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M HHE /NS (non-small cell lung cancer, NSCLC) ZJ 5¥2 i 1130%, Tk L4552 S 4% DL AT V) B A7 A 1R
KZER ST FARYIGRIMINSCLC, H iy ibsdEiay7 & 2y, (H2 835 RS FEAEAF R T20%. PACIFICHE
FRIE LML HFER, AT DIBRMNSCLCAGi6TTH, H— AT EEFM (progression-free survival, PFS) Fli
HA7EH Coverall survival, OS) #BFRAF PHMESE S A ARG 7T, AF T 45 AL 00 BITE20 1 74E IR 88 N FH32 4> (Buropean
Society for Medical Oncology, ESMO) 12018414 tt #filifig K< (World Conference on Lung Cancer, WCLC) LA,
[EMHLEN Engl J Med &3, A3 IAA T PIERINSCLCA Y7 Sita ) B i itk e

JRUEPACIFICHE 045 3 2 THAAS vl VI BR NS CLC &2 [R5 U7 J5 1) S R 25 st A1) 71 durvalumab L ] VR 7 S48 T %7
P, FRANA — L8 o) BHE AR AR o & S PD- 1SR A BT i 45 S0, IRRATR SR 2R, PD-1
R 5 AT R AR VR 97 BT 0 A, B AT IEAE HEAT T IR I R 78 B AE 4R AL T [R) 28 PD- L3 F0va 7 AN AT V) R i)
NSCLC, G AR MBI Tt 45 R TAVRMEE U IG IR IBIT 77 %o X, PACIFICHE Jt 1A 50 A K IPD-L1 KA <1%
I NFFOSH A 3R, 0T TS 1 75 ZdEATPD-L LRl 1 2 G R va 7 i i s i i @ . 28 =, PACIFICHF R NHANFEZ N
EwE, ZXRTEARTE S TEAR, ST W& W IR £ I H 2 % A KK 73248 (epidermal growth factor
receptor, EGFR) FRAFNFFRMIE A, X EEHE ARk F B MO 17

AHIAY I E20184E9 H R FKAEN Engl J Med — WINSCLCE iy rcfde e ',
FHPACIFICHFSY, & 7F b durvalumab 5 %2 /& 1 B=
FWERYLIERTY , R 1T DSR2 5L ah iy KZJ1/B3HINSCLC B TEFIZ I 1Y 73 3010 T
BT G A B e . AT R YIRS I 2 R B . R AT TR BT R B T

WEEE . TEIB  E-mail: 18638561588@163.com




234 B=ME, F DurvalumablBSHHYSBATUIRREVSBBMRAIR/) \MBIRAEE A0 N AR 38 —PACTFICER R %

NSCLCEFHM F , PrEIRIT Irik e LU Jy Jk
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M AR 28 A L B ST
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Durvalumabjg —Fik 8tk . moEft . A
EPEIgG LI sEREYLIR, REFHITPD-L15PD-1%
CDSOM4 5, M T4H M REAE IR 51| - 4% K g
1) AN S £ 1 1107 N 1E0 S R TI vs N  4 1)3
T AT B34 T R 4N P PD-LRg Rk
M PD-L1 A3k 7K 2 durvalumaby 2% 11 T
%, iz & durvalumab A] fE2s Ak 7
Je BB R I R AR 4 o

PACIFIC/Z&— I 5 &R FIX iy 2 bt . B
BL. XCE TG RIS, PPAL T o5 K 2 a5
il 35 durvalumab X 42232 [A] 25 BUAR ST J& Ak e ) T
AR YIBRNSCLCEBRZ PR o i 2 ik
AR E T20174F9 H £EN Engl J Med %3 17
gEIRRH . 5N, durvalumab i 35 E K
TPFS (AN FELHZ—) , PALPFSI5I N
16.8 (95% CI: 13.0~18.1) F15.6™H (95% CI:
4.6~7.8) , BRI EBFE TR HH0.52 (95%
CI: 0.42~0.65, P<0.001) , FEFX—255%,
durvalumab ¢ 4tb 1 H T LAEAZE 259 R Sl i il b
ISP IR AR BB LI | AT IR Y TTHINSCLCH)
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TR G OSHILR, WA A EoB AUPFS IR 2458 i
A B2 4
2 HMREER

A LSV F 5 e S Y . AR
P E PR 52 Bk 54> (International Association
for the Study of Lung Cancer ) Jii i s o330 F M
( Staging Manual in Thoracic Oncology ) 2 7h 4311
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| 983 patients were enrolled

A

270 did not undergo randomization
225 did not meet eligibility criteria

A

35 declined to participate
6 died
4 had other reason

713 underwent randomization
(in2 : 1 ratio)

v

v

476 were assigned to receive durvalumab
473 received durvalumab
3 did not receive durvalumab

237 were assigned to receive placebo
236 received placebo
1 did not receive placebo

v

v

232 completed 12-month trial intervention
241 discontinued durvalumab
14 withdrew
73 had adverse event

1 did not adhere to protocol

148 had disease progression
1 met trial-specific criteria for

discontinuation
4 had other reason

82 completed 12-month trial intervention
154 discontinued placebo
12 withdrew
23 had adverse event
1 did not adhere progression
1 met trial-specific criteria for
discontinuation

'

'

476 were included in efficacy analysis
475 were included in safety analysis

237 were included in efficacy analysis
234 were included in safety analysis

1

HEBENEER

Fig. 1 Trial enrollment and outcomes of the patients
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Fig.2 Group sequential Holm procedure
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Tab. 1

Baseline characteristics, stratification factors and prior therapy in the ITT population

[n(%)]

Characteristic

Durvalumab (N=476)

Placebo (N=237)

Total (N=713)

Agelyear

Median 64

Range 31-84
Gender

Male 334 (70.2)

Female 142 (29.8)
Race

White 337 (70.8)

Black 12 (2.5)

Asian 120 (25.2)
Disease stage

A 252(52.9)

B 212 (44.5)

Other 12 (2.5)
WHO performance-status score

0 234 (49.2)

1 240 (50.4)
Tumor histologic type

Squamous 224 (47.1)

Non-squamous 252 (52.9)
Smoking status

Current smoker 79 (16.6)

Former smoker 354 (74.4)

Never smoked 43 (9.0)
Previous radiotherapy D/Gy

<54 3(0.6)

=54 to <66 442 (92.9)

>66 to <74 30(6.3)
Previous chemotherapy

Induction 123 (25.8)

Concurrent with radiation therapy 475 (99.8)
Best response to previous chemoradiotherapy

Complete response 9(1.9)

Partial response 232 (48.7)

Stable disease

222 (46.6)

64 64
23-90 23-90
166 (70.0) 500 (70.1)
71 (30.0) 213 (29.9)
157 (66.2) 494 (69.3)
2(0.8) 14 (2.0)
72 (30.4) 192 (26.9)
125 (52.7) 377 (52.9)
107 (45.1) 319 (44.7)
5(2.1) 17 (2.4)
114 (48.1) 348 (48.8)
122 (51.5) 362 (50.8)
102 (43.0) 326 (45.7)
135 (57.0) 387 (54.3)
38 (16.0) 117 (16.4)
178 (75.1) 532 (74.6)
21 (8.9) 64 (9.0)
0(0.0) 3(0.4)
217 (91.6) 659 (92.4)
19 (8.0) 49 (6.9)
68 (28.7) 191 (26.8)
236 (99.6) 711 (99.7)
7(3.0) 16 (2.2)
111 (46.8) 343 (48.1)
114 (48.1) 336 (47.1)
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ZEHR oK, 2990 B F (durvalumab4
18341, ZRFIAH1166]) KAET:, OSH)
W B VISR 2524 A o 5 R ERIA L,
durvalumab 2. % #EK T 0S ( HR=0.68; 99.73%
CI: 0.470~0.997; P=0.002 5) , k3| T HF5EHH
PR OSHI G 56 /K #E0.002 74, durvalumab

AR AT KRR T732% (E3) .
W (3 PFSAr 5 17.2F15.6 ™ A ( HR=0.51;
95% Cl: 0.41~0.63) . 4k, durvalumabZ14F
OS*# (83.1% vs 75.3% ) FIAFOSF (66.3% vs
55.6% ) [RIAEEAT AL

No. of events/ Median 12-month 24-month
total No. (O} OS rate OS rate
of patients (95% CI) (95% CI) (95% CI)
month % %
Durvalumab 183/476 NR (34.7-NR) 83.1 (79.4-86.2) 66.3 (61.7-70.4)
Placebo 116/237 28.7 (22.9-NR) 75.3 (69.2-80.4) 55.6 (48.9-61.8)
L0 T g Stratified HR for death, 0.68 (99.73% CI: 0.470-0.997)
0.9 *\\k, Two-sided P=0.002 5
: Y
\\
0.8 1
\____HM\
- 0.7 1
©
g 0.6 : Durvalumab
2 i e
= 0.51
2
ao: 0.4 Placebo
0.3
0.2 1
0.1
0.0 +— T T T T T T T T T T T T T T 1
01 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45
Months since randomization t/month
No. at risk
Durvalumab 476 464 431 415 385 364 343 319 274 210 115 57 23 2 0 0
Placebo 237 220 198 178 170 155 141 130 117 78 42 21 9 3 1 0

3 ITTA#KOS
Fig.3 OSin the ITT population

DurvalumabZH {% 8 A 55 7 sl FE T i A4 22
TRV, 80 9128 .3F116.2H (HR=0.53;
95% CI1: 0.41~0.68, [¥]4) . Durvalumab H B4
AR (22.5% vs 33.8%) Flk A5 5 & i 4 1
B (6.3% vs 11.8%) WHZF AN, LIk, Pigl
fJORRS5130.0%F117.8% (P<0.001) . 18~}
FREL G253 M 73.59%0F152.2%

UL BN, PSR R i & AR 2%
SHGH X, et S e RaE 1 —2. Mg
I WL 3/4 A R FH AR ARG M R (4.8% vs
2.6%) . TEIVEM A (1.3% vs 1.3%) FURGLPE i

(1.1% vs 1.3%) . W2 53 0429.19%F123.1% 554
I EAN R R, AR FEBET 500N 4.4%

16.4%
5 Hit5R%

TEPACIFICI SR A H 7AHh, *F ik AR
Y5 MAINSCLC 223, durvalumablf) F 225508
WA T B0 . WA Z [B] 6 PRS 22 AT SR
1N, OSHrHr 4 R 3R, PFSHR 4 AN 0S
(5 AR S R B A TNSCLC A& 3
PFSHOSZ I XBE—E"™ . 1o, 7Epra P
¥ P H L 3] durvalumab3E4 OS

UL S I OB 4l R A4S S T B A B B
IFE] BT AR Y & LEFFIORR, 5 G RT B 1Y —
2, ks B on i 0T e B T ] durvalumab
IR YT BT I 1 S LT BTy A b 5% A 1 B A K
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No. of events/

Median
time to death

total No. or distant metastasis
of patients (95% CI)
month
Durvalumab 182/476 28.3 (24.0-34.9)

1.0 Placebo 126/237 16.2 (12.5-21.1)
w 094 ; Stratified HR, 0.53 (95% CI: 0.41-0.68)
é 0.8
Q
& o074
% 0.6
s}
g 0.5
3 04
B
2 0.3
% 0.2 Placebo
S
& 01

0.0+ T T T T T T T T T T T T 1

01 3 6 9 12 15 18 21 24 27 30 33 36 39

Months since randomization t/month

No. at risk
Durvalumab 476 419 357 316 259 223
Placebo 237 189 139 118 95 77

194 163 129 92 46 25 1 0
64 54 39 27 12 5 0 0

B 4 ITT AR T ST AN i E B R E o 4T

Fig. 4 Updated analysis of time to death or distant metastasis in the ITT population

PE, IXATREA B TR BN AR A AR 4 o LA,
durvalumahif¥7 BB HELEE 2 JR sl pE 1= 1Y
IS, SRR SR 7 BUAE T B ] B S 5
2 BRI BAE T YA G X SE 25 1 R
durvalumabify 7 IR 25
Durvalumab7EiZ AFFH Y 2 42 1 5 HAh A s
BITIZ 23 IS HAE MR8 T03
W (MBS IVIINSCLC) MR H R IR %
A3 AEZRRT T, R A
() HE SN B 2 0 (A A5 A S e P it 2 sl ke S 42 ik
%) By & AR AE durvalumab 2 A28 B 2 245 Bl
B, AH3 AT S5 E U TR A BUBAR AL . i1 HL
durvalumahZ H 75 A B G 1 1l 2 sl i 4 il 48
TARGF ARG, HA W R S 3 /49 AR SR e 1
Jits 5 SRS P it 9% 1) e A R e 2 P ARARL, ELEE T
MR BEAT B HCABAT 58 i & A S 21 45
b, R HE I R, 7EURTT S H durvalumab,
HOAN BB A2 T i Y o S T e il g AE X
53883 P SRS RS 0 PR AR 0GR B0 o H

A 0 XU PR 2R T Az B BR ), S BOHR YT B AR
ANGERE AR XS 5 AT B T SCRE AR e A8
durvalumab¥)Z2 470
JRAEPACIFICHSE 345 TOSHFIPFSXLFH Y
g (i AR 76 35 el B9, MYINSCLC
[T RN £ 0 i o B LS A R N1 B
Br” BbRdEE X, MR 3 BT TTINSCLC Y 5L B4R
H 2 R R E S T R E R T
T M PEAL, ALFE S B A sl A B R R A
PET/CTHEA . 2\ Pk L 45 5 B~ 4G A MU MR,
STk A1 ERE I RN T3 I S vk DL R o 3, £
“ERREAL FIRYT 7 kB R AR A, HASRERA R 1X
TR 1A 4 S M IV B 1 B, FE X R
B, KT durvalumab ¥ 7 SCHE PR B = UEHE 4T
frgh 1 R P RE DR R 40 A B If R e B 4 IV 3010
AT AZ BI52 A R, PD-LUSINIFAE A 5T
B, W 2H AT 37% 0 5 PR R VA S A g
HAREARM A PD-L1FR RS AT, HAth A HL
FRAS I PD-L1<1%FEGFRBAVE ) B T AHE M
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durvalumabif 7 3 i, TR D, A7 5 22
WFFEIESE, 45 =, AdamsZ52" K B Z130%HINSCLC
BETET R 14~21 dF1E] M A 8 4 i 928 248 e v
PD-L1Z 35 W30, $m Ao ML R
PD-LIZIAATEA G, JUHOR I ORR

(17.8%) FIAN RN K A3 (49.19% ) AIRETE 2332 3]
T AT 52, FEX PGS T, TT LA TEFE L
WITIE14~21 dNEH A PD-L1F A A, LIfiE
T BESZ 25 T durvalumabl B35,

B2 ZR I B s AR TSR TR DI B A T
NSCLC&Z 1, L7 5 8 Fdurvalumabif 7
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FELRI IR AR A A PD-L1 R 3R KRG, Rt 7s
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