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11 WEEMFEASTR » W LIFEEET Rl - A 5 ER I s il
~ ESHIET S R R i i AR PG - (i APEC BRIk AYBIPE & 1E - s bA bl S AT
PTG TERE o SR EERESL O ITROTASER 7= « SNIAE (exosomes ) TE(EHESLHHY
TEF ~ BRI b an Y R 28 ~ bt an I EFRIIPTE RVEDH] ~ SkCBilafE M R Eh)
BRI S - YA/ NHET R BLPAR T & - B0l APEC RIS B - SE[EHEEN b
AL RIS i 5% FE BB R 5 1

() HEHEH " B « BRI (L3R ) fRaeatE > BN~ hi==k - BA - 3
W~ G0 - RS SREIEZE > W APEC SR A TSR] - B R (R R i e
VE PSR — S0 MR R iT M S (TBT) - s AR et vl 20 > iz
e > SRR H PR R & 2 BUS BIRGSETE - IRT TR KRR - WA ELfE
REJTEER LIEDT ~ BT & s BB A T RAL - S 2B oy A B fh I 8 APEC
A ERHE - B Al APEC QST e 3 I BRI i A 22 3 > U H N2 ( MSMES
) MEFIREEREE » AT ERE BTN - BREFEAENA(E - fRTHEEEN - B
HAREEA G AR > SR BIERIRER SR AL SR PR AR SR fE -

W

£ 1442 [ 2425 H RHSC 2BEBCEGHCE (HREREERSOHEE 3)
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+ AU B RHSC B IMES T &M KRR Z B (SCSC) B Iiup S as T aH—
s SOM1 BRI s BB N AR e & - 22 B E AT =0E > #t 14 {E APEC £
FIRZFESNN > EFEEAFIEE « HISA ~ ]~ e A RIFIE « A - KERE - Bophts -
EAATEALAEAIEE ~ BV ~ JEERE - Iy - R - ERRBE - AREHER LR Michelle
Limoli PRECRAEHE » & FHEI % Naoyuki Yasuda (R 1HF o @slifif RHSC R
%~ APEC SEMR# 10 (AHC) » RHSC %3 (& ICH/IPRP K IMDRF ) Ll R i 544
4HA B HE I ) 2 RHSC RS ASRGE1E( KPI {28 RHSC & B 4E T /42 PWA )~
SERIRIEE s UL (COE ) S TRk SR R R A% ~ CoE Ikl - RHSC BRHS ST -
K RHSC &3 & R Hofth 3t 0 -

+ RHSC —XEfSgHON 2024 4£7 A 18-19 HEIIS: Fhd e Wik [E4 8 H1E APEC

SOM-3 SCSC Jx HWG EEZE - 2024 £ 10 F RHSC #{F TR - 25— NG R ER R
FEREAL KPI LLEFfE RHSC CoE hiTf& » RHSC s RtfEfr A3t g ~ S iy o]
PR = BRI 5 T RET TS | SaM i CoE BN BB RIS A BE ST 5 /3= CoE Ui
iR DU S e A ~ 5~ B S e BT ERE AR -

- TFDA 5 APEC £ f1352% 2 ¢ ( Regulatory Harmonization Steering Committee, RHSC )
AleE B > IR BB LS (Good Registration Management, GRM ) {B4i: T {E4E Ik
(PWA) 7 2[5 2L FFA8 K GRM LR HEE I =ik 0y (Center of Excellence, CoE ) » 541
WA B3 IAHRBHEISRERTE - TEDA ARG T » s RERCR ~ SF TR SOk
AAREN G DIHERE GRM 23 » B SR BN S S IR - 55 0 It RHSC RFEHGE
J/> SCSC ¥ % » RHSC 15 LAFF4EAERF#E(F - H RHSC SHE R Bl PWA 55 B 3 [F]E:
& CoE fyifF » % (114) 4 RHSC EHIAI (ToR) JEIEH - K eEHECH RAREELL -
il RHSC {74 H. -

v OEEREREELT

(—)RHSC 4 [EfZ < ( RHSC Leadership Welcome, Introductions and Updates ) Kz RHSC
EARTY A ZE#4 ( RHSC Advisor’s Office Update ) :

1. ZEEERE Michelle Limoli [RECREEHE » FHEIESFE Naoyuki Yasuda L FHf - @

B d 2024 RHSC ZHETY - RHSC Frigsd ToR FZE » Y 2024 4 2 it
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BB SOM 1 g et - W 2024 4 3 H &L e% 21 {E APEC &UKES
M - RHSC S FETHE AR 2 2 HLaNEFEE—R - BE=KEXE
S (Senior Officials' Meeting, SOM 1 & SOM 3) HAf » 1 APEC #4F & T 1
KORRS N ERERE © B XGRS 2024 /£ 7 H 18-19 HJt RHSC A& R A fE
iy A EsgE 0 2024 4 8 H1E APEC SOM-3SCSC  fx HWG F&3E » 2024 4F 10
H RHSC SOPs #5£%47 - 1F 2024 4 7 H 18-19 HE ¥R &I A 100 4281

H 1%y 50 A2 BLFH HAIE APEC BiE RS - BE2KE 14 {E APEC [RE LK
HEHYZEESETL ~ BT MBI - MGk P b 5 I A B TIFAE 4R
PRSI HY A HAEFNAZE - WEIERS RHSC JFAN EHLAE - BN ETEm e R =
ety (CoE) slBbatsE -

FRH 2024 PWA ¢ CoE Fo AL » HATT. 2 RHSC £R49HY PWA BRIEH 5 i - f1&
L AR K A iz (Advanced Therapy & Biotherapeutic Products ) ~ BSTEIEG R
=B (B BEEIR B A #%  ( Multi-Regional Clinical Trials & Good Clinical Practice
Inspection ) ~ 4Bkt EsEs=%214% ( Global Supply Chain Integrity ) - & FL2#% 5, 7B &
=2 ( Good Registration Management ) ~ 27,2745 ( Pharmacovigilance ) - B2
# ( Medical Device ) PWA ¥ 2025 4F SOM 1 &3 rh BB HEL R © Hily PWA &5
gy e (Pharmaceutical Quality ) FrAEtgg ( Data Standards ) o Bk {iLfE S
#t ( Global Supply Chain Integrity ) #9522 53k .0, (Pilot CoE ) » 4% RHSC
R4 BEstt (Medical Device ) PWA JiFi PWA Roadmap S35 1& S Ak - 55
—REHERS  ()RPEREE AR AR (KPI) #i7 & RHSC CoE %1y
BT PINEOERS B BB 5 IEE 8 - IRm 5B AV S AR Bl PR
RPN % - (2QRHSC FESt © EHHH 2030 02 APEC B mnfia B B SRR S - 1
PRAFZE S ~ R anty i M RS BT - (3)RE TR © 5837E R CoE 1%
NEBEEREN AT S (RERERMSIVECRERH - (4)ToR FHYEwEERE

RHSC &:#5 &2 —(E7)= CoE JE#airit e LUK et sm el 4= - B 5 ~ B & &L
T FERARYE YR -

SCSC FJ& Dr. Kang Byung Goo ##5 2025 4£ APEC F A " KGR | 2
H = (S A G R AT > 4RI RyiE4E (Connect ) ~ AT (Innovate ) B¢
&% (Prosper ) » BB LANFT & MR (R K SRR ADAET - BV (e A

4

By
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& 2§~ EMEBLE A o M 2025 5 SCSC {BILHEIALL KB RHSC Y & {EEH
A= B (DR TE SRS R A E A\ TS B R PR
ST AN TR BIL A SRR NS A B EE - HER I EATEDR
FIEL B RREEE 400y R > LIS R R S dH AR SR A R 1L AR B B ER I - (2)
EM AR B B RAFATRITESE © R RAPARIIESE - JBA RHSC /YA & » 154
SIS G EisEam 2 B > DRSO eS80 - B atas M AR REABRH YA
Ritina o ()RETIEERE © IRAREE A E s/ SRETEE - DIsssl RHSC sllihry
(CoE) FIEMATE » WBMEZ A B T — (VRS ER -
SCSC L ff&#&h - SCSC {£ APEC AR LBUZM M sl O FH - il
RHSC & {FE#EeB) N T SRB RArEAEE ~ sETTEM AN RAFARITESE - oK
aff > BERKENEEERE -

=113

(=) AHC 3% H iR (Update on AHC Sunsetting ) :

1.

R & Y2242 ( Ministry of Food and Drug Safety, MFDS ) Dr. Kim Heesung
st AHC 7% HAVEHTEE - AHC 5 2008 % 2023 F[H HE#E] MFDS HY &
HIhT APEC 255 JEE £ 58 15 Fik > WK TR 62 SSEIEM: TRy &iadE) -

Hf ] MFDS BUREHEE 285 - AHC 5 H 2025 FFAETTEE4H » K2R ) APEC
FERATES) o RIILHA L e s s Hl A SR R B840y GHC ( Global Harmonization
Center ) 5155 - GHC R TLFY APEC #E(E » iR H e s o tH R 4R 4 4% (WHO
)~ BIFREEE R = B8 (ICH) - BB Fes i A M EmIE (IMDRF) K HAH Y
PRETERRA -

£ 2024 AHC F58) K iR 5 1H » Dr. Kim Heesung #i &5 2024 S5 37 pe et 1 f 22 3%
135X TAEY b 1 Kamte - B4E 10 H 28-29 H &4k~ 2024 APEC Workshop on Global
Medical Products Quality and Supply Chain Integrity- managing risks in a volatile world
~11 A 28 HE¥E - AHC 15th Anniversary Forum on Regulatory Harmonization
Achievements- AHC: Reflection on 15 years, ready for the next chapter -

st AHC 15 fEAk 2 SR - H— RdpE 62 55 1(Ed5 > 51F 13,434 AR<:El > 5
KRG HAR BT 5 BB BT - 173N R A A i R fe Ot
PEHE  BeEISHARE 1L EFFEIRITHRVEERNVES - BieE R
RCRERBE 3% - 5940 - B 2016 4F 5 HEECRAKE 98 {HLLF I {E A2t ICH
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(=)
1.

fargsEdll > 514 5629 LAHRBAEEER LRI TAER e T 4% HERAE -
Dr. Kim Heesung %77 » 72 15 £E6 AHC 2 3ELCES R WHO 1|2 Bt (
WHO Listed Authority, WLA ) HJi&## » GHC S{EIRIER RS B e 147 & B
PR 0 - HFES R iR BB E S i B & F - RESRE mie = ReR - 2Ey
BREERET (BB R E AR - MBREERE ) R e R E ST - AHC FIISR¥ 52
PRI 21 EE BLOBRGHE - GHC BAFHRE] - GHC TAMERKERXZEET
» BRZE G E R E BIFEHE - S BIEETRE - BRSNS - GHC KRR
SRy CoE T{EL > 153 F A 5] RHSC PWAs Z4b » Sl E RN H &1ER
BT RKEE - DUEERIREEE I - FiHt i BEEAE AHC )RV E G
4k (Hands-on Training ) 4% Fifster (Webinar ) - GHC FaE14E 2025 4% 3 HHiIE
52 ~ 6 HRI5ERE 2025 IS E] - 9 HATEIAE WLA SRS — R E 4k (
Hands-on Training ) #E/TEFF5HEI ~ 12 HRTERIFS — R EERVETOEDT - B WLA ¥
(BT R B R Bt | - BRiEE4E(ss 8 (El4r ERraddr (Webinar ) #5422
%45 (e-learning ) YEE 452 51% - JREHIERTE - RIE ICH 55 B1E - WRERE
SR -
RHSC EHE L FEHM GHC 262 RHSC PWA &1F » Dr. Kim Heesung [=]{8  GHC
RHEL RHSC PWA &1 » {H#ilE R APEC - RHSC gl £ s GHC Eh a4
FF CoE fYA#5E(F - Dr. Kim Heesung /&% » [RFEESE TR AT RAE CoE - {HR
RAVE G ZHFAUAT GHC HYBRES S E] -

pectE e 77 (International Forum Updates )

ICH J% IPRP raiffies (2024 4 11 A » ISEASHRER ) - AREAHE T 2024 4 11
A 2-7 BN RS2 ST ICH ([BFSSEEARMAE ) & IPRP (5%
HEHEE) ZEENA - ICH KEih 6 HET  gREamgasn G
st e B 544 R 52 CPPS ~ fi DIGEMID ~ %2 FDA » HA4tH 23 #p SR 38
ZHZRE ) KI5 HEREER  d EUA (RESMERER ) - M13A (IR E RS K
PHIZAE BAHSEMEAE S | ) M AR ACHEERS S 5 E6 (R3) (ZE5H8 BESIRSIRIEEIES]
) R MAS(LUSIEHR 4% 5 i 552 SR P ik A FEZRPER » DR 5y SZREIERFZ 40 ICH
M8, M9, Q8-Q10 33k 4% » ICH Q13 T{F4R#EH ICH E19 1REHARFZII7E
BREEH © T ICH stk 2025 4 5 H 13-14 HAFTEHES B EEE(T - fhoh
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IPRP &35 1A E H 6-7 HERAT » g A TIEAE (EEE3850 ~ ZokREEy) - A
g  YRELAEL RS (BB MY S R ) - BEBE AR ICH 455 AV BTN
4B ~ HHE T Swissmedic SERLATELE (SHEMEH] ACCESS 5135  Hillliz HSA R
B MHRA Jr43 A\ T8 EAF BB HINITER - DU IPRP AYRESHELF SRR A 281
st TJCIPRP EE#G 1Y 2025 4 5 F 14-15 HFEPGHES 5 (% BLERAT -
2. 2025 F IMDRF S (BRI - 202542 A )
AR IMDRF ( EFE G b L R R ) T SE) > EBEW 2 IMDRF-
26 gra (2024 49 H - EEPEHERE] ) 1UETREREL G - AT IMDRF-27 &3
(202543 H » HASH) - IMDRF & EFEEM « 75 - higek » B - B
B R~ MRERIT - BN - EEY - 5B WA WHO « ANMAT (FafffizE
) ~ SFDA (GhEHIFTRIA ) ~ Swissmedic (¥t ) EREHBIZE - SSAKETE
I BEM R TSN 22 (8IS W IR Bl RBL & - 41 IMDRF JR£2:8i APEC
RHSC ~ GHWP ( &:ERESREESMHAIRIRAIE ) K PAHO (ZHM4E ) HEIki
i
IMDRF-26 1/ 2024 F 9 FA{EEBPIHEE 21T - S5 E 2N B EBAE T
fEs (9 A 16 H )~ APECRHSC fpfi e (9 A 17 H) > DREHZEGA
BRIt (9 A 18 H ) > 48514y 300 43551 900 444 F& Bl - Lt 8 [
BrEMTBEE - W EAE (IMDRF BRI R BRI BEEE) &
(IMDRF 7R RSB s &) 59 WEEE 5D AUML (T8
PRELE ) B9 SaMD (BHRERHIIEE ) EIEHEL Y 458 - IMDRF-27 gt 2025
3 [ 10-14 HAE ARG T  [ERFEIHRALR Lt G e 1 EE
PAfIE T —H7 IMDRF $iligs1 -

(VU) RHSC Basgaaxfst® (KPI1) -25 1 [ ( RHSC Key Performance Indicators— Phase 1)
APEC EMilp iz B & (RHSC) HEBIEESL B BB & BRI HAVELERE - 15
BRGNS « KRR GMP 353 - f(LEESLEEICf: (CPP) B3k ~ BII AR
fipik (MRA) Jr 2 BUBIRE & (EHEHI S - ol BAORBSAE A ST SEH B ECR > (7
EERF AL S > FREEARER - WG HEE B EHER - R 2k EE - 5
2008 FELIGK > SIERABAERHEEDTHARSRE e NLE  BETR LR

BEFS & TR S B YSRFEEETT - 91 2030 SEEELR S AT AR B R i

}

H
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BESh > RHSC H 2012 SR ZEZARER ISR 0 BB EEEAL » MEiRA

FATAE AT R - 2D (e APEC &Ik S8 i B By m] AT PR L2 2 1 - 55 KPI

56y MSD #y Sannie Chong 2 H-RIFILAERHY Jared Auclair L85 R - TR

KPI 235 T APEC Ml B Ea g iy nHI AR - il (SRR SAviEre 7 12 (B0

A 14 i > i TIEEE AR o T BT R PR UERE R ) ¢ 15 (EEORRE £

18 flil - EFEFEME ~ TE > FEINTEEHE © T R EEY (CPP) HYMGE N #REIA

SEAPE R IR R DY HARHR -

EE S AR BRI DA N AR TR A

® £ APEC R&LBAGHYAAMEE JTTA - TRt 8 S o f i (ELAS B 7

® KPIFFES —IEEAYERE ER AHC JepiE-FFHE1T— Y KPI Fid - 3 AHY KPI
T SR SOF G R R HE R DT T FRIRANA] 2 A0 AR A IR AR 2

® HHNH 2019 FLUHEREAHIER T - AUIRLLRR SR R RE AR A ? RHSC H]
Llan el Al s Lo pkE 2

® RHSC % KPI HEfllEFRAY & A SEELE - B5  MBESM IS EEUE
Sl - RHSC JELN {748 Bl is S i 8 2 1 B0 e B (B E 2

FEOBRE T AR
® R REXHHER > HFHAEHE 5T r B UL E EE R AR -

® SR ¢ oEEH KPI HYRZET G T RHSC » 4 - ££ 2019 F8F] APEC EHfHAR] -
KPI FYRCRAE S B A B R ek h e T Tatam > e TRk 5 5 ~ BT
NALERITAEREE -

® A REENIHHAYSES > WHESE A TR CH KPI FHENA - THH &1 A E B
s M ESE A ©

® FEE - SOFZIHH IR MFDS e Bt R 5E R [ -

® A : B KPHIHEAYSZRS - 5858 KPI R T RHSC Y227 -

(1) TFDA BfE 28 ht 2 sl g, e (MD CoE )

TFDA DSR4 R B R e (MD) Beiilrty (CoE) HYRH TIFM#ER -

FIHE 2024 FEIEBIRCRIOIEA K 2025 FTFAE] NZ0%E 2024 4 APEC B34 (MD

) Bty (CoE) BURESHTRT &Y F TR R AT -

2024 £ » TFDA RrhER¥ 7 APEC B3featt (MD ) Beeiirhir, (CoE) B &
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R DRI R R R B B RS ARRR AL JEE S S RS BRI M TS
R AFREFURHT M 4H ~ 7 EFEZE GRS - L HE SE e TR EERE - B
SRRV St - SHERIEHNERSE 49 5 (5 55) RGN
STELETHIRED - IRIZEREHE K 4R 2 BERT B IGEHE - FraREN I8 2
ELE R HIER K - T BSIR e e 2 B RE A R Al R R e sy ) i Ry (B (EAVER
2 BN OSRESG TG BT K » e AR EEEE R -

TFDA filliE 1 2025 =K HIERZEARK » Bt BIOIHEZEY @ sat B RS
FyREEIIETE] - H2 - 72 2025 4 8 H B TSR Sl L BRIHET g - WBEE S EIE T
fir REFENRSEL - (L TT0M € EBIRCR - HECRTTRCSUERREE B IR -
ELETEEI TFDA BTN BRSNS BR IR ARE: » WA s R Bl E
B ENEE  (BHEBFRSM LN - B o B LAY -

(%) Bk 22285 (Pharmacovigilance ) PWA BT - 82 KIDs #i45 - sRIAZRAE (2024)
PEARE CIESREY  fRL ISR EIEE TS TR - e R AF 1AM PWA CoE 5 R E T
ik HEEUENZEGZEXE - AIEOHLIEE T Taiwan | {7 Chinese Taipei -

(1) TFDA {5 B 75 B 5o i HL B T /B S8k B A M #es8 sf 345 ((Good Registration
Management PWA - PWA Champion Update& CoE Update: TFDA ) : TFDA £ H A 4 4%
B4 SE LB B AR i (MHLW/PMDA ) B R EE™ (GRM) B T(E
ik (PWA ) FYALE F LS - RSB ALE F BT - [Hf 2024 FFAE
Bt 2025 Y LAFETE] - 2024 47 > TFDA Ji#H ™ 3 2k GRM PWA f5 52 & &Y
sfEsk o Rl 4 H -6 AR 11 HEZT 5 [hAh  TEDATAEISE 7 H S8 7121 T
) RHSC % » &P H F# AR PWA B7<E (Roadmap ) S & LimiBaEs - [
%9 H » TFDA A &AbREh T it APEC GRM st eiflefuy (CoE ) BIREHfETer » [ER
TIRES(ESF RS E R R SHFWE S BB TR - BRI RAL
BN AR RN EE A AR Ay RS R e DU B SR R T E IR RS AL LR 0 5
TR BRI S -

Y 2025 4 » TFDA FH&EI440%(L GRM PWA B2 277 » THETRIR 8 HJE 2 9 HHHH
HE & LA T GRM CoE BFEWET & - [F]HF - TFDA tfiis@Ed HAtl CoE HY i »
JNEAZREY FDA GE iy DT e - MM EEE SR 2 mih e BB E I 2 Fok

° IES1 - TEDA BB EIHE TR EE B MatiE B g &afatin - FFESUE TIFYRIAN

W
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BRI Wi RE EARU (e i K& A S AR A B & BRI - 22 LE5T SN E RS
T TFDA TR ER AEa CAERE hiy T By - R T s A Sl R o s e
YR HKEE -
REBRERETER (GRM) #E2aiimoyy (CoE) #EfTIIEMEHE » ZEMP
2024 4£. 9 H 3-5 HIE B4t APEC GRM sijikdhry (CoE) B g - 5Bt E
Rl 2.5 K |512KE 7 {8 APEC R E LS 100 52 5281 » HpEHE 31 fiikH
FL RN K 69 fiskHERAE » EFHAESETIL GRM B LR Ry Tl - DISERE -
TTAHETER BB TR 2 ST S BB S A - S SRR AR TE T E
AIRE ST © BB —REVERMER B T A P e e A RS » M5 | A 2 B S AT
afaf 55 R LAFRBIRT Ay 7 2T AR A5 o AR B R SR R SEE B
FIRE AR F=RAIDIEE B Rale + 5 70 = 5 8 EL 0 AT I SR AR i
e - BEMN S - A WP BT G rsRME L P2 B eSS T S e HE - 5 R
S E NS AT A A AR R EAHEETT -
JEEE 2025 4 » TFDA jKijir 8 HIE#1T APEC GRM CoE EFEIAETE - WiEl TFDA B
et CoE a & il 7y SL[EIHHEE « b E & & s SISy SO » AL [F]— 5 SR [5] CoE
YRGS ~ B & B4 SR UE e - R bR RIS 5 2 R - /&
IS L% - TRDA HASEREAE Ry i ACH I AR 78 AR BT HE B (L5 A 10U S ks - HE
B R EREE BB e i A SRR SR
()V) RHSC Bas a5t (KPIs) -25 2 [5ES ( RHSC Key Performance Indicators—Phase 2 )
SR B THATT
o FIENEHZETIE/NGE (PWAs) AVEHTS » SAHIRHE sl Sk .0 (CoEs) EL4%
WU RE T 7RSIk > SCFF RHSC KPI AY#ES) ?
® & PWAs ZA B EITS H SRS 4REHY KPI?
® KPI JHHS " [EEA EHEERA RHSC KPI ZEfE « UL H AR M2 sk B e 4
ABETREHY KPIFESE ?
FEIFIHA T E T KPIIHE - E BTSSR E R E R T e - R EE
AV - P4 T H KPIIHE » @R 2024 FFEZE - A& m APEC
21 {ER B LB REH R B TAS IR - RN ISR E APEC &SR AR Iy ERE
» 5% APEC £UBRGAE KPI 53w o 70 481 015 - B JEERE FDA 0= 7 HARHE#E
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IR
— B
KPI 2 a]

(Reliance ) BURAHITHER » Itk T BHRRE SLVE LMY 365 Z ar i
A EE S 2 (R - fem B SRS EIRIER] - S940  Sfam R IEACE 2 FE R

REME - EERVEVIRAMGENRIVFRS > WA E R 2 O R R

—EEE R R H S E IR AR - BRI B AR BED B R R R (S R

TAEBCHH] > sREHATT -

® (SHEIFAI - RHSC sl Bs0 5y » JEEEIFTAIM A RCE HSHatkH -

® KPIfERER - B EIEHEENE - A 5 S0 il

® X PWARIEHS KPI: Bl &M PWA B EHIE KPI > 281 RHSC HYES Ik
KPI 575 » R E A S R H AR

(L) Bk B e

( Coalition Report ) :

1. #dEAE Dr.Jared AUCLAIR (2E[E TR ) AR ik, ( Center of
Excellence, CoE ) BtEA » H i CoE B BA2cfl RHSC SeaiT S S50 al > fiztE
 EHRFAEATE CoE iR NP B E % st BB AR 0% - IIEEEEZECKE R

A=)
1A

2. EH
(1)

@)

3)

G 8l APEC MF VI E I E S T iEh » IR ERE T T AFEI - K
WfAl[E SCSC e » 55 FEFHERY TOR ZHEHT » K E st B & DUIEH 52 B ¥

Y RIELEREE (PhRMA) S -

BT SEI SR IE R A RHSC IR THY TR » sBE I EBhE At
JER B R B AR R e R e R i E R R - A SRR
TEAEHEFTEF 2 A EENIHR TIE » 20 ICH » 10y R E g St E D -
1M RHSC Al&FA F R A N R — LRS- SR A4S Ay — LRI ATk
B DL el e 28 B 7R K HET T 5 5

SERET % TAE BN SR ToR JEMGERGETE - FeT#0 o BA F SRS HY A ZH R 4
NEF# - [REBET] RHSC BUERAY APEC & —iE 45 - DU AT
SIESUErT - IR IR A -

HEEE KPI THH 2 MG 237 RHSC AY(E(E » Wl yisissr (route) ££ ToR
BTG RIREE - R MMV FEI SRR —dRey KP1 Bgr T
GTES R - £ 2 A 12 HAVE s L R KPI B3R T M T T 912
AR TR - TPIFIGE R - LRI AT KPI JEFEE > KR HE
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Lt KPI 2AEEN - 550 = RHSC B EEATRE S - EFIER BRI
KSZFr - R TP A SRS -

(4) 1£ SOM1 Zfi » PARMA Bl A& Blispg e (JPMA) 817 T i

it o e AHRHEEE
(+) RHSC kgt ( RHSC Strategic Discussions ) :

1. APEC FiEFE & APEC smiaT(ti & RHSC MiEsifE (ToR) SEHAVRIRE - i
ToR #i%E » APEC Fifsmill (LI B ) 1Tl s (20224£1H1H
-2025 4£ 12 F 31 H ) » WW/EAF 2025 4F 12 H 31 HATE# ToR - SCSC K Hifff @ik
f# (FSCF ~ JRAC ~ RHSC) B IF#Ef TaniBlaPAl T0F o A1sERkdtak - CTI &%
BEEFEEN ) K Z 0 4 RHSC ToR REEERSES » s%am B R 4% REAE -

2. 2024 11 F » 53%% SCSC imiE#H e - SCSC pk B S ¥H32 e mamiE i ftlEs - &
& SCSC J E Iy Bt e A B H T/F USSR ¥ ToR HYE A, - 15 ALK
HG (B8 47 BT » Ho A BeEORIS I RS 73 SCSC I S %L (i F1] SCSC el HAM
s IE A AT REE -

3. 2025 1 F - 5Hfili#hE K SCSC K ERVEEEIHIES » 81 SCSC 73 =254 CTl
2025 2 H » N# CTI i 8% SCSCH2HIE A, » MRy Rofr - Hr A &SR
FIESTERIE B
(1) EFERGEHEEA BN TS 20y ToR EHHE - W2/ DEER

CTI #Hrds—2 -

2) KYHETATAER (L) HEESF APEC 155 )51V -

(3) A APEC Shff e ol R ~ 40k ~ 1780 » R ERER O HAB G E
MHRAR &K EmIE S CTI YR -

(4) RE CTI A - REYGHENMSFEALRAYBZE 0 ~ 4905 ~ P& - B E
fiiiiE > C &K R - 78 CTI AR #R 5 8 SCSC ff$% 412 K CoE HIfE:
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Mgk 1 : SCSC GRBIE N EHE

W

APEC 2025

Asia-Pacific
Economic Cooperation KOREA

Sub-Committee on Standards and Conformance
First Meeting (SCSC 1) 2025

27-28 February 2025, 09.00 — 17.00
At HICO, 300B
Gyeongju, Korea
DRAFT Agenda (as of 26 February 2025)

(Day 1)

1. Opening
SCSC Chair 2025 (ROK) to make opening remarks

2. Adoption of the Agenda
SCSC members to comment on the Agenda and propose changes, if any

3. Business Arrangements
SCSC Chair / APEC Secretariat to inform the meeting program and other administrative
arrangements

4. Introduction of Delegates

SCSC Chair will invite each head of delegation to introduce themselves and their members.
5. Group Photo
6. SCSC 2025 Updates and Related Issues

6.1 ROK to brief on Korea 2025 APEC Theme and Priorities

6.2 CTI Chair, Mr. Christopher Tan to present on CTl’s priorities for 2025 as well as CTl’s
collaboration with SCSC!

6.3 Peru to make a brief presentation about the Ichma Statement on A New Look at the Free
Trade Area of the Asia-Pacific agenda,

6.4 APEC Secretariat to update on APEC Projects

6.5 APEC Secretariat to update on SCSC fora review exercise and Members to share their
views on SCSC and its subsidiary bodies?

7. SCSC Work in Various Areas

71 Trade Facilitation
7.1.1  Japan to report on developments at the WTO TBT Committee
7.1.2  Chinato report on developments at the WTO SPS Committee

! Agenda item 6.2 is scheduled to be in the afternoon of 27 February 2025 to accommodate CTI Chair’s
schedule.
2 Agenda item 6.5 is for SCSC Members only. It will be discussed after the conclusion of Agenda 8.
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7.2

7.3

7.4

7.5

7.6

7.7

7.8

7.9

Alignment with International Standards and Active Participation in International
Standardization
7.2.1  Japanto report on the results of the first and second survey of the 13t
Voluntary Action Plan (VAP) Alignment Work on Assistive Technology

Good Regulatory Practices

7.3.1  Peruto report on outcome of the 17th Good Regulatory Practice (GRP)
Conference which was held on 19-20 August 2024 in Lima, Peru

7.3.2 ROKto update on the 18" Good Regulatory Practices (GRP) Conference

7.3.3  United States to update on “Advancing Good Regulatory Practices to Reduce
Barriers to Trade” (SCSC 07 20228)
a) Peruto intervene as a beneficiary of this technical assistance

7.3.4 Members to share their experiences, best practices and challenges on their
respective economy’s implementation of GRPs.
(a) Peru to update on the recent developments in its implementation of
GRPs.

Technical Infrastructure Development
7.41 Members are invited to present their progress on Technical Infrastructure
Development

Food Safety Cooperation Forum
751 ROK FSCF Chair to update on the 11t Food Safety Cooperation Forum
(FSCF) Conference

Joint Regulatory Advisory Committee
7.6.1 Russia JRAC Chair to update on the 32" Joint Regulatory Advisory
Committee (JRAC)

Regulatory Harmonization Steering Committee
7.7.1  United States. RHSC Chair to update on the 2" Regulatory Harmonization
Steering Committee (RHSC) Meeting

Specialist Regional Bodies
7.8.1  Report by Asia-Pacific Legal Metrology Forum (APLMF)
7.8.2  Report by Asia Pacific Metrology Programme (APMP)
7.8.3 Report by Pacific Area Standards Congress (PASC)

Interaction with Business and External Stakeholders
7.91 American Scciety for Testing and Materials (ASTM) International to report on
latest developments
7.92 International Electrotechnical Commission (IEC) to report on latest
developments
7.9.3 International Organization for Standardization (ISO to report on latest
developments
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SCSC Projects
Members to update on ongoing projects and present planned projects for 2025

Ongoing Projects
Members to report on key findings and policy recommendations arising from the following

projects:

8.1

82

8.3
8.4
85

86
87
8.8

8.9
8.10

811

812

Australia SCSC 06 20238 “Facilitating the implementation of the APEC Food Safety
Risk Communication Framework and its Associated Guidelines (the Framework) by
APEC economies”

Canada SCSC_02_2024S - “Engaging Micro, Small and Medium Enterprises in
International Standards Development”

Indonesia SCSC 01 2023T “Workshop on sharing best practices on strengthening
internal coordination to facilitate the effective implementation of the TBT agreement
among APEC economies”

Indonesia SCSC 02 2023T “Development of Guidance on Strengthening Good
Governance on the Implementation of Standardization and Conformity Assessment for
APEC Economies”

Peru SCSC 203 2023A “15th SCSC Conference on Standards and Conformance:
Leveraging Voluntary Sustainability Standards (VSS) to strengthen APEC member
economies’ trade partnerships and economic cooperation”

Peru SCSC 101 2024T “APEC experiences on Good Regulatory Practices: Improving
Public Consultation”

Chinese Taipei SCSC 01 20248 “2024 APEC Communication Platform for Analytical
Technology of mRNA-derived Medicinal Products Workshop”

Thailand SCSC 05 2021A “Capacity Building Workshop on Testing Methods for Internet
of Things (loT) Products"

United States SCSC 03 20248 “FSCF Electronic Certification for Animal Products”
United States SCSC 204 2023A "Technical Barriers to Trade: Recent Trends in
Regional FTAs"

United States SCSC 105 2024A "Strengthening Standards and Technical Regulations
for Higher Water Quality"

APEC Secretariat to present an overview of the status of other ongoing SCSC projects

New Project Proposals
Members are welcome to introduce new project ideas under this agenda item

813

814

8.15

8.16

8.17

8.18
8.19

Australia “Self-funded Project Proposal on Strengthening collaboration on standardisation for
quantum technologies”

China “The APEC Workshop on sharing standards and best practices of carbon
reduction and capture and carbon emission management in urban wastewater
treatment”

China “The APEC workshop on best practices sharing of water stewardship standard
and certification”

Japan SCSC 201 2024T “Capacity Building on antiviral products and its evaluation test
method I1ISO 21702”

ROK“APEC Al Standards Forum Conference: “Building a Sustainable Al Ecosystem
Tomorrow™

Chinese Taipei “2025 APEC Conference on the Analytical Techniques for Cosmetics”
United States “Digital Standards: Shaping the Future of Standardization”

(End of Day 1: *Subject to change depending on discussion flows)

41



(Day 2)

9. Policy Discussion

9.1 Panel Discussion on “Standards and Conformance in Al”

This panel discussion will explore the necessity and role of 'standards and conformance' in the
Al field.
o What is the importance of 'standards and conformance' in the development of Al
technology, and what impact can their absence have?
o How do you think ‘standards and conformance’ should be developed in the Al field?

... (Member economies are welcome to volunteer presentations of no more
than 10 min each)...

9.1.1  Australia to present on the importance of Standards and Conformance in
development of Al technology — an Australian perspective
9.1.2 Canada to present on domestic activities in Al standardization
9.1.3 ROKto present on domestic initiatives for Al standardization and conformity
assessment
9.1.4 SCSC Chair to invite economies and guests to share updates on their
respective works relating to standards and conformance in Al (no more than 3
minutes per intervention)
a)  China to share updates on Al standardization
b) Singapore to share updates on the respective work on standards and
conformance for the Al

9.2 Panel Discussion on “Training the next-generation of expert in ‘standards and
conformance’”

This panel discussion will explore the need, goals, institutional support, and cooperation plans
for training the next generation of experts in the field of ‘standards and conformance.’
o What core knowledge and skills do you think should be taught to foster experts in
the field of 'standards and conformance'?
o What do you think are ways to strengthen the training program for experts in the
field of standards and conformance?

... (Member economies are welcome to volunteer presentations of no more
than 10 min each)...

9.21 Chinato present updates on standardization education.
9.2.2 ROK'to present on “Lifelong Standards Education of Republic of Korea focusing
on International Standards Olympiad.”

9.23 Singapore to present on Singapore’s Efforts in Nurturing Next Generation of S&C

Experts.
9.2.4 SCSC Chair to invite economies and guests to share updates on their
respective works relating to... (no more than 3 min per intervention)
a Canada to share recent experience on developing courses on
standardization

b) Peru to share a presentation on its initiative related to its Programme for

Young Professionals in the field of standards and conformance
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10. Other Matters

1. Meeting Documents
APEC Secretariat to present the document classification list

12. Conclusion of Meeting

SCSC Chair to share information on the next meeting and deliver closing remarks

Adjournment
[Note: Meeting minutes to be prepared by the SCSC Chair office within two weeks after conclusion of
the meeting for subsequent review and endorsement by members]
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(Draft as of 20 February 2025)

Regulatory Harmonization Steering Committee (RHSC)

Plenary Meeting
24-25 February 2025

Room 300C, Hwabaek International Convention Center, Gyeongju

Preparatory Meetings

24 February 2025 from 08:30 - 11:00 hrs.

*Meetings upon request by Steering Committee Champion(s) and by invitation. Meeting location,
timing, and potential teleconference details for virtual attendees to be arranged by respective PWA
Champions. Please contact PWA Champions directly for more information

RHSC Plenary Meeting
24 February 2025 from 08:30 — 11:00 hrs.
25 February 2025 from 09.00 - 17:00 hrs.

Day 1: Monda, 24 February 2025

Time

Agenda Item

11:00 - 11:20

1. RHSC Leadership Welcome, Introductions and Updates
1.1 RHSC Chair/Vice-Chair to deliver opening remarks
1.2 SCSC Chair to present SCSC's priorities for 2025

1.3 APEC Secretariat to inform the meeting programme and other
administrative arrangements

11:20 - 11:30

2. Update from RHSC Advisor’s Office

2.1. RHSC Advisor’s Office to update on ongoing RHSC work and potential
new projects

11:30-11:40

3. Update on AHC Sunsetting
3.1. Dr Heesung KIM, Ministry of Food and Drug Safety (MFDS), Republic of
Korea to update on AHC Sunsetting

11:40 - 12.00

4. International Forum Updates
4.1 |ICH/IPRP by Pharmaceuticals and Medical Devices Agency (PMDA), Japan

4.2 IMDREF by Mr. Shang-Ching LIN, Taiwan Food and Drug Administration,
(TFDA), Chinese Taipei

73




o

12:00 - 13:00

5. RHSC Key Performance Indicators (KPIs) -~ Phase 1
5.1 RHSC Advisor’s Office to give overview of RHSP KPIs Phase 1

5.2 Open Discussion

Participants are invited to make an intervention to share recent progress
and/or address one of the discussion questions:

3.

521

What key trends or progress points stand out in regulatory
convergence ocross APEC economies?

Phase 1 of the KPIs project is focused on restarting the KPI survey
previously conducted by the AHC on a semi-annual basis. How well
do the existing KPIs reflect economies’ requlatory progress? Are
ony indicators particularly effective or ineffective?

Where progress since the infographic lost captured results in 2019
has been stagnant, what are the key barriers to convergence? How
con the RHSC oddress these barriers?

The target audience of previous of the RHSC KPI infogrophic has
included high-level political leaders in ministries of heaith, trade,
finance, and others. How can the RHSC continue to engage these
leaders and demonstrate its volue?

Thailond to share recent progress on regulatory convergence
transitioning from managing one site per license to multiple sites
under a single license

13:00 - 14:30 LUNCH
Priority Work Area (PWA) Updates
14:30-15:15 | 6. Global Supply Chain Integrity PWA

(PWA Champion: United States)

PWA Champion Update
6.1 USA
Update from CoE

6.2 United States Pharmacopeia (USP), United States
6.3 Mr. Ryan KELLY, Pilot CoE Rx-360
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15:15-16:00 | 7. Advanced Therapies and Biotherapeutic Products PWA
(PWA Co-Chompions: United States, Singapore)
(Sub-Champion: BIO)

Adva Therapies and eutic Products PWA m
7.1. Singapore to present revised roadmap for RHSC endorsement
PWA m

7.2. Ms. Christine HO, Health Sciences Authority (HSA), Singapore
Update from CoE

7.3. Kobe University, Japan

7.4. Dr. Jared AUCLAIR, on behalf of United States Pharmacopeia (USP),
United States

7.5. Dr. Jared AUCLAIR, Northeastern University (NEU), United States
7.6. Prof TAN-KOI Wei Chuen, Duke-NUS Medical School (CoRE), Singapore

16:00 - 16:45 | 8. Multi-regional Clinical Trials and Good Clinical Practices Inspection PWA
(PWA Co-Champions: Japan, Thailand)

PWA m

8.1. Ms. Miwa KANEMATSU, Pharmaceuticals and Medical Devices Agency
(PMDA), Japan

Update from CoE
8.2. Ms. Miwa KANEMATSU, PMDA, Japan
8.3. Ms. SUN Wan, Peking University (PKU), China

8.4. Dr. Jared AUCLAIR on behalf of the MRCT Center of Brigham & Women's
Hospital & Harvard, United States

16:45-17:00 |9. Day 1 Closing Remarks
RHSC Vice-Chair to give closing remarks
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Day 2: Tuesday, 25 February

Time

Agenda Item

09:00 - 09:10

10. RHSC Day 2 Welcome
RHSC Vice-Chair to give welcome remarks

09:10 - 10:00

11. Medical Device PWA

(PWA Co-Champions: Republic of Koreo, Japan, United States)
(PWA Sub-Champions: Advanced Medical Technology Association (AdvaMed),
Jopan Medical Imaging and Radiological Systems Industries Association (JIRA))

Medical PWA

11.1. Japan to present revised roadmap for RHSC endorsement
PWA Co-Champion te

11.2. Ms. Miwa KANEMATSU, PMDA, Japan

11.3. AdvaMed, JIRA (Sub-Champions)

Update from CoE

11.4. Prof You Kyoung LEE, Soonchunhyang University (SCH) Medical Device
Clinical Research Center, Republic of Korea

11.5. Ms. Apurva UNIYAL, University of Southern California (USC), United
States

11.6. Ms. Miwa KANEMATSU, Pharmaceuticals and Medical Devices Agency
(PMDA), Japan

11.7. Mr. Shang-Ching LIN, TFDA, Chinese Taipei
11.8. Pilot Malaysia Medical Device Authority (MDA)

10:00 - 10:45

12. Pharmacovigilance PWA
(PWA Champion: Republic of Korea)

PWA Cham
12.1. Mr. Jong Hoon LEE, MFDS, Republic of Korea

Update from CoE

12.2. Ms. E Na SONG, Korea Institute of Drug Safety and Risk Management
(KIDS), Republic of Korea
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12.3. Ms. SUN Wan, Peking University (PKU), China

12.4. Ms. Miwa KANEMATSU Pharmaceuticals and Medical Devices Agency
(PMDA), Japan

10:45 - 11:00 HEALTH BREAK
11:00 - 11:30 | 13. Good Registration Management PWA
(PWA Co-Champions: Japan, Chinese Taipei)
PWA am
13.1. Ms. Chia-Wei TING, TFDA, Chinese Taipei
Update from CoE
13.2. Ms. Chia-Wei TING, TFDA, Chinese Taipei
11:30-12:00 | 14. Pharmaceutical Quality PWA
(PWA Champion: United States)
(PWA Sub-Champion: Pharmaceutical Research and Manufacturers of America
(PhRMA))
Pharmaceutical Quality PWA Roadma
14.1. PhRMA to present revised roadmap for RHSC endorsement
PWA mpion t
14.2. Dr. Janet VESSOTSKIE & Ms. Amanda ROACHE, PhRMA (Sub-Champion)
12:00 - 12:15 | 15. Electronic Data Standards PWA
(PWA Champion: United States)
12:15 - 14:00 LUNCH
14:00 - 14:45 | 16. RHSC Key Performance Indicators (KPIs) - Phase 2

16.1. RHSC Advisor’s Office to give overview of RHSP KPIs Phase 2
16.2. Open Discussion

Participants are invited to make an intervention to share recent progress
and/or address one of the discussion questions:

1. After hearing updates from the PWAs, how are the CoEs already
supporting implementation of the RHSC KPIs through capocity
building training?

7




2. Is there interest within the PWAs to develop their own KPIs that
olign with their roadmap?

3. Phase 2 of the KPIs project seeks to potentiolly expand the existing
RHSC KPIs. What new requlatory trends or challenges might be
coptured in an exponded KPI framework

14:00 - 15:30

17. Coalition Reports
(Co-Chairs: Northeastern University & Duke-NUS Medical School Centre of
Regulatory Excellence (CoRE))
(Vice-Chair: USP)

17.1. Co-Chair (Dr. Jared AUCLAIR, Northeastern University) to present CoE
Coalition Report

17.2. PhRMA to present Industry Coalition Report

15:40 - 16:40

18. RHSC Strategic Discussion

18.1. Chair/Vice-Chair to update on endorsement of revised Operating Model

18.2. APEC Secretariat to update on APEC fora assessment and process on
RHSC ToR Renewal

18.3. CoE Coalition Co-Chair (Northeastern University) to update on the

process of reassessment of formal CoEs

18.4. Chair/Vice-Chair to share plans for future updates from ICH/IPRP and
IMDRF

18.5. RHSC Advisor’s Office to present RHSC Policy Dialogue Pilot

16:40 - 16:50

19. Any other Business

16:50 - 16.55

20. Meeting Documents
APEC Secretariot to present the document classification list

16.55-17.00

21. Review of Decisions and Action Items and Closing
Vice-Chair to deliver closing remarks
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Fisk 3 : MEPVERHNIEEE S EEREE L " ERBFSM T EMHRE(MDRF) ; &
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PWA)ERT | il - " EBERERSSLEHEBE S L (GRM CoE) ¥, fi#

IMDRF Members
&P IMDRF =z

Management Committee Official Observers
consists of regulatory authorities from: ANMAT, SFDA, Swissmedic. WHO

® Australia e Russia Affiliate Members

IMDRF Update ® Brazil ® Singapore i f
g % o Canads o Ficos 22 regulatory authorities from Africa,
Sasssssssssassiesnnns . Asia, and Latin America
© China e UK
Chinese Taipei ® U e USA Regional Harmonization Initiatives

® Japan AMOF, APEC RHSC, GHWP, PAHO

G Korea g g
;,a:,%; 2025 » The roles of IMDRF Chair and Secretariat rotate annually:

+ 2024 Chair: USA
« IMDRF-25 Session (Washington DC, March 11-15)
+ IMDRF-26 Session (Seattle, September 16-20)

+ 2025 Chair: Japan
+ IMDRF-27 Session (Tokyo, March 10-14)

| T 1 Anpeury remase osrry Cimsines Uortng Ieery 24 100

2024 IMDRF-26 Session Agenda APEC Participation in IMDRF-26
Joint IMDRF/ | IMORF Stakeholder Forum | IMDRF MC Open | IMORF MC Closed o During the IMDRF-26, updates and feedback were provided on
Industry + Regulatory updates Session Session Sept. 16 Workshop:
mt‘ e « Fadilitation of regulatory system development and maturity
Medical members Sept. 17 Stakeholder Forum:
Device wo"""" ey + Recent work and harmonization efforts of APEC RHSC
Regulat | o — M
s:’::‘;ay IMDRF Stakeholder Forum | IMDRF MC Affiliate Sept. 18 MC Open Session
« Affliste member updates | Afternoon + Implementation successes and challenges in APEC region
» RHI updates
AMDF
APEC
GHWP
PAMO
« Industry updates
Ropiary Rmonaicn thowrg Comeis \oring tebauwy 4 073 3 [Ty 4
IMDRF-26 Participants IMDRF-26 MC Decisions
* ~300 in-person and >900 virtual attendees on Sept. 16 and 17 * Accepted 8 affiliate membership applications:
« Management Committee members from 10 jurisdictions BOMRA (Botswana), DRPIS (Costa Rica), DIGEMAPS (Dominican Republic),
* 3 Official Observers: WHO, ANMAT, Swissmedic SRS S LG oty DRV Pemguint, DSENIO ik AL
« 14 Affiliate Members; ¢ Agreed to approve
CECMED (Cuba) EFDA (Ethiopia) PPB (Kenya) Final document titled "“Common Data Set for Adverse Event Data
CiNMED (Montenegro) ISP (Chile) SAHPRA (South Africa) Exchange between IMDRF Regulators

Draft document titled "Considerations for the Selection of IMDRF

COFEPRIS (Mexico) JFDA (Jordan) TFDA (Chinese Taipei) Adverse Event Terminology” for public consultation
SRS (E1 Salvador) MTIHR (israel) TMDA (Tanzania) Revised New Work Item Proposal (NWIP) of Al/ML Working Group
EDA (Egypt) NAFDAC (Nigeria) NWIP of Software as a Medical Device WG

¢ Agreed to conduct a webinar on the above-listed draft document and

4 I |
* 4 Regional Harmonization Initiatives, including APEC another training at the 27 Session

. imszf&fg:ﬁ';:;gx:'x\:"’gz‘rm;": f;‘;:";:&‘:" oo « Agreed to collect feedback to inform the next IMDRF Strategic Plan

« Industry associations and stakeholders (AdvaMed, COCIR, DITTA, JIRA * Supported the publication of the outcomes of Joint Workshop
MTAA, MedTech Europe, etc) + Confirmed that Japan will be the IMDRF Chair and Secretariat in 2025

broa 23

Rerpbarory armomesgmn Srwemrey (semesores Mewmry hotraery 24 0.5 6

R s 7, P g e Te) i rrreetwe Mhewany | obenary A L)
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2025 IMDRF-27 Session it i

« Tokyo, Japan

« March 10-14, 2025

« News and registration details at:
https://imdrf-2025.com

@ IMDRF sz

2Tt Session
10-14 March 2025 | Japan Tokyo

: ron ;_u‘- :u"! :

Mo iariry rarmcre sxn Wewwry Limeirwe Mewse | sty M 0 7 1
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T bman Foxnt #nd Drag A st Mimatry of Has™S ond Wellers

Medical Device PWA

Taiwan Food and Drug Administration (TFDA)

Gyeongju, Korea
February 24-25, 2025

L Monsinny Hammonisston Samerng Commites Mewteg Fetmary 34-75 2035 1

Outline

« Past activities

- 2024 APEC Medical Devices CoE Workshop
 Future plans

- 2025 APEC Medical Devices CoE Workshop

Roguisnon, Merorcsnoe Smereg (omemttes \ewteg, fetraary 24 I3 2003 2

Past Activities

2024 APEC Medical Devices CoE Workshop

[_ Dates: August 28 - 30 , 2024 (2.5-Day) T
Format: On-site courses & Virtual live videos
Speakers: 7

Certificate requirements

« Onsite: Attendance of Day 1 to Day 3, Questionnaires
* Virtual: Attendance of Lectures 1 to 4, Online Assignments, Questionnaires

‘m:ul:nnu: h::o::.:
Roguidtor, Hammcrcston Umeeryg Commive Moy, fotmary 34 7\ 2073 3 R guiation, Parrans ston meteg Comeies \ewteg, |etewry 26 13 2025
Core Curriculum Agenda
[ | owiwmoea | owzemsmw | owsewen |
« Definitionof the Terms ‘Medical Device’ and ‘In Registration
ir Vitro (VD) s Introduction of Workshop: | Lecture #3 Review of Lecture #4
(GHTF/SG1/NOT12012) (1) APECMDPWA o E iplesof | i
+ Principles of Medical Device Classification @ Cot Mol ek seiey &
Medical Device Classification (GHTF/SGI/NT?7:2012) Morming @ dem
Principles of In Vitro Diagnostic (IVD) Medical Devices ey Assessment
Classification (IMDRF/IVD WG/NG4FINAL 2021) Tachwe L P Practics 02 E Tom the
. of Assessment for Medical Cum&n:'mw n{,DC(::M(lc-n Workshop and Next Steps
Principles of Conformait Devices (GHTF/SGY/N782012) Status of Pre-Market p Swdy w0 . L
A-nm: . of Conformity Assessment for In Vitro Regulation in Each Economy | () Group Descussion Certificate Award Ceremony
Diagnostic (IVD) Medical Devices 3)_Group Presentation
(GHTF/SG! Noon Lunch
[ « Essential Principles Performanc Icebreaker Activites Group Practice #3. Manutac Site Visit
Essentil Principles of Medical * o ol oty snd aot MD Case Sty G cates) | loptona~ onlyfor
e Safety & g Medical Devices and IVD Medical Devices(IMDRF/GRR? Lecture 92 ) ot oy et
| ee Performanc WG/NATFINAL2018) MedcalOeviceand V0 |5 EE0S0E 200, o
«  Chinical investigation (IMDRF/MDCE WG/NSTFINAL: 3h Growy
: . 2019) Group Practice 91 N Goup
IR Bwiastion ¢ Chnkal Emhomion MDRF/MDCE WG/NSGFAL 2019 T
+ Chnical Evidence (IMDRF/MDCE WG/NSSFINAL 201
9 Evening | Welcome Reception
R Tenn
Goatimnens
Bt ooy Paprs o Yeersy mentive Mewtrg, (vt ary 4 2\ 00 5 b piatory oo s Swerrg (ometes eetrg §vteowy 24 52005
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Number and Type of Trainees

| ] ™

— e S Mgl —
Chinese Tapei | 3 | 10 | 0 13
£ Salvador® 2 0 | 0 2
Indones:a 2 0 | 0 2
Malaysia 1 1 [ 0 2
Mexico 0 0 | 1 1
Oman* 1 0 | 0 1
Papua New Guinea | 1 0 | 0 1
Peru | 1 0 | 0 1
Phippines 1 0 | 0 1
Sngapore 0 2 [ 0 2
Switzerland® 1 0 | 0 1
Viet Nam 1 0 [ 0 1
Total | 15 | 13 | 1 29

*Non-APEC member economies

Workshop Group Photos

Day 1 Moming: Introduction of the Workshop and
Current Harmonization Status of Pre-Market
Regulation in Each Economy (*Open to Public)

S Tenn e "e
boa2imnens bt ienuny
- 7 8
Workshop Group Photos Workshop Group Photos

Day 3:
Clinical Evaluation Lecture,
Expectations from the
Workshop, and Certificate
Award Ceremony

Dayland 2
Group Practices and Case Studies
Group A, B and C

General Satisfaction

Adequacy of Pre-training

, Material:4.8
a5
Meet Expectation » Training Material
50 35 Satisfaction: 4.9
30

Adequacy of the \

Enhance Knowledge on
Workshop Length: 4.8

Using EP for
Conformity Assessment
Overall Satisfaction: 49

49/5.0

*Data based on onute & witual partapants

Analysis of Knowledge Levels

a1 a2
2 1) - 4

5 1 38
13 35 14
I | I ‘ | ‘ ‘
e Pexy Progr
Participants self-evaluated their knowledge levels of the content pre- and post-program
*  Knowledge levels to score conversion: Expert Knowledge = 5, Good Knowledge = 4,

Working Knowledge = 3, Limited Knowledge = 2, No Knowledge = 1
¢ all lectures and group practices

Knowledge Levels (Score)

Knowledge levels increased

"
*Data based on onute & wiual parbapants ss s ~-

boatumnnny

)

85




Most Useful Sessions

Lecture 1 Curment Marmonuaton Status of

oL Gt Homonien St N 1!
Lechire 2 Meducal Devicr and WD Dwfevsion end 5
e O s N
Lecture ) Review of Exsertial Prncigies of

Vi Oevce Sty & Petormarcewnd (S,
——

Procphes of Conformity Avseunent (and Group
Pracson)

Lectre & Chrncal Evabustion

« Participants could vote 1-3 sessions for the most useful sessions

+  The most useful session voted by the participants is “Lecture 3: Review
of Essential Principles of Medical Device Safety & Performance and
Principles of Conformity Assessment (and Group Practice)”

Mg st oy g e Srrereg (oo \ewrg, etrary 4 2 000

Summary of Feedback

mm«mmﬂh

include a case study for that
however, this will need 10 be discussed with
the lecturer for the design.
2 Include topics such as Good Reg: Y Dueto imposed by the RHSC

Cok core curriculum and the scope of
TFDA' 5 appiication for conducting Cok
training courses being imited to the pre-
market area, such courses have not been
included.

Iham)unmgnoqzmnu‘
considered by inchuding only 2 case studies.

Also, the standard list provided can be
9. f e

otc

Groups 9

Boguisnon, o oo Seerrg Cormemiee \beetrg, fetrairy 24 1L X3

Future Plans

Regiarory sarmons e Sheerng (omemtes \ewirg febeaany J4 3 X3

T e cnd ) Doy At shae My of et orad Waslom

Plans for 2025

© Organize a program committee to design
the training program and host the CoE
workshop in August 2025

® Hold a CoE workshop and invite international
regulators and industry representatives to
participate in the workshop

+ Conduct periodic assessments based on the
performance of future programs and
outcomes that meet applicable objectives

h:u'o:t.l:

Roguisnory Irmonc: ston Saewrrg omemars ewtrg fetrary J4 7L 335

16

Timen bomnd oot ) Aty st Moty of Heaa s Woster's

Ragat oy e s L (omentive Mewteg fetrany 34 11 0.0
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Good Registration Management (GRM) -

PWA Update

PWA activities in 2024

4 PWA Stowring + YUORMPWA
se Macting Steering Commates
Vietual, A Maeting (Virteal
« GRM PWA Nevember)
Moating (Vietual, Jume
A Col Program + 29TFOACof
neTiee Meetiog Program Committee
Virtual, A Meetong (Tape.
Septamber)
+ TFDA ORM Cef
Workshep (Taipel
C September)
i o e

2024 3 Steering Committee Meeting

: "ﬁn
(o8

* Review of outcomes for 2024 and cutlook of activities
for 2025

+ Coordination for 2025 workshops

* Preliminary information for Cof assessment in 2025

wtcomes

- + Summary of outcomes for 2024

" ~ Convened & total of 3 PWA Steering Commities Mesting

ste: November 25, 2024 — Parkciputed in 0N 58 sad BRIC boatnga,

JRM PWA Steering Com ve Membderx Updated PWA rasema, moorsed by RNSC

« TFOA, MHLW, PMOA, Thai FDA TFOA hosted an APEC GRM Cof Workshop in Talpel

* APAC, IRPMA * Outlook of activities for 2025

* USC DK Kimm International Center for Thai FDA and TFDA shared their preliminary plan to
Regulatery Science howt APEC GRM Cofl Wor n 2025

+ Subject Matter Experts The plan for Cof assessment will be further discussed

er addtanal gudance from RNSC.
oy
[~ T T

Upcoming PWA activities in 2025

March ‘ Aug or Sept

* 1 TFDA CoE + Thai FDA APEC GRM + APEC SOM3 RHSC
Program Committee CoE Virtual Workshop Meeting (Korea)
Meeting with the theme “GRM in + TFDA APEC GRM CoE

« 2™ APEC GRM PWA t ght of relia: Workshop (Taipei)
Steering Committee pathway”,
Meeting

T .

APEC g

e
#  Seb-Commutioe on Standards and Confermance (SCSC)

Outlines

# The Regulatory Harmanization Steering Commities (RHSC)

o Current Updates
Co-Champions:

» MHLW/PMDA

Future Plan D €¢) PmDA

PWA activities in 2025
[ el

6 7 0RM P

Virtual Meetngs
(amuary, March)

1 TFOA ORM Cof * 2TFDA ORM Cef
Pregram Commities Program Commtte
Veetng (Virtusd Meating Tapae
March) Aty

* APEC SOM) RHSC
Mestng Karea

Kaorea, February) Aguat]

© TRMiFDAGAMCoE  + IFDA ORM Cef
Werkshop (Virtual, Worksnop (Tape
June) Aguat)

2025 15 Steering Committee Meeting

« Cof update for coordinating the plans te hest
workshops

+ Scheduling naxt meeting for review of promotion
materials

ome

+ Ihal FDA confirmed to host a virtual werkshap in June
with the theme “GRM in the light of reliance pathway’”,

+ TEDA confirmed to host a face-to-face workshop in Late
August or early September and sought suggestions
from the committes.

+ The committee provided suggestions in workshop topics,

+ The next Steering Committes meeting will be scheduled
In March to facilitate the review of workshop promotion
materials and progress in preparation of workshops,

« January 20, 2025

GRM PWA Steering Co
+ TFDA, MHLW, PMDA, Thai FDA
* APAC, RPMA

* Subject Matter Experts

mmittee Membery

+ USC DK Kim International Center for
Regulatory Scienc

O

Thank you for your attention.
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2024 GRM Workshop Hosts & Organizers

Host

* Tatwan Food and Dreg [ N
Agminmtr atiwn (TFOA) \ /

Good Registration Management (GRM) -

Co=Organizer @ (’

* APEC RNSC —a

CoE Update Ec am | § B B

M1 Cha We: Ting
Associste Technical Specs

Tarwan

©c &

2024 Workshop Highlights 2024 Workshop Program (1/3)

Sessien t Critical thinking and regulatory decision-making
©® Beneft-Risk Assessment in Regulatery D«nm&lnq for Market
Guided Reading Autherization of Medicinal

Schedule & Program

@ Introduction of GRM © Regulatory/Academic/EMA/PMOAIndustry
- Sep FE® m"""”“’:‘ ® Video ® Lectures/Panel Discussion
0 * 1L.5-day Iompersen « 69 Applicants o © Free Participation .
e * 7 Economies ® TFA .
0.,°9»°'0®
s e
. TroAMOACOEAP @. ¢ @
RPMA te. : ::.':2: . Session 2 Communication
acints Similons Opening Remarks '! P © Communication of benefit and riak for pre-market
+ TFOACOEARPMA *® TFDA approval and post=market survedlance
® PMDA © Reguiators’ Aspects/industry Aspects{APAC)

N e .M g SEN

2024 Workshop Program (2/3) 2024 Workshop Program (3/3)

24 “ y & Session 5. Preparation of Application Dossier
Session 3 Status of implementation of © Think about preparing your current and future applications

Session & Conducting the Review in Regenerative Medicine
GRM in the fconomies 2 2“"‘"‘:;“’“ ¥ Appcaiion Suaier praperation © Regulatory Updates for Regenerative Medicine in Tarwan/Japan,
© Representatives from J economies NpperS feot © GRevP of Quality part regarding CMC/Clinical consideration
©® Loctures/ Group Discussion/Group Presentation © PMOA/TFOAAndustr
-J i y * y
0.0 oz [ @ Y
= ° . ’ As ' 3 . -
@ . ° ~ ‘@ Qe ° @ Py N
® . @ i . . @
Session & Planning of Application 3 ' . @
® Planning for 3 successtul submission 1o expedite sarly approval -

* Closing Remarks
® How to develop a good Generic rogrstration plan?

® Cortificate Award Coromony
@ Lectures/ Group Discussion/Group Presentation s ©® Closing Remarks
* RPMA o N
e P e 7 =

e s 0:::—":—.—
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2024 Workshop Outcomes 2025 Workshop Plan

+ Training method: TFDA confirms to host a face~to-face workshop entitled “2025 APEC GRM CoE Workshop”.
« Date: To be determined, most likely in late August or early September

+ Venue: Under discussion, most likely an international conference hall located in Taipei City.

+ Workshop Agenda: Under internal discussion

- Special arrangement:

+ This workshop will be jointly conducted with the 2025 APEC Medical Device CoE Workshop hosted by
another division of TFDA on the same date at the same venue.

0On September 3-5, TFDA hosted APEC GRM Workshop in Taipei. + The Opening Ceremony, Welcome Reception and Certificate Award Ceremony will be jointly
The 2.5 day program brought together 19 experts and 100 participants from 7 APEC in the same venue, Other workshop agenda will be conducted in different conference rooms,
member economies.
v The workshop was considered highly satisfactory ana the topics were considered
used by the participants.

;) NG,

Asia-Pacific
Economic Cooperation

7

Thank you for your attention.
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Asia-Pacific
Economic Cooperation

s ‘ E““l)_ “g_,,,. L[] | A

The APEC Workshop on
Hydrogen and Fuel Cell
Standardization,

Certification, Law, and
System-building
(SCSC_201_2023T)

February 26, 2025
Gyeongju
Cyeongsangbuk-do,
Republic of Korea




Table of Contents

CONTENTS

APEC | GENERAL INFORMATION CIRCULAR

91

Ol.

Overview

02.

Event Details

03.

Nominations

04.

Attendance

05.

APEC Funding

O6.

Event Logistics

7.

APEC Guidelines

08.

Contacts




Ol. OVERVIEW

The global movement toward carbon neutrality has highlighted hydrogen as a
pivotal solution for cutting greenhouse gas emissions and advancing the shift
to a sustainable economy. To facilitate this transition, a workshop in Seoul will
delve into innovations in hydrogen technologies, such as water electrolysis for
producing clean hydrogen and hydrogen fuel cells as renewable energy
sources. Policymakers and industry leaders from APEC economies will gather
to discuss frameworks, standards, and certifications critical to fostering a
hydrogen economy.

Experts from international standardization bodies like ISO and IEC will share
insights into developing international standards, while the workshop will also
provide an overview of hydrogen economies across APEC. Emphasizing
inclusivity, women experts and scientists in hydrogen technologies will
contribute as panelists, sharing expertise and serving as role models. Q&A
sessions will encourage active engagement and knowledge exchange among
participants.

The key objectives of this event are to:
e Enhance understanding of the hydrogen economy as a critical pathway to
achieving carbon neutrality within APEC economies.
e Provide practical knowledge of hydrogen technologies, policies, standards,
and certifications.
* Promote collaboration among member economies.

APEC Project: The APEC Workshop on Hydrogen and Fuel Cell
Standardization, Certification, Law, and System-building (SCSC_201_2023T).

Proposing Economy: Republic of Korea
Co-Sponsoring Economies: Peru; Singapore; Chinese Taipei; Viet Nam

Fund Source: Trade and Investment Liberalisation and Facilitation Account
(TILF)

The agenda is attached at Annex A.

APEC | GENERAL INFORMATION CIRCULAR 01
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02. EVENT DETAILS

Date 26 February 2025

Venue and #205-206, Gyeongju Hwabaek
Location International Convention Center
507, Bomun-ro, Gyeongju-si,
Gyeongsangbuk-do,
Republic of Korea

Format In person
Language The event will be conducted in English.
APEC | GENERAL INFORMATION CIRCULAR 02
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03. NOMINATIONS

[argeted Particli pants

All 21 APEC member economies are welcome and invited to attend and actively
participate in the workshop.

To facilitate fruitful and meaningful discussion, economies are encouraged to
nominate participants who which include standardisation bodies, accreditation
bodies, conformity assessment bodies, metrology bodies, regulatory bodies,
policymakers, trade officials and industry stakeholders in APEC member
economies. Speakers from APEC member economies and international
organizations related to quality infrastructure and its components will be
invited to present as well as become discussion panel members. Participation of
qualified female participants are particularly encouraged.

Members are invited to nominate qualified expert speakers to attend and
present at the event for consideration by the Project.

ADEC Tl iy
APEC-Func

J Participants

Up to two active expert participants from each APEC travel-eligible economy
will be funded by APEC. The APEC travel-eligible economies are Chile, the
People’'s Republic of China, Indonesia, Malaysia, Mexico, Papua New Guinea,
the Philippines, Peru, the Russian Federation, Thailand, and Viet Nam.

Representatives from non-travel-eligible economies are encouraged to attend
the workshop on a self-funded basis. Appropriate expert speakers may be
nominated by SCSC members for the Project 's consideration.

Nominations for APEC-funded participants and speakers must be coordinated
and submitted online by the economy's SCSC focal point of the travel-eligible
economy only.

Nominations for self-funded participants and speakers may be submitted
directly online using the Nomination Form (see below).

APEC | GENERAL INFORMATION CIRCULAR 03
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Nomination Form

The nomination form is available here.

Due Date for Nominations
The nomination form must be submitted by no later than February 5, 2025.

Late nominations may not be accepted.

Review of Nominations
Nominations will be reviewed by the Project :

e Expert speaker nominations: the Project will consider nominations for
speakers in light of the agenda and budget and will contact the
nominating economy directly.

¢ APEC-funded participant nominations: the Project will send the details to
the APEC Secretariat who will contact the nominees directly regarding
next steps.

e Self-funded participant nominations: once confirmed by the Project
Overseer, self-funded participants (other than Non-Member Participants
(NMPs)) may move ahead with booking flights and accommodation for in-
person events.

Registration to attend SOMIT cluster of meetings

Kindly note that the submission of nominations through the nomination form
link above is separate from the registration required in order to enter the
Gyeongju Hwabaek International Convention Center for the SOM1 meeting
cluster.

More information about registration to the SOM1 cluster of meetings and
event can be found in the SOM1 Administrative Circular.

APEC | GENERAL INFORMATION CIRCULAR 04
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O4. ATTENDANCE

In-Person Participants

Registration will be available on February 26, 2025 in advance of each daily
session. session. All participants are expected to complete the registration form
to assist with APEC's data requirements.

Evaluation
All participants are required to complete an evaluation form that will be
provided by the Project Overseer.

In this form, each participant is encouraged to share their views and advice on
the event's impact and efficiency as well as possible suggestions and policy
implications for future APEC-related cooperation initiatives and activities.

APEC | GENERAL INFORMATION CIRCULAR 05
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05. APEC FUNDING

Funding Principl

APEC will provide funding for approved speakers and up to two nominated
participants from each travel-eligible APEC economy to attend (flights and per
diem). Funding is provided subject to the project budget and in accordance with

the Guidebook on APEC Projects.

Expert speakers: Approved speakers will be provided with round-trip airfares of
restricted economy class and via the most direct route. Subject to budget
availability, speakers may be eligible for restricted business class airfare if the
flight time exceeds 12 hours.

Participants: Approved APEC-funded participants will be provided with round-
trip airfares of restricted economy class and via the most direct route.

Approved expert speakers and APEC-funded participants will be entitled to a per
diem allowance to cover costs such as accommodation, meals, transportation,
transfers, travel insurance, visas, departure taxes, transaction and
reimbursement costs (such as bank charges, and goods and services tax).

For this event, the per diem amount will be USD287 per person per day for a
maximum of 2.75 days (per diem of 2 days plus 75% of one day's per diem
allowance to cover miscellaneous expenses). The actual amount to be paid will
depend on the traveler's itinerary.

APEC | GENERAL INFORMATION CIRCULAR 06
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Approval Process

The APEC Secretariat will contact each approved APEC-funded participant and
expert speaker and will request a travel quote. Once the travel quote has been
accepted, the Secretariat will issue a Travel Undertaking which will set out the
terms and conditions that will apply. The Travel Undertaking must be signed by
each APEC-funded traveler before bookings are made and must be returned to
the Secretariat by the requested date and no later than eight working days before
the event.

Payment

Airfare and per diem allowances will be paid in accordance with the Guidebook on
APEC Projects. Payments are normally provided on a reimbursement basis which
will take up to 20 working days after the APEC Secretariat receives the required
documents from the APEC-funded traveler following the event.

Requests for advance payment will be considered on a case-by-case basis and any
requests must be sent by the due date for nominations.

APEC | GENERAL INFORMATION CIRCULAR 07
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Ob. EVENT LOGISTICS

Participants are expected to book their own accommodation. The Conference
will take place in Gyeongju Hwabaek International Convention Center. The
recommended hotels around the venue are as in the following:

STAR-RATING DISTANCE
Lahan Select Gyeongju 5-star \I;vr?\l/z i?n”(‘](;?:nr?)
The K Hotel Gyeongju 4-star \Sﬁl/z 18;”((25;70%7;)
Commodore Hotel Gyeongju 4-star \g’?\l/z 1?:(‘8(222?‘)
Benikea Swiss Rosen Hotel 3-star \E/)Vr?\l/z 17::((;45*';?)

The nearest international airport in Gyeongju is Gimhae International Airport
with a 80-minute drive from the venue, Gyeongju Hwabaek International
Convention Center. The transfer options available from the airport include taxi, e-
hailing services, car rental and airport transfers. The most convenient and
quickest way to travel is by taking an airport taxi or e-hailing services via mobile
applications such as Kakao T, Uber, Grab, etc. Please refer to the following
transportation guide for visitors to Gyeongju at the link below:

https://hico.or.kr/images/mice/hico/download/Transportation_Guide to Gyeongj
u HICO 2018.pdf

* Please refer to the enclosed “APEC 2025 Korea SOM1 Administrative Circular” for details.

The dress code will be business casual

APEC | GENERAL INFORMATION CIRCULAR 08
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O7/. APEC GUIDELINES

All APEC event organisers, speakers and participants are expected to comply with
APEC's guidelines and policies.

APEC highly values collaboration with appropriate
external stakeholders. Participation in all APEC
events is governed by APECs Guidelines for

Managing Co-operation  with Non-members. Guidelines for
Non-Member Attendance of non-member nominees at this event Managing_Co-
Participants (for example, individuals who are not government operation with

officials {or part of a government delegation) from Non-members
APEC economies such as representatives from the

private or academic sectors)] may be subject to

approval in accordance with the Guidelines.

All presentations for the workshop must be sent to
the Project Overseers. All workshop materials must
comply with APEC Publication Guidelines.

Presentations and other documents from the

workshop may be made available on the APEC APEC
Publications Meeting Document Database. Please inform the Publication

Project Overseer if you do not want your Guidelines

presentation materials to be made available to the

public (in this case the material may be 'restricted'

and made available to APEC members only). All

materials will be made available to the public unless

otherwise advised.

The APEC Secretariat collects, uses and stores

personal data from participants in APEC-funded

projects to support our project administration and

evaluation processes. APEC Project Overseers

transfer participant personal data to the APEC APEC Privacy
Secretariat for these purposes. APEC Secretariat has Policy

in place a Personal Data Protection Policy and

collects, uses, stores and disposes of personal data in

accordance with Singapore’s Personal Data Privacy

Act 2012.

Data Privacy

APEC | GENERAL INFORMATION CIRCULAR 09
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Hosting Guidelines

The event must comply with the APEC Hosting
Guidelines. In particular, all participants must follow
APEC nomenclature in any workshop documents
or powerpoint presentations and during any oral
presentations. APEC is a grouping of economies.
Therefore, it is inappropriate to use anything, such
as flags or emblems, which may imply the “political
status” of any member economy. Disputed maps
should not be included in any presentations or
materials distributed at an APEC event. Members
of APEC should be referred to as “member
economies” or “members” or “economies”. Please
do not use in reference to APEC member
economies the words “country”, “nation” or
“national”.

Please also be mindful to use the correct names of
the APEC economies: Australia; Brunei Darussalam;
Canada; Chile; the People's Republic of China
(China also acceptable); Hong Kong, China;
Indonesia; Japan; the Republic of Korea; Malaysia;
Mexico; New Zealand; Papua New Guinea; Peru; the
Republic of the Philippines (the Philippines also
acceptable); the Russian Federation (Russia also
acceptable); Singapore; Chinese Taipei; Thailand,;
the United States of America (the USA, the US or
the United States also acceptable); Viet Nam.

APEC | GENERAL INFORMATION CIRCULAR
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08. CONTACTS

For all substantive and logistics matters regarding the event, please contact
the Project Overseers:

Name: Mr Hyo Joong Kim

Title: Researcher

Organisation: Korean Agency for Technology and Standards

Economy: Republic of Korea

Email: hyo0061@korea.kr

Points of Contact
Name: KATS

Tel: +82 43-870-5400
E-mail: standard@korea.kr

iriat

ADFC facrata
Lal

AHFEL SeCr¢

D

For all financial and travel-related arrangements for APEC-funded participants,
matters, please contact the APEC Secretariat:

Primary Contact

Name: Ms Marianne Gail Luna Bernardes
Title: Program Executive

Organisation: APEC Secretariat

Email: mgb@apec.org

Name: Piang-or Wacharaprapapong
Title: Program Director

Organisation: APEC Secretariat
Email: scsc@apec.org

APEC | GENERAL INFORMATION CIRCULAR 11
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ANNEX A - DRAFT AGENDA

The conference will be held fully in-person for one day in Gyeongju
Gyeongsangbuk-do, Republic of Korea as a networking platform to share
information and experience sharing as well as communicating best practices
of quality infrastructure governance implemented in APEC member
economies.

(26 Febraury 2025)

AGENDA ITEM

9:30 - 10:00 |Registration of participants

10:00 -10:10 |Opening remarks and congratulatory Speech from Republic of Korea

1010 -10:20 |Introduction to the APEC Project Overview

10:20 -10:25 | Photo Session

Presentation on Pre-Survey Analysis
10:25-10:40 | « Keyfindings
e Good practices as identified by APEC economies

10:40 - 11:00 |Coffee Break

Presentations on issues and identified best practices
Theme 1: Hydrogen Industry Policy
e Development of a Clean Hydrogen Ecosystem in Korea (Speaker:Yoonhee Ha)
* Global Hydrogen Policy Trends and Key Challenges (Speaker:Meg Jo-Chen Lin)

1:00 - 11:40

1M:40-13:40 |Lunch Break

Theme 2: Hydrogen Technology Development R&D and Regulation
e Current Status of Hydrogen Full-Cycle Technology Development and Key R&D
13: 40 - 1420 Achievements in Korea (SpeakerJinnam Park)
e Hydrogen Technology Development and Regulatory Status in Australia
(Speaker:Katerina Aleksoska)

Theme 3: Hydrogen Standards and Certification
s Current status and prospects of international standards for liquid hydrogen
technology - Focusing on the activities of the ISO TC 197 committee
(Speaker:Yongnam Choi)
e Status on the Evaluation Standards for Green or Low-Carbon Hydrogen
(Speaker:Pengcheng Li)

1420 - 15:00

15:00 -16:00 |Panel Discussion and Q&A Session

16:00 -16:10 | Closing Remarks

*The details are subject to be modified

APEC | GENERAL INFORMATION CIRCULAR 12
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Migk5:2H 26 H ~ 3 H 1 H APEC {2+ EEHII®K (PMU) bt Erafs Kl

Asia-Pacific
Economic Cooperation

APEC Project Management Unit (PMU)
SOM 1, 2025, Gyeongju, Korea

Project Quality Training

Training Events

Date and Time
(Korea Standard Time, UTC+9)

Description

In-person Workshop 1:
How to Apply for APEC Funding and
Develop Quality Concept Notes

Wednesday, 26 February

2:00pm - 5:00pm

This session will run for 3 hrs.:

o Project Cycle Overview

o Developing Concept Notes (CNs) and Budget Plans
o Drafting CNs using APAS

In-person Workshop 2:
Developing Quality Project Proposals

Friday, 28 February

2:00pm - 5:00pm

This session will run for 3 hrs.:

o Project Cycle Overview

o Developing Project Proposals (PPs) with a focus on
the Budget section

o Drafting PPs using APAS

o Guide to the Quality Assessment process

In-person Workshop 3:
How to Apply for APEC Funding and
Develop Quality Concept Notes

Saturday, 1 March

2:00pm - 5:00pm

This session will run for 3 hrs.:

o Project Cycle Overview

o Developing CNs and Budget Plans
o Drafting CNs using APAS
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Developing Quality Concept

Notes‘and Introduction to APAS

FProjec Mafiagément Unit, A

SOM); Fetiary -Mae

Agenda

This session will cover:

* Introduction to APEC Projects

* Project Selection Process and Funding Sources
+ Preparing Quality Concept Notes

* Forms and Resources

+ QBA

[ T T

What is capacity building?

...a process to enable member economies to
obtain, share, strengthen, maintain and develop

: . and
to improve policies,

regulations, systems and institutions in APEC
economies.

Overview of APEC-Funded Projects
APEC approves 100+ projects a year, through 2 Project Sessions (funding
rounds) in March and July

Projects are proposed, designed and implemented by member economy
representatives called Project Overseers

APEC projects must be proposed through an APEC committee or forum, which
endorses the Concept Note

There are 17 progect funding sources m 2025 for APEC projects (see website)

APEC project funds are drawn from membership fees and additional voluntary
contributions by some economies.

lo@ % » <

Aoiwecite
e
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Why does APEC
have projects?

APEC policy objectives into actions
and outcomes that advance the

the ECOTECH Agenda by
in APEC economies

Overview of APEC-Funded Projects

- Funding application begins with a Concept Note written by the Project
< Overseer
352 Concept Notes must meet minimum number of ‘¢ f hip' by other
APEC economies
Q Project selection is a by economies
il Projects have i1hs to complete (on average)
sidebook c1s is the APEC projects ‘rule book'.
G All appiications will be processed through APAS from PS2, 2023
(e T S

APEC Project Cycle — Concept Notes

Concept Note |

= Scored by economies
« Ranked by PMU
= (If successtul) In-

Implementation

Project Proposal

» Procurement and contracting

* Deliver outputs according fo
Workpian

+ Submit Monitonng Report
(Apr or Oct)

« Complete by PCD

principie approval by @ project
BMC * Submit Compietion Report
L
ey
[Cores” P S




APEC Project Cycle — Concept Notes

- Drafted by PO
« Endorsed by forum
« Scored by economies

- Ranked by PMU
« (If successtul) In-

principie approval by
BMC

Getting ready with the CN Application

8‘?“’"“ Represented  Approved by Select one Obtain
dwg by one your APEC Fund minimum co-
Note APEC Forum economy sponsorship
Selectmast |

suitable

Make use of the CN development materials and PO guidance avallable on APEC
mobatte,

>> Submit Concept Note draft by email

G T N

10

Key Dates: Project Session Dates 2025
Concept Note

CN BMC in-
CN CN Upload
Endorsement principle
Submission Deadline Deadline Appraval
Session1 13 March A | 2 June
Session 2 2 July 19 September

Note: All submission deadines are set at 12:00pm (Noon) Singapore Time.
Processes include via emad (ofine) and APEC Project Administraton System (onkne).

(e T S

When can you start your project
implementation?

November
2025
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Funding Priorities e
To view information on funding sources, use this link =
SUPPLY CHAN
o e (3] L)
1 | | CONNECTIVITY
] ! 1
! t ! HUMAN SECURITY
1 |
D X -
Incoming and The Monda The Osaka
outgoing host Framework on Action Agenda ENERGY.
economy ECOTECH EFEICIENCY
priodies sase6 e
Ast suo- [N ) wokEN &
CD e eoat .
n
Available Project Funds: $11.43 million
(PS1, 2025)
Gaoorl Proacl Aol (GPA) $361500  ASF - Mo Smalapd Magum $ 142,600
I o 1L sed2000  Snimprisss
ASF - Women and the Economy $350.400
APEC Supgort Fund (ASF) General Fund '$ 1722300 ASF - Digital innovation $ 1,046,600
ASF - Hyman Sacurty $319.200  ASF-Maroe Debrs Managementand  $ 1,014,100
ASF - Eneray Eficienc Loy Carbonand ' 1.374200 Jaooration
Epargy Resioncy Mesures ASF - Sienoieniog EconomicLeonl  $ 841,000
ASF - Supoly Chain Connecthity s137600  itmstuchre
ASF - Free Trade Areo of the Asa.Bcific $72300 | ASF - Eohanced APEC Agends for $715700
4nd Global Value Chaing
ASF - Jonouaiye Deysiooment Fconomic $714,300  ASF - Stuchural Reform sed Susianaie  § 627,400
Reform and Groath ! P —

ASF - Promoting Digitalisation for Green  $ 450,000
Jmnsitions

Concept Note: Four Traps to Avoid

Avoid these four common traps
to maximise support for your project

1. 2, 3. 4.
Duplication Overly broad Activities that Overly
scope present risks ambitious
to APEC outputs
(number and
scope)
CP e

Trap 1: Duplication

o)
Has this topic been discussed before
?
How is my topic angle different
7y
How can my project build on previous work
£5 Build on previous work or consider multi-phase projects
47 Go to the APEC Project Database to research
Dt

16




Trap 2: Overly broad project scope
9

Which are your targeted sectors, groups, industries?

Who are your primary targeted participant groups?

)

Too many topics to cover in one project?

7 Define a targeted audience
% Think of a clear, specific topic
e T T

17

APEC Projects must nvolve
indusirial design, expenments or inventions
undertakil ting on human or animal subjects

p of products/services, facill n of ¢ al relations
Participation of minors (i.e. below 18 years old)
creation of formal networks that is out of APEC project scope

nust follow:
tellectual Property Policy and the
project contract (Standard Conditions)

Trap 3: Activities that present risks to APEC

Concept Note: Scoring Criteria

Is this concept note ebgible for [ Reason for nehgibility ‘

| funding? (Yestio)

Supports the Prionties of the APEC Fund to which it 20

is applying

Quality Appears Strong 15

Supports My Economy’s Priorities 10

Supports Capacity Building 10

Supports Cross Fora Collaboration and to 5§

Multiple Economies

Total 60

CoD e e
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Trap 4: Overly ambitious outputs (number and scope)

s
r

How much time do | have to complete the project?

What are the risks that may cause project delays?

2

P4
Why is more than one capacity building event necessary?

47 Limit to 3 outputs: e.g. research + one event + one repor
L Ensure one capacity building event per project
CP D

19

Examples of Project Outputs

+ workshops + research reports

+ seminars + summary reports

+ conferences * recommendations

+ dialogues + online tools

* training + APEC publications
e T

20

Concept Note Template —

Concept Note  [CLEZIITIE
Template Page 1 e o e

Propect Overview

Profect Sesvion  Passa st Project Year [orep—
Propect Thtle & Pesss & ot 4 boef Praject Toe

Pund Sowrce & s seect A S bund ¢ Pt st
o Progesey

APEC Forwm & P seiet ot (o St spoicu.
appcatie)
o Progevey

ooy 7Y€ masnn tact Scomormy + (ondy  Sanct ¥ sppicatie.
# appiacaria)

o Spamaaring asrn 11 8 (o spenn g LG econem s according 18 APLC

APEC Ecomambes ¢ Stm—nclulire il Sy

Uxpected Start  Saect dim Prepect Complation P sin et

Dete & Date

O Togh 1 Paas st
(sbect v 1o 3)

Propect Toghc 3 Paans sebect
(Optionst)

Peooct Togic 3 Pasns st
(Optionsl)




Concept Note: Important Dates

Project Overview

Project Session  Mease sslect. Project Year Ploase enter.

ProjectTithe ¢ | Moasa draft 3 briaf Project Tige,

fund Source ¢ Meaze select ASF Sub-Fend ¢ Plase select.
Co-Proposiag

APLCForum §  Masse solect o % (onby if Select o spphcable.

st ol comspomonng APEC sconce s according to APEC
and

Project Complation Innu select.
Date ¢

S e [ Pco: Project Compietion Date |

Concept Note: Setting Start and Completion Dates
Project Duration: 15-20 months

Expected Default Project
Start Date Completion Date

Session 1 B [ Decof second year |
Implementation 2
Sesin2

[Project approved in PS1,2025  [December 2026 PCD |
|Project approved in PS2, 2025 [June 2027 PCD

(G o "

26

Dudget . (after filing in sech rew in "I, press Tak 10 90 1o the naxt fiald)

Concept Note

Template
Page 2

Enter PO Nars. Thie. Erter PO Title.

Name .
Ovgusduion Enter 0 Crparuzatsn. Primary e PO Contact Number.
Contact
(Ecomomy
Code/Ares
Cage +
Teleghooe o)
Enter PO E-mal. Enter PO Anerrate Cortact

29

Tudget © (after g in sech e ess Tal t0 90 10 the naxt fiekd)

Concept Note [ ot »
Template =
Page 2 & Pubtcations &

109

Concept Note ikt

Template Page 1 [t
Projet Sevnien e st Prebed Yo | 2040

Fund Swurcn & esne et fond  Pisone e
APEC Furumn & P it J e —p—
are

Project Topic/s

27

Concept Note: Project Topic/s

How to choose a Project Topic
+ Choose the topic most closely related to your project

+ Minimum of 1 topic, up to 3 topics in total

Example
Symposium on Promoting Women's Economic Empowerment
through Financial Inclusion Initiatives

Project Topics:
1. Women's Economic Empowerment
2. Financial Policy (optional)

[Com T y

28

Concept Note: Planning the Budget

Decide the Project Value

APEC funding + Self-Funding = Total Project Value (USS)

Develop an initial Budget Plan

« For hosting and travel budget: consider city, venue, event days,
platform fees

+ For Direct Labour budget: consider contractor’s tasks and work
hours

= Understand the non-allowable expenses (p. 36 of the Guidebook on
APEC Projects)

Be as accurate as possible

+ Once CN is approved, the budget can't be Increased

G T .

3

o N e |
Concept Note =~ e —

Orpmieation treer 10 Orgarsatn. oy €stec PO Corcact It
.

Template
Page 2

Project Objective

32



Concept Note: Setting the Objective
The overarching goal or purpose of your project

OBJECTIVE

\ ¢

OUTCOMES

$

OUTPUTS

33

Concept Note: Setting the Objective

Example

“The objective of this project is to build the capacity of APEC member
economies to combat antimicrobial resistance by increasing access to new
antimicrobials.

This will be achieved through an assessment of bamiers to market entry and
new drug development, equitable access, and how current antimicrobials can

be pi through ip efforts’.

« Clear and concise statement of what you will do, and how
+ Do not use bullet points or lists

+ Do pot detail outputs

+ 2-3 short sentences

COD ot .

Concept Note: Question 1 - Relevance

a. Issues - What problems does the project seek to address?
Does it have sustained benefits for more than one
economy in the APEC region?

« Describe the project topic clearly and concisely
« Demonstrate how the project topic has regional relevance
« Use dala and statistics to substantiate statements

37

Concept Note: Question 1 - Relevance

b. Alignment to APEC - Describe specific APEC priorities,
goals, strategies and/ or statements that the project
supports, and explain how the project will contribute to
their achievement.

«+ Link to any other higher level APEC strategies (from last 5 years)
* Quote Leader or Ministerial statements (recent)

+ Describe how the project links to the Putrajaya Vision 2040 divers and
Aotearoa Plan of Action objectives that you selected in the Annex (Page
5)

[Coe T .

38
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Concept Note ==

Template
Page 3 e -

s

It
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Concept Note

Template
Page 3

Relevance

Concept Note: Question 1 - Relevance

c. Alignment to Forum - Describe specific Forum strategic
plan and/or yearly work plan, then explain how the project
will contribute to these.

« Identify Forum objective and current strateqic plan/yearly work plan
+ For example:
« Framework for Integration of Women in APEC
« SMEWG Strategic Plan for 2021-2024
« Describe how the project links to the st

tegic plan, etc.

CoD e .
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Concept Note  w==s""""

Template
Page 3 e e

Eligibility and
Fund Priorities




Concept Note: question2 - Eligibility Criteria and Funding Priorities
2. How does the project fit the Eligibility Criteria and
Funding Priorities for the specified funding account?

The GPA funding priorities for 2025 are below (in no order of priority):
+ Trade and investment for inclusive and interconnected growih

. and to to the formal and global econamy

- Sustainable growth for resilient deveiopment

» Connect - Strengthening physical, institutional and people-to-people connectivity
across the Asia-Pacific region

« Innovate — Promoting digital innovatien in the Asia-Pacific region
- Prosper — Pursuing sustainable and inclusive prosperity in the Asia-Pacific region

[ o — .

Concept Note: Question 3 — Capacity Building

3. How will the project Build Capacity for APEC
economies?

+ Describe the skills, information and resources that the project will
provide participants, and how they will benefit from it
+ Briefly describe the approach to capacity building

+ For all ASF-funded projects, POs must also state how the project
will address the neads of developing APEC economias.,

[ T N
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Concept Note = we—"""=

Template
Page 3 -

A

Capacity Building

42

Concept Note: Question 4 - Methodology

a. Work Plan

General project timeline

Should include all outputs and key tasks:

« contracting process,

+ conducting research/survey,

« event preparation and delivery,

+ drafting and submitting final reports.

+ mandatory reporting (Monitoring and Completion Reports),

[Comr T . .
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Concept Note: Question 4 - Methodology

a. Work Plan

4a. Work Plan & (use as many rows as needed)

Finish By Activity Delveralibes

B CONLIBCLA Process fof the pro) Draft Terms of Reference
1 01-05-2024 15-06-2024 -, ot Draft Contract
Conduct desktop resesrch Draft Pre-Workshop
2 17082004 31072004 Draft Pre-workshop Resenrch Report Resesich Report
Develop draft agenda for Workshop Draft agenda
Brville speakers from relevant ministries, Speakers but

3 01072004 00082034 of Warvionat v
Diradt Garueral Indormation Ciridar [G1C]

o v .

46
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Concept Note &= ™
Template
Page 3 T ——

Concept Note

Template Page y

Beneficiaries /

Evaluation - -

Linkages —

PO Declaration —___ FeSum,

(e T S
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Concept Note: Question 4 - Methodology

b. Beneficiaries — Focus on direct beneficiaries such as
event participants or resource users. Create a Target

Participant Profile.

» What experience or expertise should the participants have, to be able to
contribute to the Workshop?

+ If public officials, which minisines or agencies would they work for, and
what roles should they hold (e.g. ical officers, poli 7

« If private sector, which seciors or organisations are most relevant?

[ e TS
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Concept Note: Question 4 - Methodology

c. Evaluation - setting indicators
« Measurable and achievable
+ Quantitative and qualitative
« Measures project’s Outputs (avent, report

~ Participation rates, number of economies, number of speakers, number of Best
Practices/Recommendations

+ Measure project's Outcomes |+

— Event Evaluation survey (ex-ante and ex-post)

+ Gender indicators

~ Female Participation Rate, Female Speaker Rate, alignment to women's
economic empowerment pillars

49

Concept Note: Question 4 - Methodology

d. Linkages
« Previous work in and outside APEC
—Is this a follow-up phase, or build on previous accomplishments?
—How is this project not duplicating?
Cross Fora Collaboration
— Engagement with other APEC fora (e.g. forming steering committee,
develop agenda, invite speakers etc.)
Outside APEC

—Relevance to other APEC or non-APEC groups
— Consider how they will be engaged to add value to the project e.g. expert

invited from g , industry
bodies, ABAC
CD e %
S0
Forms and Resources
Qur ‘rulebook’ to Download template, Contact your PD or PE;
applying and CN&PP and for APAS technical
pl < develop L i
APEC projects materials
THE PO . BROJECT = conTACT
GUIDEBOOK TOOLKIT = DATABASE Us

=

Research all past and

Online CN submission

& scoring; current APEC
PP drafting and projects, including
assessment budgets

G bvmmarsin
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Questions?

Template Page 5
The Annex

Concept Note

Project Alignment to

P ja

S1

The PV 2040 Drivers and APA Objectives

Select 2 OBJECTIVES your project closely aligns with

Deiwwr Twer Driver Three
Innovation and Strong, Balanced, Secure,
Digitalization Suntainable and Inchusive Growth

Objectives Objectives |

1: Regional trade and 1: Stuctural reforms and
investment | Innovation
2: Multiateral trading system Dwytal economy and global
and international trade flows interconnectedness
3: Bogor Goals and economec Dwgtal nirastructure and
integration in the regica transformation
4: Connectivity and supply
chaing
) Anieputa

CD e

52
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Developing Quality Project

Budget Plans

Profect Management Unk, APEC Secretariat
SOMT, Febinuary-March 2025, Gyeonglu, Korea

peiu@apecorg

Agenda

This session will cover:
* Preparing Quality Project Budget Plan
1. Understanding Budget Items to Fund

2. Understanding Budget Cost

* Forms and Resources

Concept Note |
Template
Page 2

. Labar Conts (U50) 0
lm Travel (USO) [

‘z_uomuno)
la

"
Pubbcations &

Distribution (U50)
"

Toua preject [N
Valus (US0)

TRAVEL
o e
Meosting
i e —
e
Direct Labour s
o
oo )
el R e— T —
. I
S
- R el -2
Telephone o)
Budget: Total APEC Funding
Project Outputs
Your project outputs decide the project cost
1. 2. 3,
Research Event epor
Azt
o S
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Project Budget

Cost Efficient - Good Project Value

© Copacity Building
Inchude trvel and Seek quote and check
Nosting costs ‘other project budgets
(4 ; )
Sodget for a8 Expe
Understand the
Eesnoms 5 aiomatie sedt nen
Y alowable
o
fotom the Dire ©
SO PO List contractor’s 14:h: and
chedie
toonitn Oie, Onra, Indanesis, Maaysia, Medcn, Papua New Guines. Prippines Pure. Russi,
(S S st Ve hom

Concept Note ESNEEITITN TRt e e

» Labar Conts (USD) 40

Template L) R
© Hosting (USD) 40
Page 2 & Pblications 8
Dintridetion (USD)
o Other (USD) ¥ - .y o
Total Amount Being — T
Total APEC Funding reswbopekrs T « o “w
— . J
+ o prioctovemerivtormaten ]
Ertae PO Nama. e Extat 7O Tile
Sell - Funding Orp: don Erter PO Organctation. Enter PO Cantact Nurmber.
Contaet No.
(tconomy
Il Gotuinns
Code +
Teiehose He.)
prmary Gmat 107 PO Emat Etes 1O Aarnate Coneat

o ‘Mo, Mumber f anry
(Ecoromy
Avernote men 107 PO Aermate Emat e (RN

- Code +

Teiephooe 1.}

Budget: Total APEC Funding
Project Output: Research —items to fund

Subject Matter Expert at

Expert
+ Research (desktop, fleld] * Moderntor, Paneda,
* Servey 30d Interviens Spatas.
= * Event Program Design
g + Travel comt
* Online Rescurce
Developenent
* Graphic Design

* Transiation, etc.

Budget: Total APEC Funding

Project Output:

All Events

Event — items to fund

* Honoraria for Experts

* Hosting (room rental
including AV
equipment)

* Direct Labour for expert
participation or event
logistics

* Publications

* Travel (speakers and
TEE participants)

* Contractor’s Travel
{only @5 expert and mot
for odministrative or
logisticol support)

* Platform
Rental/subscription

* Internet Access Subsidies
for TEE Participants

* Video and Audio
Equipment Rental




Budget: Total APEC Funding
Project Output: Report — items to fund

Writing

*  Rasesrch/Survey
*  Drafting, Writing, Revising

[ T .

Budget: Total Project Value

Direct Labour Cost
Main Types and General Fees:
1. Research contractor (US$80 per hour)
= Provide details of the rolc, task: to perform of hours = to be against
similar projects from same economies, with
- With similar cutputs
- similar rumber of event dates
- similar number of pages for the report

of tasks and amount of expertise required
e made based on leved of techni dexit

CoD e
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Budget: Total Project Value

Direct Labour Cost
2. Event Logistics Management (USS40 per hour)
«  Tasks include planning, selecting and contacting experts, logistics, forming GIC, aliasing

with venue vendors)
+  Bample: approximately $7000-$10000 for a 2-day event
3. Short Term Clerical (US$20 per hour)
4. Others: fation/si P , virtual event ician, graphic
designer (**non-allowable expr be sought)
CD e

Budget: Total Project Value

Direct Labour Cost

Other important Notes:

% Contracts in the ject to be bundied ingle package for ond
management efficiencies

< No and
*Waiver can be sought

e

14
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Budget: Total Project Value
Direct Labour Cost

Re proyect

Research or Workshop Report writing guidelines:

o Tobe published by APEC

o Fees determined by nurber of pages. For example:
- Ableast 12 pages (if 10 days of work, about USS5000)
- Optimal 12 to 20 pages

[ T .

1

Budget: Total Project Value
Direct Labour Cost

Budget: Total Project Value
Direct Labour Cost

Budget: Total APEC Funding
Event Travel and Hosting Cost
Plan ahead your event format, city, venue, event days (where applicable)

Budget items that support Capacity Bullding efforts:
1. Travel for Participants —~ must fund 11 or 22 from travel-eligible economies*

*  Airfare types: *Chile, China, Indonesia,
L internationsi long distance PiSleyin, MOy RO
Philippines, Peru, Russia,
Il international shorter distance Thailand, Viet Nam
Ul Doenestic

% Only economy class

oD e




Budget: Total Project Value

Event Travel and Hosting Cost
Budget Items that suppert Capacity Bullding efforts:
1. Travel for Participants (continued)
*  Per Diem = based on United Nation rates

<+ PE self-fund

GO

< Participants akso attending SOM meetings not paid per diem of arrival day

< Calculation of total per diem for cne person (using example of 2-day event in Lima)
Per Diem Rate x (No. of Days + 1 Arrival Day = One-Off 75% of Per Diem)
(E.g- 2 day event = 3.75 days X 5250 = $937.50)

17

Budget: Total Project Value
Travel and Hosting Cost

Budget items that support Capacity Building efforts:
2. Travel for Experts
= Airfare types:
I wenational long destance (buginess ~ more than 12 howrs)
1L intermational shorter datance {sconcey]
. Domestic {sconomy)
& Fumd max§ experts par diy per vt

D

=  Per Diem: calculated the same way as for Participants

18

Budget: Total Project Value
Travel and Hosting Cost
Budget items that support Capacity Building efforts:

4. Hosting — venue rental or platform fees
Cost per day X number of days

Q Other
be provided
< Caninclude coffee, meal only if it's d price; als

details need to

“ Cannot include purchase of souvenirs or other

Budget: Total Project Value
Travel and Hosting Cost

Budget items that support Capacity Building efforts:
4. No field trips or translation of materials -
Waivers con be sought with strong

to agreement)

% Nocultural event, sightseeing, welcome dinners
W Chariatie ol satn A reck

number of days, location, formet, etc.)

Aot
tiamen Comparwian

2
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Budget: Total Project Value

Travel and Hosting Cost

Budget items that support Capacity Building efforts:

3. Honorarium for Experts

*  Must be based on the Honorarium Payment Schedule

Budget: Total Project Value

Travel and Hosting Cost
Budget items that support Capacity Building efforts:
a ium for Experts

. (o et T In th

- time

& Experts should be the same ones receiving airfare and per diem

& Number of nvited consider tirme given to oage
active 6 for o full d (& hours)
e
0
Budget: Total Project Value
Standard Procedures
* Costsareona basis (after the of the project),
however:
* Advance travel payments can be requested
* Contractors are paid directly, on a milestone basis
Dt

23

Budget: Non-Allowable Expenses
Key items:

. Travel expenses for POs

for g or

1

2 officials
3. Meals, coffee and tea breaks (unless bundled in package)
4

. Promotional items and gifts (such as advertisements, briefcases,

souvenirs, flowers)
5. costs for datab servers, other on-line
resources
Astunite
e




Building a Budget Plan
APEC Project Budget —an example

ouTPUTS RS

2. In-person Event (2 days)
3. Project Report (20-25 pages)

EVENT LOCATION Banghok, Thailand

AMOUNT SOUGHT $118,960 [hosting a physical event)
FROM APEC $36,200 (hosting a virtual event)

Building a Budget Plan
Physical Event (2 days, 7-8 hours per day)

DIRECT LABOUR
=

| Wt ] [rre- | et
APEC Funding | Funding

a—— 5800 54,800

Sharv-snem dorical o o 125 520 42300

Cararacter foes # s 240 580 519,200

femmtracians Secrwtaey's fowa b b
e 4 4T 350 B Ve

(o (e

Building a Budget Plan
Virtual Event (2 days, 3 hours per day)
I-f_-z-.-_-m I e

[ a2

I~I~

PO — Y G | a0
offons eryvie)
| Sian e hiskeal foas s 125 s20 $2,500 - Semirmie tacks
(peste preste deas o eoge o wet sgenes
30 catvarsiies n Bucge Nore £ - Orect pratan, G o
Lot kg
Comrpame foas s 240 580 $19,200 P we——p—
+ Preswation of Peject
oontractors Sacowrary s tees 0 30 acicns Sepor (30-33 pages) for
et ane paciages mperer) suscsan
leiaaaed e 126 4 s10 | $10000 v o——
vt (may mede
foomtractors Secretary s fees o de e | €vent platform ey,
 cost ans paciages sgeener) e
29

Building a Budget Plan
tual Event (2 days, 3 hours per day)

Vir

|48 igures in us0 I » of Umits ]mlm[ml Notes
Rate | punding | runding
Othee zema.
PubSCatION dutridution of report (9 of copes)
Spacialioed equipment or materials (type, #, a0d w of $4,000 1 AadoVoua equpment
please describe) dos) 2 intermet access subsidhes (for
TE partcipants)
Photocopymg (¥ of copeas)
Commun-aticns (telephone, fas, masl,
couner)

Hosting fprovise breakdown, e.g., room | fuses as
rental, staticaery) approprae]

(S S

30
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Building a Budget Plan

Physical Event (2 days, 7-8 hours per day) m
A e in U0 | et ||n-n| 3 |Mluu
[—
|

Trinve| (speaker, Experti,

[ p——— P —] T s 2 daysin
THY petaedl payment’) e Bangkok
airtare 9 of parasea and | $4,000 524,000

L e L
s g svar 12 Saars)

travei-eligihle economees only. ACLVE garLicipants only)

) 100 2 days in

s TN s payara’] Banghok

[T ———— 52,500 513,000 s
Ameraca/MS

[ | L[|

7

Building a Budget Plan
Physical Event (2 days, 7-8 hours per day)

| ol usits lul!m| aptc |M notes
Fending
et mems

Publication/disribution of report | (# of copies]

at siquees i o

Specislized equipment or materials | (fype, ¥, and w of

[pbrose dexcribe days)

Photocopying 1o of copies] 5100 Mantonts or scttas
#reet [resraeh
]

Comeasieations (talaphane, th,

mad, courier]

Mosting (provide breskdown, £ | (enits as 57000 |$14,000 Bday

room rental, sationery] appropriase]

Totak 5119960
St
[ —

F:}

Questions?
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Presentation on £

for Project Overseers

Profect Manugement Une, APEC Secretanat
SOMT, Fetiruary-March 2025, Gyeongiu, Korea

peri@apecorg

Agenda

This last session will cover:

* Overview of APAS, with focus on the CN process
* Email Notifications

* Demonstration of the system

* Questions and Answers

[Come T

The APAS Concept Note Process

Receiving an User Account and Logging into APAS

The APAS Concept Note Process
Notification that PO can Submit the Endorsed Concept Note
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Overview of APAS Processes

APAS has launched since Project Session 2 (June), 2023
1. Concept Note
1. Uploading of Endorsed CNs
2. Scoring of CNs
2. Project Proposal
a. Drafting and Updating
b. Quality Assessment and Revising

3. Project Approval and the Letter of Acceptance

A
Project Application Workflow

APEC PROJECT ADMINISTRATION SYSTEM

Demo on APAS

Deadline for Concept Note Upload on APAS: 16 April 2025*

Time

The APAS Concept Note Process

Receiving the In-Principle Approval — 2 June 2025
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Draft Agenda

APEC 68" Market Access Group {MAG) Meeting
2 March 2025

Gyeongju, Korea

2 March

Registration

8:00-8:20 Item 1: Opening Session

1.1 Convenor’s Opening Remarks

1.2 Adoption of the 68" MAG Agenda

1.3 Adoption of the 67" MAG Meeting Summary Report
1.4 Introduction of participants

MAG Convenor will, in alphabetical order, invite each
member to introduce themselves.

8:20-10:00 Item 2: APEC 2025 Theme and Priorities

2.1 Overview of Korea 2025 APEC Theme & Priorities: Korea
2.2 CTI’s Priorities: CTI Chair

2.3 ABAC’s Priorities: ABAC {TBD)

2.4 MAG work for 2025, Including Fora Assessment Process
and MAG’s Terms of Reference {ToR):
2.4.1 MAG Convenor
2.4.2 Update on APEC Projects: MAG Program Director
2.4.3 MAG members to present their plan for 2025
Member Economies are invited to share their work plan for
2025 and provide input for MAG’s ToR renewal process.
° P(XXieMl]

10:00-10:20 Coffee Break
120 minutes(

10:20-12:30 Item 3: MAG Work on Environmental Goods

MAG Convenor to update the latest EG Workplan.
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2 March

3.1 Updating the EG List from HS 2017 to HS 2022 for
reference purposes
MAG Convenor to provide an update on the endorsed APEC

List of Environmental Goods in HS 2022

3.2 Framework of Discussions for Producing an APEC
Reference List of Environmental Goods

Australia to update the current status of the Second draft of
Framework of Discussions for Producing an APEC Reference List
of Environmental Goods in support of developing a new,
voluntary, non-binding APEC Reference List of Environmental
Goods and discuss next steps.

MAG members to discuss the further timeline/steps for
producing a new APEC Reference List of Environmental Goods.
° IXXX}GMz]
o XXX

3.3 Non-Tariff Measures and Regulatory Issues

3.3.1 New Zealand, the lead economy for the EG Workplan’s
Pillar 3: Non-Tariff Measures (NTMs) and Regulatory Issues, to
share their plan.

3.3.2 United States to update on the self-funded project
“Trade Policy Dialogue on Approaches and Methodologies for
Verifying Environmental Contributions of Certain Goods”.

MAG members are encouraged to share their insights, ideas
and proposals to proceed the work on the NTMs pillar of
Environmental Goods workplan.

° IXXXkGr\/B]

o XXX

3.4 Members’ Update on Environmental Goods

MAG members are invited to share on domestic or
international actions taken to facilitate and promote trade in
environmental goods (Please see the “Timeframe and Review
Mechanism” section in the EG Workplan.).

° b(XXkGr\/M]
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2 March
o XXX
12:30-14:00 ixinch Bregk
{1 hr 30 mins)
14:00:14:30 Item 4. Support for the Multilateral Trading System
4.1 WTO Information Technology Agreement {ITA) and ITA-2
4.1.1 Japan to update their presentation on MAG 01 2022T at
WTO ITA Committee
4.1.2 WTO ITA Committee Chair to provide an update on the
£current discussion at WTO ITA Committee (pre-recorded
presentation)
4.1.3 PSU (TBD)
4.1.4 Discussion
MAG members are encouraged to share their insights and
ideas related to ITA’s impact and participation and discuss the
future of ICT trade.
° P(XXkGMs]
o XXX
14:30-15:30 Item 5: Support for Economic Integration in the Region {EIR)
5.1 Peru to present its CTl initiative on "A way forward to
implement the Ichma Statement on A New Look at the FTAAP"
5.2 APEC Trade Repository {APEC TR)
5.2.1 The Philippines to update on the usage of the APEC TR
5.2.2 MAG members are encouraged to share their experience
and the good practices of increasing the awareness and
utilization of the APEC TR at domestic level.
° Vqunteer!Econom\A[Gms]
o XXX
5.3 Remanufactured Goods
5.3.1 United States to update on the APEC Pathfinder on
Facilitating Trade in Remanufactured Goods.
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5.3.2 United States to update on the self-funded project “Trade
of Remanufactured Consumer Electronic Products in APEC”.
5.3.3 MAG members are invited to discuss the next steps to
take forward work on remanufactured goods.

° b(XXkGMT]

o XXX

5.4 Rules of Origin

5.4.1 United States to update on the project “Advancing the
FTAAP: Issues Related to Rules of Origin”.
5.4.2 MAG Members are welcomed to share their views on the
next steps on Rules of Origin.

° P(XXiGMS]

e HongKong, China (TBD)

5.5 MAG members are welcome to discuss the way forward in
implementing EIR Agenda, including:

5.5.1 United States to update the outcomes of the APEC
Alliance for Supply Chain Connectivity (A2C2).

15:30-15:45

Item 6: APEC Secretariat Updates
6.1 Document classification
6.2 Fora management issues

15:45-16:00

Item 7: Closing Session
Closing remarks by the Convenor
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