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KEYNOTE-564: Prespecified Disease Risk Categories1,2

pT2 with Grade 4 or 
sarcomatoid, N0, M0

Intermediate-High Risk High Risk M1 NED

pT3, any grade, 
N0, M0

pT4, any grade,
N0, M0

Any pT, any grade with 
node positive, M0

M1 
No Evidence of Disease

M1: Distant metastasis; M0: Distant metastases; NED: No evidence of 
disease; N0: Nodal involvement; pT: Pathological stage.

1. Keytruda Prescribing Information, MSDIN 06/23 2. Choueiri 
TK et al. N Engl J Med. 2021;385(8):683–694.
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KEYNOTE-564: Superior DFS With KEYTRUDA® vs. Placebo 
(Primary End Point)1,2

aBased on the stratified Cox proportional hazard model.1 bBased on stratified log-rank test.1
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498 436 389 341 209 145 56 1 019

496

Placebo

KEYTRUDA® 

Number at Risk

457 414 371 233 151 61 1 021

Time in Months

Treatment Arm

KEYTRUDA® 

Placebo

32% 
risk 

reduction

12 months (95% CI)
86% (82–89) 

76% (72–80) 

HRa=0.68 
(95% CI, 0.53–0.87) 

P=0.0010b

77% (73–81) 

68% (64–72) 

24 months (95% CI)

Kaplan-Meier Estimates for 
DFS2

CI: Confidence interval; DFS: Disease-free survival; HR: 
Hazard ratio; OS: Overall survival.

Superior DFS vs. Placebo1,2

KEYTRUDA® reduced the risk of disease recurrence or death by 
32% compared with placebo.

The events observed were 109/496 (22%) with KEYTRUDA® vs. 
151/498 (30%) with placebo.

The median DFS had not been reached for either treatment 
group.

The median follow-up time was 23.9 months 
(range: 2.5 to 41.5 months).

At the time of analysis, OS results were not yet mature, with 18 
deaths out of 496 patients in the KEYTRUDA® arm and 33 

deaths out of 498 patients in the placebo arm.

1. Keytruda Prescribing Information, MSDIN 06/23. 2. Choueiri TK et al. N Engl J Med. 2021;385(8):683–694.
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The median follow-up time was 23.9 months (range 2.5 to 41.5 months).

KEYNOTE-564: Superior DFS With KEYTRUDA®  vs. Placebo 
(Primary End-Point)

a. Based on the stratified Cox proportional hazard model. b. Based on stratified log-rank test.

KEYTRUDA®  Q3W
n=496

Placebo Q3W
n=498

DFS

Number (%) of patients with event 109 (22%) 151 (30%)

Median in months (95% CI) NR NR

Hazard ratioa (95% CI) 0.68 (0.53–0.87)

P value 0.0010b

Estimated 12 months DFS rate (95% CI) 86% (82–89) 76% (72–80)

Estimated 18 months DFS rate (95% CI) 82% (78–85) 72% (68–76)

Estimated 24 months DFS rate (95% CI) 77% (73–81) 68% (64–72)

 CI: Confidence interval; DFS: Disease-free survival; NR: 
Not reached; Q3W: Every 3 weeks.1. Keytruda Prescribing Information, MSDIN 06/23
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KEYNOTE-564:  Follow-Up Exploratory Analysis – Median 30-
Month Kaplan-Meier Estimates of DFS with KEYTRUDA® vs. Placebo1

1. Powles T et al. Lancet Oncol. 2022;23(9):1133–1144.

    No formal statistical testing was performed for the updated analysis 
and, therefore, no conclusions can be drawn.

498 437 389 356 325 230 125 33 174
496

Placebo
KEYTRUDA® 458 416 389 361 255 135 37 077
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Time in Months

30-month 
DFS estimates

Kaplan-Meier Estimates for DFS

HR=0.63 (95% CI, 0.50–0.80)
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Treatment Arm

KEYTRUDA® 

Placebo

75.2%

(95% CI, 70.8–79.1)

65.5%

(95% CI, 60.9–69.7)

Copyright retained by Elsevier.

CI: Confidence interval; DFS: Disease-free survival; HR: 
Hazard ratio; IQR: Interquartile range; OS: Overall survival.

DFS: KEYTRUDA®  vs. 
Placebo

Median time from randomization to data 
cutoff was 30.1 months (IQR: 25.7–36.7 
months).

The HR for DFS was 0.63 (95% CI, 0.50–
0.80) in favor of KEYTRUDA®.

The events observed were 114/496 (23%) 
with KEYTRUDA® vs. 169/498 (34%) with 
placebo

The estimated 30-month DFS rates were 
75.2% with KEYTRUDA® and 65.5% with 
placebo. 

The median DFS was not reached for either 
treatment group.

LIMITATION: 
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KEYNOTE-564: DFS in the ITT Population by Investigator Assessment

DFS was met at the first prespecified interim analysis and was not formally statistically tested thereafter. 
Data cutoff date: September 15, 2023.
Choueiri TK et al. N Engl J Med. 2024;390(15):1359–1371. Figure reproduced with permission from Choueiri TK et al. N Engl J Med. 2024;390(15):1359–1371. 
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No. at risk
Pembrolizumab
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Median follow-up: 57.2 months

Months

D
FS

, %

24
 m

on
th

s

36
 m

on
th

s

48
 m

on
th

s

12
 m

on
th

s
Pembrolizumab

Placebo

Pembrolizumab
n=496

Placebo
n=498

HR (95% CI) 0.72 (0.59–0.87)
Events, n 174 224
Median DFS, 
months (95% CI) NR (NR–NR) NR (54.9–NR)
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KEYNOTE-564: OS in the ITT Population

aP value boundary for significant OS improvement at the third prespecified interim analysis was 0.0144 (2-sided) reported in accordance with the journal policy, despite the study protocol specification to report 1-sided P values. 
Data cutoff date: September 15, 2023.
Choueiri TK et al. N Engl J Med. 2024;390(15):1359–1371. Figure reproduced with permission from Choueiri TK et al. N Engl J Med. 2024;390(15):1359–1371. 
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Median follow-up: 57.2 months

486
487

489
494

484
483

168
155

O
S,

 %

496
498

479
476

468
455

22
22

0
0

462
441

470
463

451
433

443
423

397
382

270
248

81
79

MonthsNo. at risk
Pembrolizumab

Placebo

24
 m

on
th

s

36
 m

on
th

s

48
 m

on
th

s

12
 m

on
th

s

Pembrolizumab

Placebo

Pembrolizumab
n=496

Placebo
n=498

HR (95% CI) 0.62 (0.44–0.87); P=0.005a

Events, n 55 86

Median OS, 
months (95% CI) NR (NR–NR) NR (NR–NR)
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KEYNOTE-564: OS in Subgroups

Data cutoff date: September 15, 2023.
Choueiri TK et al. N Engl J Med. 2024;390(15):1359–1371. Figure reproduced with permission from Choueiri TK et al. N Engl J Med. 2024;390(15):1359–1371. 
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Median follow-up: 57.2 months
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aAn additional 4 and 1 patients in the pembrolizumab and placebo arms, respectively, who were not included in the table received subsequent therapy without documented recurrence. bPatients could have received multiple 
subsequent anticancer therapies for RCC; each patient was counted once in each applicable category. cAtezolizumab, avelumab, durvalumab, nivolumab, pembrolizumab. dAxitinib, bevacizumab, cabozantinib, lenvatinib, pazopanib, 
sorafenib, sunitinib, tivozanib. eIncluded but was not limited to belzutifan, everolimus, and ipilimumab.
Data cutoff date: September 15, 2023.
Choueiri TK et al. N Engl J Med. 2024;390(15):1359–1371.

KEYNOTE-564: Subsequent Therapies in the ITT Population
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Median follow-up: 57.2 months

n/N (%)

Patients with documented recurrence

Pembrolizumab
n=161

Placebo
n=210

Received any subsequent therapya,b 128/161 (79.5) 171/210 (81.4)

Received systemic anticancer drug therapy 105/132 (79.5) 145/172 (84.3)

Anti–PD-1/PD-L1 therapyc 43/105 (41.0) 101/145 (69.7)

VEGF/VEGFR inhibitord 97/105 (92.4) 123/145 (84.8)

Othere 32/105 (30.5) 60/145 (41.4)

Received radiation therapy 32/132 (24.2) 34/172 (19.8)

Received surgery 36/132 (27.3) 50/172 (29.1)
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CheckMate 914 IMmotion010



• CheckMate914 trial and IMmotion010 trial.
• Both failed to achieve any DFS benefit
• In CheckMate914 - Adjuvant Nivolumab plus Ipilimumab was for 6 

months
• IMmotion010- small number of participants with non–clear-cell re 

nal-cell carcinoma were enrolled
• Furthermore, the proportion of participants with M1 NED status was 

higher in the IMmotion010 trial



 18



19

Thank you


	Overall Survival with Adjuvant Pembrolizumab in Renal-Cell Carc
	Slide 2
	Slide 3
	Slide 4
	Slide 5
	Slide 6
	KEYNOTE-564: Superior DFS With KEYTRUDA® vs. Placebo (Primary E
	Slide 8
	Slide 9
	KEYNOTE-564: DFS in the ITT Population by Investigator Assessme
	Slide 11
	KEYNOTE-564: OS in the ITT Population
	KEYNOTE-564: OS in Subgroups
	KEYNOTE-564: Subsequent Therapies in the ITT Population
	Slide 15
	Slide 16
	Slide 17
	Slide 18
	Slide 19

