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An J, et al. Efficacy and Safety of the Anti-PD-L1 mAb Socazolimab for Recurrent or Metastatic Cervical Cancer: a Phase | Dose-Escalation and Expansion Study[J].Clin Cancer Res,2022,Sep 22.
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BEIEE (N=141)
HEBR (N=37)
MANNBE, =2tEDtr (N=104)
FUEEIE R ER '
(N=12) . NEABEET, B1048BERT TED
5 mg/kg (N=3) X . .
10 mg/kg (N=3) —5llsocazolimabj&yr.
15 mg/kg (N=3) HEBRTESD, HANGEIR, ‘ _—
FREEMNREN =1) « 1RBBEFANFSBEMER, FHENSEER]
AN 2
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CPS>1  (N=54) CPS210  (N=30) k&l (N=9) Bl W\\ mg/_g H\L‘_{Tﬁjiﬁ@g
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*  Socazolimabfi=ZHRYr, TEESHMIRPD-L1/PD-L185EHRFEIL.

«  1040IBEWMNAZEMSHT. 1015IF2E(97.1%)iRETAE, 66fIEFESE(63.5%) RERTTHXMARSEH(TRAE), FIETRAEIIEE
nPD-L1/PD-L1 R EREHREIRE. &ZENRAFRM(17.3%). BEEED(11.5%). GRESEIIXSaRESEKIASEA
9.6%)FIRMN(8.7%). KZETRAEA1-24, {XTES5mg /kgBHE8HIFE (8.4%)RE T >3KTRAE, FiairBRFLARE.

-« A0BIFBE(38.5%) KERKRBATREMN. RELRIARE(17.3%). ERERFHE(7.7%). B7T(5.8%)ME4HmMI(4.8%).

Table 2. Summary of patient AEs (safety analysis set, N = 104).

5 ma/kg (n = 95) 10 ma/kg 15 mg/kg
AEs Any grade Grade 3 or above (n=23) (n=6) Total (N =104)
BITHEREINAREY (tracs 59 (62.1%) B (8.4%) 2 (66.7%) 5 (82.3%) 66 (63.5%)
TRAE-related treatment interruption 19 (20.0%) 4] 4] 19 (18.3%)
T - i i i 9 (9.5%) 0 0 9 (8.7%)
ERARINESHIE  ( Hypothyroidism 16 (16.8%) 0 0 2 (333%) 18 (7.3%)
EQEH@,}E’QQ\ Leukopenia 9 (9.5%) 0 1(33.3%) 2 (33.3%) 12 (11.5%)
@WE?%E@ZK:F;‘PE‘_ Elevated alanine aminotransferase 9 (9.5%) 1(1.1%) 1(33.3%) 0 10 (9.6%)
o i E Elevated aspartate aminotransferase 9 (9.5%) 0 1(33.3%) 0 10 (9.6%)
REQIREREIKEAS Anemia 7 (7.4%) 0 1(33.3%) 1016.7%) 9 (87%)
3.%_[{[[ Elevated rheumatoid factor 5 (5.3%) 0 1(33.3%) 2 (33.3%) 8 (7.7%)
Nausea 5(5.3%) 1(1.1%) 2 (66.7%) 1(16.7%) 8 (7.7%)
Hyperthyroidism 5 (5.3%) 0 0 1(16.7%) 6 (5.8%)
Intestinal obstruction 1(1.1%) 101.1%) 4] 4] 1(1.0%)
Elevated y-glutamyltransferase 1(1.1%) 101.1%) 4] 4] 3 (2.9%)
Abnormal liver function 1(1.1%) 101.1%) 4] 4] 3 (2.9%)
Pharyngitis 1(1.1%) 1(1.1%) 0 0 1(.0%)
Elevated conjugated bilirubin 1(1.1%) 101.1%) 4] 4] 1(1.0%)
Immune-mediated myocarditis 1(1.1%) 101.1%) 4] 4] 1(1.0%)
Vomiting 1(1.1%) 1(1.1%) 1(33.3%) 1(16.7%) 4 (3.8%
GBRBAAREMN  mmune-mediated AEs 34 (35.8%) 4(42%) 1(333%) 5 (83.3%) 40 (38.5%)
Eﬁ;{j(ﬂimﬁlg;ﬁﬁg Hypothyroidism 16 (16.8%) 0 0 2 (33.3%) 18 (17.3%)
N VN=] = Elevated rheumatoid factor 5 (5.3%) 0 1(33.3%) 2 (33.3%) 8 (7.7%)
ﬁm’ﬂiﬁ'ﬁ Hyperthyroidism 5 (5.3%) 0 0 1(16.7%) 6 (5.8%)
EE%HEDJHUHJL# L eukopenia 3 (3.2%) 0 1(33.3%) 1(16.7%) 5 (4.8%
Eémﬂ@}ﬁi’}\ Flevated alanine aminotransferase 3(3.2%) 1(1.1%) 0 0 3 (29%)
Elevated aspartate aminotransferase 3(3.2%) 101.1%) 4] 4] 3 (2.9%)
Elevated blood thyroid stimulating hormone 3(3.2%) 0 4] 4] 3 (2.9%)
Abnormal liver function 1(1.1%) 101.1%) 4] 4] 1(1.0%)
Pharyngitis 1(1.1%) 1(1.1%) 0 0 1(.0%)
Immune-mediated myocarditis 1(1.1%) 101.1%) 4] 4] 1(1.0%)

Note: Data noted as n (%) unless stated otherwise. TRAEs (with = 5% incidence rates); immune-related AEs (with = 2% incidence rates).
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EXIEBIEMNER, 5 mg/kgBE1HIBZELICR (L&) . 260IPR (EBD%ERE) . 10mg /kg?BF115mg /kg?BIIRIWCRFIPR, Lt5h, H
FHEEZAETREBZE, 5 mg/kgRIBRISALEEZR(88.03%)B2AF, FEIIERS mg/kgHIEIEEEBIFRIE,

EFIEYT RHIGG ma/kg), BEMEREZ(ORR)A15.4%, HEHEIEHIZE(DCR)/H49.5%, mPFSH4.44, mOSH14.72,

PD-L1 A4 ZEARIORRA16.7%, PD-L1 [BHEEZEHIORRA17.9%, CPS>10F11<CPS < 10I4BHIORRSAIF920.0%F012.5%, Xit—3
ilEBBSocazolimab}fAREPD-L1FREKFERIBEHEN.

T ERIEFAYLAIPD -1/PD-L1 ERSfENMNAEPD-L1 R E FRILT, socazolimabiSEINEEIRG
L= ng: IR

)i

iEPD-L1BEEE R

rable 3. Antitumor efficacy assessment by IRC evaluation (efficacy analysis set, N = 91).

PD-L1 expression

5 mg/kg dose expansion CPs <1 1=CPS<10 CPS =10
Efficacy (N =91 (N =28) (N = 24) (N = 30)
EZAMNERRZR (orr 14 (15.4%) 5 (17.9%) 3 (12.5%) 6 (20%)
95% Cl 8.7%-24.5% 6.1%-36.9% 2.7%-32.4% 7.71%-38.57%
BRI 1 (229%) 1 (458% 21 70.00%)
5% CI 58%-601% 245%62.8% 25.6%-67.2% 50.60%-85.27%
PFS, months
Median duration (95% CI) 279 (181-5.72) 358 (2.00-7.66) 7556 (256-NE)
0S, months
Median duration (95% CI) 15.84 (7.10-NE) NE (854-NE) NE (13.34-NE)
0S (%)
6 months (95% CI) 78.6% (68.5-85.8) 74.7% (54.1-87.1) 74.2% (51.3-87.5) 93.3% (75.9-98.3)
12 months (95% CI) 58.2% (45.4-69.0) 59.3% (36.6-76.3) 53.0% (23.3-75.8) 77.0% (55.3-89.1)
DOR, months
Median duration (range) NE (3.32-14.92) NE (3.81-12.88) NE (3.32-14.92) NE (3.32-14.92)

Mote: Data noted as n (%) unless stated otherwise.
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EFIEEEMER, 725 mg/kgZE15 mg/kgFIESEEPMEREIZ N NZHIE(FRA).

X+F5 mg/kg?l, SocazolimabRIMiEREET.98 hiXZIFRAE, FLL10.75 mL/hRYBERRETE. MEREFIEXRMAVEMHNNE
$E4E. 4NEaTTEEBBRE)E, SocazolimabiAZFEARE., Socazolimabfg¥tmiE¥5HA79317.0 h(13.2X),

SEIBE BT BITIZSYITIAIRME. (ATERE, TR EN104FaF EEES, BIM15I(10.6%)IENERRZYIRIR. ASEE
BAEF120a BHRRATMTNERNE, X161(1.0%)EE{5AZM1E.

Table 4. Pharmacokinetic characteristics of each treatment group in the dose-escalation phase (N = 12).

Pharmacokinetic parameters 5 mg/kg (N = 3) 10 mg/kg (N = 3) 15 mg/kg (N = 3)
Cnax 1@/ ML) (x10%) 123 + 0.07 2.22 + 059 351+ 053

Tinax (R (198 +£ 0.27 ] 1.98 + 1.04 267 +£1.37
AUCq. (ug/mL/h) (x10%) 242 + 0.04 415 +09 6.84 +1.39
AUC,, (ng/mL/h) (x10% 315 + 0.08 4.92 + 137 8.51 + 1.81

tie () (x10%) 317 £ 0.4 261+ 0.3 2.98 + 0.70

CL, (mL/h) (1075 +2.20 ) 12.40 + 0.82 12.36 + 3.56

vd (mL) (<10 4.88 + 0.80 4.65 + 0.50 527 +1.76

Y% 5 AUC, ., KRB & T @R (B 0B £ %) ;AUCy.,, K E—BHIE & F @R (5 02| t) ;Cmax, it Hdnah & kK& ;CLt, %
MR T | B R KRR, 2% RV, B4 AR AR,
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