REFERAEET A KT 1
Ra7nl) Xv7 (B FHEEEX)
(74 : %A M A —4 EFEE 100 mg)
~HHEARSF ) UNE~

YR 2 94111 (FF124 8 AKET)
BA A




ER/N

1. LI P2
2. AANIOFHH. 1EHEF P3
3. ERIRRGE P4
4, FERXIZOWT P7
5. BHxtG L e b P9
6. WEHIZEL THETRXHIH P10



1. IXC®IC

=S5 DH N « B RMEOREROT-OIZIL, I SCEEIZE S W2 Ee AR D
B, 6T, ITEORFEHNOMEAIZ LY | FUREIKS 22 & OFHH 72 Frll/F A%
FRIESEMDPEB I NDHF T, 2o OEEMLZ BICHLERBEITRIET 5 2 L EREO
AR & o TR Y RIFMBGER & SO FA T #2016 (FRk 28 42 6 A 2 HEERE)
IZBWThH, FHERLEOHHORBEHEEZXS Z LS TWn5,

BFORERE ST, B ERCLZ 2T 0 7 7 A VBB FOESKEL & B 5 5
B ENRDHDH, ZOD, HIMEROLEMEICET S ERN ST 5 E TOR,
WMELEIL DO BE LR ZIT 52 EPWIRE SN BFICK L THERT 2 & &b, BIFE
FDFEEL U= BE 72 kb & & D 2 & DS ARE 72— 8 O B &3 7= 9 R B < fd
THZENEETHD,

L7eRoT, KA KT A4 TiE, BIFERES ZNE TITE LN TV A EFEIH -
B RIS & | LT ORI O i 7o 2 HEE T 2880 b B R EE & %
F RO EFHER~T,

I ARITA RT A %, MSIATBOE NE S RS O, AME AR AR
BRI s . — B AN B ARERIR N E 2 & OB N B AR iR 52 O i ) o
b EERK LT,

WG L IR DEIS, XA bL—F R 100mg (— %4 Xa T n U X~ GBI
THAHLZ))

R LR DMREIHR « R SUTEREME D YA % ) i

MNEERDAEROHE - WBH, A, a7 nl) X+ (Barkz) LTl
[0] 200 mg % 3 3 [E AR 313 1 18] 400 mg 2 6 1 [#] IR C 30 73]
DT T RIEFET 5,

3G IR 5¢ ¥ & - MSD RSt




2. AFOKK, {ERBERF

FA ML—F RiEEHE 100mg (— %4 - XA T7r ) A~ B HE#z), LUF IR
Fl EvvH,) 1%, PD-1 (programmed cell death-1) &% dD Y %> K Td 5 PD-L1 & T PD-
L2 L OfEAZEHERET S, b MbIgG4 €/ 7 v —FAHKTH 5,

PD-1 #2313 T Al e o0 2 B SAE 2> © kAU 2 72 I 03 AVKBRE 23R FH 5 % 32 7 50 22 ol )
AA »F T, PD-1 (F, fEFEREBICEWDCEER T MildoMia£micgE L, 3%
P& SOt % B e A B X TRl 72 oS UG A HlH 95, 372 BH . PD-1 13U o K&
AT D LICEYHURZERICL D V7T vimiEe Akt 2% /K TH 5, PD-LI
DIEFEMIKICIB T HHBUTDO T TH L0, Z< ONAMETIE T Moz 2
HIFEWMENCFB L TV D, DAFIICEIT D PD-L1 OEFEBIL, B, M.
JHAREE . IR0, FE/NHIRaNTE 72 & Ofix AT THRARRK T TH Y | RWAEFE
& OB HRE STV D,

B OB A DGR T#% & PD-L1 BEEOFHEEAMN S, PD-1 & PD-L1 ORI
DEEREREIC W T EEREEI 2 5 Z L AVRIB ST L F- 7203 ATEIE DY &
LTHIfF ST 5,

AANX, PD-1 & PD-L1 X O'PD-L2 Olj U > ROFEREREST S Z L2k, 5
WUNBREE T ORISR AR ENE T U S ERATEM L S8, PUEE e 2 s AL
T 52 L CHUEENRARET D,

AFN ORI 2 2 B DS RISIC £ 5 BHEA S S b, BESUIIEEIC
DRI B D, AAOBGHROBGHIIE, BEOBIEE HHITIT0, BEH IR
D BTG AITIE, BB L HGUTIE U B 2 ik & B8R & FF o R Af & L Col
Y72 BRI 21T\, BB DS RIS K 2 BIMER 2 Eb L 88T IE, RIS R AL
B LI OB G S O R ILE & 1T 5 LER D D,



3. BRI
I TEEE MO IR % o U oSO ERIE 3 21T o 7 B2 R R o
R A R,

(A %2h]
BRI O AHRER (KEYNOTE-087 #kf5Hh)

FFEUTEHRTED H AR % v U o lEE (210 B, BARAN 10 flA2&Te) OLLF
D3 ODAKR— FEZHRGIT, AFH 200 mg 3B LT QW] &), ) &5
BEIME R OV ZEVED B S vz,

- HEGE MBI THRIC, 7Ly F o ~T REF UK BiRREZ T -8
F (ah—h1)

- HFEEMEBHEBHEIERIS THY . hoT LYo <7 XRFUIC L DIEEE

2T BE (2h—1h2)

- BFEE MBS MRBRERITRIC, 7L Y X ~T XRF UL DIEFR (—RIBEX

ITRARILFERIEDO—BRE LTOT LY Fr~T RRF AL HAHEHRITE £ 72
V) BT TCOARWEE (adk— R3)

2B, EG I TR BT D SN AIT . REEITA R IIER SR by
LOWRENICLZE LTV D BE T, /k@uﬁw Gl CRBETVRRO ONDET
KRB DR G 2T D2 ENFREE Sz, FEFHMEEE T©h 5 B8R (LFET IWG
criteria (2007) (25 < FIHEIC L H5E428%) (CR) Xi*ﬁ 725%) (PR) OFEIE) |
£ 1OLBY ThoT, 2B, FANIRE INZEERESDEIL. WThoak— lﬂb
20% ToH -7,

#£1 EOMERE (KEYNOTE-087 3ER)

aR— k1 IR — 2 aR— 3
(69131) (81451) (60751)
78740 (CR) 15 (21.7) 18 (22.2) 13 (21.7)
. | #9375 (PR) 35 (50.7) 35 (43.2) 27 (45.0)
BiEK -
(%) “Z7E (SD) 13 (18.8) 9 (11.1) 13 (21.7)
17 (PD) 3 (43) 17 (21.0) 7 (11.7)
AN RE 3 (43) 2 (2.5) 0
Fh% (CR+PR) (%) 72.5 65.4 66.7
(95%(EFE X [#) (60.4, 82.5) (54.0, 75.7) (53.3,78.3)




[Ze21]
[EI B HL (R 26 1 AHRER  (KEYNOTE-087 i)
AEFRITHBRAM T 202/210 1] (96.2%) (2788 i, EIVEHIX 144/210 4] (68.6%)
IZERD BT, FELRN 5% LORIERIZFR 2D LB ThoT-,

£2 FHRFN 50U EORIER (KEYNOTE-087 38 (AN SEM)

PEEBIR¥E (SOC: System Organ Class) @fé;/(f/;)g

FEAEE (PT: Preferred Term) g 21 OJ{I;IJ
(MedDRA/ ver.20.1) 4 Grade Grade 3-4 Grade 5
2 EIWER 144 (68.6) 23 (11.0) 0
MiEF LY v REEE

I ER A I 11 (5.2) 5 (2.4) 0
P53 WA

B B A REAK T i 26 (12.4) 1 (0.5) 0
B GRS

T 15 (7.1) 2 (1.0) 0

GV 12 (5.7) 0 0
—% - RHREER L O GEA OREE

5 19 (9.0) 1 (0.5) 0

F&H 22 (10.5) 1 (0.5) 0
PRI E

R 13 (6.2) 0 0
MR, MaZhds K OMERRFREE

Nk 12 (5.7) 1 (0.5) 0
FeIE 8 X OV TRk =

Je5 16 (7.6) 0 0

ek, RVEMERER BT 6 B (2.9%). KGR - EEO FHIT 3 F] (1.4%), FPRpEE
(7 v - NU—EBEREE) 1 X161 (0.5%) . FEEREREE I 8 il (3.8%). HUIKIEEEME
E13 29 B (13.8%) | fh ¢ « BERUH ALEIE 13 2 41 (1.0%) | infusion reaction 1% 17 f51] (8.1%) .
SEIBERIZ2H (1.0%) ROHRIT 1A (0.5%) T bk, 72, EEDOKE
bR (R RERGIRIRAEMERE, SZIALEE, FARRIESE) . FIRIFEREREE, RIBHREEREE, 1
ROPEIRIE ., BAkRerEE (RAEMEMB RS, Bk, HEMEIIE, MK - Bk, &
P I/ IR P SR BN . VA IMAE R 1 & R ZEEREE IR B AL DN » 7o, REIVEF 3B
W EFRS (RAMEMRET L ET) 230EIBRETT,



(At - HE]

KB OREEFSEYBREET LV EZFH L7Zv I 2 b—32a 2k v ., KK 200 mg %
Q3W, 400mg % 6 FHMMHE (LT TQeW) & o5, ) XiX 10mgkg (AHE) % 2 B[
Mk (LT TQ2W) L9, ) TG L7ZBEOARF O iE PR ESRG Sz, ok
Fe. AL 400 mg & QBW TH G- L7=BEOARHF O EFIRREIZ IS 1T 2 Mg iR (LA
T Cavgss) &9, ) &, AHAI200mg 2 Q3W TH G- L72FED Cavgss & HHEIT 2 & T
Shiz (F#) . 72, A#400mg % Q6W TG L 7= AHK D EHIRAEIZ I 1T 5 %
E G FIREE (LLF TCrmaxss) & VM9, ) 1, AHAl 200mg 2 Q3W T H- L72BRD Craxss
g L CEEZ T E TSNS OO, BARNEFIZE W TERENFHER ST
HHE - HETH 5% 10 mglkg (RH) % Q2W THH: LTZERD Craxss & Ll U TIK
EERT TSN (TR) . ST, EERAHEEBE % XIGITAHK] 400mg %2 Q6W
TG L7/ TR (KEYNOTE-555 iBR) K 0 155 7= FHMEIC S < Ky Hhhe
NRIA=BFT v Ialb—ra Al PRILICEDEE ST XA —2 LML (F&R),
Nz T, BE ORI 5 BERRBREICE S & | AR ORE & & HM T2tk
& OR#HZ R DIRESST T VBEE S, A 200 mg 2 Q3W X 400 mg %
Q6W THH L7-BROMEGTE & & AME T Z 2N L OREIZ DWW TIRFT S /R, k
SO A - AEOM TR OV S22 R T 0 &Pl S iz,

K3 FAOEYBE T A —F

[ Crax Cawy Crnin Crxss Cavges Crninss
(ug/mL) (pg/mL) (pg/mL) (pg/mL) (pg/mL) (pg/mL)
200 mg Q3W (58.55?;9.7) (27.277-38.1) (17.%32,;.118.3) (91.3?-34.1) (49.58(,);11.0) (30.3;,).3?1.4)
400 mg QoW (12;,2i24) (32.3())?';2.7) (10.%1(,).f0.8) (1461;1?49) (so.i(,)gls) (19.?3(,)'230.9)
40(0%2%%\,\/ (1351.:(33?.10;6.4) NA (14.1:'22,4) NA NA NA
0GR QW| gy | aanase) | unim | aeees | s | (93200

+:n=2,993, 100 [BDT I = L—3 3 XY BFH N7 % EEO R IE (2.5%,97.5%4) |« Crmax @ FIEIH
H#OEEIMIEFIRE, Cag : PIEIR 5% O MIEFRE, Crmin: PIEIRGH% (A 702 5D OFiRiE
EF'(};%E\ Crax,ss : ﬁﬁ%%é:%ﬁé%%ﬁm%ﬁjﬁfﬁ\ Cavg,ss : ﬁﬁ%ﬁgb:ﬁ&féﬁi@[ﬂl{%@{%}ﬁ\ Chin,ss : Hﬂiﬂﬁ%-ﬁﬁﬁl
BT B FeARumn i e

I : 56 FIORELIE (95%(E X [H)

§ 1 41 Bl EEIE  (95%(ETHIX[H)

NA : %7 L




4. FEFRIZDOWT

KRR U CHERBERE (2FFRE) T TnDd Z énb, Uikl 26
UNZERTEZ DA THINERDH D, D LT, RKEIOERG-N#EY) 2 BE 220 - §F
E L, AFOEGIZI Y BERBWEHZIBL LIRSS T 5 2 &R 72D, LUF
DO~@DT X T & THRICBWTHEHT & ThH 5,

O HERRIZOWT

D1 T (1) ~ B) OVWTIIEYT IR THD Z &,

(1) BAEGFBRENET 20 V2 EEHEN SRS EE R AR L SR Pt
HIE )N AR B EEHL R T, HUIR DS ARSI RE e &)

(2) FrEREERPL

(3) HEM IR ENFEET 203 A HOEEERRE (DA EWRPL. 23 A2
W IRBE, 23 ARSI HERE B e &)

(4) AHRALFIEEZHE L, SRAEFRENE 1 USSR 2B 2 Ok 5L UE
AR DR AT > TV D filiex

(5) PUEEMERERL AL BN ORI AR D 24T > TV D ek

DO-2 HEAKR T2 U X JEOL SRR R ORIVE R B O %S+ 50 7 ik & R
Bra R oERT (FEOWTIIIIEYS T DIERN) M. YEZ2FEROARRNZE T 5 1BED
EEHEL L RESINLTWND Z L,

#*

o [EEMEFFESE 2 FOUMINHEZE T L7212 5 FELLEDO D TR DB IRIHE 2
ITHoTWBHZ L, 96, 2L RIX, BAZEMEEZ £ & UEERIES S OHE 2
ToTWBHZ &,

o [ERMEFFES% 2 FOUMMHEZE T L72&IC 4 FFLL EORZEREZ A L T D
Z L, 9B, 3FELL T, EMmAREMENEL O 2 A SEY L 2 B TR IR R S OAHE
EIToTWnWBH T &,

© BENOERBFEREHEOKHIZONT

2R A 1 B BRICAEF 9 2 R DS S, BUEARZED b DA O, ﬁ?ﬂJ M - 22
Btk S ol i&@ﬁ'gii&@[:ﬁﬂi%? X D IR medt, AEFRNEAE LIS OE
FH . FRESDITT DL IEHINE > TN D Z L,




@ EBHWERA~DOXIRIZOWT
@-1 fEsk Iz BE 4 5 B

B MERR B O EE R RITERA N RAE LZBRIC, 24 BRRIR2IRIKHI O T, Y%k X
VEEE SRR 123\ T FEEL L7 RBIEANS U CARBREE K O CT & OFIVEH ORI &4
B EDORERN Y HHRIE G, EHICRHIGC TR AEHINE > TWnWD Z &,

@-2 ERNEEEHICL H2AFELMNHICHET 2 EH,

IS ARSI HE D D B 22 Gk e O RE 2 A T D IR EAE DEER T =42 ) v 7
EEOIERDOA T V== TEITOERE & HHREZ LA TE 5 F— AERIKH 23V
ESNTWAZ L, B, BiEHEICHOWT, RABRE EZDOFBEICHFSITAmENT
WhHZ L,

@-3 BHEADZWrox N LT

BIVER (RVEMEMZERIIIN X, KBE - /DMEK - BEO TH, SRR - i bR
K. BHEERETE RMEREMB RS, NowkESs (FTEREERERES, FUIRIREELE
. ORIBRERERETE) . 1 AR, S E IR, Ak - BRI RUIE, R, BHEE DR
JEREE (PR BRI, R BRI ARE BERE, ZIALBE, FARRIESE) . infusion
reaction, 7% - B, BIEM MEE, MRRESE (F7 2« N U—JEGRESE) | DK,
e MRS (o P MR PESREES R . WML ML, JRIFERES | MERRIERE ) |
MERERIEMERE, FEAZE) 1Tk LT, Mk X ITr B i B O BP9 2 9~ 5 Rl
EEfE L (BERHOBZE-CXISICE L CTRER VIR ZZ T oNDIRMHICH DL L) |
B HIZHEE 7R LE N TE DIRHINE S TnDH Tk,



5. EXIHB LR DRE

[B2h B3 % 1]

O B FiE MR RGIE SUIR A O T3 U EHR O iR o % U v
/WQ%%_kwT$ﬂ®%xwﬂm3éMTwéo

©@ TREICEEY T 2 BB AT D2AF OFE KL OHERITIEIZ SV TR, AAIOA R
MESLSNTELY, AAOHREGHR LRG0,
o AEFRIERIGRO B,
o MOPUENERELA & O,

(&4t B4 % 9]

O TRICEYTHEEICOVTUIARROEENEERE SN TND Z b, #5517
Dlanz L,
o ARAIDORSTIZ R LIBEUE DBEEIED & 2 B3

@ IREETOFHmIZ I T TR uEféﬂ‘%)'%% ZOWTIL, AFIOEGITHEE S N2
D, AOIREERPFUL A 2 NGEITIRY | HEICAFZEHT 22 2BETE D,
 [HHE ﬁ%f$@AﬁXi%E@%é$%

o JaESE AR A CRE R 258 2 B K ONE B o F B i it 2% <0l e M fiti 2%
FEOMMIZRIEMEZE N A BN D BHE

o HORERBOAD, UXEMERZE L IXHEFREMED B CaZ R B OB TR O
b5 BE

o EERBMEE (&R A 5 T) Ob b ERE

o WEORGESUIEE AT 2B

*  ECOG Performance Status 3-4 "V

(ED  ECOG & Performance Status (PS)

Score | EF

0 | &<MERIEEHTE S, BT LlFE U R EAERPHRZ AT D,

PRREIZI LUEBNIHIR S 525, BTAIRE T, BRI > TOMERIITH 2 &N TED
Bl - BEOFE, FHEE

BTRIEECHSDOH DRI O Z L 13T N THEEEDERILTE W, HHD 50%LL EiZ~<y FACiE I,

BHNTZEHSOHEDEY DZE LATERY, HFD 50%LL EE2Xy RO T Z1,

AW

ELENT RV, BAOHFOEY OZ L34 TERY, BEICy R+l I4,




6. BMEICEL THEETREFE

O  IRFASCEREIIIN A, BEIRTE S D IRAT 2 BB 1T D & ARHI O Fetk K& OV 1Efif
DT OIZ B HZ I L TR 5 2 &

@ JBREBIAICENL D BE T F OFRICE MR EREE oA L., FEE25S
ThoETHZ L,

@ FEREWERHO~RT AL MZDOWNT

WEMERBN D 5D Z ENH DD T, AKFOBEIZH T > TiE, PIHE
W (BG0v, PR IREE k) ORER & O X fRfRds o i, BlEx+
TFWATH Tk, Flo, BEITSUTHWE CT, G~ —7 —%Ok& % FEhtid
HZ &,

infusion reaction 23 & 55 Z L35 5, infusionreaction N FRD HILT-HEIZ
X, WURREZIT S & &b, IERDEIE T 2 £ CHRE DR L +/0I8l5
T5HI L,

FORIRBERERRE S . T RISAERE X ORIBHEREN L D DLNDLZ ENHDHD
T, ARFIO B G-BAART & O G-3RI H I3 E 0N WS RERR A (TSH. bEhf
T3. 8 T4, ACTH, I =Y — 1 SEDllE) #Eiid 52 L,

FFHSRERS . B LIERRE RN H B D Z LR H D DT, AEIDOE:HBRLART &
OGP I E I S REME (AST. ALT. y-GTP, Al-P, BV /LB %
DRE) &I+ 52 L,

SEIFER (R Y BRAEREZET) SOERERREENRSD bbb
ZERHDLZOT, EMNCIROBE OFEEMRT HZ &, £z, IROBEFN
RO OLNTHEEITIE, HONCERENZZ2T 2L )BEFELRET L L,
AFNOFEGIZ LY BEOGRERISIZERNT 5 &5 2 DDA IR B RE
NHLONDZENHD, RENROONTHEIIL, BELEFRIIS U
B 70 ik & R BR A RO R AT & EfE Ui bl e 8RR M A2 1T I E D5k
FOGZ £ B RIWER D S 2355101%, AR ORIETH I, K ORIE RE R
WEVAIOBRGEZZRT DI L, ok, BIERERLVE L OEREIZEDENE
A OUEERFRD IR WIGEITIE, BB RE ARV o LIS O Sz i #l ooisin
LEETDHZ L,

WHETH, BEBN OB ARE L COLRIERANEERT L ZENH 570,
AFN OB TRICHRIEHORBUZHSITHEET D Z &,

1 BpE RS (BE 1 BUBEIRIS 2 &) b bbiv, BERFBEMES b7V R— &
IZELZENRBHLHOT, AN, L, EHEOTEROFEHRC M ED LA+
IEBETDHZ L, R RB RO A TR G2 L L, A2 ) il
Fl O 55 OME) I LEEITH Z &

@  AA|OEERRERICIBNT, BEGHAND 12 1 Z & ITHMEORHE 217> Tz Z
EEBFIT, ARG TITEHRICEIGRE THROMEREZ1T I Z &,

10



