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Unlabeled/Investigational Uses

I will not be discussing any unlabeled or investigational 

uses of any pharmaceutical products or medical devices.
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Background
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Study design

CPS, combined positive score; DOR, duration of response; ECOG PS, Eastern Cooperative Oncology Group performance status; IRRC, independent 

radiological review committee; IV, intravenous infusion; ORR, overall response rate; OS, overall survival; PD-L1, programmed death ligand-1; PFS, 

progression-free survival; Q12W, every 12 weeks; Q3W, every 3 weeks; RECIST, response evaluation criteria in solid tumors;

Study Design PatientsBackground P0863 0.114 0.129 RG

[(P0863 0.114 0.129 RG

[(P0863 0.114 0.129(0

-rS)>>13(EfBDC q
(m)4 BDC 47>> BDC y(at)-4C  End))-7(03663 EMC BD6621 960 540 re

W* n

0.902 0.8g

141.6 523.32 90.72 17.04 re

f*

Q

 EMC  /Span <</MCID 48/La54314(rUS)>> BDC q

0.000014305 0 960 540 re

W* n

BT

/54 12 Tf

1 0 0 1 154.66 527.76 Tm

1 g

1 G

[(S)-4(tu)-5(dy )3 0.114 0.129 RG

[pan2863 0.114 0.129 RG

[(P0863 0.114 0.129 RG

[(P0863 0.114 0.Se BDC 663 .000364 47>>rS)>>3(EfBDC q
(m)4 BDC 47>> BDC y(at)-4C  End))-7(03663 EMC BD6621 960 540 re

W* n

W* n

BT

/52 9.96 Tf

1 0 0 1 269.18 20.664 Tm

0.149 g

0.149 G

[(-)] T3 0.114 0.129 RG
691.94] TJ

ET

Q

 EMC  /P <</MCID 44>> BDC q

-0.000003815 0.00036621 960 540 re

W* n

0.902 0.52

141.6 523.32 90.72 17.04 re

f*

Q

 EMC  /Span <</MCID 48/La7TJ
a)4(c)>> BDC q

0.000014305 0 960 540 re

W* n

BT

/53 12 Tf

1 0 0 1 311.71 527.76 Tm

0.0863 0.114 0.129 rg

0.0863 0.114 0.129 RG757.2at)-3(ient)] TJ

ET

Q

 EMC  /Span <</MCID 43/Lang (en-US)>>Sa)C q
(m)etBDC y6621 960 540 re

W* n

0.902 0.54

141.6 523.32 90.72 17.04 re

f*

Q

 EMC  /Span <</MCID 48/La836.644(c)>> BDC q

0.000014305 0 960 540 re

W* n

BT

/53 12 Tf

1 0 0 1 48.6 527.76 Tm

0.0863 0.114 0.129 rg

0.0863 0.114 0.129 RG

85
Q
tient



6

Patient distribution

FAS, full analysis set; SS, safety set;

Study Design PatientsBackground Primary Efficacy Endpoint Secondary Efficacy Endpoints Safety Conclusions

Screened 

N=52

Enrolled

N=21

Ineligible

n=31

Serplulimab + Nab-paclitaxel 
Q3W

Under treatment

n=5

Survival follow-up

n=4

End of study
n=12

Death n=11
Loss to follow-up n=1

FAS

SS

N=21

N=21

Median (range) follow-up: 14.6 (0.2–21.7) mo Cut-off date: Dec 31, 2021
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Objective response rate (ORR)

CI, confidence interval; CR, complete response; DCR, disease control rate; FAS, full analysis set; IRRC, independent radiological review committee; 

NE, not evaluable; ORR, objective response rate; PD, progressive disease; PR, partial response; SD, stable disease

Study Design PatientsBackground Primary Efficacy Endpoint Secondary Efficacy Endpoints Safety Conclusions

IRRC
(N=21)

ORR, n (%) 
[95% CI]

12 (57.1)
[34.0, 78.2]

DCR, n (%)
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Duration of response (DOR)

CI, confidence interval; mDOR, median duration of response; FAS, full analysis set; IRRC, independent radiological review committee; NA, not available; 

PD, progressive disease; 

Study Design PatientsBackground Primary Efficacy Endpoint Secondary Efficacy Endpoints Safety Conclusions

IRRC (N=21)

Overall response, n 12

PD or death after response, n 3

mDOR (95% CI), month NA (4.1, NA)

12 month DOR rate (95% CI), % 70.0 (32.9, 89.2)
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Progression-free survival (PFS)

CI, confidence interval; FAS, full analysis set; IRRC, independent radiological review committee; NA, not available; PD, progressive disease; 

mPFS, median progression-free survival;

Study Design PatientsBackground Primary Efficacy Endpoint Secondary Efficacy Endpoints Safety Conclusions

IRRC (N=21)

PD or death, n (%) 9 (42.9)

mPFS (95% CI), month 5.7 (3.0, NA)

6 months PFS rate (95% CI) 48.2 (23.3, 69.5)

12 month PFS rate (95% CI) 48.2 (23.3, 69.5)

××

FAS

Censored
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Overall survival (OS)

CI, confidence interval; FAS, full analysis set; IRRC, independent radiological review committee; NA, not available; mOS, median overall survival;

Study Design PatientsBackground Primary Efficacy Endpoint Secondary Efficacy Endpoints Safety Conclusions

FAS (N=21)

Death, n (%) 11 (52.4)

mOS (95% CI), month 15.5 (10.5, NA)

6 month OS rate (95% CI) 76.2 (51.9, 89.3)

12 month OS rate (95% CI) 71.1 (46.6, 85.9)

××

FAS

Censored
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Adverse events summary

ADR, adverse drug reaction; AESI, adverse event of special interest; CTCAE, Common Terminology Criteria for Adverse Events; irAE, immune-related 

adverse event; IRR, infusion related reaction; SAE, serious adverse event; TEAE, treatment-emergent adverse event; SS, safety set; 

Study Design PatientsBackground Primary Efficacy Endpoint Secondary Efficacy Endpoints Safety Conclusions

SS

(N=21)

TEAE, n (%) 21 (100)

CTCAE grade ≥3 TEAE 17 (81.0)

ADR 19 (90.5)

CTCAE grade ≥3 ADR 7 (33.3)

SAE 8 (38.1)

TEAE leading to serplulimab discontinuation 0

AESI 12 (57.1)

IRR 0

irAE 12 (57.1)

CTCAE grade ≥3 irAE 2 (9.5)
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Most common TEAEs and irAEs

CTCAE, Common Terminology Criteria for Adverse Events; irAE, immune-related adverse event; TEAE, treatment-emergent adverse event; SS, safety set; 

Study Design PatientsBackground Primary Efficacy Endpoint Secondary Efficacy Endpoints Safety Conclusions

Preferred Term (PT)
SS
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Conclusions

CI, confidence interval; CTCAE, Common Terminology Criteria for Adverse Events; mDOR, median duration of response; irAE, immune-related adverse 

event; IRRC, independent radiological review committee; NA, not available; ORR, objective response rate; mOS, median overall survival; mPFS, median 

progression-free survival; 

Study Design PatientsBackground Primary Efficacy Endpoint Secondary Efficacy Endpoints Safety Conclusions

❖ Serplulimab and nab-paclitaxel combination therapy showed more excellent anti-tumor activity in 

patients with advanced cervical cancer who failed first-line standard chemotherapy than PD-1 or 

nab-paclitaxel monotherapy;

✓ ORR assessed by IRRC was 57.1%

✓ mDOR was not reached, 12 month DOR rate assessed by IRRC was 70.0%

✓ mPFS assessed by IRRC was 5.7 (95% CI: 3.0, NA) months

✓ mOS was 15.5 (95% CI: 10.5, NA) months, 12 month OS rate was 71.1%

❖ Meanwhile, Serplulimab in combination with nab-paclitaxel showed a manageable safety profile.

✓ No grade 4–5 irAE occurred, and the incidence of grade 3 irAE was 9.5%
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