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Sugemalimab offers a new and superior consolidation option for patients with unresectable stage Il

non-small-cell lung cancer following concurrent or sequential chemoradiotherapy
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Abstract: Unresectable stage Il non—small—cell lung cancer (NSCLC) is a heterogeneous disease with a poor prognosis. About 30% of
NSCLC patients are locally advanced at the initial diagnosis. Recently, GEMSTONE-301 study showed that programmed death ligand-1
(PD-L1) monoclonal antibody sugemalimab as consolidation therapy improves progression—free survival (PFS) in unresectable stage [l
NSCLC patients without disease progression after concurrent or sequential chemoradiotherapy. The results were presented by professor
Yilong Wu at the 2021 European Society for Medical Oncology (ESMO) Congress and recently published in The Lancet Oncology. Here we
review the research data of GEMSTONE-301 study.
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Jit e 7 4 RV B i R S T A
16 BT A il 968 H 3, 80%~85% Ay I /1N 41 Jifd it 9
( non-small-cell lung cancer, NSCLC ), =2z —
i NSCLC B #7Emfizm Cab T 1, H 240
AAT IR, WA T U1 R NSCLC i & iR 7 ik #%
AR, FKEEM EEEERIG TR, A

5[] 28 A7 AP BURAR Y o TR 25 B AR 7 1 I R
AR AR WA T BT o 3k TR e SR I Bl 1Y
BT A B IR AR 45, (B AEAE, BAR
W & fir R (objective response rate, ORR ) A
40%~70% , (RGO EREHCER, 7 oot Jg 2B A7 3]
PFS) Jy 8~10 1~ H,

( progression—free survival,
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7 S 2B AE B (overall survival, OS) fF 22 4~ H &2
A BT FEsb 2 30 4R, B O A AT PR
JE TR NSCLC MIBREIRIT T4, 5 4F 0S R{UZ
309%™ . 2017 4F, [ PR Z o0 i R % PACIFIC
WFFE Y, YR SE R AP A7 5 A S e L I
07 0T AN AT U B g T NSCLC S8 35 1 A 77
Bz A MY NSCLC JAIT i —Y “igu™ ™. bl
& PACIFIC P ST a5 R By A, A T4 e AR
FIC BRI ITR T X — AR A AE TS, b
A AR F AR MY NSCLC 1F 30 )i 5 s 34 7 it
o W, GEMSTONE-301 #f 5% B/, 2715
T-Z KB AR -1 ( programmed death ligand-1, PD-
L1) BBTEF RS A BTN DLIHA ST T LA [F) 20 i
PI7 J5 A R AR P HE IR 9 T NSCLC &R # 1 PES,
[F) BN AT R A AHE A TR] 2D Ak 7 37 e 21 e B Ak
7o WA R R — e BARAE 2021 4ERC iR
N 2% 25 ( European Society for Medical Oncology,
ESMO JR2s b 1H Sk, IF T3 PPa M -
JifJi %= ) ( The Lancet Oncology ) N NS @ ORI
TR E—iFid

1 MEARAIER NSCLC B & RYT 5]
7 B 5 AR IR B9 8] 7R

il 958 7E 4= Bk BB PN 1= R BB TR 1
4 [ b9 B0 ot B A IR WoR, 2015 4R, 3K
FEl B 2 i Jegs 49 73.33 T3 ] ( 50k 50.93 i, Lt
PE22.4 7)), FEBMEMEE AL (M 16, &
PESE 2 00 ), o M TR B R 1 17.0% (55
PE20.3%, Lotk 12.6% ). [, T e 56 T
Bl 61.02 T35 (B 1k 43.24 J7 0, &bk 17.78 75
B ), MRS 1) 21.7% ( 51 23.9%, &
P 17.7% ) "V, 80%~85% It Jiti i H % h NSCLC,
Yy =4y 2 — B NSCLC B #Fwiz My ", &
AHCNIA B2 0T LT FARIAYT A, ey 2 T
NSCLC BEM FE R T " A =02 —1
NSCLC & M2 C AT T, HZH M A
IR (T AR )

AT FAR B MY NSCLC W FR AT TR 5358
Bl NSCLC, J&— 41 5 Pk B A5 58 25 i e
o 294 30% B9 NSCLC [ ETEXS I B AL T J5
W M ARG T B AR AR, I
IR 98 2% 25 ( Chinese Society of Clinical Oncology,
CSCO ) NSCLC 297 46 i B HEFEAR TG M AL yT
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AT RS A BT N I R S ik o
O AR SR ( performance status, PS) 5
U T RE KA AJCHA WA T TR (R s
<5%) [ NSCLC % % % R & feyy ", @
S T [R5 A T 2 16 T B B TS P il 4 R 3 2%
4 REHEEEHEFEARRNELEMR, R
SR T 52 A H AT 0 Ak, 2
NSCLC (& s it 3, 5 BRI 32 [n 8, 5 55
A R S R BT SR A A O YL
— 5T, R A AT R T R T LA Y R
2 (WRHROT RS ). EIFM S RS
(R TRCIT B RS A KRR SRR 2 9. X T 5L 2
TR RIR S R B e, S R 20 itk g7 23 L3R
PRIAE L 6 T ASREI 32 [F A Ak T ok i T B
K- BRI AS fil S it ] 25 A7 ) T NSCLC fR
P BT R — R A AR T

1R (R 2B AR R B AR T e R A e
Al T A R AR g8 Y, (AR R, [
AT UG, s OS 78 224> H A2 A . I 30 4Pk,
NT—E B F b7 5 SLE G i F B, Ik
Fehl e

AR, IR AL T 324K -1 ( programmed
death—1, PD-1) Fl PD-L1 1F > I 8 %0 55 i J7 H0
MUY PD-1 FI3T PD-L1 A 58 BEHTARLE 2 Rl g 1)
A PR O R L LIRS RTI R 45 SR
R, WOT Z 5 BT PD-1/PD-L1 J4 97 il fE 4
72 A i g T [R]85 . PACIFIC #F 5% 2 — T 41 %ot
AT FARYIEE I Je B e 1 NSCLC ARG [F]26 ik 1k
I7 J5 T LA PD-L1 400l 70) B AR A 0 Bt I BT 36 977 %
Lo 22 B 0 T BEAL BB sE Y, 5B Eos, [A
AT 5 BE AR SR DL G 7 41 A7 PFS
it F @A (16.8 1 H vs 5.6 1~ H, HR=0.52,
P<0.01 ). Bt 5 4 Bl U5 80 8s Bos, B ARA T
HOWRIT ¥ 7 OS 4255 18.4 M H, 42.9% Wy B &
0S>5 4F 2 JaAr R, RUFTE PACIFIC BF9E24
MR )R, EAE A rh 2 [RIE HOT T 1 L A B
AT T H R, F R A v R RROH — 2 ] 5 R s X
(I RS e, 3252 k7 1 B3 A 409%~70%
(4 B 32 7 BT P02 PACIFIC BFSEIEM
G BEIR T VE A L3657 7T LA [ 25 i Ay 7 5 A it
JR 1) B H R AR 2R, R — Y7 RO A AR
TR 22 7 DU I R, A TR I R
RIG HE— 25 B .
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2 FRABEHARTHIFRBLTE
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GEMSTONE-301 #ff 5% & — I &7 4% | R B A
JUEIE T A [F) 20 8% BT OYT 5 oK & A= 5 1k g
M. JmEB et/ A FTYIBR () ) NSCLC &%
TR BERLXUE . 2R % B A T30 s PR AT 5 1027
&F M5 B B BT — B 4 VR 4 K it PD-L1 B 5
BEDTIR, )& —Fds B2 3 AR KR G AU g
R E H4 (imrnunoglobulin G4, IgG4) B 2
). GEMSTONE-301 fff 5% [A] i} 44 A 4% 37 [] 20 #1l
FFomtb e it e, Te MR AERN T2
& (epidermal growth factor receptor, EGFR) / [f]
AR PE K 98 P B (anaplastic lymphoma kinase,
ALK ) M 2248 19 R v F R T NSCLC /B,
257 PD-L1 B0 &7 48 R Bt sl 22 8t I IL R T 2
AR, FRELOTON PFS, AR AS R WIR, &4 AT
o2 BRI ek % A7 PFS (9.0 ™M H vs 5.8 1 H
HR=0.64, 95%CI : 0.48~0.85, P=0.002 6) ; JC it
[ 25 AR YT 87 DU WAL, EFA% R S TiR YT
P R —300) PFS 4R 55, E7A% R 40 20 A et 5
ZH B 12 4~ H PFS & N 45.4% F1 25.6%, 18 > H
PFS % 38.8% M1 23.3%. OS #¥s H A i A sk,
A IR R HOR M E 0S i FREE, 2
EP A% R BLPTILIEN AR ST AR TR R EIRIF &
AT LIS R OS 3Rt i # (ARikF) vs 24.1 DA,
HR=0.44, 95%CI : 0.27~0.73 ) ; &F ¥& F| B 470 20 01
LR 24 4~ H 0S8 KK 70.8% A1 50.7%, il
VI T

PACIFIC fF 5% 4 it Wi e 100 )i el 28 AN vl F-R
I NSCLC {6748 Jay, WEBA T4k y7 2 )5 i it
PD-L1 &7 A] AF= AR Bt g o R s 2 fHR
M 2017 4E ESMO | PACIFIC fIF58 A i He il R 5
g5, 24 W IJCAE T PD-1 8¢ PD-L1 1 il 551 78
I 399 1ifs PR AF 5 v & &2 PACIFIC BF5E Y45 5%, ANTA]
FEZ N HEA RS [R] 3R 7 6] () 45 R 3R 23 AN 235 1)
J7 Rk, A it — A IE B . GEMSTONE-301 fff
REER R, AR 2 WAL T 4
E7 A% R BA BT A DLIE IR 97 AT LA B PRS (i
PFS 10.5 ™ H vs 6.4 4~ H, HR=0.66, 95%CI :
0.44~0.99) "% I A, GEMSTONE-301 #f 5¢
TFH0 P K e 28 3R 9T I R B BUBCIR ST A B,
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T ULEE S FF 4% F) BT IL IR Y7 IR AT 4E K R 1)
PFS ( 1 fi PFS 8.1 4~ H vs 4.1 4~ 1, HR=0.59,
95%CI : 0.39~0.91) "2 e — 45 5N BEAE 45 3%
JF 5O R B AR T e I o 4 R LR R
I 11 S BRAK A

GEMSTONE-301 fff 5 11 % 1) 02 4R WA B, %
TR AR EGFR 9878 %8 5, H AL Ir x4t
EGFR/ALK/ WIEEUEKH T 1 Z KRB Z R FH (ROS
proto—oncogene 1, receptor tyrosine kinase, ROSI )
AR NAERVE A B, 28 HERR T 31X &84
F R T X RS B A T RCR s 1O
AN PACIFIC BF5Y 5 AF45 SR FRIESE 13X &6
Oy HE I A BEE ILE S e dh T Ak 28 Y, A
TEW T GEMSTONE—301 X AT 1) 35 425 5 s v
i F GEMSTONE-301 WF5E 94 A T )7 5k y7 19 i
H, MR E M U R 2, WL R ST
TREHE 2FEMREILEIGST, a9k PACIFIC #F5Y
H 1 AR, RSB 9T ST T R T R R A
AT KT, N RO R SO ) 1 e
REPLIEIA Y7 4R TIRYF RS, JE T Ao 45 3,
EPAK R BB TR T PR M NSCLC ALy )5 %
PEPLIEIR YT 138 N UE A 22 2022 4R A) 34
E % 245 5 5B 45 R (National Medical Products
Administration, NMPA ) #t#fi ET7.

GEMSTONE=-301 5 PACIFIC #F 55 7F 5 % Sk
fE_FAFTER R 225 : GEMSTONE-301 FR A 3%
X 27.8%, ZHCEB FIC B, 10 PACIFIC
WF 5% PR IMA 3 /5 b 52.9%, GEMSTONE-301 #f %
9 5 1 69.0%, T PACIFIC #F 5% v 5 95 |5 L
45.7%, GEMSTONE-301 fff 5% H ECOG & J7 {k 1t
B M 143 R 69.6%, i PACIFIC W58 M
50.8%""*, ] WL, GEMSTONE-301 #f 5¢
WEHE 2R MR ENRE, REw, m
TURIE 5% v B 8 L 96 T 119 3K 25 A BE AR A AL
£ GEMSTONE-301 fiff 5% 1, &F 4% FI| B 40 41 Fi &
Bt R A1 12 4~ HOPEFS R 45.4% il 25.6%, 18
I H PFS % h 38.8% #11 23.3% ; 1fif PACIFIC B 5¢
H, EEARAIC BT R BRI 12 A PFS %
k1 55.9% 1 35.3%, 18 ™~ H PFS 2% k 44.2% Fl
27.0% ; GEMSTONE-301 FI PACIFIC B 5% ¥ B 1%
T g R KR . I SE R PD-L1 BT /E A IR
AT B E B 12 4~ H PFS REEFE 24 20%, 18
A H PFS R LY 16%. X P9 55 KA M Bl AL XF
WRIIE RAF T, Sz 1 )28 FUF BRI T7 s e e I



+ 218 -

AT I LA o

PACIFIC #fF 5% 8 9% 1T LA 3E K 3 %) PFS, 3F
HiX —¥7 R0 PD-L1 A [A] 3k K 19 5 v 5 m]
WL, HJEJE 22 0S 43 Fr & 8L, AR AL st
1 IL [ R 97 T A BE ek 3% PD-L1 R ik<1% I 8 &
fl 08, 08 fFK 54548 B FRAE PD-L1 3K P
1) H % ARE. GEMSTONE-301 B 58475 75 4k 25 bt 17
H, SEEWIREE G 25 A n] DUTE 252 2 fig
XTSI A S HAE B E YR SR a8,
un PD-L1 % 22 3K /K LA K i 98 2€ 2% G fap (tumor
mutation burden, TMB ) BJ/KF-45,

3 EEPEEHEA NSCLC ®REi8IT 3K

£ PACIFIC F1 GEMSTONE-301 #ff 5 1, ik
ARIT J5 o 28 LI 36 97 © S s gh "0 o T ik
— L E AT F AR MY NSCLC M HUG , 3T 4Rk,
NATABAEA AT HAR R B B 51697 T B, PD-1/
PD-L1 K A5 T 400 Ji 5 72 Bk & 11 ITIM 25 44 35k (T
cell immunoglobulin and ITIM domain, TIGIT ). i
5 T kB 20 i BT i —4 (eytotoxic T lymphocyte—
associated antigen—4, CTLA-4 ), BIEH iz
B R A B (poly ADP-ribose polymerase, PARP ),
P . A SRR U1 4l i A2 AR &K% 2A (natural
killer cell lectin-like receptor subfamily C member
1, NKG2A) FI Jf &k -5'- #% 1F B2 i (ecto-5'-
nucleotidase , CD73 ) 55 i8Il RAZ 6 25 TE7E T v,
2021 4F ESMO #3819 COAST 5% HL B AR G H
P2 LR ST AN 3 590 B G 7 Ao B B 8 00 9T 24
¥ loleclumab (anti—CD73 ) F11 monalizumab ( anti—
CD73 ) PUERAT I PR 2 4k B B ge 4t SR o
B4 AT 1 ORR AL PFS 06 B ARt S
BGYLENAYY . AT | AR T BT
4 oleclumab ZH 1 B A% F] Ji B3 K 45 monalizumab
1 ORR 43 5 4 18.0%. 38.3% F137.1%, 10 4~ A
PFS 253508 72.7% . 64.8% F139.2%, H AKX
B LGS

S22k PD-1/PD-L1 $TIRI 5 AL 5 259
VERB IR ENG I P IR AN, A einyr 3 A5 ik
SPIRP AT, WS 22— T, [H2
KA T A B C AR 2 BE ARe 32, 7eiui
I BRI L [FAE eih T, 2 e 2 AT R K
B, KEYNOTE-799 3 35 113X if
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I RAFFE I ARTIAA AT FAR M NSCLC, 45T 1A
FIER P + ALIF A FIRIT L AE], ATER R s bt
A R MALST, SR M REA BRI AT P
ZER BN, 12 H PFS %K 67.1%~71.6%, 124
H 08 %K 81.3%~87.0%, W1 3 H A8t i lfe PR
SRk, SRTM KEYNOTE-799 WF8 il =3 Zafiti 4 &
N 6.9%~8.0%, TP PACIFIC WF 5% B /&,
PER A PR BR BT G R AP AT X — IR T AR K
AT 5 BT I R 58 B, S Bk 6 IR A5 Ay
SRR EGYT I, Rl 2 AW 1)
NSCLC 83 B P22 iRy . X —IRy7r #ihE
T/ Y 0 D 1 5 9 2 R N g Jeg A4 il R LA
B BEPERE A i 32 304 1 T I R ESCHE 30

GPEIR YT 09 BT L T I NSCLC 2 3 T
=T ZAEMES RIS, T NSCLC & 1)
HEAF TR B . PACIFIC BFSY B UCUE ] S e L IE G
J7 ] LR A R A 2 Y. GEMSTONE=-301
5Tk —E R T PACIFIC BF9E R R IR R T
PACIFIC P52 i3k 45 ABE ", BhSr 1 Abyy e %
PEPLE RIS, TERR T RURST 5 e iny T T LAk
BEARAEAERLE, RS REH S R,
G PEIR A IRIT B 28, k7 I WL A 7 B
AU LR, s —PuE R #E oS,
RE LW REERIT FB, K T E G 7 3L aT
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