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Keeping Pace With Immunotherapy Advances in Bladder 
Cancer
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HR 0.19 (95% CI: 0.05-0.70; 
 log-rank P = .01)

HR 0.15 (95% CI: 0.04-0.59; 
log-rank P = .006)

Rizvi NA, et al. Science. 2015;348:124-128.
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1. Powles T, et al. Lancet. 2018;391:748-757. 2. Apolo AB, et al. J Clin Oncol. 2017;35:2117-2124.  
3. O’Donnell P, et al. AACR 2018. Abstract CT031. 4. Sharma P, et al. AACR 2018. Abstract CT178. 5. Bellmunt J, et al. N Engl J Med. 2017;376:1015-1026.
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* 那些在最初的影像学 展后仍可 治 的患者。 
† 到CR的患者可在24周后停止治 ，首次CR后至少服 2 。 

Paclitaxel：紫杉醇；Docetaxel：多西他 ；Vinflunine： 春 宁 

Bellmunt J, et al. N Engl J Med. 2017;376:1015-1026.

KEYNOTE-045 2 OS  2019 ASCO

• PD-L1 CPS ≥ 10% OS, PFS 

• PD-L1 CPS ≥ 10% ORR, DoR
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III PD-1 vs 

• UC
; ECOG PS ≤ 2; 

PD-L1 (N = 542)

PD-1  
200 mg Q3W 

(N = 270) 

 
Paclitaxel 175 mg/m2 Q3W or 
Docetaxel 75 mg/m2 Q3W or 
Vinflunine 320 mg/m2 Q3W 

(N = 272)

24 CR
PD AE  

*†

PD AE

R



PD-1 30%

0 4 8 12 16 20 24 28 32 36
0

20

40

60

80

100

26.9% 
14.3%

44.2% 
29.8%

 ( )

O
S

 (%
)

OS

PD-1  (N=270) 10.1  (95%CI, 8.0-12.3 ) HR=0.70, 95%CI=0.57-0.85

 (N=272) 7.3  (95% CI, 6.1-8.1 ) P=0.00015

Fradet Y,Bellmunt J,Vaughn D J et al. Ann. Oncol. 2019 May 03.

2019



In
ci

de
nc

e 
(%

)

0

10

20

30

40

!13Bellmunt J, et al. N Engl J Med. 2017;376:1015-1026. 
* 2018

Pembrolizumab
1/2 3-5

 ≥ 10% 3-4

  (N=371)

0.0 

8.3 

16.7 

25.0 

1~2
3~4

≥5
%

 (%
)

73 *



• PD-1 1  

• PD-1 2

• OS 10.1m vs 7.3m 2 OS 26.9% vs 14.3%  

• ORR 21.1% vs 11%    CR 9.3% vs 2.9%     DOR NR vs 4.4  

• PD-1

• SAE(12% vs 22.4%)  AE (6.8%  vs 12.5%) 
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KEYNOTE-361 IMvigor130 PD-L1  
PD-L1 PD-L1

III PD-L1 OS

1 FDA limits first-line bladder cancer labels for Keytruda, Tecentriq 
2 FDA Alerts Health Care Professionals and Oncology Clinical Investigators about an Efficacy Issue Identified in Clinical Trials for Some Patients Taking Keytruda (pembrolizumab) or Tecentriq 
(atezolizumab) as Monotherapy to Treat Urothelial Cancer with Low Expression of PD-L1
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Galsky MD, et al. 2019 ASCO Abstract 4504.
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HCRN GU14-182

• PFS ( irRECIST) 

• PFS PFS(PD-L1↑) PFS(RECIST 1.1) RR(RECIST 1.1) (CTCAE v4) OS

Galsky MD, et al. 2019 ASCO Abstract 4504.
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PD-1 PFS

 (n=52) 3.2(95%CI:2.8-5.5)  
PD-1  (n=55) 5.4(95%CI:3.6-9.2)
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HCRN GU14-182

• SD PD-1

 
• PFS:5.4m vs 3.2m 

• 18 rmPFS 8.1m vs 5.5m 

•
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Look into future
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1. Balar AV, et al. Lancet Oncol. 2017;18:1483-1492. 2. Bellmunt J, et al. N Engl J Med. 2017;376:1015-1026.
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Rosenberg JE, et al. ASCO 2016. Abstract 104.



PD-1 TMB hi GEP low

Razvan Cristescu et al. Science 2018;362:eaar3593
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HRD DNA 20%

Heeke AL, et al. JCO Precision Oncology. 2018;[Epub ahead of print].
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