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JLVWXOD RUPDWLRQ DQG *DVWURZIQWHKN W L GIDAV B H Q VRW DWULHDQ
/(19,08 RU /(19,08 HYHUROLPXV LQ '7& 5&& DQG +&& ILVWXOD RU
RFFXUUHG LQ J)LVWXODV DQG JDVWURVYR VERHHYL Q B 6 RSMUH & UIDQV
OHQYDWLQLE FOLQLFPDUWHWRLQV HE{S3HUQHEFHW 3QHXPRWKRUD[ KDV
DQG ZLWKRXW FOHDU HYLGHQFH RI D EURQFKRSOHXUDO ILVWXOD ¢
ILVWXOD DQG SQHXPHRG KRUDYWRFALDOWLRQ ZLWK WXPRU UHJUHVVL
FDVHV RI ILVWXOD IRUPDWLRQ RU JDVWURLQWHVWLQDO SHUIRUD
UDGLRWKHUDS\ ZHUH SUHVHQW

3HUPDQHQWO\ GLVFRQWLQXH LQ SDWLHQWWUZEKRLEBYRDPR\J
VHYHULW\ RUIODVW&EBD

47 ,QWHUYDO 3URQRGQ@&DWIRIGF LQWHUYDO SURORQJDWLRQ R
/(19,03WUHDWHG SDWLHQWYV DQG 47 LQWHUYDO SURORQJDWLRQ RI
LQWHUYDO LQFUHDVHMGRL® PWRIREBWUWLH QWY UHFHLYLQJ /(19,0% |
47F LQWHUYDO ! PV RFFXUUHG LQ ,Q +&& 47F LQWHUYDO LQFL
RI /(19,0#/UHDWHG SDWLHQWY DQG 47F LQWHUYDO ! PV RFFXUUHC

ORQLWRU DQG FRUUHFRDBOWEWW ROAE B \VCHEIQLRWH DQG SHULRGLF
ORQLWRU HOHFWURFDUGLRJUDPV LQ SDWLHQWYV ZLWK FRQJHQLWDC
EUDG\DUUK\WKPLDV RU WKRVH ZKR DUH WDNLQJ GUXJV NQRZQ WR
,DDQG ,,, DQWLDUUK\WKPLFV :LWKKROG DQG UHVXPH DW UHGXFHG

+\SRFDOFHRLD7& JUDGKASRFDOFHPLD RFFXUUHG WQHDRIHG19,
SDWLHQWV ,Q RI FDVHV K\SRFDOFHPLD LPSURYHIHRHQUWYRORE
ZLWK RU ZLWKRXW GRVH LQWHUUXSWLRQ R SRAF\DHD FHHSLOF W E RRQU U®

RI /(19,03 HYHUWWUHDWHG SDWLHQWY ,Q +&& JUDGH K\SRFDO|
RI /(19,0#4UHDWHG SDWLHQWYV

ORQLWRU EORRG VFD®WFDXD\OMYARDWKO\ DQG UHSODFH FDOFLX
WUHDWPHQW :LWKKROG DQG UHVXPH DW UHGXFHG GRVH XSRQ U
GHSHQGLQJ RQ VHYHULW\

5HYHUVLEOH 3RVWHULRU /HXNRHQFHSKDRORS FWKD ARG URW K C

DWLHQWYV ZKR UHFHLYHG /(19,083 DV D VLQJOH DJHQW 53/6
GLDJQRVLV RI 53/6 ZLWK 05, :LWKKROG DQG UHVXPH DW UHGXFHG (
GLVFRQWLQXH GHSHQGLQJ RQ VHYHULW\ DQG SHUVLVWHQFH RI QH

+HPRUURDOLHQWWULRXV LQFOXGLQJ IDWDO KHPRUUKDJLF HY
/(19,08 ,Q '7& 5&& DQG +&& FOLQLFDO WULDOV KHPRUUKDJLF HY

RI WKH SDWLHQWY WUHDWHG ZLWK /(19,03 DV D VLQX®H DJHQ\
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In locally advanced or metastatic urothelial carcinoma, KEYTRUDA 200 mg is

administered as an intravenous infusion over 30 minutes every three weeks until disease
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Cervical Cancer

KEYTRUDA is indicated for the treatment of patients with recurrent or metastatic cervical
cancer with disease progression on or after chemotherapy whose tumors express PD-L1 (CPS
. DV GHWHUPLQH @pgEdveD @st) "Bhis indication is approved under accelerated
approval based on tumor response rate and durability of response. Continued approval for this
indication may be contingent upon verification and description of clinical benefit in the
confirmatory trials. The recommended dose of KEYTRUDA is 200 mg as an intravenous infusion
over 30 minutes every three weeks until disease progression, unacceptable toxicity or up to 24
months in patients without disease progression.

Hepatocellular Carcinoma

KEYTRUDA is indicated for the treatment of patients with hepatocellular carcinoma (HCC)
who have been previously treated with sorafenib. This indication is approved under accelerated
approval based on tumor response rate and durability of response. Continued approval for this
indication may be contingent upon verification and description of clinical benefit in the
confirmatory trials. The recommended dose of KEYTRUDA is 200 mg as an intravenous infusion
over 30 minutes every three weeks until disease progression, unacceptable toxicity, or up to 24

months in patients without disease progression.

Merkel Cell Carcinoma

KEYTRUDA is indicated for the treatment of adult and pediatric patients with recurrent
locally advanced or metastatic Merkel cell carcinoma. This indication is approved under
accelerated approval based on tumor response rate and durability of response. Continued
approval for this indication may be contingent upon verification and description of clinical benefit
in the confirmatory trials. The recommended dose of KEYTRUDA in adults is 200 mg administered
as an intravenous infusion over 30 minutes every three weeks until disease progression,
unacceptable toxicity, or up to 24 months in patients without disease progression. The
recommended dose of KEYTRUDA in pediatric patients is 2 mg/kg (up to a maximum of 200 mg),
administered as an intravenous infusion over 30 minutes every three weeks until disease

progression or unacceptable toxicity, or up to 24 months in patients without disease progression.

Renal Cell Carcinoma





























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/eisai/



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
https://cts.businesswire.com/ct/CT?id=smartlink&url=http%3A%2F%2Fwww.merck.com%2Fclinicaltrials&esheet=51997543&newsitemid=20190611005275&lan=en-US&anchor=www.merck.com%2Fclinicaltrials&index=1&md5=5b7e626cc40273193f6d752a5a2c24e4



https://cts.businesswire.com/ct/CT?id=smartlink&url=http%3A%2F%2Fwww.sec.gov&esheet=51997543&newsitemid=20190611005275&lan=en-US&anchor=www.sec.gov&index=10&md5=e2db036f0af3dd163a838a6be5c9e474
http://www.merck.com/product/usa/pi_circulars/k/keytruda/keytruda_pi.pdf
http://www.merck.com/product/usa/pi_circulars/k/keytruda/keytruda_mg.pdf
http://www.lenvima.com/pdfs/prescribing-information.pdf

