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indicated, did not meet its dual primary endpoints of OS and PFS. At the final analysis of the study,
there was not an improvement in OS for patients who received KEYTRUDA plus LENVIMA
compared to docetaxel. Earlier interim analyses did not demonstrate a statistically significant
improvement in PFS or ORR, a key secondary endpoint.



About LEAP-006
LEAP-006 is a randomized, placebo-controlled Phase 3 trial (ClinicalTrials.gov,
NCT03829319) evaluating LENVIMA plus KEYTRUDA with pemetrexed and platinum-containing

chemotherapy versus placebo plus KEYTRUDA with pemetrexed and platinum-containing

chemotherapy for the first-line treatment of adult patients with metastatic, nonsquamous NSCLC

who have confirmation that EGFR-, ALK- or ROS1-


https://clinicaltrials.gov/ct2/show/NCT03829319
https://www.clinicaltrials.gov/ct2/show/NCT03976375




ZLWK DQ'D@PRDRRFORQDO DQWLERG\ FRPSDUHG (W®R, (HL WIX\H & BAHWCH D W
DSSURYHG IRU WIEHQRBGLFDWLRQV

7K\URLG FDQFHU

y ,QGLFDWLRQ DV PRQRWKHUDS\

$SSURYHG LQ RYHU FRXQWULHV LQFOXGLQJ -DSDQ WKH 8QLWHG
DQG $VLD

-DSD&QUHVHFWDEOH WK\URLG FDQFHU

7KH 8QLWHG 6WDWHV 7KH WUHDWPHQW RI SDWLHQWYV ZLWK ORFE
UDGLRLRGAU®RU\ GLIIHUHQWLDWHG WK\URLG FDQFHU '7&

(XURSH 7KH WUHDWPHQW RI DGXOW SDWLHQWVY ZLWK SURJUHV)
GLIIHUHQWLDWHG SDSLOODU\ IROOLFXODU +-UWKOH FHOO WK\UR
LRGLQH 58,

+HSDWRPHODU FDUFLQRPD
y ,QGLFDWLRQ DV PRQRWKHUDS\

$SSURYHG LQ RYHU FRXQWULHV LQFOXGLQJ -DSDQ WKH 8QLWHG
DQG $VLD

-DSDQ 8QUHVHFWDEOH KHSDWRFHOOXODU FDUFLQRPD

7KH 8QLWHG 6W D@IHYH TAKWHHIDW P WQ WK ® U IS D MAWM QR BMVHZK WKD W R FH O O X
+8&&

(XURSH 7KH WUHDWPHQW RI DGXOW SDWLHQWY ZLWK DGYDQFHG R
+&& ZKR KDYH UHFHLYHG QR SULRU V\VWHPLF WKHUDS\

7K\PLF FDUFLQRPD
y ,QGLFDWLRQ DV PRQRWKHUDS\ $SSURYHG LQ -DSDQ
-DSDQ 8QUHVHFWDEOH WK\PLF FDUFLQRPD

5HQDO FHOO FRUKIURBAHD WKH DJHQW ZDV ODXQFKHG XQGHU WKH E
y . QGLFDWLRQ LQ FRPELQDWLRQ ZLWK HYHUROLPXYV

$SSURYHG LQ RYHU FRXQWULHV LQFOXGLQJ WKH 8QUWMHG 6WDW
7KH 8QLWHG 6WDWHV 7KH WUHDWPHQW RI DGXOW SDWLHQWV ZL\
IROORZLQJ RQBIQIURRH LFWALKHUD S\

(XURSH 7KH WUHDWPHQW RI DGXOW SDWLHQWYV ZLWK DGYDQFHG

YDVFXODU HD GRRZMIOLDFWRU 9(*) WDUJHWHG WKHUDS\

y ,QGLFDWLRQ LQ FRPELQDWLRQ ZLWK .(<758'$ JHQHULF QDPH SH



$SSURYHG LERYPHWULHY LQFOXGLQJ -DSDQ WKH 8QLWHG 6WDWHV
$VLD

-DSDQ 5DGLFDOO\ XQUHVHFWDEOH RU PHWDVWDWLF UHQDO FHOO
7KH 8QLWHG 6WDWIHYH ™WKHHIDWPWOQW RI DGXOW SDWLHQWYV ZLWK DG
(XURSH FUW&HIMWMH WUHDWPHQW RI DGXOW SDWLHQWYV ZLWK DGYDQFH

(QGRPHWULDO FDUFLQRPD

y ,QGLFDWLRQ LQ FRPELQDWLRQ ZLWK .(<758'$

$SSURYHG >LQFOXGLQJ FRQGLWRRQIVW DIS\S URFDE@LIQY RYFDQ WK
DQG FRXQWURISWY D@ GX$VLD

-DSDQ 8QUHVHFWDEOH DGYDQFHG RU UHFXUUHQW HQGRPHWULDO
FKHPRWKHUD S\

7KH 8QLWHG 6WDWHYV 7KH WUHDWPHQW RI SDWLHQWV ZLWK DGYD
QRW PLFURVDWHRIOIKW BELQVWDELOLW\



worldwide co-development and co-commercialization of LENVIMA. Under the agreement, the
companies will jointly develop, manufacture and commercialize LENVIMA, both as monotherapy
and in combination with KEYTRUDA, the anti-PD-1 therapy from Merck & Co., Inc., Rahway, NJ,
USA.

In addition to ongoing clinical studies evaluating the LENVIMA plus KEYTRUDA
combination across several different tumor types, the companies have jointly initiated new clinical
studies through the LEAP (LEnvatinib And Pembrolizumab) clinical program and are evaluating

the combination in various tumor types across multiple clinical trials.

(LVDLTV )RFXV RQ &DQFHU

(LVDL DFNQRZOHGJHV 32QFRORJ\" DV RQH RI LWV NH\ VWUDWHJ
on the discovery and development of anti-cancer drugs within drug discovery domains including
SPLFURHQYLURQPHQW" 3SURWHRVWDVLV GLVUXSWLRQ"™ 3FHOO
3SLQIODPPDWLRQ K\SR[LD R[LGDWLYH VWUHVV DQG FHOO VHQHVF
Learning (DHBL) drug discovery and development organization. Eisai aspires to discover

innovative new drugs with new targets and mechanisms of action from these domains, with the


http://www.eisai.com/
http://us.eisai.com/
http://www.eisai.co.uk/
https://twitter.com/eisaius
https://twitter.com/eisai_sdgs
https://www.linkedin.com/company/eisaiglobal/
https://www.linkedin.com/company/eisai/
https://www.linkedin.com/company/eisai-emea/
https://www.facebook.com/EisaiGlobal/

Merck & Co., Inc., Rahway, NJ,USATV J)RFXV RQ &DQFHU

Our goal is to translate breakthrough science into innovative oncology medicines to help
people with cancer worldwide. At Merck & Co., Inc., Rahway, NJ, USA, the potential to bring new
hope to people with cancer drives our purpose and supporting accessibility to our cancer
medicines is our commitment. As part of our focus on cancer, Merck & Co., Inc., Rahway, NJ,
USA is committed to exploring the potential of immuno-oncology with one of the largest
development programs in the industry across more than 30 tumor types. We also continue to
strengthen our portfolio through strategic acquisitions and are prioritizing the development of
several promising oncology candidates with the potential to improve the treatment of advanced

cancers. For more information about our oncology clinical trials, visit www.merck.com/clinicaltrials.

About Merck & Co., Inc., Rahway, NJ, USA
For over 130 years, Merck & Co., Inc., Rahway, NJ, USA, known as MSD outside of the
United States and Canada, has been inventing for life, bringing forward medicines and vaccines
IRU PDQ\ RI WKH ZRUOGYTVY PRVW FKDOOHQJLQJ GLVHDVHV LQ SXUV
lives. We demonstrate our commitment to patients and population health by increasing access to
health care through far-reaching policies, programs and partnerships. Today, Merck & Co., Inc.,
Rahway, NJ, USA continues to be at the forefront of research to prevent and treat diseases that
threaten people and animals including cancer, infectious diseases such as HIV and Ebola, and
emerging animal diseases + as we aspire to be the premier research-intensive

biopharmaceutical company in the world. For more information, visit www.merck.com and connect

with us on Twitter, Facebook, Instagram, YouTube and LinkedIn.

Forward-Looking Statement of Merck & Co., Inc., Rahway, NJ, USA
This news release of Merck & Co., Inc., Rahway, NJ, USA WKH 3FRPSDQ\" LQFOX
3IRUZDBBNLQJ VWDWHPHQWY™ ZLWKLQ WKH PHDQLQJ RI WKH VDIH |
Securities Litigation Reform Act of 1995. These statements are based upon the current beliefs
DQG H[SHFWDWLRQV RI W gdrerk RuRdSdae) dubjectPt® Qdhificant risks and
uncertainties. There can be no guarantees with respect to pipeline candidates that the candidates
will receive the necessary regulatory approvals or that they will prove to be commercially
successful. If underlying assumptions prove inaccurate or risks or uncertainties materialize, actual

results may differ materially from those set forth in the forward-looking statements.


http://www.merck.com/clinicaltrials
http://www.merck.com/
https://twitter.com/Merck
https://www.facebook.com/MerckInvents/
https://www.instagram.com/merck/
https://www.youtube.com/user/Merck
https://www.linkedin.com/company/merck

Risks and uncertainties include but are not limited to, general industry conditions and
competition; general economic factors, including interest rate and currency exchange rate
fluctuations; the impact of the global outbreak of novel coronavirus disease (COVID-19); the
impact of pharmaceutical industry regulation and health care legislation in the United States and
internationally; global trends toward health care cost containment; technological advances, new
products and patents attained by competitors; challenges inherent in new product development,
including obtaining regulatory approval; WKH FRPSDQ\fV DELOLW\ WR DFFXUDWHO\
conditions; manufacturing difficulties or delays; financial instability of international economies and
VRYHUHLJQ ULVN GHSHQGHQFH RQ WKH HIITHFWLYHQHVV RI WKH FF
for innovative products; and the exposure to litigation, including patent litigation, and/or regulatory
actions.
The company undertakes no obligation to publicly update any forward-looking statement,
whether as a result of new information, future events or otherwise. Additional factors that could
cause results to differ materially from those described in the forward-looking statements can be
IRXQG LQ WKHARREA B&pQtJnorm 10-K for the year ended December 31, 2022 and
WKH FRPSDQ\T s wittWtka-Bdcuriti€slaQdJExchange Commission (SEC) available at the
6(&TV ,QWH U@ iWc.ydv)V H

1" RUOG +HDUWK 2UJDQL]DWLRQ 3/XQJ FDQFHU" )DFW VKHHW
https://www.who.int/news-room/fact-sheets/detail/lung-cancer .

2 Hyuna S. et al. Global cancer statistics 2020. CA Cancer J Clin. 2021; 71: 209-249.
https://acsjournals.onlinelibrary.wiley.com/doi/10.3322/caac.21660 .

3 American Cancer Society. Cancer Facts | Figures
https://www.cancer.org/content/dam/cancer-org/research/cancer-facts-and-statistics/annual-cancer-facts-and-fiqures/2023/2023-
cancer-facts-and-figures.pdf .

4 American Lung Association 3.H\ ILQGLQJV ~ 6WDWH RI OXQJ FDQFHU
https://www.lung.org/research/state-of-lung-cancer/key-findings .
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