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B3 J”Y“J'—'ﬂ&nnﬁ"]ﬁgﬁ?ﬁ¥?ﬁ%— - RARHRZE - BEARENME
—HM; 2 ERHEUABNER  EBRNBRREERESZ R
Eﬁiﬁ%’fﬁ%'ﬁ%ﬁ% UURHRRERBESZEREHENRURE

= -

ENEMEEELECR  NAYE REARE - B8H... SHE

18 $A%m - H EP%ﬁHFTé"“‘J&%( ) 25 2 15% 2019 FMIBELS

ZEERH , FEEEZER  HEEE  RZEASERIESIRELS

ﬁﬁigﬁlﬂé\ﬂzﬁ f§8i$+ﬁ RS REZRIMMER G MERE

BEENER - REDAEFNER - SEBNERB SRR &4 5 amm
BEEREZE  RARHMRE - BEARENmE 2L -

RREERERZIFMMEER G - EEERRREER - SEXE
z 2

FEAZ=UMEBzmERN - OAEYEE BHEES LXSE?
7 N : 0

(1) BRRERETEEZEE ( Clinical Trial Protocol Review )
2019 FZHZ PN EE (CTN) lRIRABETIEENTEHRESE
ZERHAES  HE 1514 -BHERTPLEEZ—MRIER (non-CTN)
ﬁuuﬁﬁniﬁmT SEMEHRTR 1544 EREREZETHIT ZEN
B 134 1% (5 87%) -
HEERPOLEETHZ—MREZRF (non-CTN) B R ERMEE
D RCEH R ~ S BRAR - SRR ENARITEMEERIETO
R
() HEBMBUBMABAE : dRERSBEIIBMAEZS 73% (113
), BEL27% 4114 ) -
() HAEARUEBEREBELRER/ASR . ERELET71% (11014); B
HTRZE 20% (44 1 ) -



g - FEANEER

() SHEREUSEHZPOABRESE . 8EED 4G 26% (40
H); 8EZP0G 15% (2314 ) ; ZEIZ 0 A 59% (91 4 ) -
(IV) BBt 3ZPSER L Phase IAH - Phase IR : £7% 1-

%1-2019 FR&x %L —fER2 A (non-CTN) Ba Rt 2 £ 5
3K 0 AREE AR RER BB AT

B& R A5 A ) FHHE(BAL)
Phase I 40 (26%)
Phase I / II 13 ( 9%)
Phase II 37 (24%)
Phase 11 / II 2 (1%)
Phase III 48  (31%)
Phase IV + H 4 14 (9%)

Ewe s BESERE - RPE S -~ BEstudy £ L4 % B £
(V) (RERE (BIEERD BN ICD-9) 24 - KIEERZE ZER K
%itmﬁﬁ % ’ %%% 2 °

%2-2019 £ RS — 25 (non-CTN) B R X B3t £ £ 5
MR REEE Y FEATE RS

HEZBRE EHH(BAL)
NEOPLASMS 61  (40%)
INFECTIOUS AND PARASITIC DISEASES 18 (12%)
DISEASES OF THE NERVOUS SYSTEM AND 14 (9%)
SENSE ORGANS

ENDOCRINE, NUTRITIONAL AND METABOLIC 9 (6%)

DISEASES, AND IMMUNITY DISORDERS

MENTAL DISORDERS 8 (5%)
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THREEYZ —WRIERF (non CTN) ER RalBRsTESMME 154 R - B
32 4 First in Human BRfPRaEL SR ( BIEXRERAR ARRRIEER ) - HO4E
IRHMER 3 -

% 32019 #F %% & First in Human —#%#2 & (non-CTN) Bz R 3R 5%

B L4 EHE(Bak)
L F 10 (31%)
b4 18 (56%)
oo bk A 5 4 (13%)

Ho A aEEmD EMARIRRE Y - BEE (autologous ) B
214 - [EfEE%2 (allogeneic) B2 ; ELIAREBEREREY - BHEMD
BESRMAEE 24 - REME - BEHhoTEREFARS 14 -

(2) #iEHEEFE( ( Bridging Study Evaluation, BSE )
2019 Foem 2 ZEmiiiEt el bes P m B M 4 HP#rE 364 -
M EER/BBES K - THES - SRERETREREESS
B 31 1 (86%) °

(3) FrEEEER B R HRART L ( Review of New Drug Application, NDA)
B0 2019 M EE RS PR R 2R M T
% B8 ME—-2WMOHZEE (New Chemical Entity, NCE ) EE
EH 4G NERARE  WES  NRBEEZEmPBEELE 154
WEE_ B ERBE MBS EmPBER 144 £Y
BEMPHEE 23 HHENF M ERPER1G (E2) -

3E D AR$E 2011.03.01 Z3AFE 0991416281 SN2 2 0 4THBRA AL G RIEEgEE A
f]],ﬁzﬁé’]““#ﬁl %kafﬁﬁéiﬂﬁ'%éé%i}% ”fi¥ﬁ*é£¥a.]’_ﬂ? f‘éj%%/fiﬁﬁ EP /\}%i’g‘ﬁ_
MBELRAEEALFT BRI AR IRM BT RAREHE TN Fhb ¥ hiidE X T KM
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MGt Em 114
1.0%

E¥%Em
23 %

45.4%
. 57 Bt 4 7 2

44 %
FEIE - FhiEEAE 45.4%

£ - MENSEER
14 4%

14.4% 156
15.5%

MERAEE - FiE
75 ~ FiEREAEZEm

B2 2019 T RIFTEEHR BT RELEHZ
(A5 43)

2019 FeMEBEREFCHFRLZ 97 MR MAP - KR
SN EHARBLES (51 ) MEEEEREFEA 20X -

SEREHE Z 97 A ERB R - MkEEG ATC code 77 $RERAR -

TR ERREINGEE ) &% (4 38.1%) HRA " HERR

22 1 (H15.5%) - TBERAACH FZE 1 (5 12.4%) F0 " JURNREL
(5 12.4%) (% 4) -

(4) FhEEEsRE RS
RIEMEEGRE - BEER 2017 F£1 5 1 HibEs) "z
B B RS (Refuse to File; RTF), - BHRBEIBE : (—) K
KBEmERS I BEREMN "TETRMER ., ; (Z) RKKESE
i >4 4& =0 (Common Technical Documents; CTD) 1t " 5E%2
RTMER ., ; (Z) AMEBAZEEERMERSLEENERE
B TEERE, -
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£ 42019 EFRRBEAR D ITEZIBER ATC p A= ABZLE S
R EAE 37 % 04 ATC code 4428 %k

Antineoplastic and immunomodulating agents 7 F2 % & & %, 49 5] #| 37
LO1 Antineoplastic agents 26
L04 Immunosuppressants 7
L03 Immunostimulants
L02 Endocrine therapy 1

Nervous system 7 4& % 4 F & 15
NO3 Antiepileptics 7
NO04 Anti-parkinson drugs 4
NO02 Analgesics 3
NOS5 Psycholeptics 1

Alimentary tract and metabolism 51t & %0 /X 3%t F % 12
A12 Mineral supplements 3
AO02 Drugs for acid related disorders 2
A10 Drugs used in diabetes 2
A16 Other alimentary tract and metabolism products 2
A03 Drugs for functional gastrointestinal disorders 1
A07 Antidiarrheals, intestinal anti-inflammatory/anti-infective agents 1
All Vitamins 1

Anti-infectives for systemic use & 2t & 12
JO5 Antivirals for systemic use
JO7 Vaccines
JO1 Antibacterials for systemic use 1

MERPEEGESIEE  BEEN 2018 F 9 H 21 HiEw "
BERGORUES (RTF) &EBEK .  AEXARTEER - BX (2
#5T) ~CMC/BIO ~Pharm/Tox & PK/PD LiE 7 - 1R ME S EEE -
Iﬁﬁﬁﬁﬂsﬁ AERGE - RE - KRB EFNE—RE S

BAE T - PR 2019 FE 8 A 20 HE QST "EREYEER (2
TR LIME ) BERESCEGHES (RTF) 183K, - WRSBMEEY
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AT IR B R BT ERERNTREMY -

2019 FEEBT /O SERMEERE R EHFTM 2 R2HHE 141 4
HopiI AR BIRAE 10 4 (7.1%) - BEEH 120 4 (85.1%) - 11
HHEIZE (7.8%) (1R 3) -

30 [ RrES

25 - RTF :l
ZE 20- W iEE
%
§ﬂ15— .

a B
104 . 2
5_

18 28 3B 4B 5B 6B 7H 8B 98 108 118 128
B3~2019F#HEEMBDRTFFLER

2 BEREERE T
(1) BREER TR T
RREABREERSTPFREHZEERERBTENE B
2017 F1 A1 HEZEGH VEBREERTILPFRR  HEBXHRA
ZERmERKE - BIMEHEREDIEEFE ( Refuse to File ; RTF) -
75’\\ 2019 F 7B 19 HASEIE TERS r&%?ﬂgﬁ%@ﬁ‘nﬂﬁﬁmﬁé
%l (Refuse to File, RTF) &ta3 . ; REMEKZ—  THERZE 618
"ERBRNRBRZERR ) RESEZENE 2 —mE ERELT
H@019F8H20 H )75  EEFAEEEENR 2019 F 8 A
1 BER -

KEEEENIAESHIE
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(— )ﬁ.‘?fﬁt%/\i BEBANERIA 105 5 12 Jﬂ 14 BB RS
251051412350 SN EEREBEREALE - LENDERER
KE BmBRGREIEE -

(D) BEMERSLEEENRTE  BRESRTTCH 106 F7
A1 HiERSHM RN ZERMEER - UERRRaESEENE
Z—EENEL  F 48152 12 FIEBZEEE RO
A/ ERNEERA  EATELEEREAS
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7 EEERANE 29

BB BRSNS
=45 1 #5(3.4%)

B2 S FCREEETE
14 44(48.3%)

bR R S BERE 28

14 14(48.3%)

Bl29~ 20192 Bt BHAZ(UAEBHERNESD)

(2) ZmARlE s
2019 Eiﬁ%ﬁ'—?n‘:'uﬁgm RIRAETE 291 - EBZER 124 - Y
w134 - BEA /MR aEER 34 - EMHE1H - T—1¢§ﬂ7§2ﬁﬁ£

)¢
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B tEERAE 30 -

ERE AR aRER ’
3 #4(10.3%)

rasgRaE | #(3.4%)

{EERZE R,
12 14(41.4%)

S HEE

13 14(44.8%)

B30 2019 £Z R HFAZT(MUNESHAJNES)

(3) UEiEEHRED -
2019 FRIBHEMNEZRMARMFHE 29 4 - BIFZER / £XFSE 19
- ANERE 10 - REBIRFIE B2 EE/RTE 31 -

SMERTE
1044(34.5%) BEEER £ REE

19 #(65.5%)

B3l 2019 2R RFZFAZ(ANFFHENES)




B AR

o

R BE

ERDPOLAABEENBER - IR EBR ERIRESEAVERRD - (5
B BEEAREY - SEMEHMER EERKEm - MRTaEREIE
REFFTKZEE J#H - AREUBEXFMANTEFXAEREZEE
o MRREEEERBESR  FREESMEZEREOKE

2019 FHENREET E R ZE ZARIBENO D ¢

')
t

2B

— ~ B

V2,

(—) "EETABELERZE TR TF - EBBIRF D (A
BREYER ) ZERELEEEMN ) BLEERSER

(Z) "PHBRERRERREERM ) EXRER]

(=) "ERREEAEREERM ) EXEM

(M) "ZEmERPRalBREPERR  125]

() "WESRELESLEERS . - TMEERERCINEZEET

K ThEER S EEEE NS, 185]
(7N) ZmERESCEANEBLEE

(t) Rl KEEE AT RERRGE R AR HRRGE R 2 BRREEES
(2019.11.26 271X CDE 4MA )

(J\) HBHHMEmIE R RS IR R RS EIRA (2019.11.26 &

5% CDE %M )
(71) ERMERERERRA ZIHERA (2019.11.26 2R CDE
SN )

(T MEEYEeEERRNmEMZRBEEERAN(BRNEE)
(2019.11.26 2R CDE S )
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(+—) MEEYESREMFRAES B ERBEERA (BRRNEE)
(2019.11.26 271X CDE 4ME )

(T) MEEEYESEKREMES /| B KGRI ERIBRERA (EA
= 2019.11.28 275 CDE %M )

(t=) EEURBBRARERMR ZERHAER (REZIRER 2020

il
m

F2RESER)
(+H) BRAREEREREFRESIEESIZRER (BEZFAER 2020
F5HBPEER)

—_ - EBME

(—) 2

() Wl F MERRAVRAIGEIE®E (2019.09.02 BEZENS )

(=) L EBEEEREEARRIAEERE (2019.09.04 BEEZE NS )

(P9) &S+ MERETERARRTAIELE®E (2019.09.04 REZE NS )

() MEAEEFAIEEERARREEX (2019.09.04 BEZE NS )
(7%) #I9MRRE (JafkEas ) BRARBTRIGIEZE (2019.09.04 BZEENS )
(t) TRAXEERARINAGEESSR ( RESET )

(N\) BEFERERIIEELEER ( REZSHED )

(1) HBEREEREE (OCT) REREAIAGELESR (REE

Hasep )



B ORIRHE

}

-BEEmME

A

(—) BIEE

1. "BREEmZRESE JANBERRBINNUFFME LA, BER
(2019.03.28 BEEEANFELE)

2. "BEEmZEIAMNENRSREBINNEHMETE (BLEEXR),
(HHEHELES )

3. "EBEEMZEEMMLAEA(BLEER), (THEXREBLE - IR
2020.01.15 HINEFRIZ I EEFRHRAE )

4. "REEBMZENREBINGEHETA(BLEER) ) (HBHELT)

(=) MNP BIREZEFENFE

1. "BEERZBEBEERBIIMELASE (BEER), (i
B1IET - 2020 FEECHERS &

2. "BREEmZBHRBINNEEE (IRE). (EHRIRERELE -
AL 2020.01.15 HINEHREZRERPE )

3. "REEmZEMAMMENERBINGEMAEE (IR ), (M
BHEBIED )

4. "REEmASTERSRBREINYEGLGE (1RF ). (U5
EIEF )
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b BEXPmEEE

ERPORKERERSEEHE (Good Review Practice - GRP )
tE . UERBELASAK BREIRAPMEBERRA . ETEZEp EtTHPH
RZ78BE,;, AR RAEE ZYWE (Efficiency ) ~ ma & (Quality ) -
— 1% (Consistency ) - EEE R AR (Clarity) U KN EBERZF B
( Transparency ) - SEEH 7 EERIEE:] B2 E/FFXER ( Standard
Operation Procedure - SOP ) - W ERER - RFHEEERERNEE
7 LINERTERE - BRER - AURZBEFE - Rlt - &P O0ENA
(B mEERE - mERE (Quality Control/Quality Assurance ) #] - FH¥,
TREFETES  THERABEERGREErZEAnEEEEE  IEm
BIRE Z KPI - RZIEEEFEERE  REEE @ EltRRERPLOZIE
X mE  SREYGRRSREEREEENBENTFMLE -

e
¥

k=111

(—) EREFmEEEZEE

B2 /0\ALIZ Quality Assurance L1E/VH - RBEFVYIZEEXE
HREEERE SR MAG] EREFEE VEEREEE - UNRNEBAEH
ZERREEREE  AIANHIBEER VRBEEERERETR
E s ITREREMSENEZSE -

]

2-3 EAERZmEEEZ - IR M P OEZRRNESIE
K SOP iR BRI EEETEN - Wit B mEEEMREG EZEET
Alam o MHIEZESTEmETERS  REAUNESHEZB® -

(Z) EEEFHMIEX(EEIER ( Standard Operation Procedure - SOP )

REFOLABZIETHERES  BEEEH ZIERREBMIKE -
ERDPLZFREZETHSIEREIERERR - WEHAETT SOP 8
2019 SeRi I EERER 2 SOP H 3718 - ‘eAllBE AN RFRE 10 -



4 10 ~ 2019 552 s ] T 2 £ #7 2 SOP

VAN

748 | SOP X#H&H
¥ | RRIEERER (APl) REEFRRE

HZMERRAEAEERS (IDX)

X

ERSMESRRAADBHERG 2 1REERERER (IDX)

ERREHEAEANEREEEERE

B REIEMFRET SR (PO)) BEEEEERER

BEAM KBEHHREER (POJ) EEEEEERER

22 PR R A R B SRS 2 N B ORI EEEER
R RA R ERRE N EZ IR EFERER
HENEGEEEREHEE

MrmaE ERAEERBAS R EERAEREEFERE
RAR KBTS

LB ER B R X EATRE R (Pre-NDA Meeting) IZ#FETR 5
BREE R T R A AIAEE (Pre-ANDA Meeting) 1R#(F
e

[RRIZEF 12 (DMF) BEEEEERIE

el iREY L (BSE) BB 1R EFERER

EREmAME (FRC) Z1ZEFEER

#FE R mBEE EAC Health Food Assessment (HFA) EE1Z4E
Rz

RAEBERmiaaR (SRC) ZIREMFERER

BRETEER (POJ) EBREFERER

B REIER (POJ)) EEFTEFERER

2
\bb].
/ ot
_“H
558
ok

DIII'

KRR E % (Pre-NDA Meeting) 12 EFZERE 7

BLESHERE
%/)IL%EE

F>T+E

HEIFEFE & (Pre-ANDA Meeting) 122 (E
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RRIZE T 1B (DMF) BEEREEERE

#1415V E (BSE) BERR(FEIER

)
R e S R VBB IR EFERE
E—Iﬁ—*ﬁ%‘ Ae n@Z*ﬁ—%—VE%*EF?

BA/BE KiAREHIARRILARLLE IR EE X BABE FTEEBEREIR

WEBEER S (NDA) EEREEEMRE

IND Protocol Review Process

Bttt R HEERE M RARGERETE 5 (IRB) BB VIR EFERERF

aEREHEBRRMERKRGERTESX (IDE) EE 215 EFE
BF

C2D Riview Process in CDE

PMA Review Process in CDE
ANBE N EIRRAIZEEERTZ

ABHE - 3R - FREEEEHE
s | HEHEEERNTEEELERR

EE | ERPHELABES Y KA RBREERE

B | AEmEET

(=) 98 "EERSmEFN G,

BFEEBFSEFRYZEA IEXEEEX - BEERDPOMWIE
AREEAH Y "BERSMEN G, - FEHAABEKBNEEEZ
FESTMZEBERS - QEEHW : 9I~§E&%§$§%Eﬁ HEXFhE
ERTEENGRS NFEAEE  BEZBRZEBEANTAARENK
75'21&?}’5;3%%4%?3%%% °



2019 EEL?‘_J?EZ TERSALEEEX(NDA) BREBERB TR
(ANDA) BME_ERAEEERTECE (C2D) ~ YRGS
(HTA) &F‘?_Iﬂi EXEBEE (DMF) ZINEIERFE - BREXRER 25
hAEREZZIRBPOEEREEE - R EABEZGEEERIMNZ
2E  J[JPHHERVEFREZIBEFEUZSAERERE (1) IEEEH
HFESNANREEREERE N CEVAEERGERSEERE 07T
PUEBET - Q) FRBERNEVBZEXZN  BEHENERES 2
SEEMm—ESR " RBESIERMEMMER . M " o RIS M i
B, Q) EAREEEEUTHAEEZENEZEETMARKESE -
B UlZ S 5% M primary clinical reviewer FIREIER - (4) EZRABEN
NAEEEREEERREHECNZRER Wk —FER—ERBI <(5)
WEREZEMRREY - 2EAMEEUSZRRFEFNESER -
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P ~ SZial e AE B AR X B2 3R

ERPOEBCERSFEEAMAIE - FREMWZ I Z EF)IGRERTE
24 MERIINRBHB D SERBEMA - REIERMHEZREESA 36 -
I ERIBIEFE AR SRR

— - REEESMNEBERETIE ENFEED
2019 FERPOLETCHE NI ARZERBEAZ AN S ELS
Bl - EIFEZEmMHRAEE 87 AR - BESMHEREERE 27 ARKRBERHR
AEETHBIERE 5 AR -

£ 112019 4 85 ¥ Fl= S SRR R I 7l &

B AE] B e
ICH E17 Guideline:General Principles
for Planning and Design of Multi- SEEYBERMR TS BiaA
Regional Clinical Trials
e e s SERBEMEZERMN y
J=5) ﬁﬂﬁéfﬁ. M2 m\@ E/%j(? AAEZR A 2 <
HEBRLEBE EREARARAE Y I YNETES i RIEE
FHEEEZE BEMAMEEZES
SEAREE LR A aEdnEEnE = M2
PSS N e Pl N 77 T 'i"/\ At;ﬁ::g ;’-At =
BERRRBRSERRERr | O RRREER | oy
W5
Regulatory Requirement j5# ( ZEl% £ (L gy BR =
g e 2 s " REMERBEES e
A BR 5 Bl 1 i B PR /HA =N
[RR % RTF &Rt o HEIEAGELE RER




P~ RBEAERN R
mBREHE
BRuEzs R RIRK HEVZANGEEYRERE | REE
2019 2R ER MG RARMTE | BUSEXBBERNRER | £2E
= R = YN e g
ZplR Rl — e E (BERE) ﬁgﬁigg B 7% 55
B P9 49 e PR B )5 AR EATRDTL - = YN=Y-£27) PR 1% £5
S A B mERE
BRI BREEER BXREERRLR Bk 1% 15
2019 ERBEREBRE TS | PERENFURENERE | BHEE
WS R R R R R MEAAGEBRBARSE | #15%
£ 23K
e fj | pmzAseBaEnEce | BED
i PRl BE 2 22 A R e B MEZANGEERBBEESE | £KkE
N e e MEZANGEBRKEBESS | THRE
i PRl BE 2 22 A R e B MEZANGEBRKEBESS | THRE
et A AR ER TN TI
Statistics for unconyentlonal, complex chE A HER
and challenging datasets
.ﬁ%%?‘é/i?ﬁﬁﬂ%ﬂ %?H%EEJ AA,%:.,?,ER iZE &
RSB G BRI (CHEY) | PRAARSEFRERLE | N
Zmir Rl BEERTE MBEEZANGEBRKBESS | RHEHE
T . . . é/gj(?—/\ﬂgﬂ EP/E,\ sy
Multiplicity Issuse in Clinical Trials st tE 4 R B MEZE
HEELBERARABIAD O MEIZAGEBRBBEETE | 28R
BEEE(ALES ) BExRmM MENAANBETZE = 4417
&Eﬂau‘“ﬁ%ﬁ SR =L )
2019 BESEMBEIAL s . o
5 s a0 BXR@EEMRRLR E=Yi=hvs
= —.—HE /-—/«—/\ B |:u:| = 2 i ‘_

Z%%/EJJE oyl f‘%@J’\‘:‘
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WEEHRE Al EEEE BABEAEAN LRk R R
ERER MR ENRERA e a y
: s TR % iR
M. R HTEEANSEENKEEE e
Eg NEA Y= =
BRERAEYE 20 SETBERRER fREZ

BSRPORTCHRRBIINEM N RIS ZIN  TRBEE
R ETBEMBEREZER - A0 REBETE - ERRERE
AR REARMHE/NER - EBER LRI LEEESAZPEES
A2 BE UERKERARHER ) REZEE - ERRRARSEEERK
CRAEEEZHNBERES R - DRlEE "E#MEE, - TESHE
MBS, B "TEREM . ZRIEHE - FRHEPLREEEEEEE
EABRERRhE2aRE B T pEEEY NFEFE ) SR 2B -

M HEPLRUBEEEZEEABEE R - B " TERE - K%
A AR | BRIZ ZAEHD -

T SERERESESE  BEESARBXRE
2019 FERPLOEACZBRJIEER G HER - BEEFASF
MmN EERE  HR MR-

£ 122019 58 PO R BN BRI 35 8H ~ B1E
EX=I & P& & -CUE

R DIA Singapore Annual Meeting 2019
HERLC EEAE wH
- O Using Real World Data in Regulatory
4 x
St Decision-Making in Taiwan




a8 PR S EE AR

bE -~ RBUE

S 413% /Panelist

Improvement of Health Outcomes through Delivery of
Digital Healthcare Systems

Facilitating efficient and effectice regulation for timely
access in Asia / ASEAN

BHEEE 2019 DIA tPEI£ & (China DIA)
LERLC /EEAE =
fRiEE/EE aemERRIRAREZEEABRGREN
R 2019 ZERN SRR EFEEEER

LERC ZERE

==

& Bl /Panelist

Experience of Reviewing MRCT Results and
Expectations for ICH E17 in Taiwan

EE £ HMEMNIHES (DIA) 2019 5 55 EFSE
HEELC/EEAS Y=

BikE | #E

Regulatory considerations and experiences for the
evaluation of regenerative medicinal products

A Retrospective Analysis of Bridging Study Evaluation
in Taiwan during 2011-2018: Focus on
Multi-Regional Clinical Trials

Agencies strategies to enhance the review efficiency of
IND for human cell therapy products in Taiwan

RTINS | BRAREE IR

Assessment of the quality of pharmacoeconomic
reports in Taiwan

EE £

2019 Bl EMRER RS

LERC ZERE

=]

MEE#E

Mixture of multivariate t linear Mixed Models With
Missing Information

BB /&8

Taiwan CDE' s Experience to Review MRCT Results

TH/EE

Estimand Framework for Recurrent Event Data

EE £

2019 APEC GRM Regulatory Science Center of
Excellence Workshop
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HERBC /EERE

e B

FEM - =55 -
23k &) /facilitators
BRESAR - BRSRRE -
T 188 [facilitators

Practice: How to Prepare Application Dossier
Group Discussion: —Participants are divided into 6
groups. Each group will discuss a designated
topic covered in managing the review or
conducting the review.

B - f8zE=E -
%5433 [facilitators

Group discussion: -among reviewers and applicants
Sharing of communication mechanisms
available in each economy

EEaE

2019 Indian and European Regulatory and
Quality Summit &

LERC/ ZEEE

=)

BlaE I EE

The Role and Implication of ICH ES&E17 to New Drug
Development and the Design of Global Clinical Trials

ERaE

2019 ZERHERARHFEPHE R

HERC/ BEREE

e H

Mixture of multivariate t linear Mixed Models With

MEZ /RS Missing Information
R 2019 8th HTAsiaLink Conference

HLERC/ ZERE

]S

AV

Cost-utility analysis of transcatheter aortic valve
implantation (TAVI) in aortic stenosis patients in Taiwan

RS/ mE

Applying multiple criteria decision analysis (MCDA) to
evaluation of new medicines: reimbursement decision
on treatment options of locally advanced and
metastatic non-squamous cell lung cancer in patients
with wild-type EGFR and ALK after
platinum-containing chemotherapy

EEaE

2019 ISPOR - ISPOR Forum

HLERC/ ZERE

e H

Srsz =

Drug Pricing Process under a Universal Health
Coverage (UHC) System The Experiences in Taiwan




i

I BB ER SRR

EEEE 2019 HTAi Annual Meeting * INAHTA Annual
Congress and Board meeting
HEEC / BEAE = H

Listen, Exactly What Do We Each Want from Social
Engagement in Health Technology Assessments?

Adaptation of HTA reports: Case studies, tools and
&= # A /Panelist contextualization issues

INAHTA panel session at HTAi Keep Calm and Carry
On: INAHTA Members' Views on Planning for
Potentially Disruptive Technologies
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2R~ BIFRAAEE S (E

HEBERS OB EEREREREBEARENES - BHERAMER
BISNETERES FCBREFIER ZTBUR NI ERNZE KSR - ERT/01E
WMESMAENERERDFEE) - ASBIAREERERIIM - (& T2 E
INERBENERNEFERZAFEALE - HEMBIREBUARRMBRREK
WAL ARl ZER - 2019 FERPOLEE - SERMBEZEZERE
EEZRARUOR -

— SMERERZEZREERFE

1. BENES (DIA) 2019 £ 55 BES

—F—EN DIA FEREIKAERANENIN S ERNRZELTUAR
BIRELE - 2019 F£455 55 EE = (DIA 2019 55th Annual Meeting) -
SSEEIE2 T 5F 5f San Diego Convention Center £ - K52 Ik:a+F
ASNMEEE - ARAKEGEBE 19 @ - 858K - RWD/RWE -
EFREA Town Hall ~ fs A2E - et - BN EEE - BFESHE
EREBUEEBREZRREREREIA/ 400 5EE - FIHHA 447 ER
BEMI - STFEERAEENBERENEEZERFTBERKAF N
SAFNTRENKRERL40 ASN  B2EEIBESE4aRRT
B BEEZERENUNE BXREEMAGESREIME  URZXE
R OBEMENRSEEE  BERBUNTEeERRRIRIEHA
WITIRR REEEBUARIRE - BAeE2ZENERERERE -

BEES KD - £t TFDA Town Hall-Focus on Regenerative
Medicine = ER1E - HBEERFHEREXT TR  FLEEFEE
SAERER - BEEZBEMARERNR  BE@ERPOLSHRE
INERIEEEES - BEEEXED IS " New regulation on cell therapy



in Taiwan: challenge and prospect " * " Management of regenerative

pharmaceutical products " " Regulatory considerations and

experiences for the evaluation of regenerative medicinal products "

OEREEHEERENEEGE -

ZERBRAME  BXEEMARBEREIAE - RPOH
BEEEE ELEEERLHEFNEMIEE SRR " A Seamless
Phase lI/lIl Adaptive Design for Clinical Trials with a Continuous
Endpoint in Asia " ~ " Design and Analysis of Biosimilarity Based
on Interval Estimations " " A Retrospective Analysis of Bridging
Study Evaluation in Taiwan during 2011-2018: Focus on Multi-
Regional Clinical Trials " ~ " Agencies strategies to enhance the
review efficiency of IND for human cell therapy products in Taiwan " -
" Assessment of the quality of pharmacoeconomic reports in Taiwan "
ZEXTHEEWB - ZINERE EMA - HZ PMDA/MHLW A 7R B i1
Ie EEETENEEZZNEE  RRESTHEEMEE Z/OGHEK
B - WaKEFRKSIESE -

ZRHER 6 H26 Hit ERIWERRNBEXBEMEEZ (8
BZR ) BHRSHEBEEMEIEAREN - DIAEESE - SEMEN
RUKRSERNRERXN—BASH -

BR= %? SEI K EFRIER - 2B E DRSNS FrEi
ZHERIE - BEEmARBERRE - BEmRHRGHL - BARZER
ﬁﬁ%’iﬁ%ﬁ : Eﬁf‘ﬁﬂmﬁﬁ%ﬁ RREBEEIERE - BUEFRARAE
FREBS -

m. \

2.2019 ICH %8

B PR 2% qp ) A FR 7 A0 ( International Conference on Harmonization,
ICH) N2#at R = KRB EEELEE (26 - BB - HKX) 18
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HRECERBAMENERK Z NRBMAE ° ICH ME S = K& 2 %
HEEWENER - R SRR EXE S Ph AL AR A B
8 ICH AREAEFENZIFICHER /&l - REREFEIIEY
AERIRR - TR 2014 FRYRET#RE SWISS LAW 2 FAX 17 ICH 44 -
At 2015 &£ 10 A 23 He A& L IETUAL I ICH Association » £TE %
International Council for Harmonization of Technical Requirement for
Pharmaceuticals for Human Use (ICH) -

2019 %F 6 A ICH EZNRTE MBS AREEHEEEE
ERFHER  FIHBAEARNEKSELE ICH Assembly 3% - 1 H
R REIEEE - ERTOBBERETE  BERE/NAER -
FTURENER IWNEXREEE SLPEEE BREBFEES AN
ALFEICHEZ - 2RI E17 - E8(R1) ~ E11A ~ E9 * E14/S7B ~
S5(R3) £ Guidance 5] ENE XM E %

2019 & 11 B ICH &R IR E N - AR ZZHBEZSmM
ZIRFEIMEE - (LERIFRENREELE ICH Assembly &% - 115
BEZNEFEMEEIEZE - ERPOATHE/NER - REE
NER - BR&/NER EEPEEESHALELFEICHEZE - 2
E11A ~ M10 ~ M12 ~ E14/S7B %5 Guidance ] EMET M E % ©

k

3.LF HTA tHEA ZBIFR S5

T

(1) 8th HTAsiaLink €&
AREGEN4H24-27 HRNEFEREW  sRPOBEFE
AR -wIRMHEE  BESHEERNRSN - DNEBER M
Bt9B (HTAsiaLink ) A— A& SNE Z#E - HERRKEERESR
R RUSEAE EEHHESZEIMRHOEE - WEHTA LESE
BREMNITAEBBMITRRZIFES - KR The 8th HTAsiaLink Annual
conference ZFEFE X E:E 1 FIRE S EH%1E ( National Evidence-



based healthcare collaborating Agency, NECA ) 8 - TE LRI
b . 8 1R m i 38 B L T Cost-utility analysis of transcatheter aortic
valve implantation (TAVI) in aortic stenosis patients in Taiwan, - %8
E13AFFEE L T Applying multiple criteria decision analysis (MCDA) to
evaluation of new medicines: reimbursement decision on treatment
options of locally advanced and metastatic non-squamous cell lung
cancer in patients with wild-type EGFR and ALK after platinum-
containing chemotherapy s BB ETEBHE - IR /S HEABEBEEE
8 Mm-S 4/23 250 NECA UESE NN 7 #2553 B HTA #H4AE
TERERZIEN - AREGZFGRAREEEER K EENWIN - tH
BEXET AR HTA TEZERE - ZAZBEHE 255 - BERHEK
Bl EAEfthooM @B HTA A E B E 0 ZER M 2 &5 -

(2) BIFREMEBEEVRTFTESE (ISPOR) 2019 F&

AREZR 5 A 18-22 HN=EARRER - AERTP /O SHAIFN
ITRAFREN - ISPOR (International Society For Pharmacoeconomics
and Outcomes Research ) BITIAS 1995 &F - BEIKRERBEHILIZEY)
BRBRBEBYS TR EZEEEIR 2 — 0T Health Technology
Assessment (HTA) TMEE T - S5 2R NNEMKBEMNS - iF
PRI RISE (outcome research) FAHEA T K5 A2 E - ISPOR
IR ESZBRHE—EEBEFAINYFE - fIUE HTA F5E1E
BESNRBIMMROBERS - FEBE SEwNEHRE &
ZEBEREFM (health technology assessment, HTA ) T{E&
HARRFIEELR—2 2 RIENERLS - 7 A2 EAEE
HRBVRARHIE AT - HEREBNAERTE - ISPOR BRITERIK
120 ZERBXEA LB 10000 B E - 9N ISPOR FIENDEMET
83810000 A - EERBER #En/BMEER  RIK/ BEEHE
HEAL - BUTHES -
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KR E % * A " Rapid, Disruptive, Innovative: A New Era in
HEOR " Rl B M Z BRI R 505 ~ ME K 3% E ~ outcome
research - real-world data &5 - 8 TTRXEBN 58 20 HiwiE
"ISPOR Asia Consortium - Drug Pricing " - 1" Drug Pricing Process
under a Universal Health Coverage (UHC) System The Experiences
in Taiwan " BRETHE - WK 58 21 HUDZXME HTA B2 €3
FEMSH - HF ISPOR HTA Council Meeting -

(3) 19th Annual meeting of HTAi * INAHTA Annual Meeting 2019

AREFRETEMNERY AERPOLI=FEEERANERSM -
HTAI AX 1778 2003 & - @2 KIS EER LA (Health Technology
Assessment, HTA) GBI EZE T EEEEZAS - HASKEEE
FREMNAIZEREEGRA - AR E - %18 - JRHRE - EX - BivEE -

FEEBERBERHEE RAMNEEES  HIEPUMHREYFS -
HEHBEBAXDEHBAENKEFZHHE - HTA|E FERIFE NN
E_L 71 Bz - 82 EAHBAFIER 2,500 ZHEANEEWEHEAHSE
—EIFE ERNEIRAE AR - HABPETS (mission) A
?—fﬁﬁLﬁ B HTARNERE BB ABE  LREBESER %
THEERHARZANENEREEREERNKE - XXREH
T4 "2020 FEM HTA - HEEY 715 ? (HTA beyond 2020:
Ready for the New Decade?)., @ K& & $f =15 E 8 & & (plenary
sessions) : IZI B8 i@ X 8 3K (oral presentation) ~ 7> #B &7 7 (panel

session) /B ER (e-Poster session) ~ HEAH B BERIERE

(exhibition) *f%fﬁ/%@]

=R EARRAEEE - RBIEE Workshop & HTAI Panel AY
panelist - B13F : Listen, Exactly What Do We Each Want from Social
Engagement in Health Technology Assessments? * Adaptation of
HTA reports:Case studies, tools and contextualization issues - HTAI



Panel Y panelist - INAHTA panel session at HTAi [Keep Calm and
Carry On: INAHTA Members’ Views on Planning for Potentially
Disruptive Technologles] DERER HTA &S - BBEEP
m o~ BEE - - ERB HTA 31T E: - IESBIFERE -

B PR B 5 Al 3 5T 14 4B 4 B¢ B8 (The International Network of
Agencies for Health Technology Assessment, INAHTA) Bl & —3JE& X
MROBIREEE - RA (2019) F6 B 19 HEZEHTAI T SHERE
ERMER—MEERTT  SIME6 B 20 HE DRI EZMEHBEE
El Rk (Koblenz) #17 - SEXRARNSF 2019 F 6 ABREE
INAHTAEEE S ISR E Y —  R7EEMERIEEN AR Z HTA
g — e R iR AE BE R 2R W ¥R &5 CDE/HTA B9 impact story - =% &4H
RUSBET/NAENHOERERA  BPWmARRIERFREERE

impact story °

EHAZSBEHTAI S E K E INAHTA 3% - O B2 HTA iR R
THEMEREBIER  DUAHRE HTANTEE  WEBENE
BB ZEHE R EALE T EEL - WASHE - FiEEREEEE
HEMNEORER - DIEIERARIE 2 BER R ; EHEEHEE
Workshops #Y speaker & HTAI Panel 89 panelist - B B[R 12 F+ & &
CDE/HTARIBERE - #=EE HTA &8 - WiETEE HTA AB4EY
Rt - BEEHMTEBRILE -

(4) HTAI Asia Policy Forum E:&

AREZER 11 H6-8 HRBWE AR - ERF/OHEFEH
RARS - HTA DNBERBIEENRBIE—BEN REXENERA
S1H 5 HE RIS MRS EEAE"FM&JEE%%’“?&E%}"FHEﬂﬁﬂi
ERENERZTFE FTREAGESHTAESENERRB ZSHE

SEE HTA toMBERGRIBERS " oM 2R IZESERYKEM]
HTARI =9 - iR MR A B Z B BRYIRES (Sustainability of
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Healthcare Systems in Asia: Exploring the Role of Horizon Scanning
and Reassessment in the HTA Landscape 5 °

(5) 2019 & Fx = | B2 = & (2019 EuroScan International Network's
autumn scientific meeting)

AREZER 10 A 15-20 HRZBHERELEHREM  HERF
OEETEMFRE RS - EuroScan BBIRMHNSERLE =284
BEZHREBONEXR  MEAEEM - A0 - BROADKBERHEE
X281 - EuroScan Z2RE8FEZ U Z R HARKIETEE S
&f ( Early Awareness and Alert [EAA] activities ) B9 % %t ~ 58215 EAA
HERBEN G ZERE - IBEEESBEHNTEEREHERTNERT
R ESh - EuroScan TR [E AU 17 EAA SE BN BYIE = R 4H 4 1R L 177
By BAZIRSIZRBEtERZE SHBAINA - EuroScan B £ 22 i
MiEAENEE  EEREEEESEUETERONEEE ( scientific
meeting ) - LUK HTAI st E HE 2T E E XS ( membership
meeting ) - T RPN B HBMWOMMBEANTERE - LA
HEER OANTELHNTEREANESS  HESEASSSE
FHF B - AR EuroScan FRAMT O ERANERLFEE®E - HHEF
BN AEFEENEE -

AR EuroScan KE=RBEZAEHEE " ABBXEEMRAT
( French National Cancer Institute, INCa ) , =¥ SN EES
R4 RABRE RO N RO R ( MSNEB S YEFS @ ~ EuroScan & it
EFHHAE - ERSE S80ES)  UimtERIBEED
( advanced therapy medicinal products, ATMPs ) fHE8 Pk E; 2 Rl B4

=== 8

RS °

(6) Bl PR %% 4 4% B B F0 45 R tF 1£ E = (International Society for
Pharmacoeconomics and Outcomes Research, ISPOR)

AREZFR10H3-11 B8 HRHAERAKGRER g



DHEERMRENEKRSIN - ISPORBRZBHUSRELSBEHAEHN
BREBEFAR ERg/IEHExREB—EEHNFs  ESE
K B & &l ¥ ( health technology assessment, HTA ) T {E& B B 5%
HIEE  SEEHCHNFENERILNERE LR - 7 #EERHE
BERARRFIEHEE  BAEHENRBUUROENBRE A - E&
MERBEE 252 E % (Plenary Session ) - # B E &% ( Educational
Symposium ) - 7% 28 E X (Issue Panel ) ~ T ¥E35 ( Workshops )
B 98 B S ( Podium & Poster Presentations ) - (R 7 22 &
ZIN - BEN LESEIRE—EREEZETB o HETGEERE
HHEARNEGHTLT - S HZEELGESENEREER D ETR
M FH - BR Y BB EIN - ISPOR Wit ERIFRHARZAI4R - Al
4N Cost-effectiveness analysis alongside clinical trials + Using multi-
criteria decision analysis in healthcare decision making: approaches
& applications * Budget impact analysis * Understanding survival
modeling with application to HTAZE - BR Y BIEZRZEN I EAE
HAFTIE Rl D AR B HEA G ZEE - HAidb=M ~ BUM » oM RAL T
EMEFRBISPOR D E » ARE24 /& ISPOREUNFE - XA
" Digital Transformation of Healthcare: Changing Roles and Sharing
Responsibilites s + =5 IEZRAS &&5 EE 0 R EBENEI
ERECJRERRNTE -

4. 1F%m - EMHERAZBIIREE
(1) 2019 BIO International Convention
RREZR 6 H 3-6 HNEEEMEN  SERFPOBSHEZNT
ERESN - SEAERTERTRREBERERS - EAEH -
EEEl RS ESEUXEHAESNES - WHAKPERE
HEFHREED/\H (BPIPO) BES RO EE A MEA LR EEENT %
BANBFESRETWN "aEE ., B55H  BIRaEZEREXER

g7 -
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ARBEEERMEFEZSEEAEARSELS 7 XFREEA -
RS - Tifbt » RS0 - Bt - B@EPt - ZRG0 - 28
b - HEL 14 BERINEBESEERMEE S  WEBRSESHEF -
BIRBEERMNER ARG R EE N E R S /F - BIO 2019
HE1,800 XS ED - 800 ZAIEFEE - 250 ZIH A TERE - 126
SHBEEE 9 5BARE:E (super sessions) + 7 FBEREE (fireside
chats) ] 18 & education tracks - EFE 24 RWEXR - BEIFIEE
B X Siddhartha Mukherjee IR ERAXBEZERFEHFEUNITE Jamie
Dimon 23k 7 FEE - DAl I ERGBENESRIAARKEE DIK Y

EEMRMTENZIRENEE Y - SEREEA - ERMEHEE
SHEBERBES  NEHFREFESEZE RV EMAR -

(2) Phacilitate leaders world 2019 : Cell & Gene Therapy world -
Immuno-Oncology frontiers world and Cord Blood & Perinatal

==E
= A

RREZR 1 H23-25 HREFEBMZZER  BRPOLHEZZ
INERAZRZN - Phacilitate 7B 48 T 22 WA RAZEY) - &HE - £ H
FIBEEE  BE—HOBEREESENAREERSERENS
% BREESETRSIHBE 350 UL ERBAMREE - ERSFESA
BIRESTENERAMES  HEFERENZBEHEZ T  BEANK
BAREN - HREAN - AREERSENBIFREEME - 2018 FNE
% Halim LR tEE 2T - B¥E cell-based immunotherapy * gene
therapy - tissue engineered product * cost of goods - supply chain =2
NE  EEHEZREBEARE RS BSEEEEmTEREINERER
SEHEE - 2NN ENERNER FBBEBEREMNER LR
EAE MR ERE - AEHRREUTEBE R EAREE B &R - LA
EESBEEREmMEBARR - RESEIVAREK - DK - HiR
HBEAARER A THSBIRERRFSRENERS - AREm
ARIRIEEME KR FEAE - EAIRSENZIRUHEERHE 25
NAHFZSAABENGUTERES  ERBEBFEER ZAREER



AENAENHRZER - REM e EER % - ABTB AR
%R BREEEFEAMNERBRENEFEZHE - 7 5B RS
R - At - HEHELH Phacilitate 3% 7 BRI AR Zmeh
RS -

ERPOLOEFR  BRARSENERGEEGEBEFRG
ZEEN - BR 2RI - R NATRYAR RS B R R Al B
RiZ - BRBAHRARERNEREIFEER - FHEEREISE AR
EmZREMER - UKBABEEREMRGANBEIEZEER L
5 ARRKEEESHBEEREMBAL - DIKR BT ERI A SRR
IR B B RERVER Rl BR - EIin R BAtE a2 AR - HEPFAR
= EEIR R E RN AR - FE2A SRS S0 R0
EEMEPENEANBRREENZE L2ER - WAREEES
PNLEEF & o] IR BV B MR i RO AS BR BB I BT ME RO NGRS - T BEE BB L
FEAEZHMNZE WHRHESSHERERBZNEDES -

N3 RO
&r TR =0

(3) 2019 Optimising the regulatory review process by evaluating
performance and addressing Good Reliance Practices —
Workshop

AREZHN 3 A 27-28 HRFIKER - &P O0BHEREAR
REZN - ERPEIEEEBMANKETAEBEREIRNEESE
EHIEHEESEO RN - SEARSHHNEFEEZS AP O
RIZ ZB=EMR  BIRA 7 # GRelP (Good Reliance Practice) &
FItEHI B[R - EE HBI GRelP #HINFEE2m A EEZRANER -
FERERRERHEBRBEEZRNEEEREEACHE R (RN
WAN) BENBERABNMTRELPBEWABRRTEBR ZE - B
M2 & E GRP WAHBEWSI N - EBEXNUEEEERAE T -
#N{a] & A Good Reliance Practice #HliAREUNEERET - U
EMARBEUEEREHAYRMETHNEBEEEIREK ;2 #EHE
S EFRERENARE  REEHEERIZER NS HAZEE
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ESEARETON  —HTEEURGR - —HEIBNSE2ERR A8

(4) DIA Singapore Annual Meeting 2019

RREZFNIAS7HRAMMEER  HEREDPOSAFZAIT
R EZM - DIA ( Drug Information Association ) 7 2018 & Bd #A
AN KB B 75 KB S 1E 2 CoRE ( Duke-NUS Medical School
Education Centre of Regulatory Excellence ) & 1E - £ #1 /1 3% 9t I8
DIA-CoRE Singapore Annual Meeting €% - ZEIR M ERFLIIEH X
1% + &R DIA CoRE Singapore Annual Meeting 2019 2 T8 %5
" Advancing Health In Asia through Innovation " - S# 1T RSB 1E 3
B 5 H LBl " Using Real World Data in Regulatory Decision-Making
in Taiwan " 7% = 8 # 17 )& 58 1L 5 Panel Discussion " Improvement
of Health Outcomes through Delivery of Digital Healthcare Systems
"¥& {£ Panelist - & £ 3 H 6 H 1% Panel Discussion " Facilitating
efficient and effectice regulation for timely access in Asia / ASEAN "
EE Panelist - W1 /F 3 B 7 HE#t 2 DIA Asia Labelling Community
Meeting °

DIA-CoRE Singapore E€:% T ZHHNBSER T2 m4EanEHE
BREEZEMZD SEBY BN TAREGRME  BE
BHEERNMBAREIERRNE—THERRM - AREZTHI
Advancing Health in Asia Through Innovation - #7552k FA 50 Artificial
Intelligence in Medical Epidemiology ( AIME ) £J CEO Dr. Helmi
Zakariah Z%ﬁA%*—J/DJUEiEE% TAAMEERER (AE - |1E  IRIR -
Mg -~ %) HQ'EE—K e EBRABZBEZRINEE  BASE
’“’TEFTZT ﬁéi CETERMERZDE - WRAE R E RS
(1F=VNE



o fm

(5) 3 _& Asia Partnership Conference of Regenerative Medicine
Associations (APACRM)

AREEZENR2018F4BE M HREBARRRER  AERP L
2T EEE K X2 N - APACRM(Asia Partnership Conference
of Regenerative Medicine Associations A X &5 _ B €% - HA X
FIRM(Forum for Innovative Regenerative Medicine) X ## - HHZF
EREDNZERBEER EHRIHA (harmonization) - 3w
Bl ARIRIE R ERZKNER - DUREME TR AR R A
NERERFEEIERN - AKX A FIRM & %8 BPIPO Bim&E i T /0K
BETEEEREMNNE - HEFE_E APACRM BIiIEE R (Round
Table Discussion) °

(6) 2019 International Society for Cellular and Gene Therapy (ISCT)

=

AREZFNS5H29HEZ6 51 HREMNERAEH  HERT
DRER/NHERRNRSI  AERARESERSREEESZNER
e -awgaP  BREEZFBSEIFTADT SRS K RS
R MBUMEREFRIRBEEREHEEN - 285 +F  UZEF
SEBETH®  FECRREAE  BESHAR - ZIeEAm
(pluripotent stem cells) - B4 T2 FBOEAT - ELSHNEREZEE
z - BfEERMERRHENER  mENEE  AASE - Bl
b SBNWETERZRAINMNE (—X)EEFEEH(=X) H
o8 pre-Conference Workshop & 11 & #f &5 & B F5 17 - ©23F Global
Regulatory Perspectives(GRP),Cell Processing Track, MSC Clinical
Trial Updates, ISCT-CBA Cord Blood Series, 1 & ISCT-FACT Cell
Therapy Quality Bootcamp ° Main Conference &7 &% fY = 78 40 :Car-
Ts beyond B cells - Complex Cellular Structures: Releasing the
regenerative potential of cells » ISCT-JSRM Joint Sections: Clinical
applications of Human pluripotent stem cells * Commercial strategies
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for expanding global GCT Access * Immune Monitoring and Tumor
escape * Advances in Cell based therapies for pediatric and adult
patients & - BINHAIE R REEEBBEEENHE - EXRM
MHE S - Eiach/0 T ERAD e B B K B i PR B R B RE s ==
INAIRIS R HEFEIEN - FFZS MM UNEREBLBE
P ss AR PRANBRIR N AR AORE - WHESZEAN T ETERER
im o 2Nt EEBENLMNBREESZEARAR / ERaERH - 5
BHEMBS e EN S RS -

(7) 2019 DIA FEI£E (China DIA)

AREENRSHA20-22 HRPEHIEREY &P O0AKREE
HREMEERNRSN - ARESEES " FOTARK - BOHEENER
B, -5820HKICHEER 5821 BLFESIHNE 715 -
5A21 HMNFENHES @ BEEmEMSERxEEHETSEEE &
BRIK - A\TIBES  BZSEBERVTET  AIRE—BZEE
BT~ NMNEPHREEFENRESAKAEEE - M " BN ERE IR
EEZHABEREBRGRE N RERRER  S=HEEAZARE=
NEZFBMERIBER - DAMERAKMSEERNB/REZRAD
BB - BftE 1 GCP RS BEEDIEAME - BUSTNK
B - BKEM 2025 FEREHEFZT=-"HBE €K /5528
Z 7 CRO AN E - HBI S BN R IR BRI IT - MEAT
#38 2018 I 12 AhHETGSEE 4+7 Sl BB - BEHHERE
TEEFNEENB NENITE  RAEQENEAIBER - EIb
EEERAE - FRE P EE R IR EEHEESEERRDN ZER
AL - SRR ¢ 1. HiE T BT EM 3R 8RR B 2 R iR iE B B Eg
B aE22FEHMEEHEAABIEEQ ZHRFES  REEAES—
BEBRIKEE - DI iR R BRI RPN ERT & 2. BB BMFEIMN -
FHNEEGRRDBENEAREES SANRTEGEIHFFRAEZRT L2
BEEN - 3. HaEBABER I TENZEZNNIHE  BEUSE8CS
AR BE 7R BRE -



(8) % 11 BRI REERMEESRE NI ERERE

SERENEEENENRLE Z8H - AP LRBERFEHE
2% 1 BEREEENSELRG LRI RESE N6
A28 %30 BECEERET  THEA T TANMBERRERS B
EEREBBER, -6 820 AAEHE 1. DAMBEBRERE 8
EMEREGEEMA B 2 BREAPNEEER ; B3 ENE
EMEERE AR -6 5 30 B P 4; ERSOREE HTA HE -
KBEHEE800 AL/ BHEREIHHNSERBEERMHETHE -
£ 6 B 20 B ERFESHE R ANEIRRLT -

B

(9) 2019 ZEFEIHSERRATFETEE

RREER 6 H10-12 HREBIRERMEBY - BhaP/0HE
SE/NHARRREZM - 2019 ZEFRHH S EAMSTFEE (2019 ICSA
Applied Statistics Symposium) 743 B2 E= #8517 157 & (ICSA) 2 it 7 ==
AMETROEZMANG - BFEFRS  BREAZABUIEENEE
BE HHEBEMat  BUBFET  £EYMRETELTE nEFELW
TTERRGEARAEE S, - [REBEHKETA - DIREBE - RUCRESHRIZE
E-EBE -B2ZAHTEYVBEDRREMEE ZFHTE RN ZER/N
HRINEBIE(E "Session 12: Challenges in implementation of ICH
E17" Z Panelist - 3§ 3 "Experience of Reviewing MRCT Results
and Expectations for ICH E17 in Taiwan" - /T 48 & & CDE 2 MRCT
BEKE TRIEEEFIZZBEEI7REA] - WEE US FDA Dr.
James Hung ~ Merck ZZ[ig Dr. William Wang E2 Boehringer Ingelheim
#Z R Dr. Mary Zhao T treatment consistency * subgroup analysis
LUK regulatory consistency &2 E TR s R MMER RS - E A L
¥ E17 P A panelists WEIE 2 — BB - 2 E1TTWEMEERR
&t - pooled region (§ff&1E ) BEE L E & HERRE = intrinsic &2
extrinsic & - —BUMFEEE N EZERNER R subgroup FFABEEK
EMET LBEEE B ICH E17 WIRRD - M TSRS A EIETTR
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A R ERR, - HIE5E 2 MRCTs S8 8 BT IKELD W -

(10) BIFREE AR EmE L/ (IPRP QWGG)

IPRPQWGG EZ N 1M B 1316 HR MK E it &5
DHEBRERFNERRNETKZSI - BR % @A 5 = (International
Pharmaceutical Regulatory Programme, IPRP) % IPRF (International
Pharmaceutical Regulators Forum) &1 IGDRP (International Generic
Drug Regulators Programme) /% 2018 FIEX & 2AS 2582
ZTHERTERRE  TEZA MEEBRER AR BMERER L
B1F - ARE#ER IGDRP FA IPRP B E=RTF/\HEH - L&
JR IGDRP Z T1E/NAHEF - AREFINK (HSA) T8 - 1R 2019 &
MA1BHEZ 14 HEMIMKETEZEZnE TF/MEZEYESE -
AREGENEFESE - BB - s - Bih - =M - B~ FK -
it ~MEX - SHELERE 27 EPUAR BN LUK R ES A8 (WHO) -
PR 3= H/J\iﬁFEAIYE/J\iH%‘E%EP%’L‘%Eﬁ%“E?BZSHEE%W?”WH?E’J?ET&F
# | (Refuse to file) - M2 TFIEE R - RESBHBEZENEE
BRI EEEE -

(11) APEC Center of Excellence pilot workshop on Advanced
Therapies

AREZN7TH29H-881HREEEWEN kP /OH
BREBENAEARNERS - D XEESFE % (Asia-Pacific Economic
Cooperation, APEC) i Xt AR ANKESFF S - IRB 21 @
KEE=Es  HEGLIPZESIL (Chinese Taipei) WEESLH - BIE
N EE 22— - APEC H T2 A& % Committee X Forum - EH F Life
Sciences Innovation Forum (LSIF) 452 2002 £/ 1 - BEEE=74
SE7YE . BNRAZSLEREWNEEH ZKIRIE - LSIF
#2 | 2 A Regulatory Harmonization Steering Committee (RHSC) &
APEC Harmonization Center (AHC) - SR ERIAEZREBNR —K



BS 7 =< O

(Regulatory Convergence) ; BB EEm I mE - € EX ; €
# APEC 28BN GERENRE ; XHSEISEHM ZBIREZER K

SEET

AHC & & Centers of Excellence (CoE) - CoE HH & % 3l &
AR ERREAHBIARE HPEYHWERM CoE &
NorthEastern University (NEU) It APEC Advanced Therapies 3!l
#h 2% 72 B B NEU 2 Biopharmaceutical Analysis Training Laboratory
Eup . IERFIBZRIZEIRRH 7 5F 2 B Advanced therapies 18 8 2 /&
i B AAMEREMNMERNRETER B - ZE&RR
EHENZEBMESE 2T - B81F Stem cells ~ Car-T cells * AAV-based
gene therapy * CRISPR - DNA/RNA based therapies 1 TCR T cell
therapy... ERE - 55 L% w8 B (A iR 2 7 7 36 7 U B8 8 72 iy [ i 2
EBEEEHEE -

SIILAIERERTE - ol B RERRER L RRBRREH
PREERR) 28 - SEARREUTERRAREERS&R - DIAE
BEEFEERZEmMMEREARR - ROSEAVAREK - DUNEREIH
BEAMBLR  olfa T e BERAR R R ERERFERE 2 E% -

(12) 2019 BEIFREMHEERETHSE (International Society of
Biopharmaceutical Statistics , ISBS) &%

AREEN B8 H25-31 HIRNBHAREEY  ERPLOBENEE
EE8 BREBEXIHHEINEEERBARSMILEFRES - BR
EMBEEF T E ( The International Society for Biopharmaceutical
Statistics, ISBS ) EEESHHEREHBAEENFTERT - ZEITH
EZUZIKEMETHIE - ERHIHE - B ENFESTEX I EER
MR - REER - DIRMREAR - EMASRAREEYHESR

"Rt AW . B EPEEINUBEERKERR - HE
ZEEMBEYEIES (FDA) ~ BONEREIES (EMA) - LIERH
AR AR EE AL -
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mEE E B B E B E T Invited session 1S04: Re-thinking
estimators within the estimand framework B9 # & - & # L &
45 : Mixture of multivariate t linear Mixed Models With Missing
Information - BFEABTHEBEIPICHE  RI)WABSHE - EIR
COEE#sI mHEZEEEXRESE ZI MEEEEFNE
£ Topic-contributed session TC10: Designing clinical trials with
recurrent events HY discussant - IE3FB7NEE ICH E9 (R1) AE1EET -
WWE & imEE D B 3 27 : A Framework to design clinical trials
with recurrent events * Main estimators and sensitivity analyses £
Examples - &P E I Session Chair HEE  HEHNURET—RBES
recurrent events FER PR ER - ETEMEARIKEE 250

%8 18 & F £ £ 0 Z session %4 "The Implementation of E17 in
Asian Regions" - HE|FFtESEEIFTRER - BEEFEBES "Taiwan
CDE' s Experience to Review MRCT Results" - 5 AAH Bl £ #7115 M4
SREl BB E R B - ¥ 5 MRCT (multi-regional clinical trials)
HEEEL  SFEFMEE I A6 (pooling) 24T ~ EEEE) B ERIKER R,
EEERER A A GREERES - 128 Onivyde B2 Keytruda Ml — 57
HREE ML 5= -

T W EE S £ I Z Session %4 : " The Implementation of ICH
E17 in Asian Region" #2EE5% A ; " Demystifying Estimands for Life
History Processes" #& £ 59 & & - i Ll " Estimand Framework for
Recurrent Event Data, /228 3% )&% ; " Estimand, Missing Data,
and Sensitivity Analysis " - IEEABSE KBEREA -

(13) 2019 £F Indian and European Regulatory and Quality Summit

En?‘z

AREZENRMB1-6HRINEHEEERY HER PO
HBIREETERKLSN - LS 5% B ARAP(Association of Regulatory



Affairs Professionals) &2 TOPRA (The Organization for Professionals
in Regulatory Affairs) L1 & EFPIA (European Federation of
Pharmaceutical Industries and Associations) £ [ £ #i# 7 Indian and
European Regulatory and Quality Summit 2019 - ZEA8M KX - £
T % "Thriving in a Globalised Regulatory Environment" - & & £
Z2HERINETER/BMATBEZEZREUDRERNET -  §&
F—REIMEERSEM LS ZAMH "New Drugs and Clinical Trials
Rules, 2019" ~ 16/~ % ~ BM S ; F_KE i IR IR RiEBE
FEFH -MERNENZES - BEE BN Session Two  "Global
Clinical Trends and Advancement" X "The Role and Implication of
ICH ES&E17 to New Drug Development and the Design of Global
Clinical Trials" R 2383 Ers - B CaBHZE T 3ERISRES1E ICH ES &
HEZFE17 - WRITE AR ES B E17 - ARMINEMF 2R M9 B HESE
2 EDIRFRIEAREINAEAM 2 ZE 0 s ERBENRIE ; Al
PLATO sl 52 #E 7/~ 38 & Z aspirin ff | = =R 1K Brilina & - Iressa
RUAFFES 3 BIZ TP 7 A2 biomarker (EGFR) BB E - EH KR
RO ERBEYRZARMEIINAMEF - BEREZESERMN
ABFRBRHESBREF - REEBEALLES 5 & & 2 %I (Omacor)
E17 A% E 2 %6 (Onivyde) - DINBEEER 7 BEBEESRA -

(14) H—f@on MYt EE SN E

AREZNRMA1821 HRN REESE8H ERP LOBEME
FEEEENERES - YT 22 (Pharmacometrics) 4 L BB &5 B
(Mathematical models) #ETZEYMR ZIERARIE - MM GIER -
BREEEFEURGRERENERARESE  ERIEFERETDIEYET
SEETHBEBEENEREBREE - L REZH/EETINEY)
STEEMHE  HEEEEEER/)\D FEYR PBPK X Modeling
Simulation ~ 4 #) 2% fa #J Pharmacometric Modeling * popPK F& FB 5%
Bioequivalence - M K &3 Real World Data 89 Pharmacometrics 5 -
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SE L REE - 7 B pharmacometrics R MZ B E R EAMEAERE -
BB ER

Rt BESEEMEEHREY ISR IRV LA
% - DUBESEZEMBAENZERE  WieEHBEEmEE AR

(==
ST °

&

(15) 2019 &5 11 @ZER R EEAAETFES (International Chinese
Statistical Association (ICSA) ;&

RREEN12H19-22 HRR P B A N 22 3 - B & B P /O
EEXEEEEXBNRREZM . MRS _LIEE Session S097: Recent
Development on Missing Data Issues under Estimand Framework &

& - Pl " Mixture of multivariate t linear Mixed Models With Missing
Information" A B R EH - BEANBEZER =387 Part 1: /T 78
ICH E9 (R1) &P Estimand B & % ¥ i {@ attributes (Treatment
Population - Variable ~ Intercurrent event £ Population-level
summary for the variable) &2 ICH E9 (R1) & Sensitivity analysis £
TEF ° Part 2: 7743 Mixture of Multivariate t linear mixed models with
missing information - DI R#E X L E L HE B2 - Part 3 L National
Institute of Mental Health (NIMH) Schizophrenia Collaborative Study
% - A ICH E9 (R1) P 1E 2! treatment policy strategy (intent-to-
treat principle) - B )R £ % H 7504 (0 : Last Observation Carried
Forward - Baseline Observation Carried Forward - ANCOVA for
complete cases - Multivariate normal linear mixed model & 757% ) t&

B - SRIRULTA I LIS R AREFEIR -



Z - BEEESINEURIIRESE

1.2019 RSTO T <5
( 2019 Roche Singapore Technical Operations; 2019 RSTO )
RREFHNR 3B 4 HRAMFZRER sk OoBATEIEEEEN
=210 - 2019 Roche Singapore Technical Operations (RSTO) €%
E%Lﬁ’rﬁEﬁé&ulLIF‘%MEW*J”*‘UErIFE i ARBEETEE
BZ2NAH—ANINE  LTFEEHaARENEBMDIHEZRA
[RREZEEBEHRES - Tx%%EEEEKi&E%?EBZ% Head - Finny Liu &
TR EZp 7 HEEERERHERATCERZIAGE  REBUERA
#FE 2K Head - Thomas Schreitmueller 54 73 = 4 ¥ 2% qp B3 = 4 A8 B
ZMBRERBRZERMASEERS - MTRIZEZE Roche IR
IR EYEE @R ZEEEMRSTO - EFEB S TFFEEA TR -
TEMAAEEESE -

2.PMDA-ATC & WHO Pharmaceuticals Review Seminar 2019

ARMAER 7 B 21-27 HREAXRRAEWLHER - Eiad /0
RSP LRSS HIERLBRRS - N SZHBEZ PMDA B
FREEHES WHO HEI2EH - FEEHEE : PMDA AHBIZRTE - #%
=EHIEREEEYR  BREFEFE - LHERZEMEAR - WHO
ABAZRBETHAE BN S IE © ICH E8(R1) seminar - LIKZEME I £5) -
SEIMNE - Ro FEHAHREREEZEERBASHNE - T
HEHMBENRBEIASEENEE FVZBEERE - CFEE
REBEHRESHERBE AR 2R
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= BPKREERAFE

1.EtELRBES TS

"EEARBESREE, MHER 1051 BERERRES
TEBSHROET - Hi 304 ARBRE - gERAREHRES
STYVEREEY  BERE RIS EREASR - BEERE
AE (CH) S EEEFRAR (MRCT) 53] E17 « ETHE - mER
EERFRENEEBERS - BEEAREE  REEHENE
AR RER - BCEHESFREESYAE - BICERE - 55
$=HREARDS  REREREEEL -

2.2019 Asia Pacific Workshop on Social and dministrative
Pharmacy 2019 FE =@ K EEIEHEBfNE

EERPOR7HAI0BEHE 20190 FE - A B HEEHEE
Biistg,  THEILBEARESHESKREMRHEE S IEEN -
ETEBE-—UBIEERENZHEHTAZRLR 823 HAR
RABHE Isao Kamae - Z=E IF H A B # % Usa Chaikledkaew
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