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5 59 [EEEY &R e A5 (DIA 2023 Annual Meeting) % 2023
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Y& e (Drug Information Association » f&f# DIA) &
— BRI EAHS - PEEE T BUNSEYAFIERE - Bl 5 - YRiiinesgE
WE A E] ~ BERNE DL RZEEAGTIERE (CRO) FERE - Z4HEET
NHEBD R ERIERE - (R EEY I SR AE B Rl - W5 L E IR S
EIRINEE AR ASER 57 = - DIA AYFERE23RAE (DIA 2023) #8
Ry B EREEYIIH S N ERB TRV R RS & » JEHE T B AV S 2 R
e BE15 DASS R S a5 48 B SR E S B 35 -

DIA Y RERF GRS 1R B R RV Eenfes N & » HE =
HIGE, - PRI ZR )] - HEB R E R I A anE R - SFE
59 J& DIA FEg > JEENR 6 H 25 HZE 6 H 29 HIEFEEUR LiHET -
5 7 ARE BRI Z A 400 R[N TR T B TR
g DURAEIRNT ~ BRI E B R E A+ > 2 NS s
5000 A - E5ANECA 339 (B EE#E T - AR EE 13 {# £ RERE NHYE
8 170 R - 5 s Ak B S EEIHY 3-5 AR T - B
SES R 7 SRR R RRRE 0 WIS FDA ~ BRER EMA ~ HARHVE S8 mEs
PRI ESUE SR (PMDA) RIjnZ K Health Canada 55 > #REE T &%
EEZ -

S BanSEY)EHE (TFDA) WHERETE DIA K& FAEEREA - 3
(M2 BB R HAM R Ry T AR A o BRI E L 1
st o [ PR B R R PR T &8 B > DS BIFE /Y
it - BEYGRIE R TFDA RFBERIEEER A - W 7 KE
=B FDA ~ BXER EMA ~ Bt Swissmedic ~ TransCelerate SEA[E]EIZE
FY S S AR A A ZE B R (e - S5 R BN 2023 0 ATHY" 45
mmbiE PREEE T o B FE a5 | - B 7y E R EE T TRV
WL 0 (A B A B R A AR SO T 48 e - AR RS IR - Feffit

40

-



JEE R Pos ter &L > i EFEFMIE COVID- 19 & i A a8 1%
RpRpaey) (JL5AEE) JEARAIE TR EER -



H & HRS % s EH
PEESH 2 - NEw
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RS
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&

112.6.07 | & SORTIDA

> 60 Session » A

112.6.28 | rmes » o 6 {5kt

112.6.29 | SEfirefresigrss -

FH R R IR B PR RS E

112.6.30-7.1 | TR A Z I e » X
RS
L GgERER

(—) TFDA" s Session- Regulatory Insights into

Decentralized Clinical Trials

ARH) FRE B "Regulatory Insights into Decentralized
Clinical Trials, - F3 TFDA RFEMFFREFF > Al TFDA HEHTEE]
HHE S - EBF FDA Dr. M. Khair ElZarrad (Director, Office of
Medical Policy, CDER) ~ BX25 EMA Dr. Steffen Thirstrup (Chief
Medical Officer, EMA) » ¥t Swissmedic Dr. Simone Ferbitz-
Scheurer (Head of Division Clinical Trials) ~ TransCelerate

Janice Chang (CEO)#{T535 ©

SFHEEE R E N AR T s B R, o A
B ETE » B TRIRE ~ JERIEE - S8R R - B (Al
TEEE ~ REBERFERHER TIF > da7H COVID-19 &% A Edir (b



TR AV e R R R 2 T - [F]I o M 4HER A T 25 B oy A
PREBB AR BRI TN - R T A LR R B AR iU PR e
BATES] - AiEGd ~ BREH ~ SREY - PREE - B~ PEUREE > W
firsde a7 -

N T A RIS B/ H e B EE LR R e 5 o B
a5 [T Ba e BT TR e — s E5H - 1
Szt REAEERIETR ~ 2 e fhalbngian s e it ~ 2t
ST EE L~ EInEE A2 S BT e S E S BB 23R M
ERPREAER 2 AR -

2K > B Dr. M. Khair ElZarrad 4353560 FDA ¥ B UEE RER
B 2 BURE > FEEERET 1 o B PR SRE Y 4 ATk R I 7 S 52 FDA
ATHAME RO TAHRARYIREINIFES | - 23 <Decentralized Clinical
Trials for Drugs, Biological Products, and Device> &
<Digital Health Technologies for Remote Data Acquisition in
Clinical Investigations>¥55[ &t BH T HE R RS 246 1] FH B
{REFER ~ BRI E ARl - RS 218 By —fasiia )y
7\ ° FDA 38R i U7 2\ ] DA St e I T - D 2 sl &y
SERERE - B ] LR & EARAYE BT A FENE - 281 » 0 EUiE
PRt B — SR RREER - BN el PrEHR A2 NIRRT - 40
Al AT T AR AR - DS ] B e o Y A B MRS S 5 -
RIEE - ARARAT S REAT R S 25 48 B - DUE Bl A\ BAIAH R AT T
Ty RS -

BEE > FHEMA Dr. Steffen Thirstrup 475 EMA ¥ HC ke R st
Bu REE > 55 EMA 7Y 2022 F2%ffi< Recommendation Paper on
Decentralised Elements in Clinical Trials> - Z3BUzCERIRE S
HOPERE ~ HRE > RS BIE » WiEREH EMA 225 M AR H & B HY 5e 5



TR PR A b T RYAEER - AT AR (5 PRt S 7 o A
PReABad B A B - SR RO R SR PR (R S M -

Swissmedic Dr. Simone Ferbitz-Scheurer 535 B LT
sy R PR E e Z AHRE & B m o Al 2019 ke 2021 2
Guidance COVID-19 pandemic k2 Position Paper DCT ~ 53HUFCERIR
SRERATES ~ (BEE - PR - Swissmedic AYAEFIE(T DR rH =R
eV E A E B T AV E - (A EBEE F - Swissmedic £
ZERZeN  EREE T E B MEZEgHIE R
EIAS: ~ AR A Y EE M - SEABIEIRE - 5550 (EPKED IR
Swissmedic w857 B EEPREEE TR 2 20y s - EfERS
B~ HE B TR EAt AR T AR S ] RE e Y s
AR R RIS - DARECRER AV EREMEAT ] SEME - Swissmedic T
pilot DCTs » WiGgBhMgrs o] LUK F-at3 -

TransCelerate Ms. Janice Chang 435 DU B8 By HH LA B R
BRI E M - DUR oy B R R B a0 (e A R PR ey ] A 1
AR A7 A 5 ~ IR R Tet: - B S pebe itz el s 2 I
AR BT o BRI S e S BN 2 SfEE G Havry TEAN
FElT ~ BB ae iy~ ~ BRI BRI TS - 5550 > Ms. Janice
Chang 7R5&E-2FIZ5HHREE (Stakeholders) FI&TEAVESEM: » HE
e TENR - STt BB TR - SO R 2
flo 5t - g PRE 2 wE A R R B2

£ Panel Discussion HifH] » 2KE X BB - R KA S
AR B PR S ERE N AMHRBIEERT > SRR E S DT A HE A
FRCEI, ~ JEEE ~ AEUK endpoint 55) ~ BHIEHA 2 MM ~ Direct -
To-Patient (DTP) Z#M{TIHI » K& T HAm#E TERE alaE S -
REEJTH » BB R AR B AR 2 RRIEHYEE T oncology



EEPREER - AT SRCr E & A DCT MHEfaeat - A Foalin £
FrNERHE BT IEHIE - BUBEFEUAR BALET TR ~ 55w ko
i o 5 TR B Ml A R B T RS S SRR A 73 S R Ry T B
ARBRTE I R B T H 2 Fri st - s E A s A > DIgte
sl SR B PR THRAR SRS - T8 TR Z (R s
B BB AT S Z 155 ETTHER R -

(=) B
1. Opening Plenary: Revolutionizing Life Sciences - How
Diversity, Innovation, and Artificial Intelligence are

Accelerating the Future of Health

AR EgHAIBIEF A Dr. Junaid Bajwa (Chief Medical
Scientist, Microsoft) FFF - PRaTEEEE A BT IS o KRR S
2B WHFESHEBER T ZZ UM R - 85 Dr. June
Raine (CEO, MHRA) ~ Dr. David Mukanga (Deputy Director, Bill
and Melinda Gates Foundation) ~Dr. Amir Kalali (Co-Chair,
Decentralized Trials and Research Alliance) ~ Mr. Armen
Mkrtchyan (Senior Principal, Flagship Pioneering) ~Najat Khan
(Chief Data Science Officer and Global Head, Janssen) ~ Isaac
Kohane (Chair, Department of Biomedical Informatics, Harvard

Medical School)Z

ARG AR T AR © ZoTlE ~ ATR] AL 40T
AR | AVaTam > SIHSEETRREZ T ~ BT T REA0 ]
IEAECE A RS T3 - MR RAE R AV - SR AT L anhiER
TTEZ T MERYERIR > R/ DREERG AT IR A eI A sy DR B S
FERZ SIS 2 MR I AT A5 HR EE M7 > BELERES Machine learning
FIEA I R AT A0{RI 42 FH R DA R PREE R, - (AR e (S AL A58
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ZESME > ER1&EREH 2023 DIA Annual Meeting ={HEZRETEEE -

EE RS BRI Y 25 T ~ P - AT ERRREAY © 4fer a5
BEBERMIHITTSE - LRI R B I8 /BT ACEE - %%
MM - AL © ARSI ARK -

2. WHO Town Hall: The New Era of WHO Listed Authorities (WLAs),
Reliance 1in Action, and Country and Regional Focus for

Regulatory Systems Strengthening

FYWHO Listed Authorities(WLAs)FEZEFEME T —(EEHAAYED
6 A TRAL S EIEEET FRATERA (NRA) TE E A ERad Ut NRA TRE
7275 - WHO ATHE AR RAFE /148 IFEHHElE 2 WLAs HYZEHT -
Kz et E R A T ZEFAIFITERRY 23K amk - 42350 Dr. Samvel
Azatyan (Team Lead, WHO) F#F » &5 Dr. Chan Cheng Leng (Group
Director, HSA) ~ Rogerio Gaspar (Director, WHO) ~Hiit1 Sillo
(Unit Head, WHO) > K Janis Bernat (Director, IFPMA)#E{T/E

PTAEAE » o H AT ES COVID-19 RIFRATITIH » % BRIBEE &tk
RN GIEES 2RIES  fH O IR (Rel ance ) ROERIZK AT
FI—201: - 2R RS A HVE T > R BhsE - IRI0E WHO BBk T 0
sTEI(GPW 2019-2025) » FHEF ALAFERETL BB KONHE 2 AR R -
& BRI AT AR S TEAE ) » WAREEE - SRS 2nE
SEpE L SR STENA AR LR R (B BRI AR EEAME A
PREUHHIER » RIaE R ERES -

FHEETE S > WHO ZE17 Maturity Level (ML) EE&E&IE » AR
HIE BB EE A e AR E I EEVE > HIERERFREES

(1) =52 EZEE] Global Benchmarking Tool (GBT)H=HEE @ &5
ML3 SER 45 (3L 211 38) > Fr 54 TH ML4 404562 > {E By WHO
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PR BT AS B SR G M b ARV E BRRS G VERYIEZE - H AT Ry
MLI ~ ML2 ~ ML3 A1 ML4 DPU{ER ! - Horr ML4 FEREERE
EIF R BiEman AR EHRE A -

(2) #1T Performance Evaluation Framework (PEF):HEfEFE @ &
WHO FHAEFA B 22 4 o f 5 v B B HE S HY XU HYREZR < PEP EIFE
F{E¥EE  MA (expert review of MAA assessment ) ~ VL
(vigilance field visit) ~RI (GxP Observed Audi) ~LT
(expert review of lab activities) AICT (expert review of
CTA assessments) ° QIERELLFHYEAR—{ELHL » WHO KA &5
A2 B HIEE A i WLA JE . -

BE 202343 A 2B ML K ML 2 (5FTAEZ LB B 10%
Hg 39 (BRI K A AR BEAL TR ML2 43> 558 57 (MR EE T
RIS B BB 2 By ML3 = ML4 4171 » (5B Ry 30% o Hh R EIFE
2022 F[H > A 6 HERZRAERBEAZET] T ML3 26 ML4 4kl - &
I3z (B ML4 4R ) ~ Relel] (4 R i M4 4RcRT) ~ 388 ~ HREFIRS
FE (i ML3 4Rnl)) PARCGER Bl ae (& ML3 &5all) « Sobe Rt i i Ryl
ML1 R ML 2 BRZZEHEs » 44 WHO EUL K Prequalification 2
TR

7 > @1 HSA Dr. Chan Cheng Leng JM4B¥rnEdflE
(Health Sciences Authority) [ WHO $&H WLA EHEE 7 RAE - B IG
S4Bk By WLA FER el > B DU T 4&4[E 7 -

(1) 2FAh WLA AREE ¢ FREETAIE TS S84S5 WHO 355/ NIV » IR
H Al WLA ARFE -

(2) GBT FHEME : HIGEHIE TR AT 8 (ELhREF S 251 {& GBT FHE1E
ZER » A NER = I GAELR ] 4 -
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(3) PEF Sf{h: EHEEI&ME TS 2% 38 5 f PEF T B~ 21 (A HETEE
P 140 {E GBT ML3 FFEREAVEEK - DAR 34 {6 GBT ML4 +45
TEE’J%? 72 EEEEAG R e WLA 5586/N4H (WLA Advisory Group °
WAG) #ETT » JRER & T WLA RS -

HAREF] > HSA HER AR MR 73T 2 HkEk - (& WHO ZFafi &
1 JES T hiVaEsR - RS TP BREE DT ¢

(1) &eE HAR ~ dillEstE] > dr8E WHO &)= fF

(2) ZEGHANTTEN - HSA #E(T 17 ZRVELE A M A4 T B (benchmark
tool s) FIAHE A AEr TR AT -

(3) EHRYE - HSA #— SR KEIR - BAEVMENET) - I HER
WHO 1B FEEYd S 3T HSA HYJR\ bS] 574 2 BB R A I RE T » HSA
ANETCSCERTEREE -

3. Cell and Gene Therapy Pulse Check
Zﬁfﬁfﬁigﬁ@ﬁﬁzﬁﬂﬁ@ﬂl;‘iﬁ%iiﬂ@fi%ﬁfﬁfﬁﬁg\ﬂfg%gﬁ GRS
REfE A P AR B RS R A o] FH MERVRA SR R 2 - & R 35 FDA 2t H
Eﬁzﬁﬂﬁ@ﬁﬂﬁlgximﬂ‘?ﬁ 551 0 B1FE Office of Therapeutic
Products HYTIRERIHARZLMS » S A AR ERTEHY T 04d » BTz
LR E R R EREERK -

FEAR 3B 48 T HHY CMC Development Readiness Pilot (CDRP)
stE 0 BEAEEBIZRARFIES R AR BRI HL - sZETE0N 2023
F 4 H 1 HE6RZ HES - sxa TS REENEE O [HHEZE » H
h4) =52 & CBER B 2 i =472 —/& CDER BB 7 78 i o %
S%ETE] > 285 NJARA#EI T2 CBER IND » 3l HFFEHE5C QMC
FlEEETE - et BT R BIEREREERTHY MC &g BT R
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(LU Era h HERAY TR © tE9h - FDA B2 T R aAn —( sRig S0
Iz CNC 75 HHYBHES - I LAE CDRP 518 22 SRV a8EatE K ZE B 5t -
B LR 5 R (e AR - SRR AT B R AR B 5%
Rz AL > e S ELZETEIRVESKANG IR - 155 B8] eI A=
B > DA 5% FDA FEAHREATER ARG E T Ay B SRR, » 47 = B AP
B BN R R — 201 - SRS S > 3% 08 R I R S<(E FDA dHHEAT
FECER 2 H T - fRIVA RS R AR SO &N R -

4. 0Off1ce of Generic Drugs/Office of Pharmaceutical Quality
Town Hall
ARER53 5 U.S. FDA 935 Office of Generic Drugs (OGD) #i
Office of Pharmaceutical Quality (OPQ)EEMZEMEFEENMEE
PR ECHTETE o WiETHR GDUFA 111 2R E RS - AVHHH U.S. FDA
Mr. Aaron Josephson #&E(EFFF A >0GD &z OPQ HYDr. Michael Kopcha-
Dr. Tilun C. Murphy ~ Dr. Ashley Boam~ Dr. Sarah Ibrahim Az
Dr. Martha Nguyen IEEFHEEETIE -
(1) FDA OGD k2 OPQ 7714# * OOD B ERFASRITZAESE 88 - 1T OPQ Rl
BREESELLE - O nEIEN - AR
(2) GDUFA TIT HYEEHE - GDUFA J& &% B E V8 an ] S & A ZRAVHE S -
TEEE] FDA BARISETTE Z MR - B BN e R4
RFEATRZ AL © GDUFA 111 2% by sh = (BRRA » 5L 2022 SEEERH
GE N - EESE T — 2RISR - §EIIREL SN F TR
fe B ARAE » DU B e = MR EE - IEaiE nlaE B FE
b B AT AL Fr AH R H R E TR ST -
OPQ =t IHEAHTES [BRITAM A2 & - DUe EEE A EE5 3%
FekzAE o A HEH Manuals of Policies and Procedures (MAPPs)Jfl
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WA AR R FE 0 JR A B Highlighted Product-Specific
Guidances (PSGs )@ asalfn] 41 TEE L S S Ml o

OGD -t & e HAS T GDUFA 111 Research Priorities » /R
AT AR M PRE - [RIRSH o SEATHARASE - B & 488 Nitrosamine
drug substance related impurities ZZ&VEzH-E » KT
Cyclosporine ophthalmic emulsion SZFfFZiEmm wb o B4 > 7E
GDUFA Policy Priorities &7y » 735EH %5 (2022) FHEZHBABER -
B & TR R R (A 6 {8 H ) BREE DMF 57 sk IR &
priority ANDA submission R (HREE » BEAIELIRERGS
section 505(j)(11)(A))ZEdmn » fE Pt BLE S8 IG5 P K ek it 2 AH
FAEGN - DAINZERSE 2 %4

5. ANVISA Town Hall

AR e TR ST Y ANVISA BYRS /1 B/ 148 T ANVISA fFE2
PHl & R 24 (unified health system) AV » TS (2R
BSR4 DU Sl AR AR A - B4 BT
ANVISA T2 BB P4 4% - B & WHO ~ ICMRA ~ ICH ~ PIC/S K IMDRF
ALY - [FI o TR EHRES COVID- 19 2815 SR A A T 1 SRS 2
BREHTET B2 ANWVISA EEIEERTRE TGS - WinE
JEMERIFREAE SR - (R BUA #  1GBA2AS I A Al AT E 1)

NS
RE °

6. Asia Town Hall
(1) Hrhmrse By 425561 (Pharmacovigi lance )
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AV o S SR Y e 2 e PR R R ARG - SR
BN E L EEhEE e RN DU S R4S Y428
TRV o Frifaa i EERE S Adverse events (AE)[H]
e o B R AEE COVID e MRS - iR fe 4 B0 K oA T
BAYFHEE - HEE Lk b2 BRI T E S o » AEA R T
TREHIRTE VBT 2 L2 RERE > MRS 8 fH mRNA &2
Adverse events of special interest (AESIs) o [AIFfFHIfEIRe:
BRI I e [P 2 & E > B8 TCMRA COVID-19 VPN ~ ASEAN PUAS »
PIC/S Rapid Alert System & -

AR Ry B Ay H AV 2R R RN E E 8 A T4
HIN B2 B RAUERUASRIVEZM: - Ra A M TERY 2
TR TETT

(2) H2KPEEE GMP %

AR PE Ry S HEE T GNP VARSI MG EREH 2 & - BfE
27 2% SE T B R (NPRA DRY A R 6 o 7 B 2 B - [ -
IRy Z A FE PERAAY4H 4% 45 1 B - ASEAN common technical
Dossier 45t ~ BE2KPg oo st fiff551 (DRGD) Al1Cell and gene
therapy products (CGTPs)#55[FAHEHERN -

7. Assessing Safety in Rare Disease and Gene Therapy

7 R TR R H e MR A H S e L R e R 2= DU
AFIEHE T R G IN eV - FEE— LS SRR IR T3
BAR AR > HACH AR - EaiR i R 2s Rmie ft 1
AIFTAA IS - (HE a2 T MY 22 kR -

DIERBE R bR T8 EwtEZiN B R @k
i NHYVET] - B RN RS F A AN - AT &
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Y (B A e R B R IBHEEIEE NS I IR EAS
PERYAR T ZE AR BTS2 21 - NI EARS gkt =SS
73 AR R AR S 022 R B TR - I 70 52 R IR
EERETFIZER] -

B4 > Dr. Alan Hochberg (Roche) 73 ZALGHZ & MERIRS
2 EREEARNAGTE AT  BE - RGN - HREE
IR L 2 E T (GRHIME) ~ FFeEt: ~ A ERVRZRBE G - B
R GnH 5 S > S AT RER 4% i Rl -

BZ MW Dr. Ami S. Patel (Alexion, AstraZeneca Rare
Disease) M ( HAT 6 ) HLEEE T Rt MEEt 2
] IPIG PNH Registry EEWCERMEZFIEMATE S PKIE (PNH)
FIRHBR IR a8 2 8% - SRl 2 /) S & 5 6 (B UWE—X
Bz - DU B — P HITH e IE R % » WS B E R
MR EERAR ANV » Alexion BRIIFI A BA%H L Soliris
Je Ultomiris 222 VEEE - #E(T Liite L VEEHE -

HARE SR PNH & 0VE0E - U — D B nvina 5y
ERITA ARt AN R ERIENEEE VRN TSR EHE - X
STUEE - TR B A MBI IR R BEE

Dr. Issa Dahabreh (Harvard T.H. Chan School of Public
Health) srZRR4 R EmNTTE R BEptze (58 HSMEERkgH
AT ATIE Ry 48 - EPRET 1 (8 SN EEReAH AV R A ~ (B BEAIN S
feed > AGFRMAE T —ELEIRAGIFRITTE © (R IREE EE R T AR
B FEFERIGERE - AT - JaREEE RS H
Z © AN BT SR e E M TSRO
EpyMBRZREE - B0 B A HE AT & VA TSR R - iy
% - BEET I EREGETNANEEN: - FERBIHIEE TR H
TEACE R B N 4aT U704 -

17



8. FDA Town Hall

AZXFDA Town Hall H3Dr. Jacqueline Corrigan-Curay ~ Ms.
Richardae Araojo ~Ms. Andi Fristedt s Ms. Hilary Marston > 47
= FDA H AifBJe B IERYE smAn 88T - Bl (e e R B e e 2 e
APHERIE AT (DETD) » NTTEE (AD) Bk REEm g
GE RN T L AR AR IR

(=) EABSEERE 38 RSB EE TR LB

KRR @S0k B 6855 FDA ~ BIOM EMA ~ H 7S PMDA » K3 %
KESEVERBEMERIAR - BEER - BIIEBEAR - 6/EEE
FEE - BFRBIERHE T - BN e EREEHEIRES
B » U3 S5 5 52-E /R B USFDA ~ EMA ~ PMDA ~ ANVISA ~ Swissmedic 5 MHRA
FEXREERRAFRGS FEAS AR CEE AR EE i
IR N BAOR - WEEE SEFE ARG S UL APEC GRM K& H
BSEEAT M EEE) o Bl HAR R £ K B B o L P L B E AR
TP SN ERERR TIEHAR R W RESGS TR ARG S g
EHIBIEAL - A IBEVBIRRE 2 KIS -
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(—)  THESERE - KA BB AHBORTGH

J7>2023 DIA annual meeting & » TFDA SEilZ535FEEAH A% K &%
Se SRS B PR 2 s W H FeR R S B ANV E B A R A
IREIZEFFELE COVID-19 &R » HIN S BB S8 A B B A/
HYETEE > [E]RF S B DA H oMb ~ BB s AR » HEH B LA
B B a2 B R R B A BHECSR ~ WHO 277 WLA SR8
il ~ EMA #E i1 BE — B R PRE U R (R 1 -k FDA #8mEi{L T 245
5[ WHRFEBRET K HEB) AT B9 e i S B s R S B UR

4

0

NGRS AL ZFS > SEE RIS S E R EHRR
L BN FEILENL B EUAMR G FRR] R B S AR A EATRCR
FIEHEAERA » AR GZET > SEE D EREFREARELZ £
HTEIR RUBUR - [EIRF IR R R PRER A 57 38 e ~ 35 Pl 2 s
FEE AT G 55 > TEDA IR HGHT BB R R38R 88K > B (il S B AH
BREUR -

() TESRZEERIE ~ 5RAL Poster @ > EIREIBEEEEFABIR

AAZ DIA Herdt » TFDA DA " Regulatory Insights into
Decentralized Clinical Trials  BEREfENs > WERESEEEN S
s A 3 Session » ARIFLAE » A TFDA TREEE < B EFL B (L
(3% FDA~EMA ~ Swissmedic & TransCelerate)Bi—[EiAesmiE = &

F B 8 oy E R R RS AR RE R S 5 i > TRE
ERIFTE NG [FIRFIR T ZARAGRHEED Z HrEECR © B TFDA (4
S AE T B R REER T o AR ES ) > Bl Z 888 K s = m
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TE B HEFNEOR 2 (&35 fe 2% - [AIIFY Panel discussion BY#EFEH >
A H B B A K A\ e 2 P B AR BEAL 2 [BE > TMEIRAPT &S
EE

SIRA I GV R 5 25 [ B — RISk 28 g8 » FRamiE G g i Nk
SIHT 300 e N+ — RSB0 - bR TR SRR e B R a5
PRI 7 SR JRBLR ] RS A L BB R - IR B A H
(oA otk > e ) s oS B AR B B H A — [ 22 B R a T Em o T REHERE
R [AlRFIRA] LR TR AR & H o E R -

TFDA AR o A% 3 S & L B PR s B RE A S B B R DA
"COVID-19 Y& e ahfes | f | F= RpmEer) (1 5 88 ) AR ALE o B
REICHS - FEREBEEHEIT Poster 7% « ARG HAR] > 7848 Poster 7R
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Thank you for your attention!

Wish You Have a Nice Day~

C/FDA For more information, please go to: http://www.fda.gov.tw
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Disclaimer

The views and opinions expressed in the following PowerPoint slides are
those of the individual presenter and should not be attributed to Drug
Information Association, Inc. (“DIA”), its directors, officers, employees,
volunteers, members, chapters, councils, Communities or affiliates, or any

organization with which the presenter is employed or affiliated.

For work prepared by US government employees representing their
agencies, there is no copyright and these work products can be reproduced
freely. Drug Information Association, Drug Information Association Inc., DIA
and DIA logo are registered trademarks. All other trademarks are the

property of their respective owners.
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Y Immuno-bridging in the Evaluation of Novel COVID-19 Vaccine EUA in Taiwan:

C ' FDA

A Regulatory Perspective and Experience Sharing
Wern-Chir Liao'!, Mei-Chun Huang', Hsin-Jung Chuang’, Ting-Ya Chang', Shou-Mei Wu’

'Food and Drug Administration, Ministry of Health and Welfare, Taipel, Taiwan, ROC

Objective

m Share Taiwan’ s experiences on novel COVID-19 vaccine
emergency use authorization (EUA) review considerations.

m Describe the regulatory strategies by using Immuno-bridging
studies to support the EUA of novel COVID-19 vaccine in Taiwan.

Background

s The outbreak of the new coronavirus SARS-CoV-2 (causing Coronavirus
Disease of 2019, COVID-19) has, so far, resulted in more than 600 million
confirmed cases and millions of deaths worldwide since the end of 2019.

m In 2020, the severe situation prompted the development of the COVID-19
vaccine, which completed the phase 3 efficacy confirmation trial in a
short time and obtained EUA accordingly.

= 1,000,000,000 20,000,000 £
5 @® Taiwan -e- Global 2
- =3
S 500,000,000 v BNT162b2 received first EUA by UK in December 2020 16,000,000 =
5 v mRNA-1273 received first EUA by USA in December 2020 Global =
= v AZD1222 received first EUA by UK in January 2021 =3
E 600,000,000 ST 12,000,000 ;
= = Taiwan: 1,006 o
= » Global 123.096.896 2
= - i The first day of AZD1222 vaccination - =
— 400,000,000 campaign in Taiwan 6,000,000 g5
2 2021-05 o
§ First community outbreak a
« 200,000,000 \ o 4.000.000 ,;
= ® ® E82A1 -07-30 —~
= approved for MVC-COV1901 o
3 0 | | | | 0 s
202011 20201711 202111 2021771 2022111 2022771 202311

Date of report https://covid19.mohw.gov.tw/en/sp-timeline0-206.html

Figure 1. The trend of COVID-19 total cases showing low confirmed cases in Taiwan in 2021.
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Figure 2. It’ s not feasible to conduct a large-scale confirmatory trial with low confirmed cases.

s The pandemic was well controlled, making it difficult to conduct a large-
scale confirmatory trial in Taiwan.
m COVID-19 vaccine was still not available in Taiwan in early 2021. However,

Taiwan faced its first community infection outbreak of SARS-CoV-2 in
May 2021.
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analysis at National Health Research Institutes, Professor Yi-Ling Lin for Neutralization assay at Academia Sinica,
and Dr. Ming-Hsiao Chan and Dr. Chien-Hui Hsu for assistance of trial design at the Center for Drug Evaluation.

Methods

m The Minister of Health and Welfare (MOHW) and the Taiwan Food and
Drug Administration (TFDA) planned the TYGH-AZ study to evaluate the
change in pre- and post- AZD1222 titers in an 8-week administered
schedule.

m The TYGH-AZ study is designed as an external control to demonstrate
non-inferiority between the domestic candidate vaccine and AZD1222.

1, v Domestic candidate COVID-19 vaccine Phase Il trials

%, %y randomized, placebo control, double-blind, immunogenicity and safety

‘@“\
‘ \ 100 Coe B
o,
| % v Vaccination
rAd26-S+rAdS-S| MRANA=T273 Day
% Covaxin Blood Sample >
Collection Day

>
O
é Acze.cov2s ff | I Data analysis
4 / | 28-day post dose 2 May-June
% 60 ChAdOx1 nCoV-19 v TYGH_AZ Study
2 single arm, open, immunogenicity
a CoronaVac Vaccination
/ Day
40
Blood Sample
Collection Day

0.125 025 05 1 2 4 8 March 22 ‘—’

Neutralisation titre (/convalescent plasma)

Khoury, Preprint of medRvix , posted on March 11, 2021

Data analysis

First day of AZD1222 28_day post dose 2 End of June

vaccination campaign

Figure 3. (A) Relationship between neutralisation level and protection from SARS-CoV-2 infection. (B)
Design and enrolled criteria were harmonized in ongoing domestic phase Il trials and TYGH-AZ study.

s The TYGH-AZ cohort was conducted on 22 March 2021, the first day of the
AZD1222 vaccination campaign in Taiwan, and proceeded simultaneously
with domestic candidate COVID-19 vaccines (MVC-COV1901 and UBI-612).

s The neutralization assay for different trials were performed in the same
laboratory to avoid inter-laboratory bias.
More conservative external controls :
200 subjects with an average age of 43 years in TYGH-AZ cohort
™ Two doses of AZD1222 were administered 8 weeks apart

s The requirements for EUA review consideration are as follows:
™ All technical documents are required for EUA review consideration.
~ The co-primary endpoint is set as the success criteria:
1) The lower bound of the 95% confidence interval for the geometric
mean titer (GMT) ratio should be above 0.67.
2) The lower bound of the 95% confidence interval for the sero-response
rate (SRR) should be above 50%.

Single (Repeated) Dose Toxicity, Genotoxicity, Reproductive and

v It is considered successful if the outcome meets the
Development Toxicity, Local Tolerance

standards of both the statistical analysis:

Vg
A chemistry, manufacturing and controls (CMC) \ B EUA rod non-inferiority 5 .
Nonclinical (Pharmacology and Toxicology) | va%i?:ee Y, Gage® | Gege® & \Z’;]T;:IFI.'C
| B ()
Vaccine-induced Disease Enhancement, Safety Pharmacology. I ' : '
|

Clinical (Assessment report of the risks and benefits) I

v Efficacy : vaccine efficacy or preliminary efficacy data that |
could predict the protection against COVID-19; |
Immunogenicity of = 65yr population is required

v' Safety : should include over 3,000 vaccine recipients with at !
least one month safety follow-up data after completion of the |
full vaccination regimen and a median follow-up duration of I
at least 2 months

\/ Manufacturing consistency: lot-to-lot consistency !

1. The geometric mean titer ratio (GMTR) of wildtype virus strain’ s
neutralizing antibody (domestic vaccine/comparator) , the lower
bound of the 95% Cls must be higher than 0.67.

2. The sero-response rate’ s lower bound of the 95% Cls of the
domestic vaccine should be higher than 50%.

Seroprotective level: The neutralizing level of 60% cumulative distribution of
EUA granted vaccine cohort.

Figure 4. (A) The documents requirement for EUA review. (B) Co-primary endpoints were set for ratio
of geometric mean titers and sero-response rate (SRR) at 28 days after dose two.

52

Results

s One of the domestic candidate COVID-19 vaccines, MVC-COV1901, meets
the EUA requirements:
~ The GMT ratio against wild-type SARS-CoV-2 of MVC-COV1901
subjects is four-fold higher compared to TYGH-AZ cohort, with an
SRR of over 96%.
 Based on safety data collected from over 3,000 subjects, no serious
adverse event (SAE) were observed.

A AzD1222 \1yc_cov1901 9 : D\ D
vaccine . MVC vs AZD Eff|cacy Safety
(comparator) LRl ) o b e EUA .
t t t -
Number of subjects 185 - waccine (A7D1222) and MvC-Covison, | | The most requenty teported
20~ . the neutralizing antibody after 28 days o :
( gMiiyr: ) of the complet?on of vacgine regimen. ! E??g?yr;]ess ach t_he(él;)%(;ﬂ)on site
o .2%), myalgia (27.6%),
- 187.9 731.0 GMTR 3.9 > fati o
= 1bo gue/ weakness (36%),
NEWTaENg A (168.9~209.0) | (689.7~7748)  (3.4~4.4) The lower bound of 95% Cls s higher | | headache (22.2%), diarrhea
(95% CI) o X than 0.67 (15.1%), nausea/vomiting (7.7%)
60% of the 96.8% subjects o and fever (0.7%).
Sero-Response Rate subjects has (n=639) has SRR 96.8% ™ The lower bound of 95% Cls is higher || = no major safety
(SRR) nAb titer 190.3 nAb titer (95.5~98.2) than 50% )\ Concems )
(threshold) >190.3

Figure 5. (A) Efficacy evaluation outcome of the MVC-COV1901 COVID-19 vaccine. (B) Efficacy and
Safety Data of MVC-COV1901 COVID-19 Vaccine.

Discussion and Conclusions

s The availability of international vaccines cannot be predicted and
controlled. Developing a safe and effective domestic COVID-19 vaccine is
hecessary to address the emergency public health status.

s Although conducting a large-scale confirmatory trial in Taiwan with low
incidence and effective COVID-19 control is not feasible, the use of
immuno-bridging with a non-inferior design allowed TFDA to evaluate
the efficacy of the domestic COVID-19 vaccine in quick response to the
outbreak in May 2021.

s Based on the non-inferiority of GMT ratio, the superiority of SRR, and no
major safety concerns of MVC-COV1901, TFDA approved the EUA for
MVC-COV1901 on 30 July 2021. This decision was made considering the
benefit and risk assessment under high unmet medical need.

m Since uncertainties such as external control, immune-escape variants,
and long-lasting effect need to be considered, a commitment made to
address the remaining uncertainties, including:

1) Safety report must be provided monthly

2) Vaccine effectiveness report must be provided within 1 year @ED

B e o

= L 1st Protein subunit COVID-19 vaccine approved for EUA |

@ by using Immuno-bridging study worldwide
Disclosures # £ B & &

EamEYEIERZF

Taiwan Food and Drug Administration

Nothing to disclose for all the authors



Background

Wan-Yu Chao'!, Mei-Chun Huang', Hsin-Jung Chuang’, Ting-Ya Chang', Shou-Mei Wu*
'Food and Drug Administration, Ministry of Health and Welfare, Taipei, Taiwan, ROC

Objectives

© The "Rare Disease and Orphan Drug Act" was enacted in 2000,
making Taiwan the 5th country worldwide to pass the legislation

[ —

specific for rare diseases and orphan drugs.

""" JAim[ofjRarelDiseaseland[@rphan]DruglAct '““@

v' Facilitate research, development, and accessibility of orphan

drugs and special nutritional foods

v" Prevent and early diagnose rare diseases

v" Provide intensive care for patients

O The Act involves cooperation of three government agencies.

Health Promotion Administration (HPA)
Designating rare diseases, Implementing rare

i3 10-year market exclusivity
i3 Rewards for

5 70%
i5 Designation and registration could be

15 Preferential pricing methods
i5 Early access and reimbursement for

A

AR disease care program, Providing fund for disease
\ o, prevention and education activities
~ PRy

Taiwan Food and Drug Administration (TFDA)

Designating and reviewing new drug application of
orphan drugs, Designating special nutritional foods
National Health Insurance Administration (NHIA)

Managing reimbursement prices for orphan drugs
to reduce financial burden of the patients

? T

research, development,
production and supply

New drug application fees
reduction

applied simultaneously

designated orphan drugs
B

5 Provide

5 Establish

/) 2

15 Assist patients in obtaining orphan drugs,.
special nutritional foods, diagnostic testing and
household medical facilities

15 Provide medical subsidies for rare diseases not
covered by National Health Insurance

psychological
attentiveness and care consultation services

15 Support for school enrollment and employment

logistic center for orphan drugs

support, maternity

storage and supply to prevent shortage

Figure 1. (A) Incentives for encouraging orphan drug development in Taiwan

(B) Strengthen care for rare disease patients in Taiwan

#" To investigate the impact of Rare Disease and Orphan Drug Act, in
the hope of benefiting future policy making

Methods

Data Resources

Q Statistical Report of Rare Disease Confirmed Cases in Taiwan
published by HPA

Q. List of Designated and Approved Orphan Drugs published by TFDA

Q' Orphan Drug Annual Report Database established by TFDA

Q. Report of Orphan Drug Special Fund published by NHIA

Analysis — Descriptive analysis

Q' Number of patients reported with rare diseases in Taiwan

Q' Number of designated and approved orphan drugs in Taiwan

Q' Orphan drug usage and expense in Taiwan

Results

« There were 243 rare diseases designated In Taiwan, and the
cumulative number of reported cases of rare diseases were 20,124.
Among them, brain/nervous system disorders (46%) and metabolic
disorders (22%) accounted for the highest number of patients.
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Figure 2. (A) Number of patients reported with rare diseases from 2018 to 2023
(B) Distribution of humber of patients by disease categories
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« There were 133 orphan drugs designated in Taiwan, 82 of which
(62%) had been granted marketing approval. The top 3 types were
drugs for alimentary tract and metabolism (A, 23 drugs),
antineoplastic and immunomodulating agents (L, 19 drugs) and
drugs for blood and blood forming organs (B, 11 drugs).
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Figure 3. (A) Number of designated and approved orphan drugs from 2001 to 2023

(B) Distribution of humber of approved orphan drugs by ATC code

« NHIA has set up a special fund for orphan drugs, and the average
annual growth rate in the past ten years is about 18.2%.
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Figure 4. Top 5 orphan drugs/rare
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Figure 5. Orphan drug special fund

from 2005 to 2022 (in billion)

Conclusions

« Our study demonstrate that the implementation of the Rare Disease
and Orphan Drug Act has increased the availability of orphan drugs
in Taiwan, benefitting many patients with rare diseases.
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