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1. R

EILE O R OMEOL DI, RN CESICESWEEERERSRD
B, 860, IFEORFEIFOESIC LY, FAERLR EOZHN I ERE
FERRBPRBINAGHPT, ThbOEERRY TG HERBEICRMET 5 2 L BIEED
R L o TR Y BRFMEOER b 0 EETE 2016 (FRE 28 4 6 H 2 B EFERE)
WENTCEH, ERNEENSEOERORBEEEEESE 2L LS TNE,

RE R EERIL, BEERCESE 0 7 s A VPEEOERGEHE MR
RAIERBD, ZOkH, AHEROEEICET ARESHOEETHE TOHE,
UHEEFOBEBEL R ZT I EPEFINABRFIIHLTEATH L &b, BIfE
MANFEBE Lo SRt g & D2 & Nl —E O A T E R A
TAHAZLENEETHS,

LI oT, BAHA FFA Tk, HBEMOSINETIELN TV D ESTERHY -
B R 0% T OEERORRELEHAZHEET ABE0 O NBELREN, B2
FROCEETRETT,

B ANA KT A 43, BNTEEA BN EREGSRAEIE, A%HEEARAK
BRI — AR A B ARRRRNE ES R OB RTEA B AR IR E S O 0
o ETERE LT,

MR E IR DHEET XA M A—F BT 100mg (—#A AT ) v T (B
FHER )

S e 2 AME R - BIRSUIEIGEO T HBRR X ) voSE

HELRAMERGER - BE. AT, SA7nUX+7 (BEFHIEZ) S LT 1
[ 200 mg % 3 BTG SE 1 E 400 mg % 6 BRIFIR T 30 2K
DT T RImERET 2,

o 5T ¥ A& MSD HlaE




2. AH DR, R

FoA b ETETRE 100me (%4 AT n ) Ae T (EEFARL), BT IR
L & o) iX, PD-I (programmed cell death-1) & F @ U A B CH 2D PDLI BT PD-
L2 & OREEZEEMET S, & MEigGs T/ 2 a—F Ak th 5,

PD-1 FRFIE T MG B B IR b Sk 2 72 I S AFRE VR 2 /e e 8 i
AA wFT, PD-1 i, B RVDTENE T oMmARmICEEL, Bos
B S A RE TR RS RS HIHT 5, $ibh, PD1 Y T FEE
HETHT &ki@#ﬁ KR LB f»ﬁ@%ﬁ CHIET A% EETH A, PD-LI
DIEFAEN BT AREFIDTNTH AN, 2 OB THE T iMiRo X 26z

E&ﬁﬂh%ﬁbfwé DAMRBRIC R 2 PD-L1 OEFREE, B, R,
FHimiads, SREE. SE/AMIREIER & Offe e N A TTRARK T THY | BV EFE
& OFBEMRRE ERTND

HWE DN AOBERTH & PD-LL BHROMBMENS, PD-1 & PD-L1 OB IIIEE
DHRFEEGH B W TEERREAZHE S Z EAURR I TEY . ikl e oEsS b
LTS TN E,

AN, PD-1 & PD-L1 XU PD-L2 Ofj U Y FORERFHET S 2 Lok Y, EE
W NRE T OREE RATHINE SN T Y oS BRAR R S, RS SIS (L
152 & CHlERESRERET D,

AFNOEREAI S GRE ORI IG & E@m“ﬁﬁgbmg@%xi%tu
FEAHAREEN D D, AHOEET RO EGETIE, BREOBISE2 01000, BE AT
b%thA*j:%ﬁtt%%mmDtﬁ%%@ﬂ&&%%%ﬁoEWkﬁ#Lfﬁ
Bl EERBEr ATV, BEORERIGI L 2RIEAREDN A BAICE, BIRREFRL
£ UHlOE S EOEERREEIT O HNEND B,



3. BREERAE
BSOSO MR DO U o EOAGRFIIEE N AT o T £ R B O

J_Eifﬁl %/}"\@ [

[F2h#]

FEFER &S 1 4EE (KEYNOTE-087 3}

B OTESMOHReYR % o ) oERE 2106, BAM 10HEET) OLUT
O3 oOarR— bR, FE200 mg 3HEMERE LT TQ3w) v, ) 5D
AR U2t E?bi‘*ﬁ?i‘éﬁ’w‘\_o

- AEEMENIIEBEITSIC., T YR iee T RRF AL BIEREZITITE
& (ad— k)
- BEE M MARSRIERGR CTH Y,
T BRE (2R b2)
HEIE eIt T, Ly F e RRF UL BTER (RIEFE X
MR LEREO IR E LTOT Ly F vy ARFUACL DRI ER
W) ERETCDRVWERE (k- B3)

hoFLryEiwed ARF AL BIEEY

AR, BHERER TRRETNED DA, BEET R R TERIES iy
%@Eﬁﬂaﬁiﬁ’mfﬁ LA BE T, RIEIPEO BB TRBETARBD ENLET
AR OB G R o 2 LR L Ak, TEIMEEE ChAEME (LET IWG
criteria (2007) {CE-3 < FYBEIC L B (CRY XidEinE=Es) (PR) OHIE) 13
F1OLEBY Tholk, 2B, FiNCREISWEREREDRIL, wWThoadk—1 b
20% To T,

#1 HHERE (KEYNOTE-087 3B

iR— AR B2 aFR—F3

(6941 (814#) (6041)

SERFEH (CR) 15 (21.7) 18 (22.2) 13 (21.7)

- oS (PR) 35 (50.7) 35 (43.2) 27 (45.0}
(%) ZiE (SD) 13 (18.8) 9 (11.1) 13 217
#4T (PD) 3 (4.3) 17 (21.0) 7 (11.7)

LA fE 3 (4.3) 2 (2.5) 0

Z% (CR+PR) (%) 72.5 65.4 66.7

{(95% (58 X[ (60.4, 82.5) (54.0,75.7) (53.3,78.3)




[z 4]
EFEE IR 2 T HRE (KEYNOTE-087 #U5#R)
REFGIIFRER T 202/210 1 (96.2%) 138 b, BITERIE 1447210 8] (68.6%)
WERD B, BEEN SR LOBERIER 20BN Thotz,

#2 FEEEN 5% LoORHER (KEYNOTE-087 iRER)  (FeSfMMirxs4am)

FRE MRS HE (80C: System Organ Class} {%%ﬁ(i?;
HAFE (PT: Preferred Term) 21;) 1';1J
(MedDRA/J ver.20.1) 2 Grade Grads 3.4 Grade 5
“FHER 144 (63.6) 23 (11.0) i
HIER LU L oSRREE : AR R AP
fE i ER A E _ 11 (5.2) 5 24 0
FLR B R (K TR _ 26 (12.4) 1 0.5) 0
T 15 (.0 2 (1.0) 0
B 12 (5.7 0 a
~f% - 2HTEER X OESELORE ' ' B DR AR
b1 19 (9.0) 1 {0.5) 0
ShEh 22 (10.5 1 0.5) 0
S . . : SRR R AE B
GER 13 (6.2) 0 0
MEIR SR, HEERES X UVEERRREE 0 : R B A BRI
s 12 (5.7 1 0.5) 0
KB L O TS o o : S - 2
S 16 (7.6) 0 0

7k, HEMIRBL 6 8 (2.9%), KEBK - BEOTRIL 3§ (14%), #HFREESE
(557 0« NU—EERS) 2 1A (05%), FHEREEEL R4 (3.8%), TR EERE
=13 29 {5 (13.8%) , FH 4% - FEAURERAAESELS 2 7 (1.0%) . infusion reaction b 17 4 (8.1%) |
B SSIT 2 H (1.0%) RODERT 1H (05%) TROLNE, Fi, BEOKRE
W (RJEFRIEIRGEREE, RIEAEL, BREES) . TRAMEEE, BIEEEE, |
BRI, BHGEEE (RENEIEE RS, Wk, EREMEI/E, ML - gk, %
P8 M /S D SR B . VR AR M R USRI ERB IR D o T, ARBIERFEE
R EERSR (BEREEREEEZED) 2a0EER2 R,



[ - BE]

FHOFEREHERET T AERAA L I 2 b—ain i), AH 200 mg %
Q3W. 400mg % 6 WMMLE (LUT 1Q6Wl &5, ) MIE 10mghke (IFE) % 2 MR
MR (AT TQwWI &5, ) THRE LEZBOFRSIOMEFRES KT SN, 206
B, ARHF 400 mg & Q6W TS LIZBOAA O EFIRIBIC S 2 FaEFiRE (L
T [Cavgssl V09, ) 1, AHN 200 mg & QAW TERE LIZEED Cugs & FELET 5 & TRl
Ehiz (T#) o £, & F 400mg & Q6W THRE LEBOFRF O EEINRIZBIT A&
EEFIRE (LT TCaas) &9 ) L, AHI 200mg & Q3W THA UTZERD Cuaxss
ELE L TREEZ R T & PR ENTT OO0, HARAABEICBOTAFE R IS TN
HHE - HETHAEH 10 mghke (FHE) % QAW TIRE LIZEED Cuus & IR L TE
FErmTEPRHENE (FR) » &bk, BELARERS TRRICEE 400mg % Q6W
TG L IR (KEYNOTE-555 R & Y1456 7z HRIER -0 < St
RT AL VL alb—a il LD PRIU T EYERE ST A= LEELE (FFR).
Bz ¢, B\ oBECRT SHEFBRERICE S, FAIORERE L HIE ITE e
& ORI BT DBER ST T AVSMRE SN, AF 200 mg & Q3W XL 400 mg &
Q6W THEL LEOREER L AHEIZSNE 0B SOV THRET SR, b
SORYE - BEOM THOM R S g2 R W 2 TRIS T,

#£3 FHORYBRBAT A—F

RERE | Ggm | Gm | Gewd | Gomn | Goeh | Gawd
200 mg Q3w (58.2?;9.7) (27.27"?.??8. 1) (rf.ifi1 8.3) (91.%?'984. D (49.58(,)? 1.0) (30.35(,}‘3? 1.4)
400 mg QEW' (12;,2?24) (32.%??2.7) (10.2(,)'160.3) (14251;49) (50.51(,]';/ 1.3) (19.?@?'230.9)
40(05%?1%1%%“] (1351.?6’,6‘10;6.4) NA (14?,?2.4) NA NA NA
10 mg/ke Q2W (21@23) (142??45) { 1;1 ?2 1) (423,2233) (272,7332) (19;9;00)

$:0=2993, 100[ED 32—zl E D EN SN STESEDPRE (2.5%48,97.5%58) . Cox : PIEIE
SH%OBEMETEE, Cop: YEREEOEBLEPRE, Cu: NEHE5H (4 202 #5807 OBARILE
L{'I&%g\ Cmax,ss . ﬁ’ﬁ%’ﬂj{%élﬁﬁ'é%m?ﬁ*ﬁég\ Cavg.ss ' Eﬁ‘?ﬂﬁﬁﬁiliﬁh‘éﬂzﬂﬁﬁi?ﬁ*{%ﬁ\ Crin,ss ?ﬁ’l‘%)‘ﬂcﬁgil
Bt A EELEPEE
10 56 FlOEMELE (95%FHEM)
§ 1 4L HOBMESE (95%EREMH)

NA @ %L




4. HRRIZDWNT

EERAEM S UTHEREAE (24 PEELNTWAZ b, MEkiia 48
HICEETEB MR THLILERND D, 2O LT, AFORSSEN;:BE 22l - R
L, AFORSIZ L BELEVEMNZ23E LIS T 5 2 E R nBERzo, T
DO~BDTATEW TR TERATIRETH D,

O MW T

-1 FTEO () ~ &) OWPRPEYT AR THD I L,

(1) EAFERESEET 0 ABFEEL RS EHENIRS A BRI R,
B AS ARG IL SRR . HUIgR AR 72 &)

(2) $FEHERERET

(3) HCEFTRAERIEET B ARESEERR (A DR ERR. 2 A DR
WABE, DS ARPGEEERR R &)

(4) S ERERE TR U, A SFBEmE 1 USSP EINE 2 OfEs i
AR mMEHE T2 OB

(5) PIEEREERA G EERME O EREICR D BHEIT - TV 5 hEgk

®-2 HFHEGR T F Y o EOERE L OE {’Eﬁﬁ%lﬁﬁjﬁ@ﬂf‘ N R I R
BREFSEM (FROWTIACHEN T DEM) 25, SRR OFANCE 3 5imED
BEEEE L TRHEIR NS &,

*®

o EfiTFEGE 2 FOMMBHELE T L12#8IC 5 FEU LR ATEEOBETHE X
ToTnBZE, 96, 2ED EE, BNASYEES L UEBERIEREZOHES
T TWAIE,

«  FEHIRFFERGE 2 FOOMBHER(E T LR 4 S0 EOBERERTE L TS
Tk, 2B 3FED R, MR O R A YRR R N R OMHE
EiToTWAZ &,

@ FREAOEEMEPBEEROEHIZO>WT
ERLFEEFERICESTTAEMLCENEER SN, MIEGENOBRED, A4t &
S EENEROFTI L BSR4 5 [FHIR M, AFER0RE LTEGOHME
B, HBAESHIITONAFHRE TN B D,




@ BHER~DRIRIZ-DNT
@-1 MR B4 5 B

[P R B 0 B R R 0S5 LB, 24 WSRO0 T, kMR
EEE IR T 301 O, R L BRI 1 C B R OF CT % OBIER O BRI 2
FRREORKENY HPICEOR, EHICHERE2ER N> TNDZ L,

@2 EFEERIC L 27 EEEMBICHET 2B M

RABRICEEDL A HAMNR MR E OS89 2 EEEESVBIERT=2 ) 0
EEDEEFROARA D Vo ZRITWERE L8R IEE CE 55— AEREH M
HENTHDZ b, ek, BHEARIICOWT, PARE L ZOFERICHSCEM ST
WAL,

@-3 BER oW exRicB LT

BIUVEA (BEWEMESIM 2, RIBHK - NEJ - EEOTH, e - fibidm
Hh, BHEREEE (REEHEERRS) ., AoWESE (FREHRERE, R
e, BIBHERERESE) . LAERR, S HMEK, H - HEDRAE, Pk, EEOR
B (PRI, REEIRERRE, SWEE, EXEIES) . infusion
reaction, HHZE - GRS, BAEMMEAEE, EEE (¥ 7 0 NV IEERS) . LK,
R MEREE (S, MR R, iR, REFEkES, MERERIES) |
MERERAEMREEE, ) W0 LT, MR LR EFREE OB L2 F1 5 E
gL (RHEROZEORCE L CEEL OSBRSS ARSI AZ L) |
EHLITET R AEN TE L FREHBE-THhD Db,



5. feEn Ll B
[(Faiic B9 5 4rE]
@ BEEOSEBE IR TR E O PRSI o H IR U % )
ANEREF B CARIORBEN R ENTN S,

@ TRICHEATDMF T 2EROR S L OHERTEIC W T, ARIOFZMER
LN TR, FHORGHH L2 LR,
o ABFERERINEOBA,
o {OFUEMLIREA & O

[ 2t B4 5 HIE]
O TFTRIEHEYTIBRBEICONTEHABORENEREENTWAZ LD, #5217
hlanwr b,

o EHIOESITH VIBEUEDCEEEREO L B BE

@ BIEFTOEMEICBW T TRICEE T 5 BF IOV T, AR S I3HE Sy

B, OB A WESICRY | BEICAHAENT L EERTE S,

o [WEMHEBOSHISEFEOH LBE

o MEEEEBRE CHEIEE AR 5 AE R UVEENE O K RS RGN
LDRFCIIERT LN A LN D BHE

o HOAEESBOGHE UIEMMNLTE L < HEREO B OAERAOELERO
hHBHBE

o REBEWE (ShEIBREELS S OboHRE

o EEORROIBEEERT AR

s  ECOG Performance Status 3-4 FVOHBAE

WED ECOG @ Performance Status (PS)

Score | 38

0 | A<EEREBTE S, BEAE AU AREENGIRR TR L,

BHERZH L OEINIRIR S 2 A%, SITHEET, BEEVHE > TOMRRRT I Z 0 TeEd,
BT, WHER
1 | EAETASOFOEYN O LTS CIRERERE T E 2V, AT O S0%E Ridty FATIRIT,

1

3 BOhA90FOEY O L LTERN, AR S0%HEE~y PR TR,

4 AR, BSOFOED 0 L EE I TERY, ERIAy R T TR I,




6. BEHEIEBLUTHEER T 53

0

@

WA SrERII L HERFEEE IR ET 2 BRI E S X RO R U IR
RO MERERE TS HE L ChLERT AT &,

RIS XL D | BAE X OFEFEICH ML et +odt L, RELE
ThoReTDIE,

ERBEMERO~3 A BloonT

MEMMERS S BN 2 R A DT, FROBEICH - Thd, ¥Rk
WRO(EEI, MRS, k) ORERRUNEE X RREOFEHES, B+
SCATH D b, Fin, BERIS U CWE CT, MEv— b —H0ORES FET
HIE,

infusion reaction 233 LD = 2 M D, infusionreaction FRD Lt IEEIT
Wi, BEIRMERIT O & & hiC, EIRAETET B % TRE ORI o5 a8
THIE,

BORBUSTEREE . TRAEBEESRORIBHEEENH LA EBH LD
T, AFOWSBEAHTR OB P E I A S WEBEEIRE (TSTL, 7k
T3, W5 T4, ACTH, M =F/ -2 S0RlE) #Ei+ s &,
frdaEEE, BbHEARL LB 2 LB AT, AR OB ST
O 5 B i L T A T EE R (AST, ALT, v-GTP. AP, VY L%
DRlE) #ERTHI L,

Y SR (WBRROMEEREREET) SOEERIBEERH HDRL2
ZEeWHLOT, EHNIROREOTELHERTHZ L, £, ROEEN
RO OLNTHEITIE, EYRIERERAYERT L OBFEEIRET D b,
FEIOESICL Y BEORERISICER T 5 & E 2 bILAFx RERBRSCHRE
RS2 ERSD, RENREDONEEEIIE, BELAERIE L
BRI e AN & B A T O TR & B U CES R BRRBE A T, BE 0SS
B X D EIHEAM SR b 25T, AFOWRE I IL, RURIERES
NECEIOBEEEEZRT AL, kB, MIBERERVErORECXVEITE
FOHENRD b nigaicid, B R E R AT LSO R & B
bHEETH L,

PR TE, BRI OELARB L THLEVERRERT 2R AED,
FEIDOETE G- THICLREEH ORI HS5cEET5 7 L,

| BIBERE (BE | BERE 2810 B bbb, ERBES b7 F— A
WELZERHDIOT, BB, B, IELEOREKOERSLOEHES LRI
SEETALE, | HERFEARDNLZESIERSEPEL, 42 ) 8
F OB EEOBECMBELEITD 2 &,

AFNOEFERRRIC VT, BERSLEI L 12 BT LICHSMOFT 21T > T\ Z
LEEZ, ARG TIEBRCEEEE COROBRET I Z &,

10



