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Inspection

Center of Drug Evaluation

Clinical Research Malaysia

Clinical Trial Registry India

National Clinical Trials Singapore
Department of Health and Aged Care
European Federation of Pharmaceutical
Industries and Associations (EFPIA)
European Medicines Agency

Greater Bay Area International Clinical Trial
Institute

Indian Council of Medical Research
International Monetary Fund

Korea National Enterprise for Clinical Trials
Korean Ministry of Food and Drug Safety
Medicines and Healthcare Products
Regulatory Agency

National Communication Commission
National Health Insurance Administration
National Health and Medical Research
Council

National Medical Products Administration
The National One Stop Shop

Singapore Clinical Research Institute

Taiwan Clinical Trial Consortium

Taiwan Food and Drug Administration

Therapeutic Goods Administration
U.S. Food and Drug Administration
World Health Organisation
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Quality Assurance

Manager

Intern

Administrative Assistant

Clinical Research Assistant (CTA)
Clinical Research Associate (CRA)
Regulatory Affairs

Project Manager (PM)
Pharmacovigilance (PV)

Medical Science Liaison (MSL)
Data management, data administrator
Statistician
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=& Food and Drug Administration (Taiwan)
B Human Research Ethics Committees

[ Ministry of Health and Welfare (Korea)

Medicines and Healthcare Products Regulatory
Agency

IMMZEAX Health Canada

52

National Medical Products Administration

HE (China)

HZE Pharmaceuticals and Medical Devices Agency
¥rN¥®  Singapore Clinical Research Institute
EBRPga Ministry of Health (Malaysia)

ENE Central Drugs Standard Control Organisation
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https://www.fda.gov.tw/

https://www.nhmrc.gov.au/research-
policy/ethics/human-research-ethics-committees

https://www.mohw.go.kr/

https://www.gov.uk/government/organisations/medicin
es-and-healthcare-products-regulatory-agency

https://www.canada.ca/en/health-canada.html
https://www.nmpa.gov.cn/
https://www.pmda.go.jp/
https://www.scri.edu.sg/
https://www.moh.gov.my/

https://cdsco.gov.in/
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IRPMA members (in alphabetical order)

AbbVie Biopharmaceuticals GmbH Taiwan Branch (Switzerland)
Amgen Taiwan Limited

Astellas Pharma Taiwan, INC.

AstraZeneca Taiwan Limited

Biogen Taiwan Limited

Bristol-Myers Squibb (Taiwan) Ltd.

Chugai Pharma Taiwan Ltd.

Daiichi Sankyo Taiwan Ltd.

Eli Lilly and Company (Taiwan), INC.

GlaxoSmithKline Far East B.V., Taiwan Branch (Netherlands)
Johnson & Johnson Taiwan Ltd.

Merck Sharp & Dohme (I.A.) LLC, Taiwan Branch (U.S.A.)
Novartis (Taiwan) Co., Ltd.

Novo Nordisk Pharma (Taiwan) Ltd.

Pfizer Limited

Sanofi Taiwan Co., Ltd.

TCRA members (in alphabetical order)
Efficient Pharma Management Corporation
ICON Clinical Research Taiwan Limited
Orient EuroPharma Co., Ltd.

Parexel International Co., Ltd.

Novotech Clinical Research Taiwan Pty Ltd.
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it 4% — PART I— R AL 55 : DA Durvalumab/$ FH 72 /N i it 1253
=

EEEZEmERaRENER - Durvalumab(MEDI4736)EEJ?Eﬂﬁé FAITEREDHBREAIME  E3EE

= IR/ AR imE VPRI RS EELE - EP LU ImEEABEENSE1/2ak8 /_/__Hﬁﬁuu};ﬁnftnﬁ%&%
EETT - BRRAREENTE - Durvalumab =& 5 A/ RN E BN ELE - o]EEEIZIN5.1EHMaHE

FENZEBEUR -

BREEM
TREAIEMQALY
2.24 QALY!

A13 GDP (£)

10957 & 52

T FEFH2(20-645%)
SRR SRS
17%3
3| B HRAR : REREREAR yoo 3 T V(R RS

1 Liu K, Zhu Y, Zhu H et al. Translational Lung Cancer Research. 2025;14(8):2942-

2953.
ARBEAREEAN N ERMEREUREEENERSE 4 == U0 Nl
2EEHBEAS - 2024 AIGDP%1,093, 2135 A 200 151 E
JEREREECCABEALSAN - TREKRERAE20-645% FH1GtE

A3NEREEE ST (IMFINZI Injection 50mg/mL) BRI GRS -

CDEFRMEAN/NRMERKAFSEAL - DIELFHE
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b &% — PART T— PR U 748 2 232 1 A st
LlDurvalumab k&R & B 2 1]

/% SEWRARR1,334 AN ; EF R EFEFIERENHREE R4

B4 ¥1ER4E RFEEMEHAEGEN)
i yez Durvalumab 1500mg Q4W Platinum-based SoC Q3W SmaiaE A9 %EE (512)
(MNCT03003962 %fl) . 45ZEh{ITE]7 cycle ( PemetrexedsfGemcitabine ) &  NT511,822/ A ;

( Cisplatinzt Carboplatin )
» 45 ZE P 11204 dose

FLiE \ Datopotamab deruxtecan Q3W Pembrolizumab Q3W+{E# L& SMEEE AN EEE
(MNCT06112379%61)  +Dyrvalumab 1120 mg Q3W (i A18 cycle - fii#€9 cycle) NT2,088,106/A ;

(fl7EI8 cycle - fli#&7 cycle)
iR ‘ Arm 1 Durvalumab 1500 mg Q4W Arm 4 Sorafenib 400 mg BID - Z2MaiEEAGSEEE
(Pl NCTOs208451%f) . 482 i1 15.5 cycle REEE 4.1 A 785,253 T/ A ;

Arm 2 Tremelimumab 75 mg x4 dose
+ Durvalumab 1500 mg Q4W

- #22EP{{1£(4.6 cycle
Arm 3 Tremelimumab 300 mg x1 dose
+ Durvalumab 1500 mg Q4W

» %522 h 18] 5.5 cycle

KSR BREBWAZCAIGES)HE @ MNEF9FTEAIZEE1028/A - aeThRRaEEEENZEEL13.6/87T

5£1 : 2025%Durvalumab®/%1£136,8187C ; Tremelimumab 300mg/wa|1 #{R{E1%350,0007T ; Sorafenib 200 mgfE1&8567T ; Gemcitabine+ ( CisplatingtCarboplatin ) R EE L
12,5887/ Q3W / A ; Pemetrexed+ ( CisplatingfCarboplatin ) $2{R{E154952,89370/ Q3W / /\ Pembrolizumab#2 R {E15%7143,046 / Q3W / A

2 R E! Aiﬁi—i%ﬂ”iﬁ)\%ltbﬁﬂﬁ‘ﬁﬂ MW PR ERERAmM 1 2 3 - 42EEBRIRGER f%i%?r';i(%g}\ 153 A : 393 A : 389A)

513 o b - 3L APEERIRE R ABIEEBI 5 BI/S338 ~ 222 ~ 260 A
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http://clinicaltrials.gov/show/NCT03003962
https://clinicaltrials.gov/ct2/show/NCT06112379
http://clinicaltrials.gov/show/NCT03298451

ff15% —PART I— A A = 2. D Pembrolizumab & F A B B =2 1 3L
Jeit B 2% 7 2 191

EEEZEREKREBENAD - Pembrolizumab HIRWT & 2P EFERHBREGHE ° ZIRMIBE FEAE 2
AR S EEEETT - ZRERAREERNME - Pembrolizumab EE & AZLES K%ﬁﬁlﬁ - O] E IR

21.3BMEBEENZAEUR -

BIEEEM
FEHAIEINQALY (A& 9.33 QALY

. ${5848 7.76 QALY)
148 QALY = 1.57

EZEXENIRER

BHEHEE

HIEF1 QALY

0 {32

oJig2{& A9 GDP A$8 GDP ()
1098 a2
T FF#:(20-6475%)
Bz EREER
72.4%3

S|FHEUEERRIR :

15835595 (Keytruda Injection) BERITI MRS S| B EE TNBC s RSEE .
LM EEY (SFTEEN + REZEK ) HWER - 1Y SoC O] TBEHKLSIEX FELRSEREAY ETIFEEMR
K# = 2x At GDP

3EEHEE NS - 2024F AYGDPA 1,093,213 &

AERBEEINMERESRRS — fF Y 4 21.3 B
55EEFEF 51 (Keytruda Injection) BERIIMARESHAER - BRI EREY E""‘]856/\ =
SEAY - USEAERFE
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) Pembrolizumab [ 7 52 B 25151

SENEANHK2,200A ; AR SEFEFEEENHBES /99

5

FEE

(L:NCT02555657 %4l

Bt

2z

Pembrolizumab : 200 mg Q3W - #43 %1y
#1493 cycles (62 X)

Fifiee

(BANCTO03066778% 1)

Pembrolizumab 200 mg - Q3W - RIIUEIE
HREPMIR 7 cycles

Arm 1 Pembrolizumab 200 mg - Q3W + {&
# 15 ( Gemcitabine + Platinum#8 ) - 45
Zh {18 11 cycles

Arm 2 Pembrolizumab 200 mg - Q3W - #§
Zp i1 8I7 cycles

PR b K2 e

(MINCT02853305%l)

Pembrolizumab 200 mg - Q3W - &ff{bE
( FPE{CAPOX ) - #3#h{i18{%910 cycles
(6.71ER)

1==Kr—;
B 78

(BINCT03675737%4)

BHER{EE EP ( etoposide + platinum ) -

HERAE

B4t 158 Capecitabine / Eribulin /
Gemcitabine / Vinorelbine + %3 %&

th{i1813.4 cycles (73 X)

Placebo+RIUERRZ S HEHLE
EP ( etoposide + platinum ) &2
HEEPIZ 6 cycles

Arm 3 Placebo+E# L&

( Gemcitabine + Platinum%g ) &
=3

HAEEPAIZI 6 cycles

Placebo + {b#& ( FPECAPOX ) -
43P (T 21498 cycles ( 5.6 187 )

RIREIEMREAE (1)

M EEE AITEE 5L
B (5§12)4INT$265,585 / A ;

ZmaEEANIHEEEN
NT$521,273/ A

ZMNHEERE AN EEEL
NT$956,5287C/ A ;

A8

ZMNHEERE A EEEL
NT$848,61070/ A

RERBEREBEWAZLLAIGE3)HE - MEFIEGFEADZEES/A - SetiRARABERENEELN13.2/87T

51 : Pembrolizumab®& X #&#2£143,046 7z ; Capecitabine * Eribulin *

etoposide BREIE 7 5l %53,8637051,2907T ; FPEREZEXI1,34470 ; CAPOXEBREZXI14,8207T
A2 R ERASERRBAEAZRLAMEE - ZINBREREAmML ~2 3=HAHBL : 1:1

A3 3L - e - PR DA - BREERAREL BR ABILEAI D BI&203 - 515 - 158 ~ 204
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