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WW Sales Active Studies

Urothelial
cisplatin 
ineligible 
Padcev

combo (1L), 
NSCLC post 
resection & 

chemo (Adj.)

Endometrial 
MSI-H (2L+)

RCC
lenvatinib

combo (1L), 
RCC high-risk 

clear cell 
(Adj.), 

Cervical
chemo 

combo +/-
bev PD-L1+ 
(1L), TNBC
(Neo Adj.), 

Endometrial
Lenvatinib 

combo (2L+), 
GEJ chemo 
combo (1L), 
GEJ HER2+ 

combo (1L), 
cSCC (2L+)

NMIBC BCG 
unresponsive 
high-risk with 

CIS (2L+), 
MSI-High 

CRC
unresectable 

(1L), TNBC
CPS≥10  (1L), 
cSCC (2L+), 

TMB-H adult 
& ped (2L+), 
cHL adult & 
ped (2L+), 
Multiple 

400mg dose 
at all 

approved 
adult 

indications

Melanoma 
(Adj.),, RCC

axitinib
combo (1L), 

SCCHN 
chemo 

combo (1L) 
or mono PD-

L1+ (1L), 
SCLC (3L+), 

ESCC CPS≥10 
(2L+), 

Endometrial
Lenvatinib 
combo not 
MSI-H (2L+)

NSCLC Non-
Sq chemo 
combo no 
ALK / EGFR 
mut (1L), 
NSCLC Sq 

chemo 
combo (1L), 
MCC (2L+), 
HCC post-
sorafenib 

(2L+), PMBCL
(2L+), 

Cervical
post-chemo 
PD-L1+ (2L+)

cHL adult & 
ped (3L+), 
Urothelial 

post-
platinum 

(1L(a) & 2L), 
MSI-High

(2L+), Gastric
PD-L1+  

(3L+), NSCLC
non-sq 
chemo 

combo (1L)

NSCLC ≥50% 
PD-L1 (1L), 

SCCHN post-
platinum 

(2L+)

Melanoma
(1L), NSCLC
≥1% PD-L1 

(2L+)

Melanoma
(2L+)

Initial FDA
Approvals

(a) Cisplatin ineligible        (b) Recruiting or active studies associated with pembrolizumab listed on clinicaltrials.gov (up to 9/11/2023) 
Note: 2023+ sales estimates based on sell-side consensus
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(b)Sales & FDA Approvals Trajectory



Year of FDA ApprovalKey Trial(s)SettingIndication

2014KEYNOTE-0022L+

Melanoma 2015KEYNOTE-0061L

2019KEYNOTE-054Adjuvant

2016KEYNOTE-012, KEYNOTE-
040Post-platinum

SCCHN
2019KEYNOTE-0481L Mono PD-L1+ / 1L 

combo w/ chemo

2017KEYNOTE-087, KEYNOTE-
2043L+

cHL
2020KEYNOTE-2042L+ pediatric

2017KEYNOTE-0452L+

Urothelial
2017KEYNOTE-0521L post-platinum

2020KEYNOTE-0572L+ NMIBC high-risk

2023KEYNOTE-8691L w/ Padcev

2020KEYNOTE-1771LMSI-High CRC

2017Multiple (5)2L+
MSI-High

2023KEYNOTE-164, KEYNOTE-
158, KEYNOTE-051

2L+

2017KEYNOTE-0593L+

GEJ 2021KEYNOTE-5901L

2021KEYNOTE-8111L HER2+

2018KEYNOTE-1582L+ post-chemo PD-L1+
Cervical

2021KEYNOTE-8261L w/ bev PD-L1+

2019KEYNOTE-1462L+ w/ lenvatinib, not 
MSI-H

Endometrial 2021KEYNOTE-7552L+ w/ lenvatinib

2022KEYNOTE-1582L+ MSI-High

Year of FDA ApprovalKey Trial(s)SettingIndication

2015KEYNOTE-0102L+ ≥1% PD-L1

NSCLC

2016KEYNOTE-0241L+ ≥50% PD-L1

2017KEYNOTE-0211L chemo combo non-sq

2018KEYNOTE-1891L chemo combo non-sq 
no EGFR / ALK mut.

2018KEYNOTE-4071L chemo combo sq

2019KEYNOTE-0421L mono 

2023KEYNOTE-091Adjuvant

2018KEYNOTE-244Post-sorafenibHCC

2018KEYNOTE-0172L+MCC

2019KEYNOTE-4261L w/ axitinib

RCC 2021KEYNOTE-5811L w/ lenvatinib

2021KEYNOTE-564Adjuvant high-risk

2019KEYNOTE-158, KEYNOTE-
0283L+SCLC

2019KEYNOTE-181, KEYNOTE-
1802L+ CPS ≥10

ESCC
2021KEYNOTE-5901L

2020KEYNOTE-3551L CPS ≥10
TNBC

2021KEYNOTE-522Neoadjuvant / Adjuvant

2020KEYNOTE-158TMB-H ≥10TMB-High

2020 & 2021KEYNOTE-6292L+cSCC

2018KEYNOTE-1702L+PMBCL

Summary of Pivotal Keytruda Trials
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