A AHEETA RT A4
NRr7nl) A<v7 (BlaFHE#z)
(k584 : ¥4 " —F SiE#E 20 mg. ¥4 h—F Aifg# T 100 mg)
~ERERE ) o E~

VR 2 941 1 A (SFnmeE 6 AYET)
B A G A
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1. IXC®IZ

=35 DH M « L RMEOHEROT-OIZIL, IR SCEEIZEE S W2 Ee 2R D
LD, S HIZ, ITEORFEFEITOMEANT LV | FUREIKG 22 & O 22 5 E
FFEIEMPARINLGHT T, 2N O DOEEGZ EIZLEREF TR 5 2 LB
PR & 72 o TR Y RRIEMBOEE & SO O AR 7 EE 2016 (R 28 4F- 6 H 2 H BRI E)
IZBWTYH, EHMERLEOFEHORECHEELZXD Z L LI Tn5,

FHFERS PRI AT, SR ERC R 2T r 7 7 A VBB F O EIES & U 5 TR
RHZENDHDH, T, AMELPLEMHICET LIRS+ 0EET 5 £ TO/R,
UHERLOBEZRSZIT L2 ENMRINBEICH LU THEAT S L & b, fE
HDFEL LT BRIC Bkt IS 2 & D 2 & DS AEE7R — & O BF 24 7= 7 Rtk B < H
THZENEETHS,

Lo T, KA KT AT, BAFBEESLZNE TILHE LA TWLIEFIETH) -
By I S & | DU ORI O feid 725 2 HEE T 2 8LA 0 b MEE R R B %
F RO EFHE R~T,

B ARTA NI A A%, MNATBOE NEE G ERESR ST, AAETEN AR
BR PRI s . —Mrh B N B ARERIRN B2 & Ot iE N B AR MK 52 O /) D
b LR LT,

KGR L T2 HEIRS A bV—F SR 20mg, 4 b b— & S 100mg (—
s s XA a ) <7 (GEsFHEEZ))

MG ERDMENING - R UTERMEO H AR X% v U LR fE

REERAMERCHE @, AL, RATr Y XvT (BETHEHL:) LT, 1
] 200 mg % 3 B RFE T 30 432N T THEMEET 5,

& Ik 56 ¥ & 0 MSD RSt




2. AANOKER, TEREF

XA M—F EHERE 20 mg V100 mg (4 - RAaT Y X~ T (EIR TR
Z). BAF TARA Evo,) X, PD-1 (programmed cell death-1) & ZdD U B> R THD
PD-L1 TR PD-L2 & DffG#BEENET S, & MEI1gG4 £/ 7 o —F AHikTh 5,

PD-1 & 13 T AR S0 B AARAE 2> & DR 2 72 DI A AVHIRE 2SR 9~ 2 5 73 S0 2 il £
AA »F T, PD-1 1%, fEEZREBICEWCEER T MifdoMiamicswsiL, B om
P SO % B e AT X TRl 72 e RS A %, 705, PD-1 13U v R EfE
ATHZ LK VHURZRIRCE D v 7 VBEZ AICHIBET 2% IR ThHh D, PD-LL
DEFMEBICB T D2RBUT DTN THLD, Z<ONRAMBTIE T Mldo@E 2z
HIFEEENCII L TWD, DAMBIZIIT S PD-L1 D@8 ERIT. B . s
FrimAaes. JREE,. FE/ BRI 7 E D2 72 IRA TR ARK - TH D | RWAEFE
& OMBEMERRE STV 5,

BEE DN A DEEIKRH) T 1% & PD-L1 BEOFMBENEN S, PD-1 & PD-L1 ORI IEE
DEPEERC B W CEEARZEZH D Z LR ENTEY | Bz 20 ATE R OIEN) &
LTHIFF STV 5,

AFNZ. PD-1 & PD-L1 e ONPD-L2 Ofi U T ROFEAZET D Z L2k v, 1EE
i NS T O IR EAINE ENE T U o SERATEME (L S8, FUEIE s 2 FRIS ML
T 52 L THIEEN R A RBET 5,

AFN O VEF BT 35 B OFERIRIC L BRITER S & b b, BT
D AREMEN 5D, AROBE PR OB EGHIIT, BEOBERE 21TV, B3
o BT AITIE, FEHL LTSRS U 72 M 7 itk & AR BR & Fe O LR & g L Ciid
G122 BRI 24T\ B D RERURIC K B BIER RO S5 A1, BB RE A
T LA OB GO G 7RI E AT MDD D,



3. BRERRE
R SUTEEM O AR % ) U oNEO AKGRRFIZEHM 21T - 72 B 72 iR iR ER
RS 2T,

[H2hE]

[EI B[R] 28 11 ARRER  (KEYNOTE-087 #lik)

PR T EREYEO IR U U oNERSE (210 B, AR AN 10 Bl & &Ee) OLITF
D 3OO akr— hERGIT, KA 200 mg 3 #EFFEE G- OF MR O MRS
iz,

- [ G2 e IR ARG T2 12

# (ahR—1h1)

- HEEMBMEBREIEESETHY . hOT Ly YFi~T RRF L HIEHEY
ZF-BE (ak—R2)

- HZIE MBI TRIC, T LYo ~T REF UL DIEE (—RIBEX
IR L FRIRIED —BRE L TOT L YR ~T RRF AL DETERITE 72
V) BT TCVRWEE (ak— 13)

TR~ T RRNF AL BIBEEZZIT -8B

k. BHEEHI TRAEIT D ER0 BTG AT, REEIT 2R IR0 S /e
F ORI L E LTV D BHE T, REILIEOBHEEHi TREET RO LN D ET
KA OG- 2k 5 Z LN AREL SNlc, FEFMEEE TH 2 RDR (UET IWG
criteria (2007) (ZHS < PORFIEIC & D582 (CR) XUTE D RZ) (PR) OFIE) 1%
K1 DOEEBY Tholz, Ik, FHANIHRE SNIZBERSRIT, WIhoark—Fh

20% CTdH > 7=,
#£1 FAHERAE (KEYNOTE-087 3AER)

ak— b1 ak— b2 ak— k3

(69%1)) (81%1)) (60%1)
5e2%%) (CR) 15 (21.7) 18 (22.2) 13 (21.7)
L | #8575 (PR) 35 (50.7) 35 (43.2) 27 (45.0)

% —

(%) #ZE (SD) 13 (18.8) 9 (11.1) 13 (21.7)
#17 (PD) 3 (4.3) 17 (21.0) 7 (11.7)

P ASRE 3 (4.3) 2 (25) 0

Fh% (CR+PR) (%) 72.5 65.4 66.7
(95%(E #H X [#]) (60.4, 82.5) (54.0, 75.7) (53.3,78.3)




[Zz42E]
[EI B L[] 26 11 ARAER  (KEYNOTE-087 #lik)
HEFLITHERAM T 202/210 ] (96.2%) (2788 B v, EIVEMIX 144/210 5] (68.6%)
WD BT, RN 5%, EORIWERIZFR 2D EBY Tho T2,

# 2 FHBRN 5% EOBIER (KEYNOTE-087 3RER) (ARt

#ERIR 3% (SOC: System Organ Class) @f%%’i(

FAEE (PT: Preferred Term) i 2"'104%
(MedDRA/J ver.19.0) 4> Grade Grades 324 |
A EIWE 144 (68.6) 23 (11.0)
Mgk KOV >R fmsE

I ERIE A IE 11 (5.2) 5 (2.4)
oy Wb

R B RE AR T E 26 (12.4) 1 (0.5)
IR

A 15 (7.1) 2 (1.0)

L 12 (5.7) 0 (0.0)
—i% - RHEER LU G OREE

e 19 (9.0) 1 (0.5)

FEEL 22 (10.5) 1 (0.5)
PR TR B

G 13 6.2) 0 (0.0)
MR, HELES & OMithR RS

MK 12 (5.7) 1 (0.5)
FEREF KOV Rk b

J15 16 (7.6) 0 (0.0)

7pks, EMEMIEEIL 6 1 (2.9%). KGR - EEO THIL 3 6 (1.4%), HkREE
(7 2« NU—IEERESE) 1L 161 (0.5%) ., IFHRERESE X 8 B (3.8%) ., HUIRAREERERE
13 29 1 (13.8%) . 7 4% - HEACHT R ARIE 1T 2 1] (1.0%) . Infusion reaction 1X 17 51 (8.1%) .
SEIFERIZ 26 (1.0%) KOV RIZ LB (05%) TRO LI, £, BEEORZE
bt (B RERGISIRAEMERE, ZIALEE, FARHIESE) . FIRMAEEREREE . RIBMEERE, 1
TOPERIG, BAgRelE® (RAMEEME RS, JER, HEMEIIE, MK - ik, &
PEME I/ NI PSR BES . PR IR R I M OVRZEERBE L3R O Hiv7e - 7,



4. HEERIZDOWT
RS L UCH A RERE (2R Ao Tnb Zent, Y%A siE
YN ST 5 ik T%éz%#%é ZD LT, RFNOF G- DY) e B 2 W - F
EL, AAOEGIZ X0 EE @m%%ﬁbt% x5 2 B, BLTF
@~@@#«T%ﬁt#m BOWTHHTARETH D,

@ HEFRIZOWVT

D1 Fied (1) ~ B) OWVTHNTEY T HiEHTHD Z &,

a)EE%@ﬁE#%ﬁ#éﬂh&%@#%ﬂrﬁww%EW%ﬂhi%@#mﬂfﬁ\
Hitdele A3 A RSB LR E . Mk AS ARSI R /e &) (CFRR 30 4E 4 A 1 H RS : 437
fifiz%)

(2) HrERERERPT (FRL 29 426 H 1 HBRS - 85 fiak

(3) HBEIFRAENIEET D03 AT (D AR ERbL, 23 AL
W 19FRE. 3 ARSI EEHEE R 72 &)

(4) SRACFERIERZ2%E L, SR FRIEIE 1 ISR FFRIEINE 2 Ol ik 5L UE
AR DB A T T Dlieg (k2847 H 1 HIREAL - %mm )

(5) PUEMEREB AL & EINE O g B HEIAR Bt 21T > TV D lEsk (Rl 28 4= 7
H 1 BEFA ;1290 fitigk)

D-2 HEHKR DU o E OB ERER E  OBIE 58 B O 52 40 7 ik & 1%
Br A FEOER (FROWT TS T DIEM) 25, Y2 BEROAA N4 2 1BED
EEHEELTRHESNTWND Z &,

*

o [ERIGFFEGE 2 FOWMHEZIE T L7212 5 L EDO N AIGIRDEERTHE %
IToTWHZ L, 95, 24 I, NAERYIRERZ T L L-RKBESESOIHME %
T TCWNWAZ L,

o [ERIGFFEEE 2 FOWMHEZIE T L7212 4 FEL ELOEKREHRZH LT\ 5D
Z&, 9B, 3HELLRIT, MmN O DS A SRR L A S e iR IR S O MHE
BT TWAIZ &,

© BENOERELFEREEOMEHIZOWNT
IR AL A BT 2 B SRR S, BURAZEN L OFRE A, A - &
VSRR R O E R CERS ST 2SIt AEFLNRE LGS 0WE
EH, ENHESCHIITONDIKHINE S TWDE Z L,




® BUWEA~DOXIRIZONT
@-1 MRS 5 Bk

FRTMEZ B O B /2B AR A LIS, 24 WERIIRIRHIO T 4 a%hink
SRR 35\ T R L7 BIFEICHE U CABREELE OF CT % ORINER O BRI 4
B/ RAT ORI B A D, BB ISR R 2 > TV B b,

@-2 ERUEEEFIC L 2AFFRAINICHET D EMS

S ABHRITHE D D BT 72 e e O\ BE 2 A 2 BIRIEFRE D EIE =2 ) 7
EEDITEROA Y V== 7 2ATOERE L Fwz A TE 5 F— LERAH 2R
SN TVD Z &, 2B, BiAHIZOWNT, BDABE L ZOFRBET ST mshT
WwWnHZ &,

@-3 BEADZWrORIMZE LT

BIWER (FEMEMEEII A, KIBK - EEO TH, FF#iERESE - ii{brERE R, &
BERERE S (SRAMEF MR X%) . NowkESs (T RAEKRERES, FIRIEEEREE, &
ERElEE) . L ABEIRIN . 5 E DR, Mgk - BRSO BARIE . EJe . B DRSS (K
FEREIRARAE R, I HIBE, JERFIESE) | infusion reaction, fiX7S « BfilFJe. EAERH )
SiE, PPRRRESE (X7 v« NU—JEBRESE) . O, EE A MIEEE (oM s VR
DUESRBE, TRIMAMER N, JRIFERE, MEERIERIESS) . MEREAAEMRE, %) IOkt
LU C. % a% ST R IE R B O BRI 2 473 2 R AT Lo U (BIVEH O I<oxt e
WL CHREROIELZZITONIRMCH D L) | EHICHETIREN TE 5 IAH
MNEESTWNAHZ &,

—



5. EXBLLBEE

(B 2h kI B3 % 9]

O B F & mE IR IRETE U IR O TR UL A O F R % ) v
Aﬁﬁﬁ_kwfﬁﬂ@ﬁM$ﬂmémfwéo

@ TRICEYT 2 BE T 2 AF O EG K O TIECOWTIE, AFIOAFZED
MESLSNTRELT, AAOHRLGHRLRB20,
o ALERIERIGROEHE,
o OPUENERELA & DR,

(LAt B4 % 9]

O TRIZEYTLIEFICOVTIAFOERGENEETE SN TNWDLZ b, &5 51T
DNz by
o KAIORSITxE LI HUE DBEEIED & 2 B3

@ %%%@ﬂﬁ’waT%z%%#é%%mowfm\$%@&5@%ﬁéﬂ@w

. MOTEREIRE D 2 WG AR Y | HEICAKIZHEHTHZ L 2BETE S,

 [HE ﬁ%f$®AﬁXi%E®%é$%

o A E A CHRIE R 2580 D B K ONE B M O FUR Bt 2 <o g M fiti 2%
LD RIEMEEA LN A DD BH

o HOMEEEBOAD XUXBMEMZRE L ITFEHEMEO B O R B OBEERED
oo BE

o ISR GEMERMEBEEEET) ObDHBRE

o GEBORY I EE AT D RE

e ECOG Performance Status 3-4 "V

(D ECOG o Performance Status (PS)

Score | EFE

0 | <ML IEBTE 5, FMWHls R U HHAEESHIRZ AT 5,

PAREVZIE LWEENIHIR S5 25, BTHIRE T, BAFELH > TOERIITI Z LN TE D,
Bl mOFE, FEEE

1
2

3 [BHNTESOHEDEY DI & LTER, HRO50%LL FE Xy R+l 4,
4 LTV, BOOFOEY O Z L34 TERY, BRIy KW+ T4,

BATRIRECTH S OE ORI O Z L3 X TR DNEEIL TE 2\, H D 50%LL Eid~<> KCil 29,




6. BEIZBEL THEETNEEHE

O A SCEFICN A, BLEERTEES TR 2 B RS IS 3D E ARHI O Fetk & OV Eff
HOT=OIZ B E I L T BT 5 2 &,

TRIRBIARICIENL S | B T E OFIEITA IR OERYEZ 0 L, RS L5
ThrbEET5Z L,

FEREWEH O~ R T A MZDWNT

@

®

MEMEMRERD LD Z ERH LD T, KFOEGIZH T~ Tix, FIHE
K CBGIFL, PERIAEE, MEWkeE) ORERR M OGS X Sl o i, #lai4 +
FATH 2k, Flo, MBS U TIES CT, Mg~ —h —%OMmA % 37
HT L,

infusion reaction 3% H o5 Z L 23% 5., infusion reaction 23788 B L2 A1
L EERLE AT O & & BT, EIRAEIE T 5 F THREOREAL o ic#igg
T5Z &,

FURIREREREE N B DD Z L3 D DT, AKFN O G-BRIGET R O 511
HTEIRIC FUR IR RE R A (TSH., 58 T3, % T4 0 MIE) % Ehid 5
&,

FFREREREE N H B DI D Z &N H D DT, AR O 5-BAbA7T M OB 5-HIR i
TEHICIFRERERE (AST. ALT, y-GTP, Al-P, B U LV EVEDHITE) % £l
THI L,

SEIER (AR O EBHRERREZ G ) FOEERIREENH HiLd
ZENHLDOT, EMBICIROREOFELHET 22 &, £lo, IROEFN
WO LN HEITIT, HONCEREM L2 T o Lo BEZLRET L2 &,
AHNOBEHIZ LV | BEORE ISR T 5 &35 2 b dikx R B RE
DHOLOLNDZ ERDHD, BENPBDOOLNTHEICIE, BERLEFELRIIL U
B 72 Jn ek & BB A e o R & U CE ) e iR M A 1TV I O
FOSMZ & B BWER B 25551213, AFIORFES T IR, K OFEIFEE AR
IWEVHIORGEZZRT DL, B, RMIBREFRVEOFR5ICLEIE
HOUGENFRD B2 WIGAIZIE, B EE AT DS Ol o8
LEETDHZ L,

BeGHET %, BRI OB ARRE L COhLEWEANEET L Z R H D729,
AHN O G THRIZHEWEHORBUCHSICERET D 2 &,

1 BUBEPRIE  (BME 1 BUBEIRS 2 Ede) b bbiv, MERFEES 7 F—v &
CEDZENHHOT, A, ol MR OREIR ORI MmAEE D _-5H7- 121
DHEETHZ &, LRBERBENEDN G ICIZEGEF L, AR 3l
O HEDOEY) I ME LT O 2 &,

AR ORI N T, &GBMGD 12 /2 LIZHMEOFE 21T > T\ Z
& EBBEI, ARG ITESICEGRE THROMER LTI Z &,



