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KEl : 21st century cures act (2016~)

— FFEIX bHIR - FEEARIHIR(C@VTTZRE 2 OHGE A
e RWEDF|;EH
o YRAY=TJOMI-IVTFHITFT4ITFTH1>

— BACHEBAD RS T hHAY 2 ANNEK

ICH : renovation of ICH-E6 and ES8
— BERUNDT—IYV—XDFER

HZA : CIN{g#ZEP>MID-NET
— BELZXANJEORWDHERAZER
— RSEIRFERIDERARER(CERI L T

TS AE IR TULRON

http://atdd-frm.umin.jp/2017/slide/2-3.pdf
https://www.fda.gov/RegulatoryInformation/LawsEnforcedbyFDA /SignificantAmendmentstotheFDCA ct/21stCenturyCuresAct/default.htm
https://www.congress.gov/114/plaws/publ255/PLAW-114publ255.pdf
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F£4Hl1 : RECPEHERIDORFERER (NSCLC)

Trial Line Histology Comparison
CMO017 2nd SQ Doc (n=135) vs Nivo
CMO057 2nd NSQ Doc (n=290) vs Nivo
KNO010 2nd Both Doc (n=343) vs Pembro
POLAR 2nd Both Doc (n=143) vs Atezo
OAK 2nd Both Doc (n=425) vs Atezo
KNO021 1st NSQ Chemo vs Chemo+Pembro
KNO024 1st NSQ Chemo vs Pembro
CMO026 1st Both Chemo vs Nivo
KNI 1o NsQ roreeiceemTene
KN407 1st SQ CP/CnP+PLB vs CP/CnP+Pembro
KINO042 1st Both Chemo vs Pembro
IMP130 1st NSQ CnP vs CnP+Atezo— Atezo
IMP131 1st SQ CnP vs CP+Atezo— Atezo vs CnP+Atezo— Atezo
IMP150 1st NSQ CP+Bev—>BerS xgpiizlzngAt(Z;):Bev+Atezo
CM227 1st Both Chemo vs Nivo+Ipi

Chemo vs Nivo
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FH2 : blinatumomab for ALL
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— 2ZRMphase2 Taccelerated approval @FDA (2014)
e 206 trial (2010~, 20mo): EFFEIS = 69% (n=36) > E{E10%
e 211 trial (2012~, 21mo): BfFEIE = 43% (n=189) > EfE30%
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Trial Line Histology Comparison
CMO017 2nd SQ Doc (n=135) vs Nivo
CMO057 2nd NSQ Doc (n=290) vs Nivo
KNO010 2nd Both Doc (n=343) vs Pembro
POLAR 2nd Both Doc (n=143) vs Atezo
OAK 2nd Both Doc (n=425) vs Atezo
KNO021 1st NSQ Chemo vs Chemo+Pembro
KNO024 1st NSQ Chemo vs Pembro
CMO026 1st Both Chemo vs Nivo
KNI 1o NsQ roreeiceemTene
KN407 1st SQ CP/CnP+PLB vs CP/CnP+Pembro
KINO042 1st Both Chemo vs Pembro
IMP130 1st NSQ CnP vs CnP+Atezo— Atezo
IMP131 1st SQ CnP vs CP+Atezo— Atezo vs CnP+Atezo— Atezo
IMP150 1st NSQ CP+Bev—>BerS xgpiizlzngAt(Z;):Bev+Atezo
CM227 1st Both Chemo vs Nivo+Ipi
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Rittmeyer, et al. Lancet 2017. / Slides from Lu CTTI 2018

docetaxel3Z5Hl7—4 Dihit @flatiron-FMI database
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https://webcast.aacr.org/console/player/38938?mediaType=audio&&crd fl=0&ssmsrq=1560771224088& ctms=5000&csmsrq=5221
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https://webcast.aacr.org/console/player/38938?mediaType=audio&&crd_fl=0&ssmsrq=1560771224088&ctms=5000&csmsrq=5221

Rittmeyer, et al. Lancet 2017. / Slides from Lu CTTI 2018
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— Medidata Enterprise Data Store & Project Data Sphere
(EX : ¥yF> 081, AR YV F2IE)
— ASCO Cancer LinQ
— FDA clinical trial database 7R&ETRE

2= : DaviR, etal. ASCO 2019 (#9108)
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[B31§)] FHI2 : blinatumomab for ALL
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— 2ZRMphase2 Taccelerated approval @FDA (2014)
e 206 trial (2010~, 20mo): EFFEIS = 69% (n=36) > E{E10%
e 211 trial (2012~, 21mo): BfFEIE = 43% (n=189) > EfE30%
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Gokbuget N. Blood Cancer J, 2016. Figld& D 5| A
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Patients in historical databa:

N = 2373

se

Patients excluded from analysis
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Ph-positive disease or Ph status unknown: 659
Age < 18 years at relapse: 61
First remission duration > 12 months™ 493
First remission duration unknown*: 21

Patients included in analysis
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https://iplanner.asco.org/am2019/#/session/13705
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