AEMER 122659 &
TRk 294 12 B 25 H

w oK R
| friEFTRET (HLATES (R) B K
B oM K

EAESEEER - AEGENERLEETRER
(& BB W)

RATr ) A7 (BETHERL) MAOREFERHEET A F7 42 (RE
ERER) O R BEERMET 4 N T 1 o G/l R | R B
HHAERCEF U E) OB EIZSWT

REMBGER b SEOEARSH 2016 (Fak284E 6 2 BEEEE) I©B
WT EFHEEROFERAORBLEEZKL L ERBVIATNED & 25
FCVEFNERSPECNELRERICRET AR EEEE T R
FAVEERTHIEE LTOET,

A, AT o) Xv 7 ERFEERZ) BA (R4 A RA—F 8
FERE 20mg L UMA) 100mg) W20\ C, R LB L CERAT B0
BEELZHIBROLLBUVRBEFER#EET S FI A v LTIRVELEDELE
OT, FOFERICE T, BRAA FIA oW THEEBESRA LY, B
ENOEFREBEECERICHTIBEMERSEWVWLET,

Eh, NaTv el AT (BETHEE L) BAE I/ e K O R
BRI LU THERT2BROEEFRIC OV T, =R~y (BETHER
z) BARPNLT Y Xv7 GREFHELZ) BAORBEFEREET AR
T4 GEMEREMEROCESEBQRE) oW T) (P29 £ 2 8 14 B
JIRAIEREE 0214 F 1 FEATBEER - EEHEREELEETERE
W) HHARYUF ) VB L CEAT A0 EFHICI oW T,
AT u ) AT (BiEaFER L) MAOREEHHEEN A FT4 0 (GF
MEGFEOF U U AE) OERERUBRBFEREET A F7 A4 (FR/ANHpf
F, BEMEEANE) o —MKEIZ W T) CFER 29 4 11 A 30 H 1) 34 3R
1130 1 FEASBHEER - AFHLEREELSETERERS) 0k
D, FhEFhrmLTEREIATT,

|




SR, e n ) Xed (BB KEOER EOEEFSET S
B MEHEEBEFREIZOWT, FNENIO LBV REWL LE
LizoT, BEFENOERBBELCERICETSAMEZBECLEY, 28,
WIEH OREEREETA FF7 A4 3, BIEE0LEBD TY,
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RATn ) X<vr (BEFHE#z)
(R4 : %A bV—F REHE 20 mg, ¥4 b—F EFHSE 100 mg)
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1. L8l

EFLOFE « CREOHEROTDIZIE, BMASTEECESWEEERFEHIRD
BILD, &I, IEOFFHTOMERIC L 0 | FUkESS R & OMER7 5 A
FEHELPERB ISP C, 205 OERS 2 EICHERBE CRECT D - & BREO
ﬁ%% Lo TRY EEMEGER & WO EATTE 2016 (AL 28 45 6 A 2 B MREHE)

IRBW T, BHNERESEOMHAOREHEELZHNE - L L Eh T3,

ﬁﬂ@%%#Eimiﬁ%@@ﬁ%ié%fu774»ﬁﬁf®[%&&%%@:&
RHZEBRDHB, T, HMERCREMCET A BRAERT 5 E T/,

WMHEEGORBEEMZT A2 LR S BHE I L CERT 5 & & bic, BIE
FREEL L7 BRC B et g & D 2 K BARER —E DB A5 7= 1 B EEE i
THRZENEETHAS,

L7edo T, BHA BT 0Tk, BIBEEC LI CIEB LR TV ARSI -
Bl R D& | DT OESER ORE R ER 2 HET 2880 5 B e B £ 2
HFRUHEEELRT,

IRE. ATA BT A ik, MSIATHIE A E 3R AR %ﬁ Aﬁﬁmﬁkﬁﬁ
ERERIEE S, — AR A B AR RN E S R O— R A B AR SR 22 0
AIOR ok (35 AN

SE L RBES XA P F R 20 mg, FoA b — A RHEEE 100 mg (—
| fed c RAT DY X7 GRETHIEZ))

R ERDERENINE DAL U RIBYIRR R RE 2 R B L

HELRDRRRORE  @E, RAKEE, a7 u ) X7 (EEFEHEZ) LT, 1
‘ (5] 200mg % 3 JE IR T 30 4T CliEiET 5,

35 B 58 3 & MSD RS




2. FA OB, EBERF :

¥ P A— X HEEETE 20 mg BUN100 mg (—4 - SAT R Y AT (Ein SR
Z). BATF A5, Lvv5,.) i, PD-1 (programmed cell death-1) & %DV A FTH
% PD-L1 RUPD-L2 & OS2 BEEMAETS . & MulgG4 €/ 7 a—FAHETH D,

PD-1 BV T AR 6o BE AR MR D & 3K 5 7o 01 03 ARSI FE 3 5 TR 7 4048 148
AA wFC, PD-1 ik, BRI CRER T filRoMiERE I CHEEL, BER
P & GO TN E SRR R OGRS, b h, PD iUV R e
H513 7 LI L0 RRSEEC LS VI MrERARCHET AR EETH S, PD-LI
DT T AR TP TH LB, EL OB MR CIE TMROBE 22 5
EFREICRE LTS, BAMRICEITS PD-L1 OFBEERT, Tk, RS,
AR . JRELRE . FE/ NIRRT & O 2 BB A TTRARETFTH Y, BWAETR
& OFHBIEREE ST 5, '

BE DD A DR T & PDLI BHROMEMED S PD-1 & PD-L1 ORREIIIELD
CEEREC BN CEERREEZH D Z L AURBENTRY il AREOIENE L
THIHFSLTWD,

AHFiE, PD-1 & PD-L1 ROPD-L2 O U 7 RoOFEEHRETHZ &ick v, HE
e NS R O IR BRI ENE T U o SERZ T S FUER S & ARSI b
BT & THMES R A T S,

AN OERBA TS  BEORER G X ARIERSR & bbt, BEXIETIC
ELHAREMER S D, AFORGHROREHRICE, BFOBELTLITTY, BESE
D BILVEHATIE, B USRS U7 P67 mik & SRR A -0 R & Ul
BRI 21T\, WME O RIS & 2BIERREEDIL 5 HE T, BIBRRE RV
T VAl OB S LEOHERMBEETT I BERD D,



3. EEREAE
DS AT ERL %%Lth@WT Brp R bR O RGRRRCF 24T o 7oA
7S ()57 = faman I

[FahiE]
EE It RFMAERE (KEYNOTE-045 345)
7T T AR BT CERRRT A5 RRTEIT I ST DR BE R B
542 5 (BEARANS2H1EETe) 2xRIT, 455 200 mg 3 TREIKRER S OF SER U4
DS, (LEEE (O U # %R, R4S/ vinflunine) 2 &% & LTRSS
i, 728, EEFEM CEBRETERD DB, BEETERHERSED LI
RWVEDORKAICERE LTV 2 BE Tk, REILBEOE S CREBETHRED b
FCAR ORI G ZMEET D 2 L TR Sk, EEIHMEEE IT2ATERM (08) K
DMESEREA I (PFS) & &i, RAMEBREL R LT, 08 2HERERE L
(F1EUHD , | |
1 T TF PR A ST LR (—RIAED BIRBETERSLBY, ROV FIUEZ S0
AR & BHERT - HERMIL SRR 12 4 0 BPITIER L= B A AL b i,
*2 . AHCH vinflunine MFRER TH LD, A7V FEF AN FEZSFEADNT SRR L
o



3 1 KEYNOTE-045 FRBR DA itk ieiE
AF 200 mg eesi i3
Q3W
, (270 #i) (272 1)
os' FuefE (A1 10.3 74
(95% SHAK ) (8.0,11.8) {6.1,83)
R 0.73
(95% (= HE X H) {0.59, 0.91) —
P it 0.002
PFST kg [H] 21 33
' (95%(ZHE X ) (2.0,2.2) (2.3,3.5)
N R 0.98
(95%{EHAX ) (0.81, 1.19) -
p it 0.416

YRR RO T —# (2016 F9 A TH Y v b AT
1. @RI Cox Bl — FEF AT L AL & O Lk

V. BRla 2T s RE

I RECIST ' B354 > 1.1 R #-3 < M g iE

Q3W : 3 HfEE R ES

s G TN
B e e L e L
o 2 4 & B 10 12 14 16 18 20 22 24
at k% P
g QIW 270226194163 747 131 87 B4 X7 13 4 0 0
o 7223217113810 88 55 27 14 32 0 0 O

1 OS @ Kaplan-Meier Bi#g (KEYNOTE-045 38R)




(ﬁé ]
BEJL[FI S MAESER (KEYNOTE-045 3t15)

ﬁ;ﬁ% izlzﬁﬁﬁi 248/266 ] (93.2%) &U{b‘#ﬁﬂi—% 250/255 il (98.0%) \=3b 6
v, BIERIZENEH 1627266 1] (60.9%) K OMEZEFRIERE 230/255 {7 (90.2%) (2325

AL, AFIBECREEN S EORWEARTEO LB Thotr,

#2 FEHFN S%LLEORWER (ELMEATREH)

FEBHXSH (SOC: System Organ Class) ﬁjjfm(;/‘;)
FEAGE (PT: Preferred Term) 266@]
(MedDRA ver.19.0) % Grade " Grades 30

2BI{ER] 162 (60.9) 40 (15.0)
A IR _ .
_J?&ﬁ%?ﬁ?ﬁ

R OR
:Eﬁﬁﬁﬁﬁﬁﬁﬁ%@%zur:: d T
T DEE 52 (19.5) 0 (0.0)
B ' 22 (8.3) 1 (0.4)

k. AATET, Al ﬂé}ﬂé: L CHEMERRRIL 10 5] (3.8%) . KEBS - BEEDO TR
L7 Bl (2.6%) . FRRAEE (KT - N VHJQ{IJ\ﬁT%‘:) i1 (0.4%) | FTHSREREE
VX 14 @ (5.3%) ﬁﬂﬂtﬂﬁﬁégbﬁﬁ k23 A (8.6%) | BIBHEREREE L 14 (0.4%) .
BHREEE (RMETEMEERSE) 1114 (0.4%) & U Infusion reaction FX 1 1 (0.4%)
R LN, £, BEOKEES (REHEIEEER, S8, BAOmE%) |
TEAKEERDE, | BBRIE, Tk, B2 « SRR, SEGEE, LHA. K
# - BRI, 5D NS, MM SRR, BRI i R R IEERE 1R
B eino T,



4. WEFITONT

AGEG Y UTHRERE (@FlfE) MR o Tna Z b, Hiia
U EECEARB THALENRDD, FO LT, ARG REZEE 2 D0 -
E L, AF ORI L) BERBEREZREULBICHST 2 2 LS SERizn, BT
DO~@DFT_TEMETHRICB W TENRT & ThH 2,

O HWRIZ-O>WT

@1 T (1) ~ 5) OWThMNCEE T AR THDZ L,

(1) EAZEREAEET 58 ADREENARIESE GRER IR A SRR,
IS A B ML R e, MRS AV BRI TR &) (CERR 29 4F 4 B 1 HIFs ;434
M) |

(2) HrErEeRke (PEE294F 6 A 1 ARRA @ 85 Mgk

(3) ERERFIRAEAIEE T DA DEEERIE (0 ARG ERT, 43 ARSI IEHS
BAIRBE, MBARFOEEHEERIT e &)

(4) S RALFEFEREAZRE L., ARERRENE 1 sk bR 2 oL
WARBBHEIT- T o iEgE (PR 2847 H 1 AR 1 2540 JEd)

(5) FEMIEEHL S FEME O AR S B AT o T ShEt (K 28 5 7
H 1 BERE ;1290 FiEak)

MD-2 RO ZEEE R ORIWERFRHRREO SR 55 n ik & B2 RO BERD
(FROWTNNCEY T HIEM) 2, YEBESOARACET2mEOETLE L L
THEIILTWDZ &,

#

o [EffRIFTEE 2 EOPEITHER K T LB s ELLED DB ATRE D ERIHE 21T
ATWAT L, 9, 24U FE, PAEMEES L LERKREEFZONMHERTT
o TNAZ b,

o EAIRFFRSE 2FOMMPHE S #T LBz 4L EORRESFHF OBRKIHE &
AToTRY., I, 2R RiEL R LB O N A SEMIRIE AT ATRIR O
WHEZAT>TWDH T &,

@ BRADEERLBEREROKIMIZ VT

RIS EIC R A B SNBSS, BN OBEED, ARME - £
AR AE RO SRR R E S T A RIS, AEESNRE LGS OWmE
BT, RSP CITONAERIBE - THWD Ik,




@ BIER~DOMISIZ2VT
®@-1 MR HIC BT 2B

MEMHEREOEERBIERASEA LEBIC, 24 BFRBEREH OT, YikiERX
FOE I OBV T, S LA BIRERNCE U CARSE H R O CT S o RITER ORI &%
ERRRAEOHERES Y APIZE LN, BELICISTEERER A E > Tns 2 by

@2 ERUEFHIC L DA EFRINCET D HEMf

ARSI D ZEMNR R L O EEE T AEREEFENEER s Y )
EEDEEROAZ V- THITWERE & B#RE LT C& 59— AEREEH A
HENTWDHZ &, 2B, BEERIC VT, DABRF L FOFRICHSIZEREINT
WA T &,

@-3 BHER OBRE-CXRICE LT
BITEH (RETPERRS BRI 2. RB% - A O R, ATHOERE, BMERSE (

GBS RS), NOWEE (FRAMERS, PREERES, FiSamE), 1
TEERIA, SOk, fhse - BEERRAE, Bk, BN oREEE (R ERRIRERE
e, ZABE, FHAWIESE) . Infusion reaction, S - BN, HIEFVIE/JEE. MHRkE
= (ET L SRR | DR, RS MR B, I, AR
HIREEE) (R, YRR S B AR O REFME 2 AT 5 TR & s L (B
FA D BRI B LT OB A 2T bR AR A &) | FbIEE 24
BRTEBBHBE-THED L,



5. BhxtgeinnBE

[ bhic B 2 5]

D TSN T ARFICOWVTREARI RS RERE S TWAH Z bk, BEZT
PrRnT b,
o FEIORASICH LBEIEOREREO H HBE

@ %ﬁ%®ﬂﬁ’%%T?ﬁ’?%féﬁﬁmomfﬁyﬁﬁﬁﬁﬁﬁﬁﬁé%ﬁw

. MOEFRERES R VEAICE Y, HEICERREZER T L2 BB TE D,

v BHEERESOSIXEARTEDH 5 EBE

o WEEGRE CREE LR O D BE L OTEENED KU ﬁﬂmﬂ@é&%‘:‘ﬂi iﬂ?ﬁx
ORI RIEZAD D b D BE

o HOSERBOAPE TEENZRE L ITHEREO B CARER B OBEREO
bHDHRAE

o JEASBAE Rl BREEEET) 0boRE

»  ECOG Performance Status 3-4 &V HBHE

[ 2 SH]
O 77 FREAEEDEERIEREE AT 5 RIHETIE U O IR ¥ L EOE O
FICBOTHAADFZEDREE S AL TN D

@ TRICHENT 2 BECHT DAMORG R CERTIEC VT, FRIDFAZES
BT SMTELT, AKIOBEGERE RN,
o I FTER S EREIC DA TRERORVEA,
o FTOHB LR,
o oo EMEES - O,

&Y geog o Performance Status (PS)

Score jick==

0

L MERFEBHTE D, BHEMEFL B EERPHEIRZ TS,

—

PRI L WES SR S B3, SMTRET, REESPE - TOERITT I 22 B TE S,
7l : BOFEE, EHEE

BT THSOROEY O & T ACHREAEEICE RV, BHO 50%EL Lid-ty FATEBIT,

o E | b2

ROAILEESOSGORDIDI E LITERY, HPO 50%U EESy FETCEIT,

2ZE@WTEV, BS0EOREOO D SETERY, BRIy FART BRI,




6. REIZEBLTHEETAEEHR

O B SGEESITM A, BERTEESE R #féﬁﬂ%uEO%mﬁwﬁikwﬁmﬁ
ROV VB RE oI BR LU THrLERT S 2 &,
TRBRARICHE ST B B LT OFRIT A NER DMt 2 A8 L, ME 4
ThbiET5 Lk,

FaRBERA O~ 2V A MoonT

@

@

MEMRER DL bh2 Z BN H 20T, AHlOEFIZhi» T, m%r
&(B@n EIR RIS, IEMRAR) ORERR K OIS X BRE O EfLE, Blge 1+
VAT S &, kR, BEIDSUTHE CT, Mg~ — b —%0REL £+
6:Eo
Infusion reaction 3% Bt 5 T L3 dH %, Infusion reaction 237D B2 HEIC
. BEARAE AT S b L b, IERAEET D CHRE ORES oo
LIk,
HMRIMEEEREER H b5 Z £ 50T, AF OSBRI/ Oz 5511
HTE R FOR IR RE R A (TSH, S0l T3, i T4 S ofie) 23+ 5
Tk, ‘
FRSHEIEE 3% 5o = L 33 5 0C, AFIOR-5 BT O 580113
EHIICIFHEERE (AST, ALT, y-GTP, Al-P, E VLV HOMIE) %920k
T5HZk, _
EE IR WEARNTEEREREZED) SOEERREERL LIS
ZEBBEDOT, ERMCIROREOFMERRT A Z &, £, RO
D HRICBAECHE, EOPICEREEE 27 L AEERET A &,
AR OEEICL Y, ﬁf@ﬁrﬁm*tlf%&%i&hé%ﬁ&f*%ﬁ%
BobbhdZEeRHs, BESEDLNFESIHE., BRRUEFERIS U
%W%ﬁﬂ%kﬁ%%ﬁOEWEE%LT@%&W% W R ATV, A Ot
B L B EIWER BB DAL, AR oA OT Ik, ORI E &
W%Vﬂ®ﬁﬁ%%ﬁﬁfé’&o&%‘wmﬁﬁfw%/®&@uibﬂw
M OUERTED b RVWEEITIL, BB RE ST LS otz ol
bEETBET b, |
RERTHR, BB LBV ARB L THLEEWERRRERTL LB 5180

FHROEEHETRICOBBERORERICHDICEET L Z &,

1 RUEERIR (BUE 1 BUERA 1) b obh, BREES b7V =2
ICEDZLBHLHOT, OE, b, RS OER O FEBRLMPFED LA+
DEBETLZ &, 1 ERBAEDNLBE RS EPIL L, A2
%®ﬁﬁ%@ﬁ@ﬁﬂ%%ﬁo_k

FRIDOBARERIZ BT, REMBNS 9 Wk, LRI HR MM S 1 FRI
6 BRIFRE. $ 505G 5 1 FLIEN 12 BB 02Tz &
ZHEBIT, ARG I ESNICERRE CHROMREITY Z L,

10



B HAEET A N1V
RATn ) X7 (BinFiz)
(RP4 : %4 FA— ¥ S 20 mg, ¥4 FV—F SITHE 100 mg)
~ /N B B ~

$&29$2H($ﬁ29¢12ﬂﬁﬁ)
JBAE S EE
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1L iRUeic

EI L OBFE - BEMEORERO DI, A CEE A SWEEREHDIRD
b, &5, IWEOREEREHTOERIC L0 | FRERR L &0 FEmRamR s
FERLNBARINLGPTC, TN LOEERFEICHERBF TR D 2 L B
BEEL 2o TV RHMBECEE & i EA #2016 CERE 28 6 A 2 H BIREHRE)
R WT Y, RHMERLSEOFERAORBLEELZNL Z L LT d,

PR A ER S, S ER e T 0 7 7 A ADBEETROES S & LR
BATLRDD, TOkD, FAMERCEZEEICETAERA I ETT D ETOM,
MR OEEZRZT A N HE BT L TENTS & &b, BlfE
RS U i B s & & 5 2 & S TR A — 1 O B Ay o 1 AR R O
TAHEILENEETHD,

Lo, I A FFA 2 Chk, BRBESCINE CRB LN TV SEFRPH -
FHERS R RS E | UTOERROGEDFERZHET 28LA» b LERENG, B4
FEROHBFHETT,

RE. BHA FT A28, BOOITEGEABERLEREIRR G, SatEEA AR
MERIEE S, — MR A H AR NFHE S, FEREFNEENEA H AMEES R T
— RN B ARMER 2R OB Db & ERk L.

B EIRAERT XA M —F BIEERE 20 mg, ¥ b & EEE 100 mg (—
Wedh c A7) AT (HETHELR))

WAL RDPHENIHE - PD-LL BEOYIBR A RE/2HELT - FIE ORI

HRERAEERCER W, WA, AR Y XvT (EEERE) LT
B8] 200mg % 3 BT 30 25007 CREsET 5,

3 IR 7t ¥ H - MSD et




2. AFoR. 1ERBRF

FA M—F AR 20 mg OV 100 mg (—H%A - AT R Y v ({5 TR
Z). BUF IAA &vv5,) it PD-1 (programmed cell death-1) & 2DV Hv FCHh
% PD-L1 R UPD-L2 & DG 2 HHEHET 5. & MhlgGd £/ 7 a—FAHiETh 5,

PD-1 fRERIE T MRS BE HHHEHE ) DN 2 T2 DI S AR 23R -+ 5 3272 do s il
AA P T, PD-1iE, fREEAREEIC BTG T MBSO MIIARE IC R L, HE%
RS & B UABLEOIRE R B EHIET S, T2bh, PD1 XU Y FEkE
BT DLV REREERC LD VAR AICHT A SR ECHS, PD-LI
OIEFRRIC BT ARIUTD TN TH D2, % < OB AMILTIE T MBTOME 2312 5
FEEERICEE LTS, BAMIICRIT A PDL1 OFEIREL, S, .
FHuRadE, SPEUE. JENIaE L & Ok 2 R A CTFRARETLTHY ., BWVEGFR
& DREHERHE SN TN S,

DN A OFERA T & PD-L1 3HOA DS PD-1 & PDL1 ORRIIED
SR RRET B W THEEREFEE Y Z L ARBINTBY RN A IEEOEN L L
THIFF S5, | \

AH#iZ, PD-1 £ PD-L1 ROVPD-L2 O U Hy FORARAET S - LItk | IEE
PGB R DIESS A RAKIIE BIE T U o S BRETE ML S, UG S % BvS M
B CHRERE A T 5,

AR ORI IS QBEORIERIEIC L SBIERENSH bbh, BEXHELR
EHAREMRD 5, ARDEEFRORIRIIT, BH OBEEHNTO, BESE
D BIABENTIE, L LI WRICE Iz BRI 0 L R % Fp-o B &3 U O
BIZREBIBIE ATV, BEORERISIC & 5 AHERSEbR WA, BIRRESL
BLAIOREEOEYRINMEE T D BN B B,



3. BRIRHGHE .
PD-L1 Bt o0 GG HE AR HE ST - B8 0 FE/ R s o0 7 SRR 5 %170 o A BR AR
BRORET T,

[F2hit]

CEI LR M FER (KEYNOTE-024 345k :
{2 O 72\ EGFR s ARV, ALK @& E & 7Rt & OV PD-L1 Btk (PD-L1
B ST L7 IEIEAIIA S 5 b D ELE (LIF [TPSI &vv5H,) =50%) Ok AT -
A O RATE RE (305 f1, AAA 40 FlEETe) ZxbBic, Al 200 mg 3 IE[H
MRS SO TR R O, 75 75 A &S TR e FRE (BAF Fsoc) &
WH,) BHRE LTREENE, BB, BT CRBEITAED BRI, &
BT 2R T REIR OSSR B ALV E DRI E LTV 5 BH O, WRIE LA OB
ST CEEBRETMAED DA E CARIOBRE 28T 5 Z L ARRE & S, EERHM
IF H R A 7R (LT TPRST & 9,) BIREETE B x24I (BT Tos)
D) k&R, AH if??f%ﬁﬂ%a@{h%b’ﬂﬁ&ttﬁxbf PFS, RNOS (4

FAENT) R BEICHER L,
¥ oo A UBEEYE U TEBEREAR SN TV S PD-LLIHC 22C3 pharmDx [# =) Z2HWTHR

EEni,
F1 AOVEEHE (KEYNOTE-024 3
= i =y
A1 200 mg Q3W 777 T RAETL
(154 471 ek
(151 1)
Hgefi LA 10.3 6.0
(95%CI) (6.7, NE) (4.2,6.2)
PFS"! A= WERT 0.50
(95%CI) (0.37,0.68) —
P g™ <0.001
i (A ] NE NE
(95%CT) (NE, NE) (9.4, NE)
os™ AP B 0.60
(95%CI) (0.41, 0.89) —
piE" 0.005

CI XM, NE : #EERE. *1: RECIST HA FJ A > 1.1 BUCE-S s dchlE, =2 .

JBRI Cox HAfl Y- REF M L 275 F 1B %S

TR & o, 3 JER e S

S RE, * o PREEITEOT & (2006 F 58398y b AT




100 N e "
aQ - " . s RAENOIAE QIW
g7
B 60 |
550
B 40 -
2y
B304
20 1
10
0 3 6 9 12 15 18
— SRR
ERI200mg Q3W 154 104 89 44 22 3 1
JSFTRREBULREE 151 99 70 18 9 1 0

- PRMEER X A PFSOBRRMATR O Kaplan-Meierfiiig (PD-L1EME (250%) oBEHEM)

G AFA L AF - T e

R )

201 e g IV
10 oo sssramesvirss

O e ———

at risk ¥y EHFRREIA]

AE00mg Q3W 154 136 121 82 39 11 2
TEFIRAREUIERE 151 123 106 64 34 7 1
OSO FHRATRF O Kaplan-Meierhf?  (PD-L1EE: (=50%) OBEERH)

[



BE [

B[R I /MARRER (KEYNOTE-010 #AER)

5 FFBIK B-E T e (L 2EIEET %855 PD-L1 BB (TPS=1%) 7 DUIRRAGE/RIEST -
FROINAEHEBRE (1,033 6, AANFlEZET) ZHEUT, A5 2 mgke 3 #
FIRIFE RS- O} 10 mg/kg 3 H8 RN G OF Ttk ke O RER,

(BLF TDoC) Ewvw9,) %
s Ee

N & A K

R E UCHRE SR, 205, E T op REEIT 2558 D
1T ERET A RTEEED B LAV EOEERIICRZE L TWABRE T

YR [E] LA e 0D R ETAR THE BT ISR b D E THRAIOR SRt E TR & Shi, E%?
SEAHTE H 12 OS L UVPFS & &4, AFIEIDOC &l LT, 08 # AEICER L,
*] : BGFR B2 TE R it ALK B &8 TR ¢, 75 F ) RA 25t b32isir L 3

WERR TN % . FhPh EGFR BRI ALK MERR 26T 2 7UEMHEERERIC X S RRE
BT BEREAEAN DI,
*#2 ; PD-L1 IHC 22C3 pharmDx [ ¥ 1] @REF » 2 TeE shlk,
F#2 HERE (KEYNOTE-010 &)
AH 2 mg/kg A 10 mg/kg R el
Q3W Q3w
(344 {5 (346 {41) (343 )
0s | wrdefil [R] 104 12.7 8.5
(95%CI) (9.4,11.9) (10.0,17.3) (7.5,9.8)
NI R 0.71 0.61
(95%CT) (0.58, 0.88) (0.49, 0.75) —
P {fi" <0.001 <0.001
CI: {EEXR. *1 : J@% Cox el — REFNIZL D P& T L O, *2 : Bh
ay G TRE
40 - = Y D gShg G
B e e B WIMEAg QW
?{} o s 2R R
860
% 50
401 beiy 1 %a;-im‘s T
30| ‘"
20 i
10-
0 5 1Q 15 20 25
at risk¥% EHRRA
A 2mg/kg QIW 344 259 115 49 12 "0
HE0mg/kg Q3W 346 255 124 56 6 0
Fegxeil 343 212 79 33 1 0

08 OEAAATIRO Kaplan-Meier fi# (PD-L1 Btk (21%) OBE%EN)



[Ze4:tE]
(D= B35 [F) 5 MAH 3 5R (KEYNOTE-024 3A5%)
B EEL AR 148/154 51 (96.1%) KUY SOC BE 145/150 #1 (96.7%) (238 Hi1.
REIE & ORBER/BEETERWEEERIE, ThEN0 113/154 i (73.4%) BW
135/150 7] (90.0%) TR HLiv, WEInORECHRIERER 5% EORWERIT TR
LRV THom,

#3 WFhrORTHREEN 5% EOBER (FAMEATISER)

FHEMRSIE (SOC: System i (o)

Organ Class) AFIE . S0C £
FLAFE (PT: Preferred Term) 15441 : 15041

(MedDRA ver.19.0) 4 Grade Grade 304 £ 4 Grade Grade 384 E

ZEHER 1m (734} M (266) 135 (90.0) 80 (533)

Him 8 (5 2) 3 (1.9) 66 (44.0) 29 {19.3)
R i BRI 1 {0.6) 0 8 (.3 2 (1.3)
HF PRI 1 (0.6) 0 34 22.7) 20 (13.3)
mAERAE 0 0 17 a3 8 (53

CPRARBRERE e e e
PR IR R TLE R 11 (7.1) 0 0 : 0
mﬁﬁ%wﬁTf B Y 7. R ST IR () B 0
ﬁ% 6 (3.9) 0 17 (11.3) 0
TH 22 (14.3) 6 (3.9) 20 {13.3)
#il 15 (9.7 ' 0 65 {(43.3)
TP 4 (2.6) 0 18 (12.0)
W - (2.6) 1 0.6y 30 (20.0)

S éﬁfﬁ*iiog:o&’iﬁﬁﬁ*@ﬁﬁ“ S LT e e D e
Eipatns 5 (3.2) 1 (0.6) 11 (7.3)
5 16 (10.4) 2 (1.3) 4
fEb 1 (0.6) 0 9 {6.0) 0
FER e 16 (104) o0 8

[zt = e e L e L e B R T
FImLT I RV 10 (6.5) 0 7 (4.7 0
7 —EiEm ' ‘
FARGTELWET I 8 (5.2) 2 (1.3) 3 (3.3) 0
F AT 3 TR
i P SRS = 3 (1.9) 0 15 {10.0)
AP ER A 0 0 20 (13.3)
B RN = s e 0 0 18 (12.0)
AfsgdEd o1 ©.6) 0 16 (107

SRS RUMEERREE T T T e S e .
BHRGE 14 (9.1) 0 39 (26.0) 4 2.7
K= 7o AE 1 (0.8) 0 o 9 {80 -0

PR RB UGS e e T e
e 13 @4 0 4 c@en.......0

CRRERSRREE oo DR TS =k L P B S BRI IT IR
HRER 1 {0.6) _ 0 15 {10.0) 0

B L A T 4 (1.3) 0 9 o 1 (CY) N

PP RR, MRS JOMRRREREE . 0 ol e e e
i 2 . 8 (5.2) 4 28 1 () 1 (0.7

BB RO ARG o s T T e
HHEE 0 0 12 (3.0)
picd 1= 8 (5.2) 0 1
F 5 RS 12 (7.8) 0 3 (2.0)
L 11 (7.1) 1 (0.6) 3

— D L b2
[
=3
S

—
%
o0
=]
=
th ¥
— -
hati el
Lo
Nt

B N o
—
[=
=
e

o~

=

]

e
(== =




Prd, AKIBECRUEMERERX o B (5.8%) . KB - BEEOTHIL 8 # (5.2%)
FhiEREE (5 2 - N L—IEERS) 226 (1.3%) . FFEREREE L 22 A (14.3%) .
H R IR RERE T 21 ] (13.6%) . T ERAMEERTE T 1 ] (0.6%) . 1 FUREIRIAIL 1 {4
(0.6%) . BHEERE GRIFREMEERE) X141 (0.6%) . BRI 1H (0.6%) |
Ko - RERCRRMEE 13 1 7 (0.6%) K TN infusion reaction #X 5 (3.2%) TR bitiz,
¥, BEORERE (REEBIRERRE, SP0R, BREES) | BIE#ERE,
EREA IR, B - BEIEAS, B Y O, O, Mtk MR ESEBER . TR
PR R OSRIFBRBHIRED bR o T,

OEREFLR S I /MAE7E (KEYNOTE-010 7A5k)

HEFEEIT 2 mekg Q3W B 331/339 45 (97.6%) | 10 mg/kg Q3W ¥ 330/343 ] (96.2%)
KON DOC BE 297/300 4] (96.1%) (2380 Biv, MBI L ORBRBMENEE TERWEF
L, FhER 2157339 Bl (63.4%) | 226/343 i (65.9%) RTF 251/300 41 (81.2%)
_M@Entcw?n#mﬁf%ﬁéﬁﬁ%uﬁ®@¢miT%@k%DT&ot



#=4 wfmma%*c%ﬁéﬁﬂ: 5% FOBWER (RedAE Rt ER)

FBERIKSHE (SOC: System FI (%)

Organ Class) 2 mg/kg Q3W ¥ 10 mgfkg Q3W & DOC #-

A7 (PT: Preferred Term) 3394 34341 30007
(MedDRA ver.18.0) % Grade Grade3PAL % Grade Grade 30l L 2 Grade Grade 35l E

ERITEMH _ 215 (63 4) 43 (12 7) 226 (65 9) 55 (16 0) 251 (31 2) 109 (35.3)

MRS L O oGRS T T i R R e
i 10 (2 9) 3 (0.9) 14 (4 1) 1 (0.3) W (12 9 5 (16)
awf:ﬁf@w_r R S (VX5 0 1 (o 3) 0 44 (14 2) 38 (12 3)

BaEE e i £
ﬁﬂﬂ%%ﬁﬂ&Tf‘ 25 (74) 0.3 (6ﬂum_”0““_w_1m(&® ________ o0

WiBEE I RS B e RO
FHi 24 (7.1 2 (06 22 (64) 0 36 (18.1) 7 (23
B 37 (109 1 (0.3) 31 9.0y 2 (06 45 {146 1 (0.3)
N 13 (3.8) 0 7020 1 (©3) 43 39 3 (.0
AR 2 @35 0 13 (38 1 (03 24 (78 2 (0.6)

— e RARES LR OREE e
1 20 (59) 1 (03) 19 (55 2 (0.6 35 (113) 6 (L9
I 46 (13.6) 4 (12 49 (143 6 (17 76 (246 11 (3.6
AR RE 5. 0 4 (LD 0 21 (6.8) 0
FER W @29 1 03 14 @#1) ¢ . 17 55 1 {03
IR 0 0 2 (0.6) 0 24 (7.8) 19 (6.1

_ BEREGED o 0 0 3 9 0 le (52) 16 (3.2)

MR L OgEEEER T s G e T e

- HBEREGR 46 (13.6) 3 (0.9 33 (@6 1 (03) 49 (159 3 (L0)

BER R X URMARMIEE o AR TR R
ESGE 13 (3.8) 0 19 (535 2 (06 18 (58 0
ik 9 Q27 0 10 29 0 2 o4 0

REREE . e e TS LI ST NI
HRERR 4 (1D 0 7 (2.0) 0 16 (5.2) 0
M= st 2 (0.6) 0 309 0 28 @1 1 (0.3)

SRR _ 309 . 0 Aesy o 1T G5)

R LU TRsEE R SO T
WAERE 3 (09 0 2 (0.6 ] 101 (327 2 (0.6)
75 R 25 (1.4 0 3203 0 5 (18 1 (03)
3 20 (86) 1 (0:3) 44 (128 1 (03) 14 (4.5) 0

7235, 2 mg/kg Q3W HEKR N 10 mg/kg Q3W B T -Eh, RVEMEMBEBRIT 15 f1 (4.4%)
O 1461 (41%) | KEB& - BEO TR S B (1.5%) B2 6] (0.6%) . BEOR
g e (Jﬁﬁ*ﬁﬂ%ﬁﬁﬁ Bt SIPALEE, HOREIES) 11141 (0.3%) OR8] (0.3%) .

FRIEE (FF 2 - N IEREEE) 12 f1 (06%) KO3 B (0.9%) | AFGeREE
i 23 {FJ (6.8%) B 22 7 (6.4%) | FRUIRRRAMAEREE VT 32 1 (9.4%) M U835 4 (10.2%) |
Tﬁ%%ﬁ@%ﬁl%(%%)&@l%(w%)\@%%%i*ﬁzmﬂm%)&w1
il (03%) . 1BUBERASIE 160 (0.3%) BUR2 4 (0.6%) , BHSREREE (AR
TR 46 (1.2%) BOVo I, BEke: 1 (0.3%) KURO %% A, 7 B AR
JEVX 1 B (0.3%) KT0 I, infusion reaction 1 2 B (0.6%) U6 #l (1.7%) T3RH

bz, Eio, EEMHEDE, M - MR, LSk, LEZ, et MR
PESRBER, BRMAPEE M R CRIFERBHITED bedo Tz,



4. ﬁﬁhob\f
AR & L kA (a=plfRZD) ﬁ)uﬁ'%"’@.‘%ﬂ’bfb\é EDh, HiLERE 2]
%M’C% LR Th HDMHBER D D, FOLT, KFNORSPEYRBE 22N - FIE
L/\ AFNOEE T L EERBER 3B LRI 5 Z L BRRERED, LITO
O~@DT TG HRIZBNTENT L& TH D,

O HEERIZOWT

D1 FREo (1) ~ (5 OV TPty T5ERTHDL T &,

() EABBRENEET 55 ADEEEIRGS GBI EDA S ISR,
MR AS A 22 BRI R B, S AR e &) (CER 2974 A 1 BEGA 1434
HEas)

() Rk (ERR294F 6 A 1 HIK « 85 fagk)

(3) EERIRMESIRET AR ABREERN (0 AREEERERbE, 2 ARE I
AR, S A RCEEE BRI A &)

4) Sl SRR SR B aE L, ARG SEHENE 1 IR {bFRIEINE 2 Ot ALIE
WARBD W ETo T D iigk CERL28 487 4 1 HIFAL © 2540 fiisk

(5) DUEMIEGEALFEEMEORBREECR D BN EZ{T o T\ DlEat (PR 28 4 7
A1 B - 1290 FEsk)

@®-2 Hﬁiﬁ’UD{I:%L%{’%&U%JVE)%%’%%H#@W’“ (TR R & B R O IRAT (TR
WSS T B ERR A3, MR ORFNCE T AR ORES & UTRE S
TWAHZE,

£

o EEAFEAHE 2EOHBFHE AT Linl SELU LR ATRROERIHE 21T
STWAZE, 56, 2EM b, PARRFES £ & URBRIEE FOIHE 1T
o TWNAEI L,

o EATRAFIRER 2 EONHIIHEZ K T LIcRiC 4 FU LORKREREA L TND D
ke DB, 3ERLE, RO AR S TR SR ORKIHERTT > T
WoH Ik,

@ BEHNOERELFREEFROKHIZONT

EIER RS EIC TS A A NRE S, REEENSOFRED., A - L8
PSR RE R O R CEMS 20T A B HiRlt, AEESPRE L LBEOWEHE
B, ERFRLLIATONAEHINES TWA T &,

10




® BER~OREIZOWT

@-1 FRRAHICBT B B -
R B O TR BIEM R LI IRIT, 24 MR O T, M3 03
EHERERIC BT, F LERERICE U TABE IR O CT S ORIEH D@/ E
IRRAEOREENY ARG oh, EhICHS TR R AEIAE - T 2 &,

@2 ERRETEIC L H5FEFESMSCETHER
BABRICHEL S EMN AR A CHEREE T AERICEEBIERT=2 ) v 7%
EOTERORAZ Vv FEITWEIRE & B2 48 T& 5 F— 5 EREKH D35
IHTWAZ L, 2B, BHEHICOWNT, BABE L FOFRCHSCAMmShTn
BT L,

®@-3 BWERORZEHRIZE LT ,

AEM (MEEMERCML, KBE - BEEOTH, FHERES, BHiEEE (Fag
MIEMERRS), NOWRE (FEREHBERS, FURIMEERE, BiEfEEE), 18
PERRE, &L DBk, Bh5 - RRCTHARIE, TRE, BEORERE (B Rk FRE,
ZIGHIEE, ¥R E) . infusion reaction, 7S « HllESS, HIEFHEERE, PREE (¥
T SRR . DERR, M MR SRR, TR, FRIFERE
&) Vot LT, MR SO ERERE O S T A AT L s L @GHEH 0D
W e B U CTHRER DB EZIT bR s&Fich s 2 b)) | HHICHEYIRMEN T
BB CHND DL, '

11



5. BEXBRLRHBE

[Zetticfy 5 3H]

© Tuﬂh%ﬁ@"éﬂi% WOWTHAFORERER L S TWAZ b, B5ET
bianwz b,
o FKAIORRATH LIREUE OBLFREO & 5 BE

@ TBEETOFEMIC IO CTFRICES T 2 BE I OWTHE, FFlORFIIHEE S a0

2, OEFERERNERRVESERY, HEICKAEZERTLZE2BRETED,

o MEMHMERBOESHIREOSH D BE

o B {ERA TR B AT DR R ONE B 0 HUR RIS o R e i
LOMICRENERADND BE

«  ACAEEBROSH, UTEMENLE L ERED B ERRRROMERO
BB BAE

o RSB GEMERAIRBIES G L) OhHORE

»  BCOG Performance Status 3-4 FVDHAE

(&5t BEd 5 HmE]
@ —FEﬂGDFE\%‘ WWRWTARIOFIMEABIES LTV D,

«  APFEEEREO R, EGFR B AR, ALK S EEFREL T PD-LI
B (TPSZ50%) OUIBRAREZRMEST - IR OB BE

s TIFFEAE G CEREREEA T 5 PD-LI1 B (TPS=1%) DHlERTEE
HEAT - ERROIF/NBESRSE (e, BEGFR EinTEREME T ALK mmé
EETRBEEDBE T, F1LF N BEGFR F o v s —ElERI XL ALK F
n v —EHERORRE S H T 5 8E)

703, TPSITSA 7 Y X+7 (BT L) O =F g (IR5E4A -

PD-L1 THC 22C3 pharmDx  [# =) ) #AWTHIET D Z &o

@ TRICHEYS TS RE T DEFORE R OMER B OV T, AFRIOFDEDR
ML ENTE LT, AHORGHEERBR,
o TR HEBDLIEHRA,
o FROTUEMEIEEA & OFRH,

&) BeOG O Performance Status (PS)

Score JEFE

0 | &<MERERTE D, FRAE AL S HAEBPHRZ <ITX 2.

PRI LR IR 2 41 5 25, ﬁﬁT%T BAEECR o COERIAT > J B TE L,
ol EOEE, BHEE

FITHETESOEOEIO ki?me?t#ﬁ%ﬁT%ﬁw A EO 0% ity FATIBIT,

BoNHSOHFOEYODE LnTERY, BRO 0% EEd2y FiBTFciRTd,

da i

£EET R, BAOECED O LiEEl TERY, BRIy FhEFTRId,

12




@ BB A 742 (HARMEFESME 12380 T, ECOG Performance Status 0~1

@D 75 Bk, X ECOG Performance Status 2 7 DBHTIE, 8 3 #tHi

A (RS 2EA%) OHABRESHRESNLTRY .. 79 F 0 FE FIHESRR

BWEOFER SR —A0B3 55, (WFERIEEE AT 28ECHERT8E6. 7

7 F TR OBRRRA R & B E 3 HATUEARACOBRREL G T 5 BE IR
Tik, FRDREZZBTE D,

13



6. BELBRLCERTREEH
@© Bt jii% WCINA, BUERCERA ST S ERE L%O%ZIK%UOD%‘“ A R UV IE A
O DR EHRE oI L TROER D 2 L,

@

HRB RIS b, BE L ORBCHMER ERIEE o L, FE 2%

ThbRETHI L,
@B EREWERO=R2I A Moo T

MEMFfZEBRR D bbhE Z BB DT, KFOHBREIIH - TiE, FIENE
W (BEh., MR, wikEs) OSBRI X A OER S, B+
ATATH Tk, El. BEICR U TCHER CT, miF~e— b —5 O & FEii
Ak,
infusion reaction 23& H i A Z L35 B, infusion reaction BFED HILILHE I
VL, eI TS & & b, ERAEET 2 TREORES i Bies
TAHZE,
FOR SRR N & B b 2 L3 H D O T, K| 5B ARl O 531
BT BR R e AT (TSH, R T3, ##8E T4 SoME) +FEh4 2
ok,
ITHSREREE NS Hbhd 2 R H D 0T, ARl 5.8 iER L R EHIF T
FEHIECITHEREMA (AST, ALT, y-GTP, Al-P, VU LB EORIE) % F2h
THIE,
S E 9 RS (KD % K UNT 3 %ﬁﬂ*ﬁ%a@) %UDE}%QHEE&%#%P)%J?}’LZD
ZERHLOT, FHOICIRORFEOFREERT AL, £, IROAT
BOLNFEHEICE, WP EREELERIILOBELREETL <‘:o
FHRIOFTEIT LY i&z@ﬁ%ﬁﬁﬁi IHEET D EF 2 LD ERA REBSRE
BhbbhaZ EBH5, BEAED LRSS, BHRLEZFRIOS L
PR e ik L B A FROERT & :@% L CEtl a2 i &7, A D5
B X A BHER N G 28410k, FROEREGIPIE, RURIBRE R
W%Vﬂ®ﬁﬁ%%%%¢é & k., BB REAE YOS L ) EIE
oW ERRD SNWES B J B ARV v PN O S En A B
HERETDHZ L. '
TR, S A O AR L THHEWEHARET L b 51D
AHROFEHR THRICLEWERORBR - HSiciEETH 2 L,
1 B (BIE | BRI 2 &) bbb, ERAES M T R—3A
WCEAZLHRBDOT, 0B, Bi, IBEHZEOFEROFERC M ED EHIZ+
DEETLI L, 1?'”9‘&‘%“7&%@9%71%4\ RS ERIEL, A RY
O GZEOREEY I LEZITH 2

@ ﬁﬁ@%%ﬁ%uﬁwf\ﬁﬁﬁwm&9ﬁﬁ\%mu&u\ﬁﬁﬁ%malﬁﬁ
b3 E ST 2L ICHE S OFM AT o TV o & 25, KRR S P
I EERE COHRORTEEITO Z L,

14



B AHEET A B4
NaTmY XeT (BRETHERZ)
(RFEH : A P —F EWEE 20 mg, %4 FA—& SATH 100 mg)
~ MR~

ERE2 9%F 28 (ERR2 941 2 HIKET)
B A @A



B

1. ZC®HIC P2
2. AFIORE, (ERES P3
3. MRGRREGAE P4
4, FEFRITHOWT _ P11
5. FeERgE L BE P13
6. WEIZELTHETAXEH P14



1. R

EHE G DR B « REMEOFERO T DIIE, A UES RS\ I ARk
LB, & DIT, IEORPEITOMANC LY | FilES 2 & ORI
FEHELPERRSNATC, 2L H0OERD ZECHERBHFICRIT S 2 b 2RED
MRS 2o TR Y BRFEMEGEE L SO0 IEA T 2016 LR 28 4£6 H 2 H BIERE)
CERWT G, R EERSEOEORMEHEER RS D L STV,

FRE RS ERL T, BEERSZe T e 7 7 A MBEEDOEEDN L H iR
RBZLBHD, ZOkH, AR CREMHICET A IERA+SERT 5 £ ToM,
WA OEABEM ST LRSS BEICE LTHERTS L &b, BlfE
BASER U BICBERIGE & D 2 & BNk —E OB i 7 R R
TR EREBECHD, o .

Lo T, RIA FT4 0 Ti, BREESINETIIRAL TS EREFL -
FlEp R -5 % BUF OESER OBl 2 A A HsE T D8 A O RER L, 2
iR B EHE R TRT, |

B, AAA BT A 0%, MEATEE AN ER S ERESSE SRR, ARTAEBEARER
BRFRIEES 2 . — AL HEA B ARIER NS B2 A BN B AR ERPE 0B
Db EER LTz,

KR E IR DEHR XA b F EIEE 20 mg, A BV F SREHTE 100 mg (—
: g Ra T e A7 (BEFRER))
Sk B BETTE « HAUIR A7 T B B
S RDRERGBE R, RRAICE, RATRY R GERETHEEL) LT, 1
[Fl 2mp/kg (R % 3 3ERIRIRE T 30 43 MAT T AUHIES 2.,
% R ¢ ¥ #F . MSD BRRat




2. AF O, {ERMEF

FA FA— SRR 20 mg X TP 100mg (—4 « RATn U AvT (Ein Tk
Z). BLF TA&F 2v5,) 1L, PD-1 (programmed cell death-1) & ZDUH 2 FTh
%4 PD-L1 RURPDL2 & DA ZEBEHET S, b METgG4 T/ 7 a—FAHUETH D,

PD-1 fREIE T HBE RIS B AR RERE 7 5 kN 2 T IS A AR SR 4 2 32 7 S e 4
A A wFC, PD-1 1T, BEERIREBICRBWTENE T Moo fElaRmic sl L, B o
FER I B S e R E BRI R E RIG T 5, b, PD-1 3 U H FEfs
AT AZ LI XY FURSE AR LDV SRR AICHET 2% AETH S, PD-LL
DEFHBIC BT 3BT LT THIN 2 0P A TR THROBE2IMA D
I LBREICRE LTV, RAMIIRICEITS PDL1 OERERE, BHIRE, B,
JFFHmBaES . IRELEE . JE/ NSRS O 2 RBRACTTHRRA-FTHY | BNEFERLE
OFBIMERHE SR TWD,

BEHE OB ALDERG T L PD-L1 RIFOFEED S PD-1 & PD-L1 OREEIIIEED
RN B W CEERGEIZH S D L ARBEN TR Fil B ARECENE L
THR s Tnd,

AHE, PD-1 & PD-L1 RURPD-L2 O Y Vo FoBeEHET 2 &k, EE
/NS D O S BN S ENE T U Lo SR 2 T & 8, BB S & B i s
BT & THIEEhR AT D,

AR OVERBF IS BEORER NS L SEIERSN b &b, BEXIIELC
BL AR DD, AFOERGFRORERICE, BF OBSE2 T i0, RERR
b HAICIE, BB USRS T M /2 Ak & Rk 2 R el L L Tl
ENASERIBEI R 1T\, B ORI L ZRIEH A SEDN DHE I, AIBEESV
E Al EE QTR R E AT 5 WEBH D,



3. BEERRRE
FRIGBIbR R e 7 T iﬁéﬁ%@ﬁimﬁ# WA FEAT %‘fﬁ‘o T FRERRBORE S~ T,

[H3hiE]
OENS 1 b HRE (KEYNOTE-041 #l#%)
(EHREORVEA Y bvT GHETRIEL) AT [ Y AvT] L1 3,)
BEERV 2 LU VR COERIREE AT B RIA MR A B AR 42 f
(FRMEARAT 5 37 B) 2RI, AF2 me/ke 3 BRI (LT Q3w }_-1,\5 )
BEDEIER RN R Sk, 705, EHERAT CREMET AR St
FERETT 2 R TR AT B WE O FEMICEZE L TS BE TE. /kIJA[S&CD i
RO BT AR BID E CARIO RS Bk 5 2 & :asmﬁb L&, FHE
iHE E CdHh HELHEIRECIST 4 F7 A > L1 E-3 < hdtlEic X 2584223 (CR)
SEE R (PR] X, 24% (95%(SHERR : 12~41) CTh ol 7‘;:1:3‘ AN
L 7B 10%CHh - e, :

OWEA T TTHA3ER (KEYNOTE-002 2415 |
A ) AT DIBFREEE T HRIGUR e B R AR g, AF7 2
mg/kg Q3W e E5 R TN 10 mg/kg Q3W & 5-OF 2k K O MM (BERE (XA
V.TFTEYAI N, AARTTF RNV EXEVEAINR ST F AR ) B R
B, BT ICC ﬁil Eiv5,) ARBE LTRSS, B, Wi CERET

IRERD B IHA I, REET 2R TEIRATED bW EORKINTZE L TWA R
BTN, ﬁ@uﬁmu@nﬂmr BT b D E CHREDR G AR T 2 2 &3
AR E St TFERHIEH ITALEEH (0S) ROMESEAEHM (PFS) & Xh,
Kﬁﬂ;’tﬂ:{—fﬁ%& Wl LC, PFS 2 BICER LE,

#1 HHMERGE (KEYNOTE-002 3%)

AFl 2 mglkg A# 10 mg/kg ez 2
Q3W Q3W _
(180 #1) (181 1) (179 f3)
0S | i [A] 13.4° 14.7 11.0
{(95%CT) (11.0, 16.4) (11.3, 19.5) (8.9, 13.8)
C NP R 0.86 0.74
(95%CD) (0.67, 1.10) {0.57,0.96) —
PE" 0.1173 0.0106
PFS™ | e [H] 2.9 2.9 2.7
(95%CD) (2.8,3.8) (2.8,4.7) (2.5,2.8)
AN R 0.57 0.50
(95%CT) (0.45,0.73) (0.39,0.64) -
PiE" < 0.0001 < 0.0001

CI:FBHER M, #1: RECIST A FF A o 11 ICES S RS ER OEEEME - L 25,
%2 0 BRI Cox LV — FEF AL B{PEERE L ol *3: BRin /S v 7 E

4




— % 2mg/kg Q3W
s 10ME kR W

oY S— T e T TS T ey
0 3 6 @ 12 158 18 21 24 27 30 23 136
A8 1mg/kg Q3W 180 3 a5 70 61 11 0
AR 0mg/kg Q3w 181 138 99 79 67 12 )
. e 175 115 80 60 48 9 0
0S8 M Kaplan-Meier fhig
—— 2 Jmpikg LW
e T Wik ISV
B j » i § l | ' ; L -
+] 2 4 & 8 10 12 14
at riskay TR (R
EH Imgkg Q3W 180 153 74 53 26 G 4 2z
F10mg/kg Q3W 181 158 82 55 39 15 5 1
= 5 179 128 43 22 15 4 2 3

PFS ¢ Kaplan-Meier Bhi



@A HEIHEFE (KEYNOTE-006 #5R)
AN AT L DWFEEDR2NIIA EY b TR ETRN 1 VP AVETOE
TR 2 A4 A RIR OB B LA R & 5 8o, A5 10 mg/kg Q3W 35K O
10 mg/kg 2 WM (BAT TQ2w] & 5,) WEDFIMERTEEMN, 120 b
TEMBE UTHRE AN, 2B, BRI CHEBETERD LGS, REAET

TR SRARVEOBEMIZZEE L O 5 BE TR, WKIE LR OB T
BT OO LIV D ETAAOR 52T 2 2 L BAWEE L Shir, TEIMEH
AEFHE CUTF ToS) & 9,) RUMEEATFHIR (CLF [PFS) 2vv9H,) J:é:h,
AFNIA D A= Ll LT, 08 R O'PFS A EICHER L,

# 2 FEhEEiE (KEYNOTE-006 345k)

A 10 mg/kg AF 10 mg/kg ALY b=
Q3W Q2W
(277 #1) (279 ) (278 )
0s™ | wufE LA NE NE NE
(95%CT) (NE, NE} (NE, NE) (13, NE)
NP R , 0.69 0.63
(95%CD (0.52, 0.90} (0.47, 0.83) -
p " 0.00358 0.00052
PFS™ | thdefi [H] 4.1 5.5 28
. (95%CI) (2.9, 6.9) (3.4, 6.9) (2.8,2.9)
ANF— FE? 0.58 0.58
(95%CI (0.47,0.72} (0.46, 0.72) -
p " < 0.00001 <0.00001

CI: B, NE : #ERw,

#1; DRERIRO T —& 2015 L3 A3 Ay bAT7, % JE

B Cox ol FEFMAC LB A ) w7 b DLl #3: Rl 77 2 7 e, *4 : RECIST
HA BT AV 11 BUCES I LI FAHRHE B OCIRE PRI & DRI, *5 : h AR EED
F—H (2014FE0HB3EBM v v A Y)



1 e FROMERE SW
T AR mw&gfﬁg Q_’!W

o ARULTH

at risky

ERomp/kg QAW 279
&M 10mg/kg QGBW 277
AEULTT 278

100 o

90 -
-, 80°
£ 70
® 60
ﬁﬁf
B 40-
£ 301

20 -

10

LSRR LA R L A AL DAL N LA

TTTFTETTI T

liARLLAESAr ARELRY

2 4 & 8 10 12

STEMIE
266 248 233 N9 112 177
266 251 238 235 20Z 158
242 212 188 169 157 117

14

19
18
17

&7
71
51

OS O Kaplan-Meier Fiff

TP TR T I T

18

Lo N o i

e s P VR i TP
woo o S VTGSV
e of P T

at risk#

FF10mg/kg QIW 279
HH0mg/kg Q3w 277
AEULIT 278

23
235
186

PFS @ Kaplan-Meier i

14
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[Z24aiE]
OEMF 1 bR (KEYNOTE-041 %mﬁ)

HEFELIT, 4142 61 (97.6%) WCFBD BiL, BRI L ORFERM z‘)ﬂé ETERNAE
HRT, 34427 (81.0%) TR bHiln, FHEN s%LIEOBIERIZTE®D & BYT
Hotf,

%3 REEN 5%UEOREE (el SEm)
PEBIRSIA (S0C: System Organ Class) P ()

HAFE (PT: Preferred Term) i 2 mg/% {%mﬂ%
{(MedDRA ver.18.0)

T 2 Grades Grades 3 Bl E
2RIER 34 {(£1.0) 8

(R % 9%.”‘ e (143) 0 00

UK LB R S 6 (14.3) 0 (¢.0)
SHEEAR ) ' 3 (7.1) 0 ©.0)

. PEMENRES 1 (24%) . KR - BEE CD—FT— 215 (4.8%) , KRR
B (7.1%) . TEEEEREE 2 41 (4.8%) . FRIMEREREE 6 7] (14.3%) | infusion reaction
18] 24%) RORE 95%&1% (2.4%) 'cwesb%z}'btg E7z, MREEE (F7-8
VRERRESE) | EEREEE (RAVFMEMEAS) | RIgkE, | BERE, BEO
PEREREE (1 G R RRRRAE @%ﬁ SIALBE, BEAWIES) | Bk, FEk - O RiEE,
TAEFREESINE, WA « BERESE, Oz, RuEErE AR ESERER . WA i R YR
B D bhveholr,

@S L HHRAER  (REYNOTE-002 #U5R)

FEREENT, 2 mg/kg Q3W BE 172/178 {51 (96.6%) . 10 mg/kg Q3W #¥ 178/179 71 (99.4%)
FORICC 7 167/171 ] (97.7%) IZRH biv, MBIELE DR EBRNEETEAVWEE
FTRIT, FNEN 121178 B (68.0%) | 133/179 1] (74.3%) ROF 138/171 51 (80.7%)
WM BT, WL ORE CRIBLERN 5% LOBIERITRO LBV Th o7,




F4 WThPOBRTHRERR 5% LOBWER (KRBT NRER)

HREBIKAHEE (SOC: System Organ Class) ] B (%) ‘ \
FAEE (PT: Preferred Term) 2 mg/kg QIWHE 10 mglkg Q3IWHE ICCH2
(MedDRA ver.18.0) 17847 17991 17150
o £ Grades Grades 324 1 4£:Grades Grades 3241 S Grades Grades 33
G I 121 (68.0) 20  (112) 133 (743) 25 (140) 138 (807) 45 (26.3)
S RO o SRR £ Fasnent v
CoAmo (20.5) 53
9 B R (8.2) (3.5)

57 BRI AE

9
6

82 6 (3.5
s 4

o RAREE SCRGEIOKE R o
CUEmAhHRE 1 (©.6)
P “.7

©0 8§ @D 1

w0y

o8

SIS A

R R iy

L BmE .1 06 L0 00

R U TR L Geloie e
ez o ) a @05y 17 0.6
i =EG 9 (50 0 (0.0) 2 @12 o (0.0}
T 5 42 (235 0 (0.0) 6 (35 0 (0.0}
e 18 (@on o (0.0 8 47N 0 (0.0}
Ik sk 0w Ge 1 (0.6) 0 (©o) 0 (0.0
SEMHEAR 9 (500 0 {0.0) 2 12 0 {0.0)

72332 me/kg Q3W BER U010 merkg Q3W BRI BV TEILVE L, HIEVERMIRE 11 (0.6%)
R4 (22%) KB - BEOTH 1B (0.6%) RU6H B34%) . MiglEsE (¥
5o R L—RERIE) 2 51 (1.1%) B OR 0 5, FTREREREE 13 ] (7.3%) SO0 15 151 (8.4%)
PERGRERE S (RADE R EIEE ) 16 (0.6%) ROV 6 (0.6%) . FIEMAHRERE 1
1 (0.6%) RT3 F (1.7%) . FHRERHEEREREE 14 41 (7.9%) KRTF15 B (8.4%) | infusion
reaction 2 H (1.1%) B3 G (1.7%) . EEOKBEES (BREAETVERE, 2
BE, HEFOEIEE) 14 (0.6%) ROV (0.6%) . WEZ 161 (0.6%) UM, HIER
ESIE 0 BN B (0.6%) . MM#e - BEEEZE 0 IR 1 Il (0.6%) | IS E SR
FOMBO2H (1.1%) TR, i, BIEEE, 1 BUFRN, % - SRUmm
FRE, DR, ot MRS SRR, TR B OFRIFERES IR0 Bhvinds o
7o




@M ETARE (KEYNOTE-006 s
BEFLRIT. 10 mgkg Q3W 1 264/277 #1(95.3%) . 10 mg/kg Q2W #£275/278 1] (98.9%)
FORIPT#E 239/256 B (93.4%) [CERD b, RBE L ORRBEGEATETE VWA ESR
BE, FALEN 2020277 ] (72.9%) | 2217278 1 (79.5%) KU 187/256 il (73.0%) 12
W LT, WTNIORCRIED SR LOBERIITEO LB Tho7,
£S5 WERAORETRESN 5%LLEOFIER (ZAMRITESER)

. Bl (%)
FEFIXRSEE (SOC; System Organ Class) . _
- ) 10 mgkg Q3WHE 10 mg/kg Q2WHEE PR
( HAFE (PT: Prct;cn‘cd Termm) . T o) by
MedDRA ver.18.0 ) “E(Crades Grades 320 4 Grades Grades3 4. b 2Grades Grades 3L _E
SRER ' 202 (29 28 (10.) 221 (195) 37 (133) 187 (30) 51 (199)

 AIRT R T
A

T 5 (18 0 (00 10 @38 0 ©0 15 (3% 0 (0.0) '
KIE% § @29 5 (18 4 a4 4 Q4 19 7H 16 (63

T 40 (148 3 (L)) 47 (169) 7 . 58 8

EIS]-7] ' 11 @y 0 @0 20 (7D 0 1 0

BEL 31 (112 1 (04 28 (o) 0 22 1

- 5 (18 0 @O 10 @G6 1 14 0

B 2 dle 1 o4 26 p4 0 0m 13 B4 2 (08)
Hﬁlﬁ?‘m‘ 6 22 ¢ o0 19 68 1 {04 50 oy 1 0H

33 (4 0 (00 40 (144 0 (00) 6 @54 1 04
37 (134 0 (00 4l (147 0 (0.0) 37 (145 2 (0.8

=

31 (112 0 (00 25 (9.0) 0 4 (16
72383, 10 mg/kg Q3W B K& UV 10 mg/kg QAW BEIZ BN TENE ., VB M £ 4 51 (1.4%)
KOV (0.4%) KB - BEEOTHI 10 #] (3.6%) KOV 13 il (47%) | wiRkE
(FZ 2« NLEERESE) 26 (0.7%) K051, ITHRERES 1441 (5.1%) &Ut23
7 (83%) . BiselaE (RMEMEERRS) 261 (07%) RU16 04%) | TE
PRRREREE 1 1 (0.4%) ROt 16l (0.4%) . FORARESAEPEE 28 1 (10.1%) B U833 {7
(11.9%) , EIBEE 161 (04%) K241 (0.7%) . infusion reaction 7 i (2.5%) X%
s (1.8%) 1 BUBERE 141 (0.4%) ROM0 ¢, EEOREEE (R EEIRER
T, STAE, EFEES) 0 FIR O 1 4 (0.4%) | B2 1 41 (0.4%) RIX1 {1 (0.4%) .
Frdk - KRBURMARE 1 1 (04%) KUY O Fl, MK - fIE o RN L 61 (04%) | 3
TNTRE SR 3 6] (11%) ROV 1 Bl (04%) TR BRI, £, EEHEE,
DrEse, SamE i MER P PESRBEE . IR i R OPRIFERIE ISR b e o T,

=]
—
e
=
—

10



4. BEFIT-H>WT

AGRAM L LCHEHBERE (BFFE) SIREbhThna Z &b, Hik Jﬁﬁ%i@{ﬂ]
ICHRECEAMHRTHALERSL D, +0O LT, AEOREPEE I EE T 20 - FE
L., AF OGS LY BEEREEREZRE LBRICHIGT5 2 LB30RERIZD, UTFO
@~®@?N€%4ﬁ%tﬂﬁ‘“ TEBWTHRT & Th D,

®© HRIiZ-OWVT '

®1 T (1) ~ ) OWTFhhCEE TR THSL - &,

(1) B KEBIEET LM ADEEENTRGS GREN RS A RO SR,
I AS A PRI SR, BN A BERRE2 S (CEAk294E 4 B 1 BIFR ¢
434 fiEi%)

(2) FpEiREmb CERR294F 6 A 1 HIFAL : 85 Jit%c“)

(3) EREFFIRAHE IR E T A A BB (3 ABYOEEEERIbL. 1Y AB RO
B AR, 23 AR )

(4) SRLEERERAFE L, AL RRIEINE 1| OISR FHENE 2 Dl ikE
WARB B EIT> TV DHEEY (PR 28 47 H 1 HIFR 2540 fak)

(5) MRS A NS ORI R A B AT > T 2k (PR 28 4 7
A 1 2B 1290 HEe

O-2 BEHERAEO/ARE R U 1?)%%%5‘5'3“%@?#[551#“%729&!1%& & R & R ERT
(TROWThNCHEMT DER) 2, YR OAACET 2ROREE L LT

Bl s Cnbd &,

=

s [ERTRFTIIGH 2 EOTMBHEL ¥ T Lntkic 5 ELl Lod ATRROBRIHE &
ToCWbH Ik, 55, 2 4L kik, BATERRIES T & U RRIEREFOHE
T Ro>THnH I &,

o [EENRIFEISH 2 FEOVIIHE AT L%z 5 AL Lo i R
RIREREH L TND I &,

IR O

\\

@ BEAROEELFREHROCKHICOVT |
ERLEREEICEF T A NEE Sh, JEEGENLOERED, A 28
P SR R 0D A BRI ONE WS T34 B SRR, %%‘”*%%&ME{% LEiRa oELE
B, SN RA RGBS TS 2k,

11




@ BHER~ORHRIZ2NT

@-1 BIfERRBREORHSERIZET 2 B4

WV ELPE RS A D RS R RIVE A 03R4 L7 BRIz, 24 RIS RAHI O T, MRZMER S
RIS, BB L RWERIOE T AR R O CT S O RIER ORI s
RREDORAD G P ITELN, EBICIS TR ERAE-> T 2 L,

@2 EFREFHIT L A ERGIRIC BT 2 B

AR 5 I 72 Ak R D B AT B ER L BEER =2 ) v U %
EHIERD AL )~ PRITOEIRE & §RE 4 T & 5 F— AEREH SR
ENTND L, Ak, BEAESICSWT, BARE L EOFHECHSIC AN S han
Hrlk, '

®-3 BIfERoOBEr-eRIcELT

RIERM (FYEMEMERICIN R, KIBK - EEOTH, HSiEREE, BlEEE (Rng
MR RS | AOWEE (TREKERE, FRIBHERS, BITgERE) | 1
- RUEIRIR. S Y OBRR, MR - RCRAMARE, BER. BN ORERE (L HEIREE
B, 2B, FXEIESE) | infusion reaction, %% - BIRAC, BUEMENNE, FRREE
F(FT7 2 SNU—EERE) | DR, RERN/ M EERTR, R, R
COERRERAE) W U, YRR BRI BB O MM A 5 RN S L (B
- AOBHRHNCE L TIEE R OB EZZ T ONA &M b 2 k) | HhioEE s
BERTE DERBES TV DL, .

12




5.

BeERE L2588

[Z24A%ic BEd 5 FE]
© TFHRICHEYTEARFICOVTREAROBRERERE SLTVEZ L0 E, BEE]T

@

birnwr b,
o AFIOFRAC R VB EE OB O B B [BE

BEAT ORI O CTFRICEYS 35 BE IOV T, AFoR G s h
B, hOEIEERE S R ESITIRY , HEICAREFEN TS L E2BRTE D,

o MEMEMREEOAHNEEEFEOH DSBS
o fEEEERE CRE AT 5 B R OTEEIE O R BRI IR R Yt
LD R E LR A B B BE

o HOHERBOEG XBMENRE L BEREDO B RS REOBHERE O

b oHE
o RERFERLIEE GE Mk IR A & 1) OhH OB
»  ECOG Performance Status 3-4 &9 ¢

(&2 B4 5 5E]

@

ILERER OV EE L OMEFFRIEREO 6 5 BE B TAR O AR R S
TS, ‘

7233, BRAT BHATEEZH+ 4RSIV TIL, BRAF FREAIC L 2168 L% R

THIE,

TR T AAA| O R UME AT RS oW T, ARIOBIMERTE LS TR

5. AROBREMNRE BB,
«  iRrAEN LSRR,
o {hoBEEREA L OO,

D BOOG ¢ Performance Status (PS)

Score EFE

0 A HERCERHTES, BEM LR U BEEESHRETLS,

) PIRBIC I LNTEENT SR X555, ST TR T, BEETE- CTOEEETH 2R TE 5,
B, ESHEE

2 FIFAETASCEORE Y 0D LTS TR A ERIRTE LY, HPO 50%L ALy R
T,

3 REILEESDEORII DT E LITERy, Ao 50%U EE Sy FET R,

4 ECET V. BS0EOED DI Le] CERY, BRIy FEFTIRIT,

13




6. BEIZBLTEE &80

O AT ICEEICIN A, BOERTEIEE DR T 5 BORMR I 3D & A O Rett: R OVl R4
RO BB ERE T B L ChbEMTa e,

BRI s, BE I ORKRCADEREBEE 5L, AIE25E
ThbEETA 8,

FREER O XY A MEDWT

@

@

FEMEMERRHHNE 2 ERHEOTC, FROEGICHTL - Trk, T
W (BOTh, PR, ) O OHE X REoEmSE, Har+
ITATO Lk, Elo. MBS UTHKE CT. hiF~—r—%0RE % £+
5k,

infugion reaction 233 H 0405 T L 035 B, infusion reaction 3588 H AL IEA
V. EEIZRMERAT S & &b, ERSEET A E CREOREL o EE
TEZ L,

FURBHREREE R B H b s 2 2 03 b 2 D¢, X O 5B MERT R R 5511
HRIE AR R RERR Y (TSH., W8 T3, 8k T4 ZofiE) »EHT 5

&,

IFHEREREE R D DD 2 E R H D O T, AFOR5BHMEM R O S P
EHIRCIT#RERAE (AST. ALT, yv-GTP, Al-P, YV LB E0HIE) %9l
TBH &,

RSBk TR DR ERIER 5 &) SORBRREERS DS
ZERHLOT, EHNCIRORFOFEEZHEELT A Z &, F, IBORERN
BOLNIHEICHL, L EFSRs SR T AL BE ARSI D2,
FEDERGIC Y | BECHEKGICERT? & &2 b oL R EBORE
Wb bNG L LR D, RERED BB, R L ERITs L
BB Ap i & R A RO R A & U CHE AR ERRN ATV, BEORE
FUSIC X 2BWER B BN 2561013, AFIOWRE TP, kORI RE R
NEVRIOBRGERZEETHZ L, B, AIBEERVE OGS LY BIE
M OUBERFTD HIVRVEEITIE, B ERER AT DA O miE 0B
bEETLHL L,

TERTHR, BHEMNLEIARB L TCrOEHERBRERT L Bnh A0,
AROBEERHTHICOEER OB FSICESTs 2 8,

1 BgERA (BIE 1 BBERBE =) 25 bbb, HREE, V7Y -t
WEDLZEVBHLOT, RB, B, WIEEORR OB mFED LRI
SFEETLHZ L, 1 RRERAN OSSR ESHIEL, AR 8L
FORELEDOHYRNBEITH> 2L,

AR OREFERBIZBWT, FEBEHE 3 » AR, LS, S5EiE»S 1
FRE 6 MBI T L ICESOTEEIT - Cni=Z L 258 7, AKB S0 EE
W ROMERET S 2k,

14




REFERHEET A FT 4V
Rea7Tn ) X7 (BirTr#z)
(RF4 : ¥4 F—& SiESE 20 mg, ¥4 M—F JREHE 100 mg)
~EHRER XY o oNE~

PR 2 941 1A (FR2 941 2 AMET)
A S |



H&

BU®iC

AFN DL 1T

i PR RGAR

Wz DWNT
BERAGL L EBE
BB LU THEE T & FIH

IO S ol S

P2
P3
P4
P6

" P8
P9



1L ZUIC

FEHE S DRI « B Atk DR O T2 I, VRS I S e IE A R A3k
BB, & 5T, FHEORSSHAFOEANT XV | FkER SR ¥ ORE00 2B e T
FERSNERI N DT, ZA D OERS & BICLERBE TS T L AR
WAL 72 TB Y IR BOEY & RO RA S #2016 CERL 28 76 A 2 B ERE)
CBWTh, EHHERREOMEORMCHEELZ XD & L XN TVS,

FOREREEFFIES N T, R EANRR 2N T 0 7 7 A VRRFEOERS LA LR
RBHZERBB, ZOED, AIMERORAEIZET B EES -SSR 5 2 TOM,
W EHR O BB R A L BRSNS RIS LTERT S & &b, BifE
FADSSEIR U BT MR RS % & 5 = & NTTRE R — B OB 25 7 B e B G
THIEREETHD,

Lo T, AW A BF A 2 Cli, BRI 2 E TIeB b TN B ESIKSR -
BRI RHC S & | DT OEER ORISR S HET DB b B sE, 2
B R OEERT AT,

feds, AAA KT A4 0E, MSATEE A BT ER AR AT, ARHAIEA A
BRI, — AR bR A B AR NELE £ R O AL EIE A B A ML OB ) &
bR LT,

XL TR BB KA P F SR 20 mg, ¥ M — & 2 EYE 100 mg (—
Bg AT ol v (BEFERL))

AR ERDPEIHE - BRIUIBREOHMAR XY R

HELLARERORE  BE. BRAICH., a7 X+ (BT :) LT, 1
B 200 mg % 3 JRIRRE T 30 23R CAMTET 2,

i AR 7 % F . MSD A '




2. FHRIOEE, 1ERBF

FA h—F mEFHE 20 mg ROV 100 mg (%% : Ra7ul) X=7 (B T-HE#
%), BAF TAAL Evv5,) 1, PD-1 (programmed cell death-1) &FD VU H v FCh
L PD-L1 K TUPD-L2 & DG EHEHERET S, & MbIgGd £ 2 7 a—F L JiiETh 5,

PD-1 #REIE T MRS B (A D 261 2 72 b I 8 AR ASF F -3 5 2 she i
AA w2 F T, PD-1 Y, REERRERIC W TIRR T Ml oMBaREICEEHEL, Bk
FERGE SO ARGE LR e R AT 5, b0, PD1 RV FERS
BFBED LI LV FRSRIFRIC LD 7 R BICEIET A2 R4 Th B, PD-LI
OIEFHBTBIT 2EFHI LTI TH AN, 2 < ORAMTIE T oM 2402 5
EEBRICIEHE L T D, BAMICISIT 2 PD-L1 OmZBEELL, BRI, e,
ARG, BREGE, JE/ N2 & OB 2 RBATTRRRRT CH Y . K EEsR
& OMEERHE S Tnd,

EED M AOBER P L PD-L1 FHROFEEMSED S PD-1 & PD-L1 OFEEIIEED
SRR BV THEEREEIZH D Z L8R SN TE Y #iBARROEN L L
TR ST 5,

KﬁiImlanA&@mng®mJﬁ/%@FA%m+¢é Lok, EE
T NEHER R OREBE B AOMIAGTEM: T U LSRR A TR X SUEE RS A EIE I
L& THIEES R RET 5,

AFOERER RS CHBEORERIGIC K DRER%ERH bbh, BEIRT
ELHAHNER S 5, FAROHFEFRUKEGRITIE, BEOBEL-H3T0, BENR
D BRIEIEEITIL, BE L - FENTIE U B2 sik & Bk F oA & s LG
RER KT ITY, MEOREGIC L SEERBEDN 2HEI0H, AR RE RV
T U OB G EOBEIRNE TS LERH D,



3. BEREE
BT B O i LA R 9 v U L I O AR E A £ AT o T F AR RER O
A AT,

[ %]

EIB 5 M B3R (REYNOTE-087 #5%)

R OIS 0 A D% U oS BEEE (210 B, BAKN 10 IR ET) DL
T30k NEHSEIT, A& 200 mg 3 B FER S OF IR ORI RET
iz,

- HEE R ETRIC, T YT RXNFUCEARBESITEA

#F (ad—1H1)

- AEEMEBBESEHIEESTHY, o7 LY F vl ARFUICLLEESE

T BE (2d—h2)

- AEE NSRBI TRIC, Ty RFF UL OEE (—RIEE

IR SAREO—BE LTOT LY e d S RF X BRTREILE &

PN BRI CNRWEE (adk— R3)

7S, EETA THEBEITANGERD S - B, HARET 2T TERSED bhvan
L ORERIICEZE LTV BE Tk, WELFEORGIHE TRABETHIRO LN ET
AR O EREGET A EMRWUEL SV, TEFFMER THHENE (BE] IWG
criteria (2007) EES < FlEIC L AR (CR) Xikilsn#Ez) (PR) OFIE)
FFE1OLEBY Thotk, 2B, FANCEE SNWEREZRDED, Wihoar—hb
20%Ch -1,
#1 FEHEHE (KEYNOTE-087 HE)

aR— k1 aik— 2 am— b3

(6951 (814) (60/51)
SEZE) (CR) 15 21.7) 18 (22.2) 13 217
p— #WoZEzh (PR) 35 (50.7) 35 (43.2) 27 (45.0)
(%) #E (SD) 13 (18.8) 9 (11.1) 13 (21.7)
(T (PD) 3 (43) 17 (21.0) 7 (11.7)

FFA AN RE 3 (4.3) 2 (2.5) 0

#% (CR+TPR) (%) 72.5 65.4 66.7
(95%1ZHE X)) (60.4, 82.5) (54.0,75.7) - (53.3,78.3)




[Z24:1E])

= RS AR (KEYNOTE-087 5Wk)
BESELITRABAEART 202210 # (96.2%) W7 Hiv, BIERE 144/210 B (68.6%)
_MﬁBﬂto%ﬁ%#s%utwmﬁﬁiﬁzmtkbf%oto :

2 R 5% LORWER (FRiMEird £4eM)
WEAKASEE (SOC: System Organ Class) {ggigﬁgﬁ{j;
HAZE (PT: Preferred Term) :;1 offl .
(MedDRA/T ver.19.0) % Grade Grades 324 &
686) | 23 11.0)

SR B RED S VRS R ORI

CEREE

- EER

TR IS LR R

2. S

L BUER LB R i

#i 16 (7.6) 0 0.0)
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