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Abstract: Immunotherapeutic agents represented by immune checkpoint inhibitor (IC1) have demonstrated favorable ef-
ficacy in non—small cell lung cancer (NSCLC), changing the treatment strategy for driver gene—negative advanced NSCLC.
For advanced NSCLC patients with high PD-L1 expression, ICI monotherapy has been approved as a first-line treatment.
Multiple phase Il clinical trials have confirmed that ICI monotherapy combined with chemotherapy significantly improves
patient prognosis in the first=line treatment of driver gene—negative advanced NSCLC. Other combination strategies, such
as ICI combined with anti-angiogenic therapy, dual immunotherapy, and immunotherapy combined with antibody—drug con-
jugate, have also shown promising efficacy and application potential. Novel immunotherapeutic agents with different targets
and mechanisms, as well as various combination regimens, are currently under investigation in clinical trials. These efforts

are not only crucial for further improving the clinical outcomes of NSCLC patients but also continuously propelling advance-

FILETH  E K B ARBLE RS AR H (82103004) ; IR HE AL SHIA T A0 A SC 8 T AL 4 (2024Z1L)ZFL001) 5
A Rl A R PR 24 B 55— I R 2 B 56l 5 3802 e 5 3t H (XHBJ-2024014) .

YEZIA HTE, o, AR WF58 05 18 R 2 R AL T o

CEAEEH S, B, VA BEN, HFE 7 i R R AL O

- 600 -



IR 22 2025 4F 10 H 5 15 3555 5 )
Anti—tumor Pharmacy, October 2025, Vol. 15, No.5

ments in the field of lung cancer immunotherapy research and development.

Keywords: Non—small cell lung cancer; Immunotherapy; Immune checkpoint inhibitors; Driver gene
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A1 RIEEHIEAAST — L8954 NSCLC ¢4 148 16 R X 2o
Tab. 1 Phase Il clinical trials of ICI monotherapy combined with chemotherapy as the first=line treatment for advanced NSCLC
e S P2 A LS ke ORR Hh i PFS fi 0S 0S #
™ 130112 A ] ) B BT + 3 49.2% vs. 7.0 H vs. 18.6 1 H vs.
power T g s LT 31.9% 554 13.94 /1
- 1310 Wi [T 1 R BT+ e 49.7% vs. 6.3 ™ H vs. 1427 H vs.
power S 1eI7 vs. ALI7 41.0% 5.64H 13.54H
; AT B H AT+ 62.2%vs. 8.0 H us. 17.2H vs. S4EQS K,
KEYNOTE-407""%" @i 559 " v v
AT vs. AT 38.8% 511 H 11.61™H 18.4% vs. 9.7%
KEYNOTE-1897"  d:is WET I B B+ g 483%s. 9.0 Huvs. 2201 Hus. 5405,
o AT vs. AT 19.9% 491H 10.6 1™ H 19.4% vs. 11.3%
) {5t A1) BT+ b yT 51.9% vs. 924 H vs. 24249 H vs. 24 0S50 %
ORIENT-11"%") kg 397 - v v ’
vs. fLIT 29.8% 5.0 H 16.8 1 H v5.32 %
el ) b +4k 7 44.7% vs. 5.5 H us.
ORIENT-12" (e 357 ARk
§ vs. ALFF 35.4% 4941
BBk AT 72.5% vs. 7.7 vs. 34 0S %,
RATIONALE- ' S o 08 A s, Ak
307122 i +PCos. BEFRAIZE 355 74.8%ws. 9.6 ™ H vs. il us. 2024 38.2% vs.30.9%
- vS. .
FAH4+nPC vs. LT 49.6% 5510 H vs. 29.1%
RATIONALE— i 5 I B B+ 334 57.4%vs. 9.8 vs. 21.44 H vs. 34EOSH,
3042241 T A7 vs. 1LI7 36.9% 7.6 H 213410 H 38.0% vs. 31.8%
, i R Fi R R LT+ 55.1%vs.  11.0MHws. 2710 H s 54E0SH .
CameL>2 e[S 412
AT vs. AT 32.9% 6.5M™H 19.8 ™ H 31.2% vs. 19.3%
c _— i T A BR BAPT + - 64.8% vs. 8.5 H vs. 27.47H vs.
el S ST vs. ALTF 36.7% 494 H 15541
EMPOWER- NSCLC PR i+ 466 43.6% vs. 8.2 ™ H us. 2119 H vs.
Lung 3 ’ ST vs. ALIT 22.1% 551H 1294
GEMSTONE- NSCLC 7% F BT+ ST 479 63.4% vs. 9.0 H vs. 25.24H vs. 44E OS K,
30203031 vs. fLIT 40.3% 494 H 16.9H 32.1% vs. 17.3%
) § IR F BT+ 71.4% vs. 7.6 A vs. Kk 3] vs.
AK105-3025 5 350
AT vs. AT 44.0% 424 H 19.81H
5 Wre A i+ 60.1% vs. 8.3 H vs. 22.74 H vs.
ASTRUM-004 843 a 537 - N N
vs. fLIT 40.2% 5.6 H 1821 H
. R B 7 ) BT+ 65.7% vs. 8.4 H us. 23.8 1 H vs. 34E0S K,
CHOICE-0153+! NSCLC
AT vs. AT 46.2% 5.6 H 17.04-H 49.8% vs. 18.4%

72:0RR A BILLE E % ;nPC A & & G BB+ 48;PC AR+ 48,

Note: ORR refers to objective response rate ; nPC refers to nab—paclitaxel plus carboplatin; PC refers to paclitaxel plus carboplatin.
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Xof i 9eg i 25455 . TASUKI-52 T 8F 98 55384 T
g sORJE SR BT A DUAR R BT e Ak T 7R 3K 3l 1A
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B ZWFF LA S50 BIH1IE BE 3 1 T REHL Ay
PR L PP S R AL, A B R VB
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B, AT R Al TT BCA DUERER BT, IR B T &
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I, FDA €4t 7 B 25 R 2k SR ik 5 DUAR BR BT L 5%
2 B AR B0 T 2 A K I F 32 1K (epidermal
growth factor receptor, EGFR) FI[E] A8 14 bk I 988 34
fiff (anaplastic lymphoma kinase, ALK )& B4
PEARSE NSCLC 34 1 —Z3IR797 -

TE 2025 4F 3 [H IIfa IR i 24 2> (American Society
of Clinical Oncology, ASCO) % 2 I /> #i () CAM-
PASS TR 5T LB T D B0 FE R A e B
JE X Eb A A BR B BT — 23R JF PD-L1 FHE (21%)
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PFS 1 & 0 T I A Bk S Hi 4 (11.0 ™ H ws. 7.14>
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0.001), Hij OS B 1 A i s 22 vy, NS5
FE BB A 22 B8R e 45 AT R BR BT 4 =3
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FIJC FRHT IR A P DT R 4T K AT A A I 1) NSCLC
(B 48 PD-L1<1% K 9 5 ) i) — 3697 &S
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20 1% 2 R AR Ak 7 15 A 9 R e BT R T DL AR B
EIRA TS T DN Bl DR K707 S AU N
148 9l f 35 & A 11 B (7% ) 3697 M ORBET . BRAR
IR P Y AU I 30 R i T | L R A O
Jo i % % 5 (23.7 4 A vs. 20.5 1 A , HR=0.98, P=
0.46) , (BG4 A JC EAHTIR G AP DA BT ZH >3 PR I
WA R & A R 5 (60% vs. 41%) , HIATEA]
PR BB A 3 BT SR T A R T BB A
VEARAHLL S . X R WILEAITHAS PD-(L) 1]
FFEA 0 CTLA -4 41 50) g 75 01 £8 2 gk — 2P 3k
taAP i PR, FLI B IR T 1Y 2 A PEAE I R SE B b 75
TLEM.

B Ei A BT — A 1) T 40 it e e Bk AR
ITIM 254435, (T cell immunoreceptor with immunoglob-
ulin and ITIM domain, TIGIT) ) ICI. Il CITYSCAPE
WFE U PPAS T B A G S BT G B R R ST —
ZRIG Y7 PD-L1 FIE NSCLC B9I7 30 52 2tk . 45
o, 52 BRI G B R RSB AR L, B A
Jt B BT Bk A BT B A 2R B 4T 41 FF ORR (31.3%
05.16.2%) FTHL PFS(5.4 1 H v5.3.6 1~ A ) 5 T 3k
15300 O 25 A Gt B S0 RN, B e A G
FLIE A5 s I Bk B4 4H 3~4 2% TRAESs & AF 0% & T
LRV BT R R AP A (21% vs. 18% ) , FF 44
T 2HNATF I EBET . i oE R, B EG AL ST
10 A5 B 2 R B BT 2 — AT W T I e PR BB IR YT
WS

5 GEATERAEEYIBERY

B2 IG T A B 25 W R 1Y) (antibody—drug
conjugate, ADC)VEN Y HT 58 i Z — , H P [FIAL
il £ ZIR T ADCs i i S S P AN se T
TR 4 240 Jf A5 04 40 B 1 B A 5 R 0 L T
A 58 e R R e A S M A S, A E T 4
JHL 1) e TR B B IR0, T ICTs DA Bl K52 T 40 i
15 71 - 58 S T e g S B2 2, T T I T A BB [ &
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RS HAET, 2P IZBAIRIT P RIT S %A
PE I PRI 56 1E e B T R e
83K 18 % .47 (datopotamab deruxtecan, Dato—
DXd) J& — Fft 0 7] 2% 5 )22 40 il 2% 11 470 ) 2 (tropho-
blast cell surface antigen 2, TROP2) i) ADC, H A Ji
b TgG 1 B 5 BT A3 3 U K T 44 3% B2 7 S5 # 4 b
SeAL T L A0SR A R A A . R IR
AR T B TROPION-PanTumor01 #ff 5% /1, Dato—
DXd FLZ57E 2894 NSCLC H3g v s B i 97 3L,
ORR ik 28%,DoR 41 10.54H , 137 PFS 1 0S 53l A
6.9 MHM 11440 H , Bk Z T2, BN
I b %] TROPION-Lung02 i 5¢ (NCT04526691 ) ik —
A T Dato-DXd B A A TR 2R SR T+ 8128 FH F
Wi NSCLC —ZIB Y7 1YI7 AL, 2025 4F ASCO 4F 43
N EE A BN FE 96 il HE 57 W2 Y — 245 3R YT 1Y AR
Fh W24 5 = 254H ORR 4391 K 54.8% F155.6% ,
L PRS2 5 1124 ATe.8 4~ H o AR AL XS
I8 TROPION-Lung08 #/f ¢ (NCT05215340) 5 7£ WAl
Dato—DXd B4 TR 2 B0 %t Lo i 1R 2 St 2
NTERZIRYT VIK S5 B 1 H PD-L1 &k =50%
(B NSCLC BB T P sl S % 4tk Tales, T
TROPION-Lung07 #f 5% (NCT05555732 ) 1L 1F 7 JF Ji&
o, H AR Dato-DXd BEA AT A 2R B bT + Ay Xt
LA R 2R ST G A7 7E PD-L1 3Rk <50% 193k
g NSCLC J & T iR T RCR o b, 8 TROP2 1y
ADC R Vb2 BR B0 AE i 15 NSCLC s I 7 ¥ 7
e, T EVOKE-02 fiff 75 4 25 $ 7R , HLBE A
TR Bk BT — 2R IR 7 M I NSCLC 2 AT nDUL A 97 28
Kenl ¥ iy 22 4k o 13 EVOKE-03 #F 536 ik — 4
A Vb 22 BR BT S A TR BR BT —Z36R 97 PD-
L1 = &5 M NSCLC B 1997 %, #1H TROP2 1Y
73—~ ADC R Vb 2 Bk B 51 78 11 #] OptiTROP-
Lung01 W55 iR B W 7, i 58 B FEVPAl L
A PD-L1 04 700 35 S R Bt — 236 97 JC IR 2y
M 28 A8 M ] NSCLC 3 1y A 5% etk . Hor, BA
H1) 1A (n=40) 5 1B (n=63) 73 5| % F 4 3 J& Fi 45 2 JH
YR AR B R, P4 ORR 439 4 40.0% Al
66.7% , =975 1 il % (disease control rate, DCR) %3 %]
4 85.0% F192.1% , HH v PFS 733110 15.4 4~ A Flk 35
F BRI RO L A AT

6 XHFRMEmA
B4 FELIBT CTLA-4 5 PD- (L) 1 {5 538 B% 7T E Py
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[] 45 58 T 20 e 07 225 1 a2 8 15 M T 41 B (regulatory
T cell, Treg) /- MY S e M ], 2 T LML F & 19
PD—-(L) 1/CTLA-4 BURE ST B3 2o [ i) 58 1)
PR A G 32 A 2 S B THB IR T A AR R 2
YA BE R R  SEMAE R HE IR B R EA4T  vol-
rustomig M AR A FLBT . 7 EF X 8K 30 3 4 B R
M NSCLC 1) T b/ 11 1l R 56 v, 5 B e A Bt
B2 B B2, volrustomig A Hi 1] B4 Kz 39 ]
FE UK Hi A BT 40 6 A A7 38 B R AT 97 K
5321, ORR N 42%~65% , F 7 PFS J9 5.8~6.8 1>
Je BRI IE 2RI A T YT RO LT Y T
IT RS IR TT SR E T 2 AR RRE— Do
ik .

MR VY BT —Fh ] PD-1 5 VEGF 1) XURF
SEPEBUA , BT HARMONI-5 BFFE % 2 i 7n Ho e g i
NSCLC W HA A%, BEfS A I3 HARMONi-2
I R 56 1 1 — 25 A T MR IR VPG BT 5 i TR 2
FUAE AR 23697 . PD-L1 FHYE H EGFR/ALK A4 i
WINSCLC BE hy7 s S %tk 453 Bon KR
PUERT AT 3 k38 PFS, TR A7 PES A 1114 H LB T
At A R B2 9 5.8 H (HR=0.51,95% CI:0.38~
0.69, P<0.000 1), H.i% PFS 3k 25 75 PD-L1 fithJ2% Fb 1)
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