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— FREH

APEC B aa i@ i KV G FF G - HATA 21 (EE B480%ES - FELAFESIERY
HFSHL BIEZ(E 8 < APEC Ji* 2002 FAEE S EZ B Tl A ar R EEaIEmIE (Life
Science Innovation Forum - fif# LSIF) » BEEER=HSHN S » HIY A&
i RFEE AR A FIBERERER o LSIF A#EF AR RIS A4 a2 Ay S 2 - 72 2008 4F
I EIR I AIFE % &€ (Regulatory Harmonization Steering Commit tee @ f&if% RHSC) >
HE A R (R APEC &Ik B& s oAl (regulatory convergence)  RHSC ¥#E#EN Good
Registration Management ~ Multi-regional Clinical Trials and Good Clinical Practices
Inspection ~ Biotechnological Products ~ Global Supply Chain Integrity - Advanced
Therapies ~ Pharmacovigilance and Medical Device Vigilance ;% Medical Devices & 7
{EfESC TAERE Ik (Priority Work Area - fi§if# PWA) » HH-RN[E] APEC & B &% A 1Y B8 % 1
BT T2 PWA BYHES) > 55 PWA A48 RHSC 58 T APEC JAFR R 4R eifk 0 (Center
of Excellence » fjf# CoE) BT HEHE N B85 > FASZFEHREH ~ 2O AR RUSC HEE)
2020 FFEEIBOE A ZAEHS « RHSC SoftHY PWA THHEORAS k2 CoE JE BT 1 -

BEEE By RISC VAIMAE & > H 2011 FHEEH RHSC T EE B A i EIE - 2014 47
FEEL H ARG EHEENE B 2540 - RHSC 7Y 2016 F38n] TEREERE , & T EREHR
& aith " EBEEEESEH | (Good Registration Management * f&5f% GRM) » FE & H A
F Ry 1B S T ARSI e [E] L IRECOR S - RoffEE) GRM B AR A S ISR - BE45E K RAPS
GBS 2017 SR HE RHSC 520 & T APEC 18 R & B B sl & i AR ek g, 0
i1 APEC LSIF SER S TEF = #k07% 2 - RHSC 41 APEC S5 —XEFEE Bk (F51H SOM1 )
SR ZREFRE Be k(G SOM3) HAM & A —X &k » i PWA iVHEB#ERE -

ARFEFERY APEC ¥R E AR no4t 26950 > SOM3 HAfEIHY LSIF-RHSC &k f% 22 M AR B
HrARHBH - RHSC #affi & PWA e CoE HY TAERCER RARARKIE] - A gEZ LR GRM Roadmap
2 GRM CoE HI&48 TAFN AL T 2 & {Fi#E H A Pharmaceuticals and Medical Devices
Agency (PMDA) % Japan Pharmaceuticals Manufacturers Association (JPMA) G %t
THI S s B AR s - W IE=Eragial RHSC #25 GRM Roadmap 5z CoE FUHESENELY R o FRifEH)
GRM 4 » BEEZFEIEM T M PWA I TIE#ERE - DIFHISE AR -

— ~Life Sciences Innovation Forum - Regulatory Harmonization Steering Committee

(LSIF-RHSC) Meeting (8 B 21 HZE 8 H 23 H » S#Ballt4 2)



APEC {8 R & B S 50 B 2 (GRM) (B S5 TIF I (PWA) TR &

st 2 AN 3 0 FRENEE H A Fopz PWA BYZE[E] T HHED - A TR e Tam (1) GRM 872 K &
HERL > (2)ARE 9 H APEC GRM JAFRRMEEFISR skl .00 (CoE) iET &I  (3) GRM
BTSRRI GRE « BEITERCT AR ¢ (1)FY PVA SRS #EPE & Thai FDA HEH
SHUEEE pilot CoE » Wi HIMETH S THERE © (2)55 Centre for Innovation in
Regulatory Science (CIRS)¥fGRM RIGFZEFRMLELR 5 (3) TH#EVEE'E J7 COFEPRIS
WSS — R pilot AYRRE] 5 (4) T SEEEE b 5T B RS G 177 & (PhRMA ) SR A ik
TRHVEFK -

RHSC E/3 K 1148

ARZErsig RHSC 2[5 FfE Michelle Limoli (ZEE] FDA) K Nobumasa Nakashima (H
7K PMDA)Bse& 45 » W80 Nobumasa Nakashima 46{F3B{KHY Toshiyoshi Tominaga ( H
7K PMDA ) % B RHSC FE[=] £ & -

AHC 5

(1) TRSbFETE © AHC 7> 2018 £Ei77¥iE 3 5 CoE s/l %k (4% MRCT Center of Brigham
and Women’s Hospital and Harvard F= ¥ MRCT-GCP CoE Pilot Training ~ MDITAC
Ty Medical Device CoEPilot Training 5z Duke-NUS F ¥y Biotherapeutics
CoEPilot Training) 135 Supply Chain Pre-CoE Workshop & 1 35 Medical Device
Workshop © 2019 4EMHE G kR DHEEEIEHE 2018 £ 10 H 12 H » &R 11 A
A EE T T > DUREE RIS E -

(2) & BT ¢ AHC SRR HE 1CH 55 |48 EEEAIERIZAVIFAZAEE] - TP ICH E2
155 [B5IERIE - THER 2018 FFERTHEME ICH Ql(stability test)sREE » 2019 £F
FEft ICH Safety guidelines 3RFZ > 2020 FFFEAE ICHEfficacy guidelines ERFZ »
2021 42t ICH Quality guidelines FREE o

(3) ERAFEHRE ¢ T APEC 21 {E& EL0BREMEE RS HAEZLMTT > HRTENES
(www.apec-ahc.org) N 16 {EEBARIVEE LT O] 248 » FER 2018 FENH
/N5 Brunei Darussalam ~ Canada ~ China ~ Papua New Guinea /2 Russia 2 5 {[&
KBRS - fEHESS -

(4) CoE Wit - /E5 CoE f7 39t » AHC ¥¥¥8 2018 CoE Director’ s Meeting °
A E ST CoE B - F2ALAVEREE$E CoE &7 (About CoE) ~ CoE J&#f(CoE
Activities) ~ CoE HHEE (Application) s fHEE 4 (Related Documents) °

RHSC fAR#H &

AHC FHACFZ RHSC HF% ICH/ IPRP &5 » A EakrH Joung-weon Oh fE#E AL 6 HHY
FEMH e R - NS EHE (1) IPRP S k2 (2) ICH Kerfg = -
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(1) 5 E44H8%(WHO) Hi s
® WHO Capacity Building/Training Strategy : B Samvel Azatyan f&3¥ WHO
H AIE B A BR300 R 2 FREE B RE T B AEE TRV RE - WHO
Fy APEC V& {EMRE > HAEFIREE se TR0V &R S H(E15 APEC 2% -
® Development and implementation of WHO standards for biologicals :
FH Ivana Knezevic fifjs WHO 154 i ke 2B V) SR SR a8 e HH AR R 5 5 [ ~
HEBNREEERTE E R Bl TPRP AP DIgEm TR/ NHAY &1 -

(2) ICH Training Subcommittee Activities s

Fi Michelle Limoli (US FDA)ES§#K ICH Training Subcommittee fHEESEE) - ICH
BN ESS S (523 2 385K » 12 2016 37 ICH Training Subcommittee » 2017 4F

52V EsHA 12 {# HEY ICH Training Partner Pilot Programs » WHF4EH training
partners & {F#E Tier 1 K Tier 2 $55 [V LRENERNT - o) - ZTZEFHH
SR E TAE B BFE ¢ (1) SREZR TAE/INH E9 EWG ~ Q11 Q&A IWG % E17 IWG
SEEELEAT 5 (2) 38 Tier 3 55 1E5IATZ=E 1T -

RHSC 4 E iRt

RHSC FAE R &5 RHSC 49 H BN » THENS4E 11 HE5 RHSC & & K APEC Online
Communication Manager EIENE - WHL 12 HIE F48 -

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

1B R A S sCEHEAVILE F KR fe P EAIL R HA » WA K H K PMDA 3 [E]
B5 > HEIEA AR RS sl 0 R A AT (TFDA/RAPS) » S AR RIS
&R Lk U0 R Ry 2578 8F COFEPRIS e

I & hE2H PWA Update (FfffF: 4) 5z CoE Update (Ffff: 5)% —IH T(Ef#H > BR
A B S SC B HE TSR (roadmap) W1 —FroR - HATIEETTESTSEIAY S = PR ELRF A5 GRM
(5288 R S VU B 2 BTt GRM Y HAE » LA B L AR RS A B 450 T h S GRM CoE £%
AR - Bl USRI R REIRSHE T RE ) SRR ST - RIS TT
LS ioh & (PhRMA) (RFRIERZEA EIA R 5 EZ BE - RHSC EM st E IR E
TERC G s4tam © RHSC S8 I EETHY GRM ERAEHE S oL ekl - T —F BT GHRE -

PhRMA {32 Update on PhRMA Special Session on Expedited Pathways #z5 gk
SN 9 H APEC GRM CoFE et & i A Ze % TER AR -



& — (8 R Ak s e R R E

Step 2: 2011-2016 &
Planned solutions to 3 J

address GAP in GRM B K‘

Reaching the Goal for
., Implementing GRM

Assessing impact of GRM
Step [ 2011—2012 +Assessing the impact of

: : fraining and implementation
Gap Analysis Survey for setting  of GRevP GSubP and GRM

the foundation for Stgpwise DiREEIRnalon 6F BREVE

GRevP Implementation GSubP and GRM
Multi-regional Clinical Trials and Good Clinical Practices Inspection Roadmap
(Japan - MHLW/PMDA and Thailand - FDA)

2RIkl PR B e (B RS RAR #FE By AL [F B aS e A A KRR > W A
MHLW/PMDA S %24 FDA $L[E & 5 - HATEANEAR RIS SR dkrbu A 4 (SRR > o
Al R BRI FORER ~ HZRHY PMDA ~ Hr/i0#2HY Duke -NUS B&E2Fe k2 S<EHY MRCT Center

of Brigham and Women’s Hospital and Harvard °

EREET > HAR ML #r 5 S ER S > & sk Ao il s S S SRS EIRER -
PR E H R T S VURE R (2017-2020) © EIE BAEAELHI - E— B AR i 2 @&
o o W EEVELE ()R CoE tHETE + (2) L ERIERYSUE © 58 MRCT NBELELT
F55 1H9—20k GCP Inspection NZABLEO(R2) $55[MV—E: (3) B EMBIEIAVEREEIE
K (4)FE—RPWAEER B g R - &gt RHSC 22 7] MRCT Center of Brigham
and Women’s Hospital and Harvard £ MRCT/GCP Inspection FYIEZ CoE @ a8 AT A% ek
HIEET -

Biotechnological Products Roadmap (Korea - MFDS)

EWIR o EE S EIRSOR RS B e 0 W R B g2 28 (Ministry of Food and
Drug Safety, DA MFDS)&E » HAETIEAV AP S0 (CoE) RAE
BV IE AR (Northeastern University) SRy AR FHER S g bk o 0 HI B3 by
[ Duke -NUS B&E2[5 -

Z SR A HAA 55 » BFE ¢ (DIE#E APEC BRI s 3 7 =CA o AR
(7 5 (Dffei 5578 APEC BEIRBHE 20 4 ~ AR~ AV AEYIROTES © G)F st
YRt L E BRI E (1B APEC Hhl& AR e Rt on S i AR AR ER R R 2
HE R PREE ERPERE © (5)ZE#E APEC &G 2 LS (EACE R G T 4% - H AT TS
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10.

11.

RIS = P& R - SEallAVEPAS R SR TUPE R - SV SR B AR - R TAFIH H &S CoE
RN B K R SR IR S i A -

Global Supply Chain Integrity Roadmap (US FDA)

PERALEE S R0 TR R &= E 0 W U.S. Food and Drug Administration
A5 HAEAWAHRRFEENSR k00 (CoE) A 2 (EHERE » 575 % United States

Pharmacopeia (USP)z University of Tennessee Health Sciences Center

BERGHT > F2E FDA Hir B (S EIRICR - iR B E TRAL(E ) ~ Rz ftiE
e MR EZE B S CoE B5alllEE) o AHC RIS A 8 H R EHE Pre-CoE 54
VN > DR EOK a7 SR e R 35 Ry SEISRAY CoE e

i - BEEEaL e 2 T A

{Cormc” T

=] comra
Points
of Contact
Surveillance and Good Distribution
Morulurmg ’ . .Fracﬁ:es
SUPPLY CHAIN 4
Track and ¥ . SECURITY - Good Impart/
Trace System 3 TOOLK|T E Export Practices

for Medical Products

g/ 5
Internet Sales @ @
Detection Product
Technology Security

Advanced Therapies Roadmap Update (Singapore - HSA)

o

Retail Pharmacy Practices

SRR Y TR AS IS T I3z - G TN Heal th Sciences Authority (HSA)
B > HATs R AR R s sl b OvE 2 (1R 53 Bl R DIz Y Duke -NUS B3E2
bt e EERIHYBRIEAZ: (Northeastern University) e

ERERT > 08 HSA Hr g B RIR - CoE RIR &S ET SRR - BE1EHE H AT
IEHEFTEE = PEEL « BEll0VsTal > FEERY 2020 F5EREEVUPEEL « B3R HnvRsal X B
EE Y R

10



12. Pharmacovigilance Roadmap (Korea - MFDS)

S R TR OR AS E raRE o AL FEER MEDS &5 » H ARV AR 4R =
L (CoE) A 2 {EHRE - 43 Al By H AR ILTEBUE NEHE e R es A i
(Pharmaceuticals and Medical Device Agency > F&fH PMDA) » K% i pif &) 27 4= Bl
P s FAA% (Korea Institute of Drug Safety and Risk Management » f&f# KIDS) »
SRR AR R R sk LRI Ry R B R JE RS -

ERGHET > % MPDS et YA 2 B SR AL IE] (roadmap) WNIE =Frr » HATIEE
TTRRICEIRYSE = &R - S8V 2RSSR ARSI R SRR
RS T SRR S i 2 I G E M ER T (gap analysis) » HZERS
PSSR S T AR ARA S FSREAZ DaR e A EIAG © B LA ~ i - EY0mtT
e ~ R E bR s - &CRERE MPDS i f% » RHSC [FIE RIS 2
BB R B A OERE N -

ShNEEET - FEEHELFFE MFDS 30 - sl I3 TA B RE2 0 APEC 280 e 2 Ba 145
BZEG > Wk LUE T E R AR R > JErgeR MEDS HYEG R A -

\

B = ~ S e RS E
2013~2015 2014~2017 : 2017~2018 : 2019~2020
Step1 : Assessment 4 Step 2 : Training : Step3: Assessmentof JIEE Step4:
I/Workshop '8 Training/Workshop H Recommendation
* Gap analysis * Setup atechnical | : (. share | i [ -Establish plan for |
survey for APEC working group : assessment : collaborative
member : results of PV : surveillance
Econamcs » Develop training | : | training : system of PV
curriculum and : outcomes :
* PV status workshop : : « Provide
researc_h on contents : + Revise and : recommendation
nonparticipating : update training : son PV
APEC economies + Hold training and | : program/worksho | : regulatory
workshop : p content : convergence
+ Share results of : :
gap analysis and
Discuss training
| module = 0 L
R : .-

11



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

14.

15.

B ESM HY LA PO AS e ra e ~ HARKRSEE - M HHRERE MEDS ~ HZS PMDA K35
FDA H£[E&E » HATslitr AR 2L 9k sk b0 (CoE) A 2 (@RS > o7 B FEg R E %2
R et & et (National Institute of Medical Device Safety
Information f&if# NIDS) T ¥ as i 22 2 B iz dll R IINARE (University of
Southern California > fif USC) F it iR AR K fisssll -

BEREHET > FEE] FDA SR ER R B R - S AR fy (1)2017 « 225507
(2)2017-2019 = &30 /iFatEr » (3)2020 : B2/ EAYEEcE - BRiEek Eia
(Premarket) ~ fnBEE L4 (QMS) K 712 (Pos tmarke t ) SEI I T2 78 T ¥ A K CoE
TR - A TEEHAEE 9 A IMDRF #5555 BEET ER CaRa -

SfneEgd - 1 F B EGEE MFDS ~ H 2 PMDA K2 5ER FDA 28557 » iR AZA B
By iRl (Premarket 1248 (Standards ) AR T8 T Bt sk CoE Tt /&35-H -
rEfCFEl -

ko e K EYE® (Report from CoE Coalition and Discussion)

AR OB R e 1] ([t 2 i > HrpEREASE X RAPS 68 g% -

ritam 10 TR > ERLE R - IO TR - PVA fEE L B E R HoAtl 7 TR

FHBFEE R Jared Auclair HiE &tk -

(1) LA RHSC CoE =75

(2) BHFEHEL CoE FEEHEN AP

(3) EiEfEEZ BRI —{E AT HE PVA Fr/& CoE {E FHRVZRETER A . 5

(4) FEHE—PHE PVA BB REAIEER 8 GHIATE |

(5) BRI AARATA B IEEIHY £ st

(6) FEEFHBIRE B CoE 23 \BH

(7) RHSC B SZFFEE CoE B IVEENE RN - W B2l FE R - LUREZIT(ERY
ANBSNEEIES)

(8) fHliEaTE{EE APEC 4G K 5 it 1 A3 (FI{E CoE #E3lEENHTES ST

(9) EFATER KA CoE HIZE T -

FEE RatmATHY ESTHY CoE SFRFLfF

RHSC A Az &rs%mif&=T APEC LSIF RHSC Training Centers of Excellence (CoE)
Operating Model and Guidelines {4 » DARIFESS PWA /B BA PWA CoE 5 EH S
HHTHE > BETNEEZE G » KoK CoE HYZEEEEE August 2018 FRAA - H
AR PWA {51 28 T E MR A (F T WH&AS (champion) » B A BB & T
TET %A% (sub-champion) » 5% R J& RHSC X7 #F -

12



16. AHC #1¥} APEC & BB MR Edn AR i E

Fy T f# APEC 21 {E& ELOBASH AR R > RHSC IAARLE 2 AR ks & 5
PERY APEC AR th FIBA SR EEAFEIT M HAZ f AHC T3 & & BB R TG a2 - AHC
AFEL - AW 21 g 80BN E RnlE A BN AES RS20
EtEE > WMEMT

(1) ICHEE/HZEE g8 330 B&EE 1% JEZ 5 48%

(2) PIC/S & E /%5 &8 62%  EZ8 10% > JEE 2 29%

(3) IPRPFE/HIZEE g8 43%  BIZEE8 5% JEFE 52%

(4) BIHAMEZ FEMBE ST RER® 2 71% 0 & 29%

(5) BHAHMEZR FEHEETTENTE 2 90% 0 & 10%

(6) BAHAMEZ F AR S T O AR ek © 2 52% 0 75 48%

(7) BBz HA R Z T E RN OP 8 - 2 83% & 17%

AHC THEN SAERRT % — KRG - Ebil APEC 21 {H & B 40 ASHYIR 5 Kz 2008 4
RASC RRAZAITHYIRRE » LLEFAE ROSC HEBIESOAM BARIAYE R - PRESAGHYE EFa1EaF il
RHSC #5525 PWA £ 2020 £EA [ E MEFEIEATL 455 - 49 A RESC HYEEAGRICR. -

17. ICH B/ NMHZEE® (Implementation Sub-Committee)#ies

AR s FHE R S5 b 75 B BY 5 P 7 &y (PhRMA ) FX3% Jerry Stewart #Hzds ICH
Implementation Update » FEHFEIRE ICH 55 [{ESBIAYREIIREE - ICH k1T
Implementation Subcommittee > BYENETEEEILAHREE K AR LITGHRAE - 108 CIRS
A = EEBM > MERENSEETERE AT > DIEERERNRER - WAE
55 [V BT S R K HE T S R T o ASHEHEBIIFAZ406E Y > PhRVA (3%
f#5%% RHSC B &8 [CH 1A 1E ~ Woala] st p EE AR AE R TF - I08EE =7 I isfg 2
TAEHRVHES) -

&V~ ICH F i/ \HZ B gt =R

Phase
1 Described in this Mext steps; timing
Completed In 2017 proposal; to ba and agreement to
as proof-of -concept completed in proceed to be
20182019 discussed in 2019

Developement of Refingment of
gpuestions and 1 guestions and

e q Zwree . of gue
definitions focusing definitions focusing definiti
on implementation on adherence

Craation of an offline

questionnaire as Creation of an online Refinement of the

online dat:

5 1
hard copy (Excel data colleection tool :
spreadsheet) colleection tool
N Manual analysis of 5
Manual analysis of . Creation of an
results (using Excel);
results (using Excel) i automatic reporting
i 7 defining the most
into side_s“(tn]smg TSI :hmem b&g{gnu’a::]
Powerpai the results (output) e results {outp

13



18. CIRS BAREE £3RIERES IV

CIRS X% Neil McAuslane BN AR A > FEE Measuring convergence
through Regulatory Authorities performance (KPI), practices and
implementation of global guidelines * fEFEEEEAIT -

(1)

(2)

(3)

ICH Implementation Study : ZIEPY » CIRS SHLZHHZE - §5 2017 e £ 5L
HIYcEAMGEHEE - B T EAEBIT/KPIVE LR REER RS - (R —
LA FER fEFR RSB LE 8 - HRAEHEE L - B HbHIEE SRR ]
ERAE B TR GRS K ICH DAR T g BT Y 2= SR B R - G BhEEalllHy A& -
HGERNEVARGIAES - DU LB A R EAAME © 2067 - WHO ~ ICH »
CIRS ~ APEC k¢ COE HYZE fir BEAR[E] - (HEVA (R 4B B 2458 bSO B AU IRy 2L (5] 5
T > R HERZ BT 4 K T (Rl — S0 B S AR R [FIHY B AR » WAE 4 {8 R SRSEI,
TR AHUE EIRE SR E VSR IS 4 (ERESREIEESE - (1) Certificate of
Pharmaceutical Product (CPP); (2) Pharmaceutical Inspection Co-operation
Scheme (PIC/S) membership; (3) managing multiple sites in one license; (4)
risk-based reliance evaluation system e

CIRS HYEZETR{LARRBRIEE) © CIRS AT AGTZAHRIRT S - BLFGLE 2011-2012
FRBIAZ S ERTT APEC & RSHIIE R B S HEI M GHE - 5 2014 F_ERTKE
CIAE Optimizing Efficiencies in Regulatory Agencies (OpERA)ETEE »
FEHZETEH SR ES T E R TR EEE S B  WELRERE -

ST R S IOAAEE - CIRS SR B A5 B8 - BASEREETS (1) ezt
et e RSB e B ORI TEE © (2) & B AT 2 EIgUhEHY

HAR - FEEAIEEE ¢ (1) ZP R ATERRONTE S DU B EIRIEA A2

BE

S

(2)EE R ESIET © (3)HiEE RATHIERINE R EMAREATK  (4)F 0

LA B4 (40 WHO ~ ICH ~ CIRS %5) E4&CHI R AV BB S -
[ 7~ PUESS — B RS R E 28081

Enabling improved practices

and processes through focused

projects to change practice

Providing tools to aptimise capacity

of maturity Convergence

Regulatory Strengthening
Benchmarking tool — measuring level of maturity
Provide both Review pathways and Guidelines

Harmonisation of Guidelines
Increasing #members/observers
Economy implementation key as-
improves level of maturity and

Identifying qualitative and enables global development
quantitative KPls for each project area

Focus on delivering the project
Providing training for Industry and
Regulatory Authorities

Focus on the review process
Providing tools to measure, both
process
and practices
Syst tic structured app h across
Regulatary Autharities to embed

comparative measures




19.

20.

CIRS BEA IR A48

CIRS {7 Neil McAuslane ZENAX G#AREH » FREE Importance of fostering
more expedited/facilitated pathways: The benefits of reliance and ali1gnment °
(ERERE R (Facilitated Regulatory Pathways)BLfEETA(1) A ke B RR KEEY)
HINIERES &R (Expedited Regulatory Pathways) R (2) R #EESEIARAVEHEARK
(Reliance Pathways) » fIZRZRIE O] E B T B HERE A SOF F &R ZE B BE B RUBE ORE
AHEETRKEFEHGE  WEERREENBIE R —2 -

HTHY PWA 3RE

(1) Proposal to APEC RHSC for a new Priority Work Area on “Pharmaceutical
Quality” : 8 —JHEFEZHERZE M IT ELELE 7 & (PhRMA) S AR Al 4E
&% (BIO)f2H » FEFRAREHE - (1)APEC &&BERGE I ICH i E 55 [EREKX >
RS DL — (BT HY PWA HEE) NMEE BIEREE S B eSE AL E A 8RR
(2) IS HEB Y PWA {2625 50000 ICH sE 55 > ZE2EHHY PWA #2HC CoE 2Kz
HEpE Sy > AT R S S BEAE AR E 0 THEN S 11 HAR
JE PWA T HHCORAS - PWA THRERAGTERS 2019 4 2 H AT S fRE » W72 2019
AF SOM1 RHSC Eraggheitt o ATEPEZESE RUSC 580 > S5 H A MHLW/PMDA K% [
National Medical Products Administration (NMPA)HY =& B

(2) Proposal toRHSC for potential new Priority Work Area focused on electronic
regulatory submission and terminology standards : 3EE(US FDA) K fiI&EAK
(Health Canada)Br&iRH e —TEIRZE » 7 PWA FAVELE LREBFE electronic
Common Technical Document (eCID) ~ ICH ESTRI submission standards
recommendations ~ Medical Dictionary for Regulatory Activities (MedDRA) -
Individual Case Safety Reports (ICSR B\ E2B) K 7 HFemknl B8 & b K HA AR
RS HRREAE © RHSC i 7 A BB (5] T 32 —T7H PWA 7Y LB TR DRER US FDA
BEE - S 11 H 15 H 58 eSS e e » M =50K RHSC AR & HARTE 2019 4 SOM- 1
R ] -
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i THEEE R ERSCEHREKE /Y 2020 AR GRS - ABHHA
MHLW/PMDA % APEC LSIF-RHSC ' #EEh{E R &b S sl BRI pE IR | AY3:[E T Ha
A9 » MERC S RHSC #E8) 2020 FAM AR 2 (175 » 1A 2020 AT A el HEE
AR o BREFERTARGERSN » MRS ERR B SRR EE S - B LLERE
773X 0 55 APEC & B&CERSHYEE mas AT RE R USSR IR it A BTl - HlERE - &
RS A A - HEBNARS R E IV IEH 2 ~ SR EHRNZREEN > AHEAE
T A 45 TR S A 1% [ 3 25 P e 2 A 1 1 TR B S AR AR — 20 I HEE 7 [
AGAEEE 10 FHEBNE R &S sl B APEC EEUERA 2 =/ -

* FEHS W APEC BT R CHBEBI IR E ICH E2B R3 AHEE © Hi HkEd

CIRS (10D 6 H 7 HINEBIFEEEE A MIE (International Conference on
Harmonisation, DA TN ICH)THEE@E AEEEVEHENMN T E » 5 N RESH
BRI B SR M S FAH AR R AR - KRR 5 FNLVATERTE ICH #iEL(E2B
RN ZA RRIEE LBl AS 2 EE - NIt - 281 APEC B4 28 2 MHR S
% HESEETIEY) - W2 ICH E2B R3 7 £H 0 Bl HLAth 57 5 % 22 2 B 1 A R
BT o EAM H RIAVAETE e 48 s Ry B P B B Y T A -

~ B BIIAREIAE 2020 458288 APEC LSIF-RHSC 2 T/FEE: : A= H 2009

FEEERT4E 2B APEC LSIF-RHSC » #&(E " #E3h(E B &SR S e B e (SIE | AYIEEE
WRACORAG  RHE T APEC ARSI R L FRIE AN BRI s A
HEARFHIBPE SR M AE RS > B VEGEIEEEE - MR 2020 (22 " HEEER
IR S ECE TR SR | PEELMEERSAVET R » (B2 RESC §1E 2020 FELERTHE(F -
FHER S APEC 1Y > EERRBRIGHE] 2020 &IV TIETTIA - WA PRI E =
AT E R RS -
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F4 1 ~ RHSC HY PWA 3RS & CoE /%

2018/10/3 { #7

BLI TS
(Priority Work Area, PWA)

A PRS- M
(Champion Economy —
Regulatory Authority)

FRPLFIRE AR &
(Center of Excellence, CoE)

Good Registration
Management (GRM)

Chinese Taipei — TFDA and
Japan - MHLW/PMDA

* (Formal) TFDA/RAPS
Taiwan Chapter

* (Pilot) COFEPRIS

* (To apply for Pilot) Thai
FDA

Multi-regional Clinical Trials
and Good Clinical Practices
Inspection

Japan — MHLW/PMDA and
Thailand — TFDA

* (Formal) PMDA

* (Formal) Duke-NUS

* (Formal) Peking University

* (Formal) The MRCT Center
of Brigham & Women’s
Hospital & Harvard

Biotherapeutic Products Korea — MFDS * (Formal) Northeastern
University
* (Pilot) Duke-NUS
Global Supply Chain US - FDA * (Formal) United States

Integrity

Pharmacopeia

* (Formal) University of
Tennessee Health
Sciences Center

Advanced Therapies

Singapore — HSA

* (Pilot) Duke-NUS
* (Pilot) Northeastern
University

Pharmacovigilance

Korea — MFDS

* (Formal) PMDA

* (Formal) Korea Institute of
Drug Safety & Risk
Management (KIDS)

* (Pilot) Peking University

Medical Device

Focus areas: Premarket,
Quality Management Systems,
Post-market

Korea — MFDS; Japan —
MHLW/PMDA,; US - FDA

* (Pilot) National Institute of
Medical Device Safety
Information (NIDS)

* (Pilot) University of
Southern California (USC)
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Ff4: 2 ~ APEC RHSC 2018 SOM-3 MEETING AGENDA

APEC RHSC 2018 SOM-3 MEETING AGENDA (Version 14 Aug 2018)

22-24 August 2018, Queensland University of Technology (QUT), Brisbane, Australia

Tuesday, August 21: Pre-Meetings

Prep Meetings (by invitation)

Wednesday, August 22

Wednesday August 22, 09:00 — 11:30: RHSC Meeting

1 RHSC Welcome and Introductions

2 Welcoming Remarks: QUT Host

3 AHCReport

4  RHSC Representatives’ Reports

41 ICH
4.2 IPRP
4.3 IMDRF

5 APEC Secretariat Management Update

6  LSIF Secretariat Update

7 Update on Training Activities

7.1 WHO

7.2 ICH Training Subcommittee

7.3 Q1 Training Program

8 Update on USP “Medicines We Can Trust” Campaign

9 Update on RHSC website

Wednesday August 22, 12:45 — 16:15 RHSC Meeting (Reports from PWAs)

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

10.1 PWA Update

Slides #10.1
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APEC RHSC 2018 SOM-3 MEETING AGENDA (Version 14 Aug 2018)
22-24 August 2018, Queensland University of Technology (QUT), Brisbane, Australia

10.2 Review Revised Roadmap Doc#10.2A
Doc #10.2B

10.3 CoE update TFDA/RAPS Slides #10.3

10.4 Update on PhRMA Special Session on Expedited Pathways

11 Multi-regional Clinical Trials and Good Clinical Practices Inspection

Roadmap (Japan — MHLW/PMDA and Thailand — TFDA)

11.1 PWA Update (including Steering Committee report) Slides#11.1
Doc#11.1A

11.2 Review Revised Roadmap Doc#11.2A
Doc#11.2B
Doc#11.2C

11.3 CoE Update: PMDA Slides#11.3

11.4 CoE Update: Peking University

11.5 Pilot Program Update: The MRCT Center of Brigham & Women’s Hospital | Slides#11.5

& Harvard

12 Biotechnological Products Roadmap (Korea —~MFDS)

12.1 PWA Update (including Steering Committee report)

12.2 Review Revised Roadmap

12.3 CoE Update: Northeastern University

12.4 Pilot Program Update: Duke NUS

13 Global Supply Chain Integrity Roadmap (US —FDA)

13.1 PWA Update (including Steering Committee report) Slides#13.1

13.2 Review Revised Roadmap Doc#13.2

13.3 CoE Update: United States Pharmacopeia

134 Pre-CoE Workshop Update: AHC

14 Advanced Therapies Roadmap Update (Singapore - HSA)

14.1 PWA Update (including Steering Committee report) Doc#14.1

14.2 Review Revised Roadmap Doc#14.2

14.3 Pilot Program Update: Duke NUS
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APEC RHSC 2018 SOM-3 MEETING AGENDA (Version 14 Aug 2018)

22-24 August 2018, Queensland University of Technology (QUT), Brisbane, Australia

14.4 Pilot Program Application Update: NEU

15 Pharmacovigilance Roadmap (Korea — MFDS)

15.1 PWA Update (including Steering Committee report)

Slides#15.1

15.2 Review Revised Roadmap

15.3 CoE Update: PMDA

Slides#15.3

15.4 CoE Update: KIDS

15.5 Pilot Program Update: PKU

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

16.1 PWA Update (including Steering Committee report)

Doc#16.1

16.2 Review Revised Roadmap

Doc#16.2A
Doc#16.2B

16.3 Pilot Program Update: NIDS (formerly MDITAC)

16.4 Pilot Program Application: USC

Agenda OPTION 1: Wednesday August 22, 16:30-19:00

Agenda OPTION 2: Thursday, August 23, 09:00 — 12:00

CoE Directors’ Meeting: See separate agenda

Invited participants: Formal CoE & Pilot Institutions, PWA Champions, CoE
Coalition Leads, AHC, RHSC Leadership

[Other interested parties are invited to observe]

Thursday, August 23, 9:00 — 17:00 RHSC Meeting

17 RHSC Review and Discussion of CoE Directors’ Meeting Outcomes

18 Report from CoE Coalition and Discussion

19 Review and Discuss New/Revised CoE Supporting Documents

Doc#19

20 AHC Report on Survey of Regulatory Authorities

21 ICH Implementation SubCommittee Report

22 CIRS Presentation on Implementation

Doc#22
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APEC RHSC 2018 SOM-3 MEETING AGENDA (Version 14 Aug 20138)

22-24 August 2018, Queensland University of Technology (QUT), Brisbane, Australia

23 RHSC Discussion on Performance Indicators

24 RHSC Members to Review

24.1 Any Proposed CoE Pilot Programs

24.2 Any Formal CoE Applications Submitted

24.3 Finalise and Endorse Any New/Revised RHSC Documents
24.4  Confirm IMDRF APEC representatives and term

25 RHSC Strategic Discussions

25.1 Strategic discussion and conclusion on Pls in RHSC activities

25.2 CIRS presentation on Expedited Pathways

25.3 To review current PWAs for possible sunsetting or maintenance mode,
and the potential for taking on new PWAs

25.4 New PWA Proposals:

e Pharmaceutical Quality — PhRMA Coalition
e E-Standards: US and/or Canada

Doc#25.4A1
Doc#25.4A2

25.5 Encouraging greater engagement of all 21 APEC economies in RHSC

25.6 Promoting & publicity of RHSC activities

26 Review Decisions and Action Items

27 Review Plan for February 2019 Meeting

28 Any other Business

Friday, August 24, 9:00 — 12:00 RHSC Meeting

29 Placeholder to discuss any topics remaining from Thursday, 23 August
30 Any other Business

31 Adjourn

21




{4 3 ~ GRM PWA RHSC Pre-Meeting Agenda

GRM PWA RHSC Pre-Meeting Agenda (draft)

Time: Tuesday, August 21, 2018 at 13:00-14:30 (Brisbane, Australia)

Location: Owen J. Wordsworth Room, S Block, Level 12, Queensland University of

Technology Gardens Point campus, 2 George St, Brisbane, QLD 4000

Participants:

* TFDA: Po-Yu Wang, Hsien-Yi Lin

* PMDA: Eriko Fukuda, Yoko Aoi

* JPMA: Shinji Hatakeyama, Osamu Inagaki, Kazuharu Matsuoka
* RAPS Taiwan Chapter: Yu-Hua Huang

Agenda Item

Discussion on RHSC Meeting GRM agenda and presentation materials
Discussion on 2018 APEC GRM CoE Workshop agenda

Discussion on GRM performance indicators and survey

Any other business
Next Meeting: September 2018

v W N~ R
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K 4 ~ B RERSECEERRE R HSE (GRM Roadmap Update)

APEC RHSC 2018 SOM-3 MEETING

8. Good Registration Management Roadmap

(TFDA- Chinese Taipei and MHLW/PMDA -Japan)

8.1 PWA Update and 8.2 Review Revised Roadmap

Po-YuWang

Section Chief, Division of Medicinal Products
TFDA, Ministry of Health and Welfare

August 22, 2018

Cyn &8 3B
Mo ERENEEE

DA Food and Drug Administration

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

Outlines

¢ Goal of the GRM roadmap
« Specific Activities and Timeframe
¢ Milestones of the GRM Roadmap

o Summary of significant activity since last RHSC meeting
— Including revised roadmap and steering committee

« Plans for future activities with timelines

e RHSC Endorsement

N #E R B
-— CAoalBnnges
2
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Goal of the GRM roadmap

+ Purpose: To promote GRevP and
GSubP cooperatively

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

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

(G5ubP)
B3

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

Specific Activities and Timeframe

Step 2: 2011-2016

Planned solutions to
address GAP in GRM

Step 4: 2018-2020
Reaching the Goal for
St S 207072075 Implementing GRM
Assessing impact of GRM

Step 1:2011-2012 *Assessing the impact of

. . training and implementation

Gap Analysis Survey for setting  of GRevP. GSubP and GRM
the foundation for Stepwise « Dissemination of GRevP

GRevP Implementation GSubP and GRM
TN\ £ WO B
AppaRBRBERE

gy Acxrwminsten,
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Milestones from Step 1

el O Sz g s O S g

2011-2012

Gap Analysis Survey
for setting the
foundation for
Stepwise GRevP
Implementation

2011-2016

Planned solutions to
address gaps

GRM CoE Pilot

GRevP PWA
endorsed (2011)

Gap analysis of GRevP
published (2013)

2017-2019

Assessing impact of
GRM using
Performance
indicators

Reaching the Goal
for Implementing
GRM

(N s @B
(__‘mlﬂlﬂ!!l

P el Cmag Ackvarissaton

o
b

Milestones from Step 2-4

2011-2012

Gap Analysis Survey
for setting the
foundation for
Stepwise GRevP
Implementation

2012 APEC GRevP Workshop

2018-2020

Reaching the Goal
for Implementing
GRM

+ 2018: Chinese Taipei, Thailand, Malaysia

2011-2016 2017-2019
Planned solutions to  Assessing impact of
address gaps GRM using
GRM Co Pilot Performance
indicators (Pls)
GSubP PWA APEC GRM Training Activities
endorsed (2014)
1. TFDA/RAPS (CoE)
. + 2016 pilot (Nov 2016, Taipei)
S * 2017 workshop (Oct 2017, Taipei)
; = + 2018 workshop (Sep 2018, Taipei)
2. COFEPPRIS (pilot CoE)
+ 2017 pilot (Jun 2017, Mexico City)
o 3. Local Training
GRevP GSubP = 2017: Singapore
Guidelines Guidelines
(2015) (20186)
GRM Roadmap f:” P'[’;:::I
endorsed (2016) s

GRM Steering
Committee (2018) | * & # @
WA RBERERE
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Summary of significant activity since last
RHSC meeting

February — August 2018
1 Revision of Roadmap and Core Curriculum
2. Program Committee Meeting
— Preparation of 2018 APEC GRM CoE Workshop

— Discussion of performance indicators and survey
questionnaire

3. Steering Committee Meeting
4. Conferences and Local Training

. E 8 BB

ipaRBEnERE

Revision of Roadmap and Core Curriculum

¢ Roadmap and core curriculum were revised to state the
internationally-recognized guideline that are considered critical
to GRM.

Relevant Guidelines to be provided:
The internationally-recognized standard, guideline or best practices document that are
considered critical to this topic area are as follows:
® Good review practices: guidelines for national and regional regulatory authorities. WHO Technical
Reporl Series, No 992 2015, Annex 9.

‘FDAnmnmgmi
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Dates

Program Committee Meeting

April 10 (Tokyo), May 11 (Taipei), June 8 (Tcon), June 29 (Bangkok),
July 27 (Tcon), Aug 21 (Brisbane)

Topics 1. Preparation of 2018 APEC GRM CoE Workshop

2. Discussion on GRM performance indicators and survey

questionnaires

Progress 1. The 3-day program for 2018 APEC GRM CoE Workshop was

finalized. Preparation for training contents is ongoing.

2. Committee members agree with the proposed performance

indicators. Draft survey questionnaires and target to survey are

being discussed.

CN s 8 5 B
Clrpalannsas
9
Performance Indicators and Questionnaire - GRevP
Measurable Qutcomes Design Survey Questions
Reviewer Competency and Training Questions to collect data from
« Implementation of technical training programs and soft | CoE training and local training
skills traimning
* Number of training certificates issued for qualified
trainers
= Number of tramning certificates for regulators
Use of Templates and Procedures Questions to measure the
* Number of SOPs and templates available adoption or implementation of
* Degree of adherence required for following SOP GRevP
Transparency, Consistency, Predictability and Questions to measure the impact
Timeliness in increased transparency,
» Number/Type of information accessible by public consistency, predictability and
online timeliness
« Involvement of stakeholders
« Establish checkpoints and set target timelines for
review, and determine how many reviews have met
these targets
* Adoption of peer review
« Establishment of a quality system SN EE R
CAIDA neecena o
10
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Performance Indicators and Questionnaire - GSubP

Measurable Outcomes Design Survey Questions

Applicants Competency and Training Questions to collect data from

+ Implementation of technical training programs and soft | CoE training and local training
skills training

+ Number of training certificates issued for qualified
trainers

* Number of training certificates for applicants

Quality of Submission (potential evaluation item) Questions to measure the
+ Number of major deficiencies/rejection at filing adoption or implementation of
* Number of SOPs and templates available GSubP
« Degree of adherence to each item of the principles of
good submission Questions to measure the impact

in increased submission quality

* Draft questionnaires for GRevP survey and GSubP survey are being discussed.

11

Performance Indicators and Questionnaire - GRM

How to survey as PWA?

Alignment with the other PWAs' survey

e |Issue
— Notonly survey on regulators but also industries are required
¢ Proposal

— Industries to be recommended by their authority to respond to GSubP
questionnaire

All APEC economies as scope of survey

e |ssue

- Not all economies attended GRM CoE Workshop although GRevP & GSubP
questionnaires intend to survey effect of GRM CoE training

s Proposal
— General questionnaires to be added at first for all economies to evaluate
dissemination of GRM
— Then, regulator and industry which attended GRM CoE Workshop to go to
GRevP and GSubP questionnaires, respectively .

P X RN
ppRBEDERE

ot a1 Dng Aryreramcmnor

12
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GRM Steering Committee

Membership List

1% GRM Steering Committee (SC) Tcon

Economy Name Affiliation | ... August 10, 2018
Jo-Feng Chi TFDA + Agenda items:
Chinese Churn-Shiouh Gau CDE — Responsibilities of the Committee
Taipei
i — Brief update from GRM PWA
Rosa Fu IRPMA — General input from SC members
Eriko Fukuda PMDA + Key outcomes:
Japan L
Shinji Hatakeyama IPMA —SC members agree to provide inputs
and strategic directions through the
Mexico  LahouariBelgharbi  COFEPRIS membership email loop, especially
on performance indicators and
Singapore Silke Vogel COR;’U[:.,Uke_ survey.
—Next Tcon will be scheduled in Q4,
United Paul Brooks RAPS 2018,
States  |awrence Liberti CIRS
L ERAB
MpppRERDERE
13
Conferences and Local Training
e 7th APAC: April 10, 2018 (Tokyo)
Focus on “Further dissemination of GRM"
— Report 1: GRM CoE Workshop
— Report 2: Local Training
- KPIto evaluate GRM implementation status
¢ Local Training
March & August Chinese Taipei Industry
June Thailand Government, Academia, Industry
July Malaysia Industry
14
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Plans for future activities with timelines

} GRM co-champions P CoE training program will be
« finalize performance ¢ conducted and the outcomes
indicators and survey : of training and
questionnaire and : implementation will be

« conduct GRM roadmap : assessed periodically.
assessment. :

Sep : Sep-Dec  Nov :
208§ 2018 2018 | 2019-2020 By 2020

2
b- TFDA/RAPS Taiwan P Local Training (Chinese  Final assessment of the
- Chapter host 2018 . Taipei) impact from promoting
: GRM CoE workshop. : GRM will be held using

2nd GRM Steering

. < erformance indicators.
Committee Meeting P

-

o W B
=‘Fm§u L ""

anda Ong Adn

15

RHSC endorsement requests

e Revised Roadmap to Promote Good
Registration Management (GRM)

e Revised GRM core curriculum

e GRM performance indicators and roadmap
assessment

A N RN
L'ana!m:n!

P el DKy A TInaTon
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Wit 5 ~ B RERESCEEASRME R E/ LR S (CoE Update)

Foed and Drug Administration Ministry of Health and Welfare

8. Good Registration Management Roadmap

8.3 CoE Update: TFDA/RAPS

Hsien-Yi Lin
Senior Reviewer, Division of Medicinal Products
TFDA, Ministry of Health and Welfare
August 22, 2018

@ E BB
ERREYEESE

C/ DA Food and Drug Administration

http:/fwww.fda.gov.tw/

1
p !i |
Harmonization
Steering Commitee
t Life Sciences
Workshop co-organizers worston P
APEC LSIF Regulatory
Harmonization Steering
Committee
v
' Prda N
C/‘FDA APAC RAPS [t e
L DG aguiatory Excatonce™

Food and Drug Pharmaceuticals and Asia Partnership Regulatory Affairs
Administration, Ministry Medical Devices Agency, Conference of Professionals Society
of Health and Welfare, Japan Pharmaceutical (RAPS)

Chinese Taipei Associations RAPS Taiwan Chapter

Asia Training Center for
Pharmaceuticals and
Medical Devices
Regulatory Affairs
Cy tsmas
2 CRLTLLEL
2

31



2018 APEC GRM Regulatory Science Center of m
Excellence Workshop =

September 26-September 28 Date

Taipei Nangang Exibition Center U

Reviewers: 30/Applicants: 40 RIeIGEES

Speakers: 30 Speakers

List of Participating Economies F"
Economies Reviewers Applicants Total

Chile 1 0 1
People’s Republic of China 0 1 1
Hong Kong, China 1 0 1
Indonesia 4 4 8
Japan 0 1 1
Republic of Korea 0 3 3
Malaysia 1 4 5
Mexico 1 0 1
Papua New Guinea 1 0 1
Peru 1 0 1
The Philippines 1 3 4
Singapore 0 2 2
Chinese Taipei 10 19 28
Thailand 8 3 11
Viet Nam 1 0 1

TOTAL 30 40 70 & % @ H &

ClaanoEae

4
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Learning Objectives -

The principles of Good Review Practices (GRevP) and Good
Submission Practices (GSubP)

~ What is needed for regulators to accomplish good review
Good - Conducting and managing the review

Review - Good communication with applicants

- Competency for regulators

What is needed for applicants to accomplish good
Good application

Submission - Planning and preparation of application dossiers

- Good communication with regulators

- Competency for applicants

Q\\b # £ ' Ffl ®;
CHppaBRENERT

Core Curriculum

GSubP

Good Submission Practices

'|'.

Applicants-Specific Sessions

GRevP

Good Review Practices

)
W

Reviewers-Specific Sessions

GRM

Good Registration Management

i

Common Sessions:

Basic concept of GRM
An Overview of Good
Review

An Overview of Good
Submission

Effective Communication
for GRM

Competency & training
Rolling out the GRM
training program in each
economy

Managing the review .

Communication :
Fundamentals and Case
Studies

Review personnel - Critical
thinking

Conducting the review

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

GRM Roadmap

GRevP Guidelines (WHO)
GSubP Guidelines
(APEC RHSC)

Trainees’ Questionnaire for
Session 2 Experience Sharing
in Promoting GRM

PowerPoint Presentations for
Session 2 Experience Sharing in
Promoting GRM

Vo i £ @ RO
MoaREEMERE
7
Program of 2018 APEC GRM CoE Workshop.ﬁ% '
!

Sep 26 Sep 27 Sep 28
Common Sessions Reviewer Sessions Applicant Sessions Common Sessions
Keynote: Managing and Planning of Comprehensive
Expectation of EU Conducting the application (A1) exercises in GRM
on GRM review (R1) (c4)

Introduction of GRM
(C1)

Experience sharing
from different APEC
member economies
(C2)

Critical thinking and
regulatory decision
making (R2)

¢ Introductory lecture
*Generic drugs: CMC

* Preparation and
submission labeling

* Review labeling
* Case studies

Lunch

Lunch

Lunch

Common Sessions

Reviewer Sessions

Applicant Sessions

Common Sessions

Communication (C3)

Critical thinking and
regulatory decision
making (R2 cont)

*Generic drugs: BE
* Biosimilars

Preparation of
Application Dossier/
Practice: How to
Prepare Application
Dossier (A2)

Competencies and
training for
reviewers and
applicants (C5)

Rolling out the GRM
in each economy (C6)
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Plans for the Year 2018 :m.

o Prepare to host the 2018 GRM CoE Workshop in Taipei
in September 2018.

o Prepare to collaborate with interested APEC member
economies in organizing GRM CoE pilot workshops
and local training.

o Prepare to assess the implementation and outcomes
of GRM CokE training.

Foed and Drug Administration Ministry of Health and Welfare

o NEGULATORY APTAIRS

. mE R ®
CC,\'Q ERENEBRE

FDA Food and Drug Administration

hitp://www.fda.gov.tw/
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