnological Products

* Ms Camille Jackson, APEC RHSC Research-Based Pharmaceutical Industry Coalition Coordinator;
Associate Vice President, Pharmaceutical Researchers & Manufacturers of America (PhRMA)

* Mr Kazuharu Matsuoka, APEC RHSC Research-Based Pharmaceutical Industry Coalition Coordinator;
Director, Japan Pharmaceutical Manufacturers Association (JPMA)

* Ms Lila Feisee, APEC RHSC Biotechnological Products Industry Coalition Coordinator; Vice President,
International Affairs, Biotechnology Innovation Organization (BIO)

16:00-17:00

Session 4: Academic and Institute Perspectives

In 2019, RHSC's network of Training Centers of Excellence for Regulatory Science is expected to hold over
20 regulatory training programs, reaching hundreds of regulators. This session will highlight how these
institutions are facilitating regulatory convergence through research, education, and capacity-building,
their reflections on a decade of regulatory convergence in APEC, and their thoughts on future efforts in
APEC.

(Moderator) Dr Samvel Azatyan, Group Lead, Capacity Building, Regulatory Systems Strengthening
Team, World Health Organization (WHQ)

* Prof Gong Chen, Secretary-General, APEC Health Science Academy, Executive Deputy Director,
Institute of Population Research, Peking University

* Dr Jared Auclair, Co-Chair, APEC RHSC Centers of Excellence Coalition; Associate Teaching Professor &
Director, Northeastern University (NEU)

* Dr Ronald Piervincenzi, Alternate Co-Chair, APEC RHSC Centers of Excellence Coalition; CEO, United
States Pharmacopeia (USP)

* Mr Cherng Yeu Neo, Co-Chair, APEC RHSC Centers of Excellence Coalition; Associate Director, Center
of Regulatory Excellence (CoRE), Duke-National University of Singapore (Duke-NUS)

17:00-17:50

Concluding Observations, Recommendations, and Remarks
(Moderator) Ms Erika Elvander, Chair, APEC LSIF Planning Group; Director, Asia-Pacific, Office of Global

Affairs, Department of Health and Human Services, The United States

* Prof John Lim, Professor & Executive Director, Center for Regulatory Excellence (CoRE), Duke-National
University of Singapore

* Dr Mijeong Kim, Cardiovascular & Neurology Products Division, National Institute of Food and Drug
Safety Evaluation, Ministry of Food and Drug Safety, Korea

* Dr James Fitzgerald, Director, Health Systems and Services, Pan American Health Organization (PAHO)

7 of 9
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Annex 2: Key Performance Indicators

How are we progressing towards our objective to achieve
the maximum feasible level of regulatory convergence by 2020?

Engaging in Information Sharing /' Information sharing Establishing Confidentiality
and confidentiality Commitments
commitments help
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M participation in MRAs
£ uire real, practical 2
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Joining regulatory cc E initiatives builds confidence and trust among regulators and enhances the

kecesszry capacity to undertake regulatory convergence. They are the foundations to achieving our objective.
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Annex 3: APEC Training Centers of Excellence for Regulatory Science

As of 2019 across nine APEC economies there are 16 Centers of Excellence hosting 23 workshops this
year, which will train hundreds of regulators.

* Multi-regional Clinical Trials (MRCT) and Good Clinical Practices (GCP) Inspection
1. Duke-National University of Singapore (Duke-NUS) — Singapore
2. Peking University — P.R. China
3. Pharmaceuticals and Medical Devices Agency (PMDA) — Japan
4. MRCT Center of Brigham & Women’s Hospital and Harvard University — United States

* Biotechnological Products (Biotherapeutics)
1. Northeastern University — United States
2. APEC Harmonization Center — Republic of Korea
3. Duke-NUS - Singapore
4. Kobe University — Japan (Pilot)

* Good Registration Management (GRM)
1. Taiwan Food and Drug Administration (TFDA), Chinese Taipei in cooperation with Regulatory
Affairs Professional Society (RAPS) — Chinese Taipei
2. COFEPRIS —Mexico
3. Thailand Food & Drug Administration (Thai FDA) — Thailand (Pilot)

* Pharmacovigilance
1. PMDA -Japan
2. Korean Institute for Drug Safety (KIDS) — Republic of Korea
3. Peking University — P.R. China

o Global Supply Chain Integrity

1. U.S. Pharmacopeia (USP) — United States
2. University of Tennessee Health Science Center — United States
3. Taylor’s University — Malaysia (Pilot)

¢ Advanced Therapies (Cell, Gene, and Tissue-Based Therapies)

1. Northeastern University — United States
2. Duke-NUS - Singapore

¢ Medical Devices
1. University of Southern California (USC) — United States

2. National Institute of Device Safety (NIDS) — Republic of Korea

3. PMDA - Japan (Pilot)

4, TFDA, Chinese Taipei in cooperation with RAPS — Chinese Taipei (Pilot)
5. Northeastern University — United States (Pilot)

90f9
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9th APEC High-Level Meeting on Health & the Economy

“Healthy Economies in an Aging World”
20-21 August 2019 | Puerto Varas, Chile

DAY ONE - Tuesday, 20 August

14:00 - 14:20 OPENING SESSION

Welcome Remarks

= Ms. Tammy Bell, Co-Chair, APEC Health Working Group and Health Canada

= Ms. Erika Elvander, Chair, Life Sciences Innovation Forum Planning Group and Department of Health and Human
Services, United States

Welcome Message (via video message)
= Ms. Cecilia Morel, First Lady of Chile

14:20 - 14:35 CHAIR'S ADDRESS

= Hon. Dr. Jaime Manalich, Minister of Health, Chile

14:35 - 14:50 Official Photo — APEC Heads of Delegation

14:50 - 16:00 SESSION ONE: THE ECONOMIC IMPERATIVE FOR ACTING ON HEALTHY AGING IN APEC

Each speaker will have 10 minutes for remarks. The moderator will then ask a series of questions for 15 minutes.
Followed by 15 minutes for questions from other APEC Ministers and Heads of Delegation.

Panel Discussion:
= Dr. Yasuhiro Suzuki, Vice-Minister for Health, Ministry of Health, Labour and Welfare of Japan
= Mr. James Fitzgerald, Director, Health Systems and Services at Pan-American Health Organization / World
Health Organization
= Mr. Lance Robertson, Assistant Secretary for Aging and Administrator for the Administration for Community
Living, United States
= Prof. Dr. Dennis Ostwald, Chief Executive Officer, WifOR Institute

Speaker and Moderator: Francesca Colombo, Head of the Health Division, Organization for Economic Co-operation
and Development (OECD)

16:00 - 16:30 Coffee Break

SESSION TWO: ADAPTING HEALTH SYSTEMS TO SUPPORT HEALTHY AGING - LESSONS LEARNED AND
16:30 - 18:15 FUTURE STRATEGIES
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Each speaker with have 5 minutes for introductory remarks. The moderator will then ask a series of questions for 20
minutes. Followed by 15 minutes for questions from other APEC Ministers and Heads of Delegation.

Panel Discussion:

= Ms. Elmira Vergazova, Deputy Director, Department of the Organization of Medical Care of the Russian
Ministry of Health

= Mr. Jeong Hong-geun, Director General for International Cooperation, Ministry of Health and Welfare,
Republic of Korea

= Dr. Nanako Tamiya, Professor and Chair, Department of Health Services Research, University of Tsukuba,
Japan

= Mr. Jean-Jacques Bresson, Head of Latin America, Sanofi

= Dr. Ignacio Pérez, Integral Center for a Happy Ageing, Faculty of Medicine of Universidad de los Andes, Chile

Moderator: Dr. Paula Daza, Undersecretary of Public Health, Ministry of Health, Chile

CULURAL EVENT

19:30 - 21:30 Cultural Event
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DAY TWO - Wednesday, 21 August

09:00 - 09:05 Welcome Remarks
= Ms. Tammy Bell, Co-Chair, APEC Health Working Group and Health Canada
= Ms. Erika Elvander, Chair, Life Sciences Innovation Forum Planning Group and Department of Health and
Human Services, United States
09:05 - 10:15 SESSION THREE: EMBRACING THE DIGITAL FUTURE IN SUPPORT OF HEALTHY AGING IN APEC
Panel Discussion:
* Hon. Shih-Chung Chen, Minister of Health and Welfare, Chinese Taipei
= Dr. Benjamin Koh Khay Wee, Deputy Secretary (Development), Ministry of Health Singapore
= Mr. Lance Robertson, Assistant Secretary for Aging and Administrator for the Administration for
Community Living, United States
= Dr. Leslie Mancuso, President & CEO, Jhpiego
*  Ms. Nacia Pupo Taylor, Senior Director, Global Health Policy, Johnson & Johnson
Moderator: Ambassador Robert Holleyman, President & CEO, C&M International
10:15-10:30 Coffee Break
10:30 - 11:15 SESSION FOUR: EXPLORING REGIONAL SOLUTIONS TO ADDRESS ELDERLY CARE NEEDS IN APEC
Panel Discussion:
= Mr. Sebastian Villarreal, Undersecretary of Social Services, Ministry of Social Development, Chile
= Dr. Jane Barratt, Secretary General of the International Federation on Ageing
= Ms. Penny Wan, Regional Vice President and JAPAC General Manager, Amgen
= Professor lan Wronski AO, Deputy Vice Chancellor of the Division of Tropical Health and Medicine, James
Cook University
= Mr. Mario Cruz Pefate, Advisor on Health Systems and Services, Pan American Health Organization/World
Health Organization
Speaker and Moderator. Dr. Michael Hodin, CEO, Global Coalition on Aging
11:15-12:15 SESSION FIVE: REGIONAL ACTION TO IMPROVE WELLNESS AND DISEASE MANAGEMENT AMONG AGING

POPULATIONS

Panel Discussion:
= Hon. Dr. Elizabeth Zulema Tomas Gonzales, Minister of Health of Peru
= Ms. Francisca Retamal, Head of the Department of Social Tourism, National Service of Tourism, Chile
= Dr. Jane Barratt, Secretary General of the International Federation on Ageing
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Speaker and Moderator. Dr. Diego Guarin, Head Market Access Execution and Capabilities Latin America, Merck
KGaA

12:15-13:15

Lunch

13:15-14:45

SESSION SIX: UNLOCKING REGIONAL COLLABORATION TO ACCELERATE PROGRESS ON DEMENTIA

Each panelist will have will have 5-7 minutes for remarks. The moderator will then facilitate 10 minutes of questions.
Economies are welcome to ask questions and the moderator will have a series of questions prepared as well if
necessary. This will be followed by a 45-minute roundtable where each member economy will have the opportunity to
spotlight a project or initiative that their economy has implemented to address dementia that highlights the innovative
approaches they are taking to promote healthy aging (2 minutes per presentation). Each of the projects or initiatives
shared by APEC economies will be collated to create a compilation of APEC initiatives and projects that address
dementia in the APEC region. Dementia Spotlight: A Compilation of Initiatives to Address Dementia in the Asia-Pacific
Region will allow the sharing of successful policies and programs that have been implemented across the region and
encourage collaboration between APEC economies by allowing the development of partnerships between economies
that may face similar contextual challenges in meeting the needs of an aging population.

Panel:
= Ms. Natalia Altamirano, Care-provider (family member) - Corporacion Alzheimer
= Dr. Chien Kuang Lee, General Manager, Southern Cone, Eli Lilly International
=  Dr. Matias Irarrazaval, Chile Dementia National Plan Health professional
= Dr. Jane Barratt, Secretary General of the International Federation on Ageing (IFA)

Moderator. Mr. Octavio Vergara, Director of National Service for the Elderly, Chile

Roundtable:
= Representatives from all economies

14:45 - 15:00

Coffee Break
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15:00 - 15:45 SESSION SEVEN: APEC ACTION TO ENABLE INVESTMENT AND SUSTAINABLE FINANCING IN THE
HEALTH AND HEALTH CARE OF OUR AGING POPULATIONS
Panel Discussion:
= Professor Bruce Rasmussen, Director, Victoria Institute of Strategic Economic Studies
»  Dr. Solana Terrazas Martins, Head, Division of Health Planning, Ministry of Health, Chile
*  Ms. Anupama Tantri, Executive Director, Global Vaccine Public Policy Development, MSD
Moderator. Dr. Ryan MacFarlane, Director, Crowell & Moring International
15:45-16:45
SESSION EIGHT: APEC’S ROLE IN SUPPORTING THE GLOBAL AGING AGENDA
Panel Discussion:
= Mr. James Fitzgerald, Director, Health Systems and Services at Pan-American Health Organization / World
Health Organization
= Dr.Islene Araujo, Senior Advisor, Aging and the Life Course, World Health Organization
= Mr. Lance Robertson, Assistant Secretary for Aging and Administrator for the Administration for
Community Living, United States
= Ms. Marta Diez, President, Chamber of Pharmaceutical Innovation of Chile
Moderator. Dr. Paula Daza, Undersecretary of Public Health, Minister of Health, Chile
16:45-17:00

CLOSING SESSION

= Ms. Tammy Bell, Co-Chair, APEC Health Working Group and Health Canada

= Ms. Erika Elvander, Chair, Life Sciences Innovation Forum Planning Group and Department of Health and
Human Services, United States

APEC 2020 Invitation

= Dr. Chen Chaw Min, Secretary General, Ministry of Health, Malaysia

Closing Remarks

= Dr. Paula Daza, Undersecretary of Public Health, Ministry of Health, Chile
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9™ APEC HIGH-LEVEL MEETING ON HEALTH AND THE ECONOMY JOINT STATEMENT
“Healthy Economies in an Aging World”
August 20-21, 2019 | Puerto Varas, Chile

The 9™ APEC High-Level Meeting on Health and the Economy (HLM9) explored the
opportunities and challenges that aging populations present in enabling sustainable economic
growth and development across economies.

We welcomed Chile’s theme for 2019, “Connecting People, Building the Future”, and particularly
Chile’s priorities “Women, SMEs and Inclusive Growth” and “Digital Society”. Inclusive economic
growth relies on healthy populations and addresses the challenges of an aging world, while new
technologies contribute to the development of innovative and efficient digital solutions that favor
healthy societies and economies.

APEC economies include the most rapidly aging populations in the world, a demographic
change that has implications for sustainable economic growth and development. HLM9
highlighted the positive social and economic impacts associated with the active participation of
older persons in the economy. HLM9 also recognized that the promotion of “Healthy Aging” is
critical for mitigating the added health burden and costs associated with an aging population.
Additionally, APEC economies recognized that optimizing opportunities for good health at all
stages of life is necessary to facilitate healthy aging, promote the health and well-being of older
people, and ensure economic growth across society for all citizens.

PROMOTING HEALTHY AGING IN THE APEC REGION

APEC economies recognized the value of effectively addressing the needs of aging populations
in order to work towards the Sustainable Development Goals (SDGs), and achieve the Healthy-
Asia Pacific 2020 Initiative’s to develop sustainable and high-performing health systems by
integrating health into all policies and considering health across the life course. As the aging of
populations accelerates, integrated care' and people-centered approaches are critical to
ensuring the optimal well-being of an aging population and encouraging healthy aging. However,
APEC economies have not seen optimal transformation of health systems to achieve this goal.
HLMS9 underscored the importance of considering the needs of older persons when pursuing
UHC.

HLMS recognized prevention as a key driver of healthy aging across the life course to address
the many health conditions, social determinants and economic costs, that affect the later part of
a person’s life. Prevention programs, which include screening, advice for active lifestyles and
good nutrition, smoking cessation, reduction of alcohol-related harms and immunization,
particularly adult vaccines, have an important role to play in ensuring older persons can remain

! Integrated Care is defined as health care that is managed and delivered in a way that ensures people receive a continuum of
health promotion, disease prevention, diagnosis, treatment, disease management, rehabilitation and palliative care services, at the
different levels and sites of care within the health system, and according to their needs, throughout their whole life.
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active contributors to the economy and maintain their functional ability as they age. APEC
economies also emphasized the role of prevention and care in supporting the 71 million people
projected to have dementia in the Asia-Pacific by the year 2050%. With an estimated cost of US$
182 billion, HLM9 reaffirmed the need to increase funding for dementia research, to share
knowledge and best practices in the region, and the incorporation of care provider experiences
when developing dementia policies. HLM9 also highlighted the importance of integrating
preventative approaches and creating age-friendly environments across a variety of sectors in
addition to health, including long-term care, elder home care, transportation, housing, labor, and
social protection and support.

APEC economies also stressed that health care systems should support healthy aging by
preventing of the spread of infectious diseases, which affect older individuals disproportionally.
HLMS reaffirmed vaccination across the life course as a pillar of preventative healthcare, noting
that vaccination prevents illnesses, enabling populations to remain healthy, and reduces related
expenditures over time.

HLM9 acknowledged that older populations may run into challenges that can affect their health
and quality of life, including financial insecurity, loneliness, social isolation and mental distress,
and noted the importance of promoting and protecting the mental health and wellbeing of older
persons through a multi-disciplinary and multi-sectoral approach.

HLMO reiterated the need to ensure sufficient and sustainable domestic public spending on
health care in light of the increasing burden of disease and aging populations in APEC
economies. Elder care and, in particular, home care, should be considered as an investment to
support continued independence and reduce spending on the aged. HLM9 reaffirmed the need
for a whole-of-government and multisector approach and welcomed the continued collaboration
between APEC Finance Ministers and the APEC Business Advisory Council to share best
practices, better quantify the value of innovative medicines, and explore innovative health
financing solutions and partnerships.

HLM® recognized the value of aligning APEC’s work on healthy aging with the broader global
health agenda and reaffirmed the importance of continued partnership and collaboration with
other multilateral fora, civil society organizations, the private sector, and other partners.

LOOKING AHEAD

HLMS recognized that the exchange of international and APEC region experiences and best
practices helps to shape and inform innovative policies and public services that not only improve
health systems, but help entire economies adapt to an aging population.

% Alzheimer’s Disease International, Alzheimer’s Australia. Dementia in the Asia Pacific Region [Internet]. London: 2014. P.64.
Available from: Alzheimer's Disease International; https://www.alz.co.uk/adi/pdf/Dementia-Asia-Pacific-2014.pdf
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