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APEC{,;%%?F&*"“S;% FX Lo pwmy 21 B¢ B G AR 25
# (Chinese Taipei)ih & & %22 » Jhit ;8 ¢ B o APEC>1 2002 # &7 2 FL B € & =
24 &8 £1FTH 3 (Life Science Innovation Forum » [ #£ LSIF) » A F E /h = > %4
el Lo P i B A %mfi?ﬁ 13 AT LIRE o LSIF 3 #2302 R fo 2 & 4L
FRIFTNE £ {2 > 22 2008 # = 2 2 Ak {rdp %1 A ¢ (Regulatory Harmonization
Steering Committee > ff 4£ RHSC) » # B =5 42 APEC % & e ¥ & 502 e
(regulatory convergence)e B # RHSC i /# % # & FDA Mrs. Michelle Limoli 2 p & PMDA
Dr. Nobumasa Nakashima > &2 & % ¢ B Ms. LiHe(® %5 ¢ &lfv3 &) » RHSC R4a
#> Good Registration Management ~ Multi-regional Clinical Trials and Good Clinical
Practices Inspection ~ Biotherapeutic Products ~ Global Supply Chain Integrity ~ Advanced
Therapies ~ Pharmacovigilance 2 Medical Devices % 7 i it 1 {%4f 8% (Priority Work
Area > f§ - PWA) > d % |+ APEC ¢ A +,@s\%ﬁm§%w FWHBEETIE SR T
fad > B B PWA T 3 5 RHSC 337 e APEC 2 AL F PR o 4% ¢ . (Center of
Excellence - ﬁgﬁﬁ_ CoE)f F7#mx A9 ¥ ;ﬁﬁ“d BN 2N A £ v & RHSC 4%
#2020 # F 32 ApAfr2 iT5% o RHSC & PWA A #5738 2 CoE j H 't 10

S 4% L RHSC:gl4n € B o p 2011 & 4=>Y RHSC L ¥ % 2 % & 44555/ B> 2014
EAB P AL THBRAEFRE 1A P H D SEFERE) F o RHSC
2016 #3F TRAFARE 2 TRAEFRF  LH L TRLARE R
(Good Registration Management > fj - GRM)» A B 2 p & = S 3% R0 1 (R4 8 ok o

PREAME o 5 386 GRM 2 P F v v > 8 FF 2 RAPS - ¥4 ¢ 3 2017 &
B LERHSC I 34307 ATAPEC B L A sk 7 o M2 28 {49 & p ¥ &2 APECLSIF
R LT A EF o RHSC# &0 APEC % — X FIRF R € & (# #£ SOM1)2 % =
XFRTR ER(HASOMI) A & 2B — = g3k > Wil 2 PWA e i B o

k & A ¢ APEC i 78R 24741 » SOM1 71 LSIF-RHSC ¢ 3% ¥ ¥ 7 B (Santiago) Z
B > SOM3 5 LSIF-RHSC € 3% > 5 4> 2778 (Puerto Varas) - F# » RHSC #& 4 & PWA %
CoE cha1 fF= % 2 A kP> s #FF 'L%"I} GRM Roadmap % GRM CoE {8 4 1 %
MFEAR LT P & Pharmaceuticals and Medical Devices Agency (PMDA) 2. B &
$o g RAET RN hH X3 5 ¢ k% RHSC 4F 2 GRM Roadmap % CoE chfa#s & % »
TR f2H & PWA el (i » WL BBz Q,ﬁmv};ﬁg ; ¥ aE R 107 £
B ¥ g % APEC F 5 B4 PWA Gk ) R4 o A% Y o (pilot CoE) » 33 & =t € %
F2 #Bhé#&% H.3) > ERHSC ¥ o



= ~ Life Sciences Innovation Forum - Regulatory Harmonization Steering Committee

(LSIF-RHSC) Meeting (2 * 27 P 23 % 1)

1. APEC B a%Fie g REL1 (F4EF T # € HK(GRM PWA Prep Meeting)
(29 27 p =5 » BHARAHE 2)

AFE P AL GRMPWA ik b2 75 > 2 BRIEH € 3Rk31% ™ 73R4 1 (1)

X §HAIGRM AR FH - ()2 &5 3 F A2 BPEGRMCoE#234 ¢ 2 + & B
m%ﬁwé‘,aw(?:)ew BT BR B A il e %ﬁ*éiﬁ%@\?i%%
rg e i A ke 2t S B FDA 2 R B 5 GRM CoE Pilot ¥ 3
RIEEHHM 0 SPEPHFRDAY FRAELHE

2. xa%¢ w3 § €% £ (CoE Directors Pre-meeting) (2 * 27 p T =)

A d ERAF R A% B P (CoE Coalition) 1 A £ R A ~ §
(Northeastern University) Dr. Jared Auclair 2 3% > 343# & CoE 34 {7 " 528 {7 s fp B
Fe A8 gpi, FwiZ 2% 28 p 1 37 1P RHSC € &kitim 0 RALAT

(1) FOERPE LAY & W F W ArRHSCH ARG R R T B
fﬁ % 2 % RHSC I &, °

(2) #- CoE operating model < ¢ ¥ T ¥ iz co-champion ¥ i | 4p B Acit
# 3 RHSC Terms of Reference (ToR) = & -

(3) ZRAFLF I A AXY w2 1T € 3K (CoE directors meeting) 7~ *+ APEC
SOM1 £ SOM3 ¢ x M 7z B » 3 d 2 RFF s %7 H R (CoE
Coalition) & 7% -

(4) Pk CoEchdR 2 AiRPh— T AP LA S * hCoE4F 4
Ao E COEV g & ¥ 4v 48 L Tl o

(5) & B Rt (EATE T iy LB R A BB #d & BL (P
# h Champion 2 fp B dp %4 | ¢ -2 -

3. RHSC g;i(z " 28Pp %2 3% 1P » HmMBActitit 3)

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

ﬁ“"ﬁ%}”’a?fﬂmwa PREAMAE Y FEL A2 p AT d GEF2
a & PMDA % f F P o PN m,;—%miﬁwzgzgﬁa s ;;;»H ”a‘g.:az:fg#
w

Jaﬁp BUERC R - IR AR O o

5 25 %ot ¢ ¢ 4% J) PWA Update(*f i 4)% CoE Update(*it 2 5)% = 38 1 i%
3R B AT o p LE Bl (roadmap)de Bl - 1m0 P o iR (T RS R e
FZFFE TR GRM i 2 Fo R E P %5 GRM (hp 0 1 iFE BLE
LR E B H 2™ 2 GRM CoE 329" 3A% o« ¥\ RS R G =G L > 8%

7/
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%‘aﬁ,ﬂ? MNE TR HTNER TR o RHSC A R &i*ﬁiﬁ SEF 2 T ¢
3k 2% (1) TFDA/RAPS Taiwan Chapter g T_** 2019 # % 3 ¥ i #% CoE 13"
AT (2)75 BARSEGEER Eap FERE S22 73 REDTR
L ¢ R ASAMEIRA 0 E BT A 2019S0M3 €k AR 2 o ¥ b0 £ RE S
T % L Tt § (PhRMA) % & f 2018 4 9 7 28 P 20 5 2 B e QIAT
& 5.4cif B 4 i T (Expedited/Facilitated Pathway) | = % - ? B FDA ¥ =

BABERPE AR w5 g AR 0 0 RS 0 RHSC LT § W FDA

GRM 7 pilot CoE -

Wi

Bl- ~ BLAS%Tiod LEITR

Specific Activities and Timeframe

Step 2: 2011-2016 -

Planned solutions to
address GAP in GRM

Reaching the Goal for
ten 3: 20 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 )
CN\) # £ 8 8 8
ppaRRENERE

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

BIREEEE BARERFPAE DL FAPRGAR LD A2 {T
B d g » MHLW/PMDA % % B FDA * A I NSRS R S
RAARY S A BSR4 R 5P Rt 3 X F A PMDA -~ AT s en
Duke-NUS ? %‘3 % % % B MRCT Center of Brigham and Women’s Hospital
and Harvard °

AL ERY 0 P A MHLW SR £ 2B S = % > & L A%d R A BldR 2

BBk o ZECS B P PR E T S v pAE (2017-2020) 0 F P HRcag )
L A R W BN § I :}—;; D1 CoE 3t ¢ 5 (2)F ¥ 4kk
it RSB A R f R A e
P (3)F7 o Mk ShEEi @ 45 MRCT N % & E17 4751 - 3 % (4)di B KoNECT
Tt A AR P AR o BT Bk g 9 G RHSC 4 £

7



¥ o p AIPMDA © 1% 22 ER CoE'R > St E 10 L Rk
7 COE "M ;5 A n <~ B #2319 7 27 CoE "4 ; % K MRCT Center of
Brigham and Women’s Hospital and Harvard 2 * »*4c £ + i {7 CoE 24 ;
AT4v ik 69 Duke-NUS F § #6307 1 42 {7 CoE 3/t -

(3) Biotechnological Products Roadmap (Korea — MFDS)

AP EMA S AyEEAE T s i 0 T d a i 9 SEH L > I%(Ministry
of Food and Drug Safety, ™™ f§# MFDS)f # » B & ;8 iz R F 9 ey
A% ¢ o (CoE) & 5 # W& 4 = & (Northeastern University) » L 8 732 AL 5
DI A% Y B S FT4e 3 0 Duke-NUS FE L

HRSESD G 5T 0 ¢ 45 1 (1)RAE APEC T 4 b A 58 L
N AR 5 (2)BaR A ;tgn APEC %3 BB % 2 ~ F 2k~ AI3Te02 o 3t
WA S (B)E e 2 P BT A &Fp A € (4)5 8 APEC  F 2 4~

3

i A { Aoz IR B K HUE R R A KB ;5 (5)i5 1 APEC MY 2
Bz ﬁ';ﬁg%@ﬂ;’l"? fRe PR FRAARSS e PR DBV UFRP
%\‘1 ’ ﬂéﬂ (€38 P @ 3% CoE e i #% & 4 M4 2 2 b ooz i o d

BlE > 2014 # == > P a0 i B SafERT 0 FE3H 5 P R IEATRIT R 2
1‘2'»‘ éﬁvﬁa % RHSC M fE B o AHC 27 £ R A A+ B3>0 9 1 By i »

mERAMN BRI 3 Y BT L TEMEIR 0 T AT D

Duke-NUS Pﬁgﬁl‘;‘oﬁé’»—ﬁ%fﬂ%% = =& pilot CoE 3" > %5 ¢ :&k31#m *RHSC Ip & % =
= pilot COE 3" &7 F & £ ¥ 3o

(4) Global Supply Chain Integrity Roadmap (US FDA)

DI BAER E M PR AR L IR w1 d EMDALF 0 B 2
® 1 3% CoE » & %] & United States Pharmacopeia (USP) % University of

Tennessee Health Sciences Center -

A gHk? > FRFDASRLRER Y % > fHRER R 1L ¢ (F
) E st 2 LR 6 (3T~ ¥R S )2 2018 & CoE 5
PIEE 0 £ 45 USP AT 2 0 A ATAB B EL FSH X Bk €3k 5 AHC T 8
TN iE FPHE Pre-CoE B30 fR AR T W8 % BB Y -3 5 3
AR COE - USP IR 4 & 97 i flz B % - i Fl&k g3k > ¥ Q4 B o
e 2P APEC € F 5 AME - B k@ I Taylor’s University ¥ 3= & L
CoE ¥ 7353+ 9 1 Bysd 3 > 534 15 J& RHSC 327 o



@ww XM e

Manufacturing
Practices

Surveillance and e @ Good Distribution

Monitoring . ‘Practices
SUPPLY CHAIN 3
Track and . SECURITY Good Import/
Trace System TOOLK'T Export Practices

for Medical Products

Internet Sdu. ‘Clhkal and
@ Retail Pharmacy Practices
Socurky

(5) Advanced Therapies Roadmap Update (Singapore - HSA)

i@%%g&gﬂ_&hi S A A4 0 T d 3740 8L Health Sciences
Authority (HSA) f F » P mn A e RAF DRy ARY w5 2 B > 44
% 74 4 5 Duke-NUS % Biwz £ WK+ & (Northeastern University)e ¢
?od Rrded HSAHR 2 Prs 3k M F 0 31w 16 0 RHSC 3™ 5 ¥ 2 Wand 4t =«
& (Northeastern University)¥g -+ 7 2 2 {7 CoE 2" 3

LEFHAS( FENEF RN L 0% o - AFNAHE B8 AR
B)d ot L RILEHGE L LEATA 0 BT RRFERA Nl o AT
Se B B FF(high level) i B e 3k o ,\L%,{@WmP SRR (=25 N =t
BB TRk RK) S A ASTR SR FRAM, L F A3 & SOM3
B LY CoE FH Fg- 4 & 7 % (7950 P % © & = program committee >
FT R EHHmPRPM F o Alliance for Regenerative Medicine (ARM) R[4 2 P
DER LB ATk & 5

| 2018 & Ti/k 32k 2 #4173 fin - 2018 # 2 L F ok A SoAp b eh
Tk d&F 1028 B 0 ¥ 92 & &_phase Illl ; 1028 & f@f 5% 7
F 362 B Rt A Flio R ~ 362 T AR FIS A ke e ooy~ 263 BT
Gt s (B e ) s ¥ 41 B R B R AR 58% TRk sk £
AR M 0 1028 1 TRk RAR SL R § 59575 Mo & S o

Il. iﬁﬁﬁﬂﬂi'ﬂiﬁ’ﬁii#‘% PEJIN ~"+%.~;ua:;§.~;§,‘g o B oLy ik - Rzald

FHRE L WG ERCWE P AE - ERRG LR P R
ﬂ»%%ﬁié%lg%%ﬁ%% g s REFRAS®
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e LR ETRAFRE 2ART AR D BERE A G2
e . A A KT & B F L R #dp(Real world Data(RWD)) ~
- ?r 7 ¥ (Real world evidence (RWE)) - 8% 2 5. e 4§ 2 j2 .
% % /& % (regulatory decision making) °

lll.  Standards Coordinating Body (SCB)# & iT/% : d USFDA § = ¢
Standards Coordinating Body % 2018 % 2019 # JF’K’,% - &
TEF B AFH LA % & /oK (regenerative medicine therapies)
iR o gl iR 3% AR B standards deveIoplng organization
(SDO » 4w & 1SO ¢2 ASTM)]‘% BY s FE IR R A 4V R pE S SRR
o AR B IR A ] =

Bl= -~ % Standards % E L%

Phase 2:
Upstream® i Development

Standards Advancement Project - :::;:ITW Initiatian Drafting Finalization

Chutresch
Step 2

Ancillary Materials Used in Cellular
Therapy Production

Requirements for Cell Therapy
Manufscturing Eguipmeant

Transportation Requiremeants of Cell
Therapy Products

Characterization of Human Cells for
Therapeutic Use

RMTM Design and Validation
Framewoark

Scaffold RMTM Standards

Rapid Microbial
Testing Methods

Microbial Reference Standards

Evaluating Pre-ssisting lmmunity to
Adenc-Associated Viruses

Characterization of Fiber-Based
Scaffolds

Cell Collection Standards far Cell
Therapies

pexif 1 far Pr
of Bigink

Guidance an Cell Counting Methads

Y Initia projects were chosen bated an regensrative medicine community feadback Future projects will follow a priaritization and feazibility atsssament process that incudes broader community
engagement, as established in the Processes aond Criteria to Strengthen Standords Devedopment report.
* availability dates are estimates only. Development af a standard depends on SDO timelines, which can vary

(6) Pharmacovigilance Roadmap (Korea — MFDS)

BEE 2T PR 480 d 398 MFDS f § > P w0 I 5% CoE

= P APMDA % 3 i F1 & > 2 b & F IZ {4 (Korea Institute of Drug
Safety and Risk Management » # # KIDS) » L #f CoE % ¢ Bt 7 ~ § o

% ¥ MFDS 3 2 en# 5% > T ARLE [T Bl (roadmap)4r B =
Pl EFREBOF R O P EEFL TR GIRNEIFZ
HAKRE T 2T R GRRLT (FARR dud Rk o 2017 £ £ 32 5 4 S 304
Fie 7L gMMETLT 2TRAE LD E 2 LR L {7(gap analysis)is » &4
10



R

VR ESE 2E R G F LB HE(KIDS)FETH 5 & 9 1 By s

LB 40 BPEpilot COE M, P AN A AT RPN 2 P PER DM
B SOM3 R4 & % o 7 HEAME L 3 X > T RN S
RHSC #-i#%- WHO ** SOM3 ¢ 3% /i %= Uppsala Monitoring Center (UMC)# &

& > EF AR B

I. PV Road-map

AR AR L E LY i% i pﬁcﬂwa #f-'

Rle ~ &5

Harmonizing pharmacovigilance system

¢‘§ffﬁ'€§f—*§‘ =i

4}‘ ¥e \'—"}FW >

2013~2015

2014~2017

2017~2018

2019~2020

Step1 : Assessment

Step 2 : Training
Workshop

\ MY Step3: Assessmentof &%
Training /Workshop
* Share

Step4 : :
Recommendation H
« Establish plan for | :

Je SR A
OM3 ¢ Y # RHSC :n¥ -

¢ R

* Gap analysis * Set up a technical
survey for APEC working group assessment collaborative 2
member_ results of PV surveillance :
economies « Develop training training system of PV :
curriculum and outcomes :
« PV status workshop : | «Provide :
research on contents « Revise and recommendation :
nonparticipating update training : son PV .
APEC economies + Hold training and program/worksho | : | regulatory :
workshop p content convergence :
* Share results of . .
gap analysis and :
Discuss training g
module : :
\_ y 9 N y, i

.........................
Ministry of Food and
Drug Safety

) Asia-Pacific
Economic Cooperation

3
(7) Medical Device PWA Update (Korea—MFDS; Japan—-MHLW/PMDA;
US-FDA)
%3:}%‘3?##5’:#?61‘1 PR S eiE P A2 £ K d a5 MFDS~ p A&

PMDA % % B FDA % I f § » 3K § =0 1 %% 5 (sub-champions)d ¥ 7 #
o pom B {R f L% @]igf:}%ﬁ:,ﬁf& ¢ (Advanced Medical Technology
Association > #j f- AdvaMed)% p # %5 R GE stk LA £ 12 € (Japan
Medical Imaging and Radiological Systems Industries Association > {4 7}16- JIRA)
FREMPWA: 53 BALY CoE> » 85 ERMARFRFHL 2FTAFY
#7(National Institute of Medical Device Safety Information » {4 i N|DS);L #Tf
BEHME T i{‘i‘—“ 215 2 £ F g 4N & B (University of Southern California >
AL USC)A 7 3 v i R3p 0 o

A gRY 0 P A PMDA SR FoR BH PWA 2 BT B2 s ok ©
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2018 & 11 * j& RHSC 3 ¥ » P % 4 B NIDS © * 2018 # 9 * #y#+ # CoE
IR T FRUSC(E E YR ELISRW #\3;7%% P & PMDA ~ 3\ ] & %
FEERAA A FRNFHEH AW COE ¥ 5% > F F & RHSCLP -

S&F 2 F4 FH ALY CoE ¥ 35 (pilot CoE)*“ 27 28p ¢RIFL I E

(73 37 4orig 2 6) 2Bl e 3Ry R P FAAFTEE P
1;&] %308 2 £ 7 2017 & SOM2 € 3 333 7| APEC?8 A 1 ¥-] & & CoE
ARG EE O bl4e GOFD(® W F F a0 T & s |2 % | )2 &
»zpwﬂmaﬁ’%uaimm?%wiﬁmxiﬂ’3%4P§%¥
1 £ 8 CoE ¥ 3% #c4% intersessional endorsement( ¢ 5 #f FF 35 ¥ )42 A » %
4 1) SOM1 2 SOM3 FF 343 °

¢PRA AT s RHSC o2 & :éf; % 7% APEC iT# kA F AR & % &
KBHBDERNA A L FE P T MR S B D (Quorum) | F1 & £h
> fe p A LSIF 2 RHSC 32 S M 41 (7 lic ) > ¥ §3RSF & S 87 2
SAMYECP B4 o P oh > RHSC # £ Co-chair 7~ 3P RHSC e p & if i
APEC %38 2. & 5. % Fg@zgﬁ/z Hpsfe o 22F i CoE ez o0 5 7 A iR
TR OSAMEYRG 1€ 5 CoEPIR > 2 R H - CoE Ayt p ko

RHSC % #§ Co-chair % % f¢ » P »~ PMDA % JIRA ~ £ F] AdvaMed - i"]xl}?]
Thai FDA %27 ¢ S 2 59R 5 3 A # o h= § LB F R FH CoE ¥ 3
Zofe? FAARE Lo 30 APEC § B E A REE Y KPR L o
& RELF 15 0 RHSCCo-chair 3 % 1P €3Re # a B H ¢ Fhechi g &
HREFVAEG 2 32 %}%‘%‘Zﬁiﬁﬂ CoE ¥ %3t g7 JE RHSC ¥ »
PRI R AT R o

(8) APEC Harmonization Center (AHC)3F £ :

AHC p 2009 # A= 2 {29441 BFA73 € 2 TE > S 540 A #c i 9,500
A #3353 = HEF 0 2018 # ELYES H2 0 & 3 3 3 pilot CoE L Hp Y
S (MRCT Center of Brigham and Women’s Hospital and Harvard i %0
MRCT-GCP CoE Pilot Training ~ Duke-NUS - ##¢71 Biotherapeutics CoE Pilot
Training % NIDS i ##:77Medical Device Vigilance CoE Pilot Training)~1 #-Supply
Chain Pre-CoE Workshop % 1 #- Medical Device Workshop > 2019 & ¢ - 28 7%
1 3 APEC LSIF < . ¥+3% ~ 1 3 Biotherapectics workshop % 3% 2 #- CoE 4
#p 2" (pilot CoE) » & 3% Taylor’s University 3 %7 Supply Chain CoE Pilot
Training % Thai FDA . #%¢77 GRM CoE Pilot Training °

MY P IR AHCHR 2 3% i ICH 4731 88 139" oA cPpF A2 4]

© ¥ & ICHE2~Ql1-~Q8 Q9 f-Ql0 Jfﬁ 9132 213AR © 2019-2021 & 2 LF] 5
2019 & # & ICH Safety guidelines 4% > 2020 # # & ICH Quality guidelines

A% 0 2021 # & & ICH Efficacy guidelines A% 5 /2 87 7 F 2 #84 » AHC 3%
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{7 APEC21 1 € F /AMl ch& %ﬂ%@éﬁp"“’gﬁa%?@;

(www.apec-ahc.org) 2 2. 16 B 38 ch# B35 ¥ Sidf £ > 2018 & F7 o 2
Brunei Darussalam ~ Canada ~ China ~ Papua New Guinea % Russia % 5 # &
AR endE s > .}ﬁgx\y

¥ ABRACAHC & 2 Lk #5835 8 0 &1 ISIF & 1% AT X £ (Puerto
Varas)# 7%% = & APEC LSIF ;2 315 4r 5z K $3%(2nd APEC LSIF High Level
Dialogue on Innovation, Regulatory Systems, and Regulatory Convergence: “A
Decade of Regulatory Convergence in APEC: Learning from the Past, Looking to
the Future”) » w ff iz~ & APECLSIF fi# pnfr bt chat & U 2 7 - B R

B B Y o TR %wrﬁ?ﬁ@&gﬁg% #1488 ~ APECLSIF ¢ A -
AEREER A - F 2 B9 e pdga FM AR R b 2

i\'ﬁ.‘f;"sz’ﬁ”Z e pLEk > & F %+ APEC 428 - & & %ﬁ.‘flfaff’m)@\: B2 Ak E‘”'FT
Eoe gt th o SRR kAT nE @ A T4 TR R T S e T
Eixapfeie B T2 *ﬁf@frk?%?é}m% % &2 T 2L APEC 573 ehf| 57
EEREAr ) FRAATEFTM L SEF AL EY L ISIFRY 0 &
Bk e 2§ -

X AHC 5 Hil - & %2 ta o2 22,3 2019 # 1 7 4F 21 1 APEC ¢ R
EABEANEDE RN EFLe Ba v o ¢ Z(1) » REFHER2 AP
B (& 4 ICH ~ PIC/S IPRP % IMDRF) ~ (2)£2 £ @ j2 23 ¥ 88 chyh B (%
(¢ FRFR A F 2 T APKGLER) (3)"'“1 CRERSER-B 4 Rt
LAB A EPHPEFOGMPEL ) (A)EXE B 2RI gL 2 CPP

£ assessment reports » 3% § ﬁ Ea e w R R ‘é v & G o Fafi 2008 &
L10% N E G g FREROBEZENL CAHC A T T HE Wi e 2
B FIRBRENG 6 RS LRR -

(9) LSIFfod mdf 4 (R4 P wiEi7enad B4 > & 7 £ # 87 APECLSIF
i RFR e Kt 2 PR APEC § R S/AME P 9 B 5 F o B2 L
frig & -

(10) RHSC % 3 . 3% : RHSC fo3 mdF 2 7 ©.4 # 3 ¥ K% 3 RHSC ¢ R
% APEC Online Communication Manager Fg3a % > #3304 % 1 ;8 F & o

(11) & % #F2 2 3% (WHO)3F £

d Samvel Azatyan fj 4% WHO P % 3 ¢ B < H 332" c01% /% ~Stringent
Regulatory Authority (SRA) 7 #-:x % % WHO-Listed Authority (WLA) p% 42 27
Flsi e 2 23 E B a4 EPART R 8B > WHO 5 APEC 1 TE484E o
ﬁ;fa.fh"'"?sb”f‘ m;,}ﬁiﬁﬁﬁf @ ¥ APEC %% o

¥ WHO P #.“Ensuring Safe Foods and Medical Products Through
Stronger Regulatory Systems Abroad”:+ & * e B IR » 5 7 MjT » 20 B R
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MR s PeAe 2 B E AR AR AR LR B
il f[?; it ;% 22 B (Regulatory passport) > seéke X BT ¥ &
WA 4 B WL EAF AR TRl A k3 R YOG

(12) ICH Implementation Survey 3¢ <.

» Implementation Survey
F| Phase 2a(®l 1) °

d PhPMA {4 % ICH Implementation Survey & &
P A S ICH AR A B H hiiim > P o i
2018 # = = K E ek 3 2 M A4 & ¥ 4F 2 |CH Management Committee

Meeting> 7 # 1-3 " fc kg R g R A2 E R BRI FPU L% -6

! @ B % % 2 ICH Management Committee Meeting °

BlZ ~ ICH Implementation Survey & 4%

-——=

Described in this

Completed in 2017
as proof-of-concept

proposal; to be
completed in

2018/2019

Next steps; timing
and agreement to
proceed to be

discussed in 2019

Refinement of
questions and
definitions focusing
on adequacy of
implementation and
adherence

Developement of
questions and
definitions focusing
on implementation

Further refinement
of questions and
definitions

Creation of an offline
questionnaire as
hard copy (Excel
spreadsheet)

Creation of an online
data colleection tool

Refinement of the
online data
colleection tool

Manual analysis of
results (using Excel);
defining the most
approriate format for
the results (output)

Manual analysis of
results (using Excel)
into slides (using
Powerpoint)

Creation of an

automatic reporting
system to generate
the results (output)

(13) GMP % #4533 3" %A%

P~ MHLW 3R 4 5 & & Supply Chain PWA &
T ¥#12 GMP E’f" ‘H)”'p%(ﬁimﬁf”ﬁ}fﬁﬁ °

= ~ Life Sciences Innovation Forum (LSIF) - Planning Group Meeting (3 ¥ 2 p

# 7)
(1) 9

(2) APEC f&% sy

(3) CTIZ/W3R2 CTI 512019 # gL (TE 8o

14

% 3F 4 APEC2019 L 1 18485 o

LB Sunset Clause of ToRs of LSIF(;% P % #¢

« Pharmaceutical Quality PWA

5) ~ APEC 573 {7
£ (Executive Director) Tan Sri Dr. Rebecca Fatima Sta Maria(ix 8 /£_2019
32021 £ = #)~LSIF % F { #7% 2019 APEC 3+ % ¢ #pbig o



(4)

(5)

(6)

LSIF advisor 4% 2. APEC Self-funding concept note » i & 4« LSIF 327 - *&

¢ B * A4 om g 4 5 T Self-funding conceptnote » ® F3r B K 0 &
FEETRA AT IHH o €Y AR T e RRL L - Tk o

RHSC 4p B 38 2 :

l.  RHSC % # Co-Chair 3¢ £ 2 " 28 2 3 " 1 p RHSC ¢ 3% = % (RHSC
¢ e brdont £ 8)

Il.  AHC ¥ £ 3F 2 APEC Harmonization Center Update -

. USP i~ % 4g 2 H CoE % 2018 % 2019 e # o

R itHh - #H e (Internet Pharmacies)

l. AR L F L I E S b > B A H s 5B 7 90 PANGEA
Fde v K2 B S R R R 2 R E S g > T
oA R E AL B o

ll.  Alliance for Safe Online Pharmacies (ASOP Global) i~ £ 3F 2. 4 p 2 +-

BT 5 ' 1+~ ASOP Global 4 %27 APEC~ ¥ B~ P A ~ BB g1
TOEW - A P M E S g % > U2 10 B APEC ¢ F A5
RERE > F TR R B i R B A IRIR(R] ) 0 B fs APEC 3% i
PR3 I8E s S - RUERER R T oo o) = ¢

AN ‘o)

9 1Y A PREZE 4 fyE LT pT R

FEA NG AR E 2 et

#] Z e 2 p % Model Voluntary Protocols

P EEM L (FEH > (4 0 INTERPOL i7Pangea 7+ # % WHO

11 SSFFC % #°

LG SUREE R B0 BN SENC o) ERER YR R

¥ % substandard/spurious/falsely-labelled/falsified/

counterfeit(f§ #i SSFFC) & 4~ el ¢ 27 px &

® T HRERET RN RS S HFI AP 54
— A AR AL

15



(7)

Bl ~ 10 & APEC ¢ R G/AMERE > F LR 5 o2 R

ASOP RESEARCH ON GLOBAL ONLINE PHARMACY LAWS

OTC Mudizines Preseription Medication Sold
Scld Onkine

Thailand

JAGaRAS
CE2CRRRN

United States

Health Policy and Innovation

4v £ % X £ 382 Mental Health p 2013 # = = & 2 v B 27 A kR
IJ °

b

7R R & 2R 2 Tropical Health Workforce Hub et 8% ~ 3287 R %
2 -

LSIF advisor 5 ~ % x % A £ € 34 (TR K+ H 7 B Blood Safety
Network i 3F :

® 2018 # = % : ¥ # [ Blood Processing and Testing Consolidation
and Regulatory Harmonization v £ 3 2 & 2 7 B % 7 /& 5th
APEC Blood Safety Policy Forum

® 2019 # 1 iF3+3d ¢ & > 1 ¥/ 2% 2 ¥ Blood Processing and

Testing Consolidation and Regulatory Harmonization v £ & | &7
ER R T BEDE APECH RIE L W frfgs'v’w'za‘;fri;
RERAPFetF > PREF D A2 CoE et F

LSIF advisor 3F & F :}?ﬁl #2018 = = FT L ¥t3E % APEC Rare
Diseases Action Plan » 2019 # ¢ T 7. B 2 33" %% § APEC Rare
Diseases Action Plan~1 #- stakeholder consultation % 1 35z { ¥+3&-

PR A ERARREL A AT LSS DR EE P EF Y
% (APEC Health Science Academy, Peking University, HeSAY)iT & &=
508 ZCEPR -~ 2FRNE~FLERFLE LR BEAYH
EERCFEEIFIE P 2 2019 1 (FH P o
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(8)

VI.

VII.

LSIF advisor 3F % Enhancing Innovative Healthcare Financing in
Pursuit of Sustainable Healthcare 3+ 4 & & 4 ~ 2018 # &1 (T2 B
Z 2019 & 1 i8] -

F W~ £ 3F 2 Antimicrobial Resistance 3+ 3 push & pull incentive 35
o Fer gL E S L 3F pullincentive s %5 o

LSIF #03% iz % SOM3 LSIF 49 B € K437 p o™ ¢

V.

V.

VI.

VII.

8 7 15-16 P : LSIF-RHSC Meeting
8 * 17 B : LSIF Planning Group Meeting
8 * 18 P : LSIF Policy Dialogue on Regulatory Convergence

8 * 18 P : HWG-LSIF Policy Dialogue on “Health Across the Life
Course” — Prevention Measures to support an aging population within
APEC economics

8 * 19 p : LSIF Executive Board Meeting
8% 19 p-8 % 20 p % }+ : Health Working Group Meeting

87 20p T x-8% 21 p :9th APEC High Level Meeting on Health and
the Economy

17



-E?; ) .u%’&ﬁ.‘ﬁgiﬁ

#5557 APEC LISF-RHSC i R &2 FR EH BAL (T4 - fd iz R
Bafe o 1 A REFRE BRGNS T

APEC LISF-RHSC &#_# % % 2 5.2 _?g)%‘ B?-HLF i f'ﬂfiﬁ;‘;&*’k’ B
BOOLHIEAT A BIRQ EAE & A S oS o oRHSC 44 ICH- IMDRF
%2 WHO % R“% Lﬁaf%fr' Gl &6 o 2T Lrﬂ:fﬁ 31 (guidelines) > L{’zﬁ/z 4 %J%? 2l 4
LA AR E B LFL’pwfr(regulatory convergence) > #* Wit A F 4277

FRZFESNER G (S EHtESE RS ]_;;]AE;IWPE&/ ey
el ELE; 2B o

RHSC B #v & § 7 i gL 1 (%4538 (priority work area) » » % & #) 3 7%
TAPEC fa#5 % £ % % 35 % (GRM)EL/ZB] , 2 TAPEC B2 A% ¥ e § 7L
(GRM)iz AL E "5 A% ¢ & (CoE) ;> & F B 5 1t 2 W)t APEC LSIF 3> e &
5°*ﬂ&%ngCk&ﬁﬂrA%C§%$ﬁm RPLEI R AR L
# #7231 € (CoE Pilot) ;> & ae & = Pg)%‘ BHAEB RS iTe His 5 B
RHSC -t 1 i¥4f 3% (¢ ¥ Advance Therapies - Biotechnological Products -
Global Supply Chain Integrity ~ MRCT-GCP inspection # Pharmacovigilance)~
PRAESFRAE LR ERAF UL FRELFLHE L0 Bt
FERELR RPN EFRE SN FRLE LT HEE
Ap 3 4P B 4p 5]‘-’1”/’" FRR > R AROFELIRE T RHAARFRE
v pdp alehg pE R 2 BR R -

CSEFRFREIMERFEEE > AFRARERPBAEY > LR ARR
WA
g & &t %ﬁ K B2 R4 fr € (Asian Harmonization Working Party,
AHWP)® @3 S £ & & 4 > *ﬁp?/%‘ EMERFEAfr2 Y 4 t??),;ks\ 5
# < AHWP =+ g‘b" T E Fiﬂ%?f & %-¥7 APEC ~ AHWP % IMDRF % W“%E‘.%\«
2HI IR RILARPIFES 2 ?1,% °

TAFZLES TFABHERRE ) X5 FERRFRIH ARG
EARH k0 HIE 23L& RR FR B HEATE RARL ?i”f:% P fe #1
TAMERA L 258 0 RARFHEHF 2L RFRA ZRERED
fro DEGEARAFRECFE > LBchdmg

LR FARTREEER LI BEAR IR R R 0

17 gpizi\'%*zi%i‘“? ) %’L**'EZ]’?P&MPX;}»:I}E_, B REER

S Evm  FEFRELA IR ERE L FEREL TEER S
ﬁ\‘ ‘I&BEL gf\#ﬁfﬁgfﬁey’ °
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1 1~RHSC & PWA i y%5 3482 CoE /¥ (i&¥3 APEC Harmonization Center % .
2 2.) http://www.nifds.go.kr/apec/content/view.do?contentKey=290&menuKey=318

Formal CoE Institutions

PWAs (Roadmap) PWA Champion Institution Region
. . Northeastern .
Biotherapeutics Korea . . United States
University (NEU)
PMDA Asia Training
Japan
- Center (PMDA-ATC)
Pharmacovigilance Korea -
Korea Institute of Drug
Safety & Risk Korea
Management (KIDS)
Duke-NUS Centre of
Regulatory Excellence Singapore
(Duke-NUS CoRE)
PMDA Asia Training
Japan
. , Center (PMDA-ATC)
MRCT-GCP Inspection Japan / Thailand - - -
Peking University China
i

(PKU)

Harvard Brigham
Women's Hospital
MRCT Center

United States

Good Registration
Management (GRM)

Chinese Taipei /
Japan

TFDA & Regulatory
Affairs Professionals
Society (RAPS) Taiwan
Chapter

Chinese Taipei

Global Supply Chain
Integrity

United States

United States
Pharmacopeial
Convention (USP)

United States

University of
Tennessee Health
Science Center
(UTHSC)

United States

Pilot CoE Institutions

PWAs (Roadmap) PWA Champion Institution Region
National Institute of
Medical Device
Korea

Medical Device

Korea / United
States / Japan

Safety Information
(NIDS)

University of Southern
California (USC)

United States

PMDA-Asia Training

Center (PMDA-ATC) Japan
Northeastern .
University (NEU) United States
TFDA Chinese Taipei



http://www.nifds.go.kr/apec/content/view.do?contentKey=290&menuKey=318

Peking University

Pharmacovigilance Korea (PKU) China
Good Registration Chinese Taipei / ) _

Thai FDA Thailand
Management (GRM) Japan al ailan

Duke-NUS Centre of

Regulat

eguatory Singapore
Advanced Therapies Singapore Excellence

' gap (Duke-NUS CoRE)
Northeastern

University (NEU)

United States

Global Supply Chain

United States

Taylor's University

Malaysia

Integrity
Duke-NUS Centre of
Regulator
Biotherapeutics Korea gu ¥ Singapore
Excellence

(Duke-NUS CoRE)
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%} 2 ~ GRM PWA RHSC Pre-Meeting Agenda

APEC GRM CoE Program Committee RHSC Side Meeting Agenda
Time: Wednesday, February 27, 09:00AM-11:00AM
Location: Intercontinental Hotel, Bilateral Room 2 (Salon Antartica)

Participants:

*  TFDA: Chyn-Liang (Cindy) Huang, Hsien-Yi Lin

] PMDA: Eriko Fukuda, Yoko Aoi

* JPMA: Kazuharu Matsuoka

*  RAPS Taiwan Chapter: Yu-Hua Huang

*  Thai FDA: Charunee Krisanaphan (only participate in agenda #4 at 10:00 AM)

# | Agenda Iltem

Comment and suggestion on presentations for GRM Roadmap Update and CoE
Update

Reference Document:
Good Registration Management Roadmap-PWA Update (filel.1)
Good Registration Management Roadmap-CoE Update (file1.2)

Discussion on planning of 2019 APEC GRM CoE Workshop

Reference Document:
2018 APEC GRM CoE Workshop-Analysis of on-site evaluation (file 2)

Discussion on GRM performance survey
¢ Discussion on questionnaire for GRM performance indicators
. Discussion on timeline for GRM performance survey

Reference Document:
Questionnaire of GRM Performance Indicators (file 3.1 & 3.2)
Proposal of timeline of GRM survey (file 3.3)

Discussion on the GRM CoE pilot proposal of Thai FDA

Reference Document:
PPT slides of Thai FDA (file4.1)

5 | Any other business

6 | Next TC in March 2019

21




%} 3 ~ APEC RHSC 2019 SOM-1 MEETING AGENDA

27 February: RHSC Pre-Meetings

Prep Meeting (by invitation)

28 February — 1 March RHSC 2019 SOM-1 Meeting
Hotel Intercotinental Santiago, Parinacota room

1. RHSC Welcome and Introduction
2. AHCReport
2.1 Key Performance Indicator Survey Report
3. RHSC Representative’s Report
3.1 ICH
3.2 IPRP
3.3 IMDRF
LSIF Secretariat Update
Update on RHSC website
Good Registration Management Roadmap (TFDA-Chinese Taipei and
MHLW/PMDA-Japan)
6.1 PWA Update
6.2 CoE Update: RAPS Taiwan Chapter
6.3 Special Session on Expedited/Facilitated pathways: PARMA
6.4 Pilot CoE Application: Thai FDA
7. Multi-regional Clinical Trials and Good Clinical Practices Inspection Roadmap
(Japan — MHLW/PMDA and Thailand — TFDA)
7.1 PWA Update
7.2 CoE Update: PMDA
7.3 CoE Update: PKU
7.4  CoE Update: MRCT Center of Brigham and Women’s Hospital and Harvard
8. Biotechnological Products Roadmap (Korea —MFDS)
8.1 PWA Update
8.2 CoE Update: Northeastern University
8.3  CoE Pilot Update: Duke-NUS Medical School (CoRE)
9. Global Supply Chain Integrity Roadmap (US —FDA)
9.1 PWA Update
9.2 CoE Update: USP
9.3 Pilot CoE Application: Taylor’s University
10. Advanced Therapies Roadmap Update (Singapore - HSA)
10.1 PWA update
10.2 Endorsement of core curriculum
10.3 CoE Pilot Update: Northeastern University
10.4 Presentation by ARM

22




11. Pharmacovigilance Roadmap (Korea — MFDS)
11.1 PWA Update
11.2 CoE Update: KIDS
11.3 CoE Pilot Update: PKU
12. Medical Device PWA Update (Korea — MFDS; Japan-MHLW/PMDA; US FDA)
12.1 PWA Update
12.2 CoE Pilot Update/ Proposed Formal CoE: NIDS
12.3 Proposed CoE Pilot: USC
12.4 Proposed CoE Pilot: PMDA
12.5 Proposed CoE Pilot: TFDA
12.6 Proposed CoE Pilot: Northeastern University
13. Report from CoE Coalition and Discussion
13.1 Results of CoE Coalition survey

14. Review and Discuss New/Revised CoE Supporting Documents

Friday, 1 March, 9:00 — 17:00 RHSC Meeting

15. APEC Secretariat Management Update
16. WHO Update
17. RHSC Discussion on Performance Indicators
17.1 ICH Implementation survey project (PhRMA)
18. Decisions and Action Items
18.1 Pharmaceutical Quality PWA Update (PhRMA)
18.2 GMP Inspection Training Course
19. Review Plan for August 2019 Meeting
20. Adjourn

23




A~ BURAKRE Y BEA L T478 2 % 484 (PWA update)

APEC RHSC 2019 SOM-1 MEETING

6. Good Registration Management Roadmap
(TFDA- Chinese Taipei and MHLW/PMDA -Japan)

6.1 PWA Update

Chyn-Liang (Cindy) Huang
Division of Medicinal Products
TFDA, Ministry of Health and Welfare
February 28, 2019

() # £ & R &
CMppRREnERT

Food and Drug Asminisiation

Qutlines

» Goal of the GRM roadmap

s Specific Activities and Timeframe

e CoE and Pilot CoE

* Milestones of the GRM Roadmap

s Summary of significant activity since last RHSC meeting
s Plans for future activities with timelines

» Endorsement

Goal of the GRM roadmap

+ Purpose: To promote GRevP and
GSubP cooperatively

= Long-termgoals:
— Promote the concept of GRM
— Enhance mutual trust for

regulatory convergence among
“ . APEC member economies by 2020

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
Sfem s 20472078 Implementing GRM

Assessing impact of GRM
step 1:2011-2012 -Assessing the impact of

. . training and implementation

Gap Analysis Survey for setting o GRevP, GSubP and GRM

the foundation for Stepwise

N - Dissemination of GRevP,
GRevP Implementation

GSubP and GRM

3 4
Milestones from Step 1
> CoE: TFDA/RAPS Taiwan Chapter plans to host 2019 GRM CoE 0112012 0112016 [ 0152000
»  Pilot CoE: Thai FDA applies for candidate CoE in Feb. 2019 and seeks Gap Analysiss: o eoltone o N P
: solutions ssessingimpact of  Reaching the Goa
RHSC endorsement in this meeting. The proposed timing for a pilot is ap Analysissurvey  Planned solutionsto - Assessingimpact of - Reaching the Goa
Nov. 2019 for setting the address gaps GRM using for Implementing
o B foundation for GRM CoE Pilot Performance GRM
e Stepwise GRevP indicators (Pls)
Topic Implementation
‘Good Review Practices
completed (2012)
CoE: TFDA/RAPS v v
Taiwan Chapter
Pilot CoE: Cofepris v v
2011 APECGReVP Workshop
Pilot CoE: Thai FDA v v
.
: l.,\‘,.gmil:-‘"n'-B
5

Milestones from Step 2

ETD I T

2011-2012 2011-2016 20172019 2018-2020
Gap AnalysisSurvey  Planned solutionsto  Assessingimpact of  Reaching the Goal
for setting the address gaps GRM using for Implementing

foundation for Performance GRM
Stepwise GRevP dicatars (Pls)
mplementation

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

GRM CoE
+ Corecurriculum Developed (2016)
~ Pilot: TFDA/RAPS TW (2016)

Milestones from Step 3-4

20112012 2011-2016 2017-2019 20182020
Gap Analysis Survey  Plann

solutionsto  Assessingimpactof  Reaching the Goal

for setting the address gaps GRM using for Implementing
foundation for GRM CoE Pilot Performance GRM
Stepwise GRevP indicators (PIs)
mplementation APEC GRM Training Activities GRM Steering
1. TEDA/RAPS (formal CoE) Committee (2018)

* 2016 pilot (Nov 2016, Taipei) —
* 2017 workshop (Oct 2017, Taipei) et
- 2018 workshop (Sep 2018, Taipei) m‘ﬁ"“'"‘[‘:ﬂm
+ 2019 worksh 2019, Tai ersta
vrorkshon (3 2019, Taipe=) impactsand gaps
2. COFEPPRIS [pilot) (2018-2019)
* 2017 pilot (Jun 2017, Mexico City)
3. Thai FDA (pilot, to be endorsed)
* 2019 pilot (Nov 2019, Bangkok)
4. Local Training
+ 2017: Singapore, Chinese Taipei
+ 2018: Chinese Taipei, Thailand, Malaysia




Summary of significant activity since last

RHSC meeting

August 2018 — February 2019
1 2018 APEC GRM CoE Workshop: TFDA/RAPS
(September 26 to 28, 2018)
2. Program Committee Meeting
—  Results of 2018 APEC GRM CoE Workshop
(September 28, 2018)
—  Discussion of performance indicators and
survey questionnaire
Local GRM Training
— Chinese Taipei: August and November 2018
—  Earlier 2018: Thailand (June), Malaysia (July)
4. COFEPRIS decided to terminate their GRM

project due to the new administration's decision
in December 2018.

Program Committee Meeting

Dates Sep 28, 2018 (Taipei), Feb 27, 2019 (Santiago)

Topics 1. Results of 2018 APEC GRM CoE Workshop

. Discussion on GRM performance indicators and survey

N

questionnaires
. Preparation of 2019 APEC GRM CoE Workshop

w

= EE- N ]
ChroaRAnNRRY

2 10
Questionnaire for assessing the Impact of GRevP Questionnaire for assessing the Impact of GSubP
Survey Items of GRevP Questionnaire Survey Items of GSubP Questionnaire
Reviewer Competency and Training Applicants Competency and Training
+ Implementation of technical training programs and soft skills training + Implementation of technical training programs and soft skills training
+ Number of training certificates issued for qualified trainers + Number of training certificates issned for qualified trainers
+ Intention of holding 2 GRM/GRevP training program + Number of training certificates for applicants
Tmplementation of GRevP Quality of Submission (potential evaluation item)
+ Use of templates and procedures + Number of major deficiencies/rejection at filing
« Degree of adherence required for following SOP « Number of SOPs and templates available
The Outcomes of GRM for Regulatory Authorities « Degree of adherence to each item of the principles of good submission
« Type of information accessible by public online
« Involvement of stakeholders Draft survey questionnaires are under discussion.
- 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
Tite Impaci/Gaps of GRM for Regulatory Authorities
+ Questions to address the impact/gaps of GRM
DN NN e W E W W
ClipaARRBERE CAipaABENEEE
11 12
Plans for future activities with timelines RHSC endorsement requests
> Conduct GRM ) CoE training program will be
Roadmap assessment conducted and the outcomes - - - . B
through a survey oftraining and ¢ CoE Pilot Application: Thai FDA
implementation will be
assessed periodically.
April: June Q3-04
2019 2019 2019 2013-2020 By 2020
P Finalize GRevP and ) TFDA/RAPS Taiwan Report on assessment
GSubP survey . Chapter host 2019 of the impact from
questionnaires GRM CoE workshop promoting GRM
inQ3.
Proposal on
Thai FDA host 2019 sustainability of GRM
GRM CoE pilot PWA
workshop in Q4. P _
L U - LR
Chpa B EDREE CApp REENERSE
13 14
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“5 - BRAKFTF R AME P RL AR v 2 % 47 2 (CoE Update)

Qutline

o Reportof 2018 APEC GRM CoE Workshop

e Future plans
6. Good Registration Management Roadmap

6.2 CoE Update: TFDA/RAPS

Hsien-YiLin
Senior Reviewer, Division of Medicinal Products
TFDA, Ministry of Health and Welfare
February 28, 2019

% £ & f B
P FDA!BRMEEQE“

Food and Drug Adminisir

hitp:/fwww.fd —_—

L2

2018 APEC GRM CoE Workshop H

e

Lte seancen
Forum

Workshop co-organizers

APEC LSIF Regulatory
Harmonization Steering
Commitiee

i)

Ao

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

Chinese Taipel Associations RAPS Taiwan Chapter

Asia Training Center for
Phamaceuticals and
Medical Devices
Regulatory Affairs

2018 APEC GRM Regulatory Science Center of ? . S e . ?
Excellence Worksho i) List of Participating Economies i
Economies Reviewers Applicants Total
Chile 1 o 1
September 26-September 28 Date Hong Kong, China 1 0 K
Indonesia 2 3 5
Japan o 2 2
Republic of Korea 0 3 3
Taipei Nangang Exhibition Center "3 1) Malaysia B : 4
Mexico 1 0 1
Papua New Guinea 1 o 1
Peru 1 o 1
The Philippines 1 3 4
singapore 0 1 1
Chinese Taipei 1 16 27
Thailand 8 2 10
Viet Nam 1 0 1

TOTAL 29 ] 62
e Cy- msuens
el CfpafBunEEE
(]

Learning Objectives ? Core Curriculum ?
I )
™
The principles of Good Review Practices (GRevP) and Good | GRM GRevP GSubP.
. | Good Registration Management Good Review Practices Good Submission Practices
Submission Practices (GSubP)
A
N - . . -
What is needed for regulators to accomplish good review | Common Sessions el et e
Good - Conductingand managing the review | [ ———— + Managing the review - Planning of Application
Review - Good communication with applicants | An Overview of Good - Communication: = Preparationof applicati
- Competency for regulators | Review Fundamentalsand Case dossier / Practice
| An Overview of Good Studies prepareapplic
Submission - Reviewpersonnel- Critical il - Effective communic
. . Effective Communication inking Focusing follow-up a
What is needed for regulators to accomplish good for GRM + Conducting the review during review period
Good application Cu;lnyelemzh&haining
o . . - . Rolling out the GRM.
Submission - Planning and preparation of application dossiers e T
- Good communication with regulators economy
- Competency for applicants
Cy sdgwns
HppRERRERE
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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

Le

Program of 2018 APEC GRM CoE Workshop,ﬂ

Sep 26 Sep 27 Sep 28
Common Sessions Reviewer Sessions Applicant Sessions Common Sessions
Introduction of GRM | Managing and Planning of Comprehensive
(c1) Conducting the application (A1) exercises in GRM

review (R1) (ca)

Experience sharing
from different APEC
member economies
(c2)

Critical thinking and
regulatory decision
making (R2)

~ Generic drugs: CMC

- Preparation and
submission labeling

*Review labeling

= Case studies

Lunch

Lunch

Lunch

Common Sessions

Communication (C3)

Reviewer Sessions

Critical thinking and
regulatory decision
making (R2 cont)

« Generic drugs: BE
* Biosimilars

Applicant Sessions

Common Sessions

Pr of [ ies and
Application Dossier/ | training for
Practice: How to reviewers and

Prepare Application
Dossier (A2)

applicants (€5)

Rolling out the GRM
in each economy (C86)

http://www.raps-in-taiwan.org.tw/2018CoE/agenda.html
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General Satisfaction

¢ Scale 1=poor and 5=excellent
e Average score is around 4, could be considered as good satisfaction

W5 W4 3 201

—  Were level and amount of pre-training materials
adequately? Average=4.02

_ Did the workshop enhance your understanding
of GRM concept? Average=4.20

—  Did the workshop meet your expectations?
Average=4.33

Overall Seminar Quality

Average=4.35
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(ST UL

Analysis of Knowledge Level Survey

The knowledge level scales generally increased after the sessions

Pre-Program Scale

Keynote Speech
Session 1

session 2

Session 3

session &

sassion's

session 5

Session Rt

Session B2

Session A1

Keynote spesch
Session 1
Session 2
Session 3
Session 4
Sezsion's
Session &

Session A1
Session 82

Session AL

Post-Program Scale

Session A2

Session a2

M Scale5

L |
I |
| |
| |
I I
| |
I |
I |
I I
I I
I |
’ ’
0% o x

W Scale4d

00

W Scale3

o%

[l Scale2

Expertknowledge Good knowledge Working knowledge Limited knowledge Mo knowledge

[ Scale1

ao% s0%
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Summary of the Feedback for 2018 Workshop ﬂ

i

¢ Basically, most sessions have good satisfaction.
s Suggestions for workshop organizers are summarized as
follows:
— Allocate more time for delegates from different
economies to present and discuss experience sharing
— Provide more training in communications and case
studies
— To benefit from cross interactions, participants suggest
to organize more sessions participated by trainees from
both regulatory authorities and industry.

Future plans
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Future Plans ﬂ.

o Planto host the 2019 GRM CoE Workshop in Taipei in
Q32019.

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

e Plan to assess the outcomes of GRM CokE training.

Ty - - =
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Food and Drug Adminisiration Ministry of Heallh and Welfare
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Medical Device CoE Pilot Program Proposal

TFDA - Chinese Taip

Mareh 1, 2019
RHSC Meeting @ Santiago, Chile
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Taiwan Food and Drug Administration (TFDA)

# Almost 50 years of experience in regulating food, drugs, medical devices,
and cosmetics
— Established as Department of Health in 1971 and reformed to be TFDA in 2013
e Over 1,000 employees in 6 operational divisions and 3 centers of regional
administration
— Food Safety, Medicinal Products, Medical Devices & Cosmetics, Controlled
Drugs, Planning & Research Development, Research & Analysis and Risk
Management
e Co-Champion for Good Registration Management (GRM) PWA, 2015-2018
— Formal Center of Excellence (CoE) for GRM PWA, 2017-present
# Active promoter of global regulatory harmonization and convergence
— Continuous participation in international regulatory organizations, e.g., APEC,
IMDRF, AHWP

Objectives

e Work closely with Sub-Champion to develop training materials and
workshops according to IMDRF/GHTF guidance documents and
international standards

e Design training programs that meet PWA CoE Program Committee’s
training objectives

Proposed Timeline for 2019

® Application & Endorsement
> Submit the application of CoE pilot program for endorsement
» Work with Sub-Champion to develop a roadmap on the standards
used for assessment of medical devices

2019 Q1

hd
® Development
> Design a training program and workshop proposal based
on IMDRF/GHTF guidance documents and international
standards that meet PWA CoE Program Committee’s
training objectives

IMDRF/GHTF guidance documents and international standards
» Design the training program and workshop that meet PWA CoE
‘ Program Committee’s training objectives
\l # Design the training program and workshop to possibly expand
reach of trainings that provide more opportunities for regulators

Q1-Q2

2020
Q3-Q4

@ Further Training & Overall Assessment
> Conduct a 3-day training program for “Role of Standards in the
Assessment of Medical Devices,” not excluding the possibility of
having topics covered by other Core Curriculum elements from the
Pre-market category
» Assess the implementation and outcomes of CoE training and
l provide suggestions for future regulatory harmonization activities

I To improve regional regulatory convergence for medical devices by 2020 I

Q)
Aron

9Q
e Deliver training programs effectively and promote harmonization ¥
and advancement of the use of standards in the assessment of . ® Training & Assessment
medical devices among APEC region 2019 » Conducta 3-day training program for “Role of
) X - Q3-Q4 Standards in the Assessment of Medical Devices”
e Assess the implementation and outcomes of CoE training and h and assess its implementation and outcomes
provide suggestions for future regulatory harmonization activities >
® Transition
0 04 > Submit the formal CoE application to Co-
“ Champions for endorsement
Cy &= B8 SRR
CHppRRENERE QFEA&EL*mfm'E'
3
Proposed Timeline for 2020 Proposed CoE Pilot Program in 2019 Q4
2020 ® Enhancement Learning Targets
# Continue to design a training program and workshop proposal 1. Fundamental concepts and principles of standards
based on gap analysis conducted by Sub-Champion and 2. What is needed for regulators to use standards in the assessment of medical devices

3. What is needed for manufacturers to use standards while design and manufacture
medical devices
Target Audience
APEC regulators, academia, and industry

Expected Format

Combination of keynote speech, seminar, case study, panel discussion, etc.
Training Materials
Including but not limited to:
GHTF/SG1/N044:2008 Role of Standards in the Assessment of Medical Devices
IMDRF/Standards WG/N51 FINAL:2018 Optimizing Standards for Regulatory Use
AHWP/WG2-WG8/F002:2014 Role of Standards in the Assessment of Medical Devices
Others

Program would be held back-to-back with 2019 APEC GRM CoE Workshop
Budget for activities related to CoE program would be funded by TFDA

B

o M s B8
oA REENERE

Endorsement Request

e Endorsement of TFDA to host a CoE pilot program for the
element “Role of Standards in the Assessment of Medical
Devices” in the Core Curriculum under Medical Device PWA,
with consideration of TFDA being:

— Qualified to meet ALL needs of CoE
— Formal CoE for Good Registration Management (GRM) PWA

— Ready to hold training this year once endorsed

) (KX RN}
MipAREENERE
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oad and Drug Administration Ministry of Health and

u for your attention!
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DA Food ana brug Administiation

http://www.fda.gov.tw/
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%} 7 ~ SOM1 2019 LSIF Planning Group (LSIF PG) Meeting Agenda

SOM1 2019 LSIF Planning Group (LSIF PG) Meeting
Saturday, 2 March 2019
09:00 - 17:00

Intercontinental Hotel, Parinacota Room

Santiago, Chile

AGENDA
Time # Topic
09:00 - 09:05 1 Opening Session
1.1. Welcome Remarks (LSIF Planning Group Chair)
09:05 - 10:00 2 APEC 2019 Priorities
2.1.  APEC 2019 Priorities (Ministry of Foreign Affairs, Chile)
2.2. Committee on Trade & Investment’s 2019 Priorities (CTI Chair)
2.3.  APEC 2018 Health and Life Sciences Priorities (Ministry of Health / Institute of
Public Health, Chile)
2.4.  APEC Management Update (APEC Secretariat)
10:00-10:30 Research & Development
3 3.1. APEC LSIF Biomedical Technology Commercialization Center — TCTC (Thailand)
3.2. Enabling an Innovative Life Sciences Sector (LSIF Advisor)
10:30 - 10:45 Coffee Break and Photo
Regulatory Harmonization Steering Committee — RHSC
4.1. RHSC Update (United States and Japan)
10:45 — 11:30 4.2. APEC Harmonization Center Update (Korea)
4 4.3. LSIF High-Level Dialogue on Regulatory Convergence (LSIF Advisor)
4.4, Quality Medicines & Internet Pharmacies (US Pharmacopeia / Alliance for Safe
Online Pharmacies)
Policy Discussion/Brainstorm: Internet Pharmacies
11:30-12:30 5
Led by Chile
12:30-14:30 Lunch Break

30




Health Policy & Innovation

6.1. Transparency & Stakeholder Consultation in the Health & Life Sciences Sector (LSIF
Advisor)
6.2. APEC Digital Hub for Mental Health (Canada)
6.3. HPV and Cervical Cancer (United States)
6.4. Blood Safety Network (Chinese Taipei)
6.5. Tropical Health Workforce Hub (James Cook University, Australia)
14:30-15:30
6.6. Rare Disease Network (Queensland University of Technology, Australia)
° 6.7. APEC Health Sciences Academy (Peking University, China)
Cooperation with HWG
6.8. 9™ APEC High-Level Meeting on Health & the Economy (Chile)
Cooperation with HWG and SFOM
6.9. Innovative Healthcare Financing (LSIF Advisor)
Policy Discussion: Sharing Experiences and Opportunities for Public-Private
15:30-16:30 ’ Cooperation on Antimicrobial Resistance (AMR)
Led by the United States
16:30-17:00 8 Closing Session
17:00 Adjourn
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Asia-Pacific
Economic Cooperation

APEC LIFE SCIENCES INNOVATION FORUM REGULATORY HARMONIZATION STEERING
COMMITTEE

APEC Life Science Innovation Forum

Regulatory Harmonization Steering Committee Meeting

Decisions and Action Items - FINAL

February 28 — March 1, 2019
Santiago, Chile

* Please refer to relevant Priority Work Area (PWA) roadmaps and slides presented at the RHSC meeting
as background to the following items.

Good Registration Management Roadmap (TFDA- Chinese Taipei and MHLW/PMDA -Japan)
Reference documents: 6.1, 6.2, 6.3, 6.4, 6.4-B

* TFDA/RAPS Taiwan Chapter plans to host CoE program Q3 2019
+  Action item: GRM PWA Champions to continue developing a survey on the impact of GRevP and
GSubP for possible intersessional circulation or at SOM-3 2019
* RHSC endorsed CoE Pilot application submitted by Thai FDA to host a GRM pilot CoE program in
November 2019

Multi-regional Clinical Trials and Good Clinical Practices Inspection Roadmap (Japan —
MHLW/PMDA and Thailand — TFDA)
Reference documents: 7A, 7B, 7C, 7D, 7.1, 7.2,7.3, 7.4

*+  The RHSC can expect a pilot MRCT/GCP CoE application from KoNECT for intersessional
consideration and possible endorsement

*  PMDA held a CoE workshop from 21-24 Jan 2019 and plans to conduct a workshop in January
2020

*  PKU plans to conduct a CoE workshop in September 2019

* Harvard MRCT Center will conduct a CoE workshop in Canada, 26-28 Feb 2019

*  Duke-NUS will conduct a CoE workshop in Singapore, 11-12 July 2019
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COMMITTEE

Biotechnological Products Roadmap (Korea —-MFDS)
Reference slides: 8.1, 8.2, 8.3

Action item: PWA Champion plan to update Biotechnological Products Roadmap and Core
Curriculum by May 2019 for circulation to the RHSC

AHC plans to hold a workshop in September 2019, Seoul

Northeastern University plans to hold a CoE workshop in Boston, 16-20 September 2019
Northeastern University is planning in-country training in collaboration with the University of
Chile in Santiago from 11-13 March for regulators/academia and 14-15 March 2019 for industry
Duke-NUS is considering a 2™ pilot CoE workshop in November 2020. RHSC concluded that a pilot
application is not required for the 2" pilot program.

Global Supply Chain Integrity Roadmap (US —FDA)
Reference slides: 9, 9.1, 9.2, 9.3-A, 9.3-B, 9.3-C

USP CokE is planning a Regulators Roundtable in Santiago, June 2019 and consultation visits to
individual economies in Latin American, Q4 2019

RHSC endorsed Taylor’s University in cooperation with NPRA Pilot Program application to host a
training program in September 2019, Malaysia

Advanced Therapies Roadmap Update (Singapore — HSA, BIO)
Reference slides: 10A, 10.2, 10.3, 10.4

RHSC endorsed the PWA core curriculum
Northeastern University to conduct a pilot program in July 2019

Pharmacovigilance Roadmap (Korea — MFDS)
Reference documents: 11-A, 11-B, 11-C, 11.1, 11.2, 11.3

PWA Champions are revising the core curriculum and will circulate for RHSC consideration and
possible endorsement at 2019 SOM-3

PMDA hosted a CoE program in Japan, 4-7 February 2019

PKU is planning a pilot CoE program in China, April 2019

KIDS is planning a CoE program in Korea, September 2019

RHSC will request WHO to provide an update on the UMC activities relevant to the APEC region
at 2019 SOM-3
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Medical Device PWA Update (Korea — MFDS; Japan-MHLW/PMDA; US FDA)
Reference documents: 12-A, 12-B, 12-C, 12.1,12.2, 12.3-A, 12.3-B, 12.4-A, 12.4-B, 12.5-A, 12.5-B, 12.6-
A, 12.6-B
* NIDS CoE Pilot conducted in September 2018. They plan to submit a formal CoE application
intersessionally for RHSC consideration and possible endorsement
* RHSC endorsed USC pilot application to host a CoE pilot program from 30 April — 3 May 2019
*  RHSC endorsed PMDA pilot application to host a CoE pilot program in Nov 2019
*  TFDA pilot application to host a CoE pilot program in Q4 2019 will be considered intersessionally
for endorsement
* RHSC endorsed Northeastern University pilot application to host a CoE pilot program in Fall 2019
or Spring 2020

LSIF Secretariat Update
Reference documents: 4, 4.1

¢ RHSC requested to provide any comments on the draft of the Policy Dialogue agenda by 28
February 2019 in anticipation of presenting a draft to LSIF Planning Group on 2 March 2019

Report from CoE Coalition and Discussion
Reference documents: 13.1

*  RHSC to provide any comments to the CoE coalition lead on the 5 points below by 1 April 2019

o CoEs(approved) notify the RHSC of their training plans but do not have to obtain permission

to train

o Remove descriptions on who can be co-champions from CoE Operating Model and insert
in RHSC Terms of Reference (ToR)

o CoE directors meeting to be held in SOM1 and SOM3 and coordinated by the CoE
Coalition © Develop a template to use for ‘basic’

CoE reports

o Number of CoEs for each PWA should be addressed on a case by case basis by the PWA
Champion and relevant steering committee

RHSC Website
Reference document: 5

* Action items:
o PWA Champions and CoE Coalition to provide feedback on their landing pages to the
RHSC Secretariat by mid-March 2019
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—

o Launch of website planned for April 2019
IMDRF

e The RHSC agreed to having one Observer seat for a one-year term be given to an interested non-
IMDRF member economy, and allowing any of the APEC Medical Device Co-Champion Regulatory
Authorities who are IMDRF members, the ability to speak on behalf of APEC at the IMDRF table.

Pharmaceutical Quality PWA Update

* Action items:

o Economies who are interested in becoming Co-Champions of the Pharmaceutical Quality
PWA to contact PhRRMA

GMP Inspection Training Course

e Action items:

o MHLW to consider an appropriate PWA on this course

Performance Indicators

* Action item: PWA Champions expressed a desire to conduct a survey to measure Key Performance
Indicators. Next steps will be proposed intersessionally or at SOM-3.

Review Plan for August 2019 Meeting

* RHSC meeting will be tentatively held from 15-16 August 2019, the LSIF PG meeting on 17 August,
and the LSIF Policy Dialogue on Innovation, Regulatory Systems, and Regulatory Convergence on
18 August 2019 in Puerto Varas, Chile
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