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1. XU

EIRM DB - BEMOHER DT DITIT, T TESITESV @ IE 2 HE AR KD
b, 61T, AFEOBFHEMOEIIC LY, FUKESRR 7 & OBEE 72 TR
FEEMPARINIHT, INOOERRZEICSLE R BEF RT3 2 L ABRED
PR L T2 TR Y (REMBGEE L DA TS 2016 (FRk 284E 6 B 2 BEZHEE)
KEBWTH, EHNERSESOFEHAORELHELZNS - L L STV,

HRE M E R, REBERCR M T 2 7 7 A ARBEOERS L6 R
RHBZERHD, ZOD, AR CEEEIZET 2SS +OERET 5 TOR.
UEHEEGOBRELRZIT D Z EPMFESNLBEFICH L CTHEAT S & & bic, BIfE
RBFB U T2 BIC LB e Is % & 5 2 & B WTHE 7R — B DB % 5 7- 3 [ etk A8 o
THIZEPNEETHS,

LIc3o T, AHA RIA 0 TiE, BABBEESLINE TIB LR TVWAEREKREH -
RERRHMICESE | DLTOERGSOREREREZHET 2880 b NER B, £2
FROEEFELTRT,

B ATA KT A %3, MSITBIE AR KR BRSSO, ABEREABA
FEPRIES 22 . —At IR A B AR NBHES R O EIEERIESEA B ARES2S 0
WhDOE LR LT,

MBRE 72 DESS | F A M — & REIE 100mg (—H4 : RAT R X7 (B

THAHZ)) |
RRERDIRESUTE DS AALFIRIER ITHE L7 PD-L1 BB ORGSR Rie ol T - B
BORERELRE

HELRGRERUAE . B, B, ~AT R X7 (BEFERL) L LT, 1
5] 200 mg % 3 A FHFEIZ 18] 400 mg % 6 BRI T 30 4/
T CRERET 5,

5 ¥ ¥ . MSD BER&tt

i3
=
Sl




2. AHIORMK, ERBF

F A b — K ERETE 100mg (—iR4 : Ra T u ) X+ (GEETHEZ) BT IR
%11 XV 5.) L. PD-1 (programmed cell death-1) & Z DY 4 FTH% PD-L1 LU PD-
L2 L ORAGYEEHEET S, & MEIgGs T/ 7 —FAHETHS,

| PD-1iRHEIT T AR Sa s B AR /s 53 B 72 D12 23 AR 23F F 9 2 FE 722 S A2 il

ZA v F T, PD-1 1, REEERREBICIEVTEMES T MAOMIREICERAL, HOR
BRISESDAVE BRI AZAERG BT 5, Thbb, PD-1 YA NEH
S4BT LIC L VRESERC LB VT VEELACEET 328 Th B, PD-L]
DIEERGITBT BRBTD TN TH B2, £ < OBAMIETIE THROBE 2L 5
ECBEIZER LTV A, RAKMREIZIIT S PD-L1 ORBEHIL, BHRE. RIgE. T
WM. SRR, JE/NRARE L OB RBEATTRARRTTH Y | BRWAEFRLE
OHBIER#RE STV B, | |

RO A OEHRGTE & PD-L1 BEOFMEMES 5, PD-1 & PD-L1 ORI IIER O
GERRC RO CEEAGE S 2 LARBENTE Y TP ABROIERNE L
THIFE STV 5,

A, PD-1 & PD-L1 RU'PD-L2 O Y W ROREEERETHZ LIZX Y. B
e NEBE T O RS RAHIESME T U o REE L X8, JUEEE 2 BEE
57 L THIEBHREFEET 5,

AF OVEFIMEFE 2 5 < BE ORERISIC & 2EERSR S bbh, EEXIIETIC
T A AN D D, AFOELG PR ORERIZIEL, BEOBELHHITH. RENE
B BB AITIL. I LI BRI U7 M 2 ik & R B & RO AT & EHE LTl
G BB AT, BEORERGIC L 5EERSEDRZBAITT. BIBKESL
=L H OB 5L OB RILE 21T 5 LERD D,



3. BRERERGEE
D AALERIERICHEE Lz PD-L1 BB ORIBYIRAREREST - BRORERE LR
O AGRRFICEHE %17 - 72 EREERRBROBE L =T,

[B2hE]
EERLRFIFERER (KEYNOTE-181 #5k)
—WIGE & L TIRERN L ERIER O 5 5 R8T - BRORER T LA
R URERERE 628 ] (HAAN 152414 51) ZXRIC. &K 200 mg 3 38K
(UUTF TQ3W) &5, ) BEOEMERVCZSMER, (LBRE (7 ) F3E0, R
TEXEARIIAY /T H) ERBRE LTRE SN, B, BT TR SETHN
R LN HE I, BRRETZ TR ITERBFED bR WEDOERMIZEE L TW5BE
T, KEIE OB EEM TR BEIT 1D b5 E TARIORE 2 ikET 5 2 L A3H
REE ST, FEMEERIXSEFHM LT Tos) W), ) L&h, ZfErxsg e
LTRESI N () PD-LIEEME (CPS™210) £M. (i) RELEBEHKRO (i) ITT
EHIZBIT 5 OS DHERIIR 1D LEY THY ., WTHhOERICKE W T HERICHE S
NEEELFE - I 2otz
T *:PD-L1 RE LMK (EEMEE, <2077 —YUROY VNER) R RIEEERE T
B L. 100 %3 U718,

#F1 TSR E ShBEEMIZRBITS 0S DR (KEYNOTE-181 3BR)

R fE

v A M . AN — R p fE
BASR BeawE IR (%) [95%Cl] [95%CI] CHr1an)
(B A)
*ﬁ'égggmg 107 (88282) 9.3 [6.6,12.5]
CPS=10 10'3 0.70 [0.52,0.94] *'  0.00855%
‘ AbEEE 115 (89.6) 6.7 [5.1,8.2]
zxﬁgggmg 198 '(813668) 8.2 [6.7,103]
R bR 18'2 0.77 [0.63,0.96] ®  0.00894™
{LEEE 203 (89.7) 7.1 [6.1,8.2]
j:ﬁrg%(l)mg 314 (56713) 7.1 [6.2,8.1] ‘
ITT 28'4 0.89 [0.75,1.05] "' 0.08431%
{bEEE 314 (90.4) 7.1 [6.3,8.0]

Cl: B, *1: #lk (77, £ofh) RUHEE (RELERE, B8 2BIET L LZBR Cox [BIFE,
2l (7 U7, o) RUHMBE (RELERE. IRE) 2BRIETF & LZEY logrank BE, FEAKE (A
) 0.00853, *3: #ulk (77, ZOM) EFERIRTF & LRI Cox HIF. *4: #Huf (FP7, 20fth) %@
BIRT & LzBR log-rank ¥ E, BEAYE (FHD) 0.00766, *5: #ilsk (77, Foft) RUOYEES (RELE
¥, BRE) ZERIET & LU72EB maximum weighted log-rank #R7E. HEKE (A1) 0.00772



—7J . PD-L1 Btk (CPS=10) 2R FELEEOBE 1676 (AARN77HE2ET) 1T
BOTUTOFIERE S B O (R2RUK D . 28, HEMHTEREITHRE
SN SER TR L | BROLITIER TH 5,

#2 AHPHERE (KEYNOTE-181 3BR)
(PD-L1 4% (CPS=10) o REEREOBE, BROLENER)

#1200 mg [ #===3
Q3W
(85 #i) (82 %)
FofE (A) 10.3 6.7
= [95%CI] [7.0, 13.5] (4.8, 8.6]
AV AR A , 0.64 B
[95%CI] [0.46, 0.90]

Cl: fEREXR. * : J8R Cox lBINT— FEF M L BILERRE & O Lk

110
100— L,_L‘_-.I
90 - o
LY\
~ BO \ =
& \|"
—é 70 HL“. ‘._‘L._
€ B0 A Y A 200 mg Q3W
[7p) y b
— - j\ T
B = ! R
2 40 e \
S \ .
30 / "\Ll IH
20 - e W
%l = Y 0 e |
10 - W“‘*4_”1 "
0 —TrrrTr i Trrr T T TTT
. : 0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30
Number at risk Time in Months
AA200mgQ3W 85 79 70 56 51 .43 40 30 27 21 11 7 4 3 1 0
{bFIRIE 82 74 54 42 34 23 18 14 10 8 4 4 3 2 2 1

B 1 OS ® Kaplan-Meier #if# (KEYNOTE-181 38)
(PD-L1 Bt (CPS=10) M ORELEBOBRE. BROGRMBITRESE



(2]

E PRI [E FHIFEFRER (KEYNOTE-181 3A5R)
PD-L1 BBt (CPS=10) M oRFELEEOREFIZE VT, BEESITAKEE 81/85 i
(95.3%) . {LZEIERE 78/82 7] (95.1%) ICRH LN, RREL OREBEENGETX

ROWEEELIL, ENEN 55856 (64.7%) KN 67/82 61 (81.7%) 238 biiz, W

TNPOBETHIREESH 5% U EOBERIZTRD L BY THo T,

£3 WEhHOBRTRERBEN 5% EOBER (KEYNOTE-181 38  (ZAMARTESAR)

WERIRSE (SOC: Bil%k (%)
System Organ Class) AAEE LSRR
EAGE (PT: Preferred Term) 85 7 82 51
(MedDRA ver.21.0) 4 Grade Grade 34 Grade 5 £ Grade Grade 3-4 Grade 5
£RIER 55 (647 190 (224) 1 (12) 67 (817 32  (39.0) 2 (24
ik LY v R EE
il - 4 @n 2 (@9 0 2 (268 7 @8.5) 0
FEEMELT PR 0 0 0 8 (9.8 8 9.8) 0
T BRI AE 0 0 0 (7.3) 5 6.1) 0
HEE
FR BB RE IR T E 7 (8.2) 0 0 0 0 0
BI5hEE
T 4 4.7 ] 0 13 (15.9) 0 0
B 5 5.9 ] 0 17 07 1 1.2) 0
(RIES 3 (3.5 0 0 11 (134 0 0
—i% - EFEER L R ERALORE
45 F75E 5 (5.9 0 0 9 (11.0) 1 (12 0
i 10 (11.8) 0 0 16 (195 0 0
Rk 7 8.2) 0 0 5 6.1) 0 0
FEN 5 (5.9 0 0 9 (11.0) 0 0
BEFRIRZE
G EREEA 1 (1.2) 1 1.2) 0 17 @07 7 85 0
H I ERE D 0 0 0 2 (268 10 (122) 0
RBHE L UREESE
RAEKIE 10 (118 1 1.2) 0 16 (19.5) 0 0
BB SRE L USRS
AT 0 0 0 8 (99 0 0
IR RIEE
REREE 0 0 0 6 (7.3) 0 0
K= = — o /F— 1 (1.2) 0 0 5 6.1 1 1.2) 0
FHERE = o —o/XF— 0 0 0 22 (26.8) 1 1.2) 0
FEIR AR, MOELE L OWERRREE
fitifigg 2% 7 (8.2) 0 1.2) 0 0 0
BB & U THakkES
iR 1 1.2) 0 0 28 (34.1) 0 0
4323 4 .7 0 0 6 (7.3) 0 0
Bk BB R B 2 (2.4) 0 0 "6 (7.3) 0 0

Feds. AHBEC IRV CRIEHERE SR 8 61 (9.4%) . BEOKEHE (MR REE

6



RUARAE ., FRERLIRNRAE el . AR, ERRESE) 16 (1.2%) | fRkEE (X7 -
- ONU—EERES) 2 B (2.4%) | FFREBEREE 9 7 (10.6%) . FRIREREREE 7 61 (8.2%) .
1 BUBEERIA 16 (1.2%) . Wik - RERUBRMESE 161 (1.2%) &N infusion reaction 1 {5

(12%) BRDLNTz, Fo, RBX - /NMER - BEEOTH, TEAREERE. BIBE
REREE . BigAEEE (RMEHEMEAS) | Bk, EEGENE. B - BEL, 5
YOk, DSk, MEREREGER, BEEMKES (Gt MR LR, %
MmAEE I, FRIFERES, MERIERAES) RUREEIIE® b d o7, ARRIERRBRN
HBIEES (BEREERRLED) 2aDEHBRETT,



(R - HE]

FADOREAEDBHEEFAZRFA LS Ial—a ek, A# 200 mg %
Q3W, 400 mg % 6:EMMM (LIF TQ6W] &\ 5, ) XiX 10 mgkg (fKE) % 28R
B (LLF TQ2WI &5, ) THEE LBEOAK O MG T EENRF S, 0O
F. AH400mg & Q6W TR E. LB OARKIOFEFIREICE T 5 EHMET#EE UUF
TCagssl X115, ) 1E, A 200mg % Q3W THE L72BED Cags LIBT3 & T &
Nl (TR) . £72. A# 400mg % Q6W TH L L 1-BOAKI ORI BT 5 &
MIEFRE AT [Cuaxsl &1005, ) 13, AH 200mg & Q3W THE U72BED Conxss &
L TEELZRT EFRIENZ DD, BRABE IV TERERERI LTS
Rk - AR TH HAH 10 mghkg ((RE) % Q2W THRE L7-BED Cuaes & Hl U TIE[E
ERTEFRENE (FR) . Sbic, BHEREEEEE 2R ERICAA 400mg & Q6W T
&5 U7 iA EBIHERBR (KEYNOTE-555 3BR) X V15 57 EHHEIC 35 < Emdhie <
TA=HIEX VI ab—a XY FRILI-EBERE T X —& LHEL L (THR),
AT, BEROBEICE T 2 BRRBREBIC LS & | RARORER L A2 ik et
EORBEZ R 2BBERISET VSEE SN, KA 200 mg 2 Q3W XiZ 400 mg %
Q6W THRE L-ROBETEE L HHM X IILZ M & oB#EIZ > W TR SN /SR, E
RLOMYE - HEOM TEIMR OLZEMICHERZER T W TFRIES I,

£4 FHORYBR NG A—F

MR | o | e | g | G | o | o
200 mg Q3W! (58.55?'519.7) (27.27758.1) (17;;,3'11 83) | (91 .97?'984..1) (49?;(,)';1 1.0) (30.?;(,)'391 4)
WmgQW | (13019 | aomn | oaion | a1 | sorsis | ass s
40(°£?ﬁgu1(‘2£6)w (1351.2,6'10 ;6.4) N a 4.1:, '?2_4) .~ NA NA NA
oL (212,2(2)23) (14;?‘1‘45) (1 1;1 o (422,2233) (272,7 ) ,(19;,9;00)

T:n=2,993, 100EDY I 2 b—Ya /2L Y EH SN BAMEHEOFRE (2.5%42,97.5%4) \ Comax : FIEIHE
SR OREMEPIRE, Cap : YIEREERO T MBEPRE, Cun: WEHFEESR (F4 2702 BEH) OEEME
qjﬁgx Cmax,ss : Eﬁ%ﬁﬁb:%‘j 5%%-@%*%;;\ Cavg,ss : Eﬁ%%‘:&thjéiwmigtp%fg‘ Cmin,ss : /"E”"-%”ﬁ%bl
BT D BEME TR E

10 S6 BIDBITEHE (95%EHEE M)

§ : 41 BIDRMTELIME (95%IEHX )

NA : #4721




4. MERRIZHOWT

AR OB G- HY R BEEZDE - BE L, AR ORGICL Y EELRBIEHZRI Lz
BZRHET B 2 EBMERED, LTOO~QDT T &Mz RISV TERT S
RETHD,

O HRZoOWNWT

@1 TFTED (1) ~ B OIS T IR THDHZ L,

(1) BAEFBREIGET D2 ADFEEIL SRS (BB RS A B REREIL R
HIUBE A% 12 FROBHEHL AU, HUBH A BRI R &)

(2) FrEHSRERPL

(3) EBERFEMENIBET BB ADFEERR (BARREEEERb, 2SARFES
WREs. NASEEERERRE . L)

@) SNRAEFREELRE L., %%m%ﬁﬁm%lxi%%m%%ﬁm%zwm % R
AR DB E1T > TV AR

(5) PiEMEREEHIL S EEME OB EEIR D BHEIT> TV DR

-2 ﬁiﬁﬁwﬂﬁiﬁﬁﬁfﬁéﬂ’ﬁﬂi%E‘ﬁﬂ?@ﬁﬁﬁ 25 7R L R e R OERT (TR
DOWTPIHEY T DER) 2, YEDEROARCETEROBREE L LTRES
nTtnszk,

£

o EMGHFREERUEOCYHIHELET U RIZSEL DX AR OBRREZ
ToTWBZ e, 95, 2FURIZ BAEYREY X & LEBRIRESZOMEZ
fToTWBZ e,

o [EESRFFRSH2EOMIIHE A ET Lickic. LB O AL Z 105
FEL EOELBRABEDERZIToT0DH T L,

o EMRIFREHR2EOCHIMELET L& L4E|5HJ:@%_*#X§%7§:7§ L“Cb\
- E. OB 3MELL R, Yﬁﬂﬁ%ﬁ@ﬁ‘/\/ﬁ%?ﬁ{ﬁ%aU{ﬁm%ﬁfﬁ%@ﬁmrﬁﬂg%
ToTWBZ &,

@ BRNDOEERMEREEOEHIZOVT

B 3K R SR HIC R E T A B SRE S h, RESENLOBRED, A - &
SMEREEROE R CEMEICT 3 ERRME, SEESRARE LEBEORE
L ERFLNIAT O BIEEINE - TND L,



@ BIER~DOHIEIZOWT
-1 HER RN BT 5 B

RIEMERBEOEERBIERATAE LB, 24 BRIIAH O T . M it
EHERRRIZ BT, BB UBERICR U CABREE L O CT £ O BIVER D8R 25
IRRRBEOKRNY AP IZELI, EHIHS TR A HISE - TS 2 &,

Q-2 ERRFEIC L 2 FEESSICHT 2 E -

BABRICED D EMH R MBE OB EL2E T 2 EREEENEER =4 Y > o
ZEDLERDAY V==V FRITOERE L ER % 1E T 55— AERKH K
fEESNTWDZ L, ek, BHEEFHICOWT, BARE L ZOFEICTHIZEMENT
WaAZ &,

@-3 BifER o2tz LT

BIfER (RIEMERR ISR, KB « /N - BE O THI, FPHSBEREE - FRLiem
BR, BREEE (RETHELELAS) . NOWEE (TEAMAREE. FREkKLE
FEE. BIBHAEREE) . | BRI, S8 Ok, 54 - BRI . Bk, EEOR
JEREE (EBMERPUBSTRRIE, RN, SR, JERAEHZL) . infusion
reaction, MM - BEIESS, BIERHESE, MIREE (X5 - NL—EERS) | LHL.
ERRMIKREE GrEr i/ MR B0, IR M, RIS, MR IR s) |
M ERE BEMRRE . RS 12 L. M 3MERR TR B B ek B D B PR M 2 45 3 2 [E i
SEEL EUEAOBEORSICBE L TRER KB 2T bR &t HZ L) |
ESICHEY BN TE BERBINESTWAE L,

10



5. BEXNRLRDBE

[Hanitic B4 A $E])

@D [vEEERES AT 5 PD-L1 Bt (CPS=10) DARIAYIRAEEZRMEIT - BRORER
T EREOBE BN TARIOASHEN RS TN S,
BB, CPSIINRATEY X (REFMMR) D= =4 BWE (K74
PD-L1 IHC 22C3 pharmDx &% =) ZRWTHIET D Z &,

@ TRICHKYT 5 BHEIHT 5 AF OB EROERFEIC VT, AAROFHES
ML SN TEL T, AFOREFRL 2L,
o ALFREREORVBE
o FllrORBIFRE
o ({hoTEBMEEEA & O

[Zetic B4 5 HE]
O FREEUTZAFOVTHAFORESER L SNTVD I Ehb, HEEIT
binwz ., '

o ABORZICK LBBUEOBERO H 5 BHE

© WEFOFEICENT FRICKYS T 5 8F T oV TiL, AR OREIHERES LR

A, MOBBERIEAZ2VESICRY . MECAREHEAT L2 EETE S,

o MEMHEROSHIIRECH S EE

o BISEERE CRIEER 2RO B BE R OTEBE O BUR BRI R0 R Gt it %
ORI RIEMEN R LN D BE.

. BEDAERBOAH. XTBMRRE L EEREO B DAERBOMEED
bHrEBE ”

o IBREBEE GEnEBMRBEEZEL) ObSBFE

o REEOBRIBEEZETOAE

‘e ECOG Performance Status 3-4 &V D #8E

¥ ECOG 0 Performance Status (PS)

Score | B

0 | &< RERERTE %, RFEATL R L AFHAESHIRZR TR 2,

PRRICE L VEBNHIRR S B 28, BITATHEC, BIEERE > TOMRRKIITI LB TE L,
Bl BORE, FHEE

BonAS0EOEY O & LTERY, B0 50% 3~y ROFFTRIT,

W

2ET 2, BADFOEID O L3 TERY, Ry NPT TBIT,

11

B CA S OEOE D O LT ~C AR MR TR 2V, B0 50%U L~y M TR T,




6. BEZELTEET&HIE

O WCESITMA, BIEIRFE LS SMRET 2 WIS & R H O MR O
AOEDIZHELREREFSICHB L ThLERT S - L,

@ IEBAIC N D, BE XTI T OFRRICESEROERIEE OB L, REE2E
THbHRETHI L,

® FREWERD<XY AL MZoONWT

FIEMEME B2 H B b s 2 E RdBDT, AHIOEEIZH - Tit, YIHE
W (B8, RS, S ORERK U X fREORES, Bigs 1
SWATHI Z b, ET7o, BREISUTHEHE CT, miF~—b—SoRELFEHET
HZ &,

infusion reaction 2% H LD Z & M dH B, infusionreaction 23588 BILTZHEEIT
i, BYARLEEITD &L bIC ERAEET 2 TREOREL +oicBis
T5ZE,

FRIREEREREE . TEABEESRUBIBREBERD DLW Z EBH 2D
T, A O EEBERR O 5 I E I SRR E (TSH, W5
T3, EHE T4, ACTH, i =VF Y —VEORE) #FEHT5 L,
RS, LSRR H LN Z L RH DD T, AFORSHEITL
RS- BRI X E A AT BERRZE (AST, ALT. y-GTP, Al-P, UL E V%
DRE) BEMT DL,

B EIER (IERARNIEEHREREZET) SORERREENH LbIS
ZeBHBHDOT, EHWICIROREOFBEZHRTDIZ &, o, BOREMN
ROONTFEITIE, BN CERBEL2Z2 T )BEL2EETHZ L,
FENOEEIZ LY BEORERKISITERT 5 &£ 2 SN~ RIEBSMRE
BhobhbZ b5, ZBEPRODOLNHAIIE, BRELEZBRIULNUE
B2k & R & RO [EAT & B U CGESIRERIRZI 21TV, B DR
BOSIZ X B EIER B RN DGEITIE, AFORE TP Ik, K OB E &
WERIOREEEZEBRTHZ L, B, BIBRERLVEOREIZLYBIE
ROYENRRD b RWIEEILIE, BIBERERVE USNOREMEIF OB
bERTHZ L, . ‘

BERTR, BRI OBV ARB L ThrOAWERRRE T2 8H 570,
AR OBEMETHRIZGEWERAORBICH2IEET D Z L,

1BUBERRAN (BIE 1 BUERR 2 E1) bbb, BERBEMY h7 Y F—v X
CELZERHHOT, OB, B, IEHEDER OB MBEED LFIZ+
SEBETHI L, 1 BERBAEDRESEITIIREEHIEL, AR ) U8
BOBRGEDOEYRLEZITO T &y

@ AHOEKARIZINT, BE5BEA L 9 BRMBE TAZMEDMEZ1T-> T\ e Z
EEBEL, FHREPIIEYNCEBGRE CHROMRBEITI Z &,

12



REFERHEETA A
RATEY AT RETHBL)
(R4 : A M Vv—% RI§#E 100 mg)
~FE/INH R B ~

2 92 A (fFn 24 8 AKET)
BEA%EE




SR/

S Yk W=

ITEHIZ

AEI DR, ERET
B PR FAR
HEFRIZ DN T
wExtH LR b BE

RECBRLTEET N&EFE

P2
P3
P4
P20
P22
P24



1. IIC®»IC

EI R OH I - LM ORI DI, Held B2 HS\ - IE 226 23R
BB, &BIT, EEORERROMESIC LY | FURERR A & OREE0 72 ST
FERMAARINS P T, ShbOERMZEICLERBEICRET 2 2 L NEED
B Lo TR BREMBOEE & WEDOHEATFTE 2016 CERK 28 45 6 A 2 BRI E)
WWBWTYH, BEFNERLEOFEHOEEHELRSL = & & &N TV,

FHEEREER R, EREACEEE TR 7 7 A VRBEDER S L B 5/ R
RBZERDD, 0D, AR OLEEICET 2 BRI+ ERT 5 £ o/,
UHERLOBELR BT B LAY SNABEIR LTERT S L &b, BIfE
ARER LB LE RN & 5 2 & R TTRE A — T O B & i - 3 R <
THZENEETH D, \

LR oT, BAA RTA 2Tt BIRBEEL I ETIZB LTS ERESL -
B RMICESE UTOERROREREREHEET 2880 b NELEM, 2
FROEEEEY R,

RE. BRI A BT A U E, PSTATEE A B 5 E R SR A . AR A B A
BRERIEEY S, —itEEIEA B ARBRNRIES, FEREFIIEEEA B AREES RO
— AR B AR B2 OB IO b LR LT,

X5 & R HES ¥4 A —FEBEE 100mg (—fk% : RaT e ) XvT (5
FHAMLZ))
R L RBPETINE : GIRRTRREARMEAT - BROI/INRIE
HELRHMEROEE | BE. R, Ra7 e ) Xv7 (BETHEMER) L LT, 1
' [E] 200 mg % 3 @ RIMFE L 1 B 400 mg % 6 R T 30 45
HNF T AR T B,
% # . MSD #A L

&K

2l

i3




2. FHOKE,. 1ERBF

XA F—F EEEE 100mg (—F4Z  Ra7n ) X< GEEFEEHEZ), BT K
i vvy5,) i3, PD-1 (programmed cell death-1) & DY # > K TH 3 PD-L1 KU} PD-
L2 L OREXEHEMET S, £ MbIgGs £/ 7 u—FAHKTH S,

PD-1 #E B T MBS EEHAERE D> Sk 2 72 I 25 AMBR A3FI T3 % 5 2 S e il
AA v F T, PD-1 13, EERREBIZBWCELRR T HROMBERICERL, H0K
ERGE & ARBELER 2 OS2 35, 3B, PD-1 XU T REHE
BETAHZEREVRESBFEICE VI TV GERZRCHET 2ZBETH B, PD-L1
DEFEMBIZBITIARBAITLTNTHIN, ZLOBAMIBTIE T Mlao@x 2z
ZF EBRBNCRBE L TWD, BAMIIZIT 5 PD-L1 D&, BHIlm. BsE.
REHHBRRE . DRELRE. FE/NMIRAIE 2 & D2 RRATTFHRARARRTTHY . BWEFE
& OMBEERHEIN TS,

BEOBADERT% & PD-L1 BHROFMBMES S, PD-1 & PD-L1 OREIIEE
DHRERBHICBWTEEARKRE 25 Z L ARRENTEY . HRBATBEOEN &
LTS Tn5,

AFE, PD-1 & PD-L1 X U'PD-L2 Offi Y H o ROFEEERETHZ LIk, EE
BUNBRR T OEESRAOMREEE T Vo BREE LS &, PUEERE L Bl
T5ZETHEEDRERHBET 5,

BRI OERFICE S BEDORERGIC L ABIERZER S bbb, BEEXIIREIC
FEHLWHEMEND D, AFIOREPRERERICIT, BEOBELTHITTV. RENR
HHNIBEAITIE, BB U ERIE U EM 25 & R 2 B ER & i L Ol
YRR 21TV, BEORERIGIC L ZEWERAEDN 2 HBE I, BIBRERL
LR OBELEDOHE B EAT O BEND D,



3. BREERE
GIRRRBE 2R MEAT - B3 D FE/NBa it DB\ LM % 17 » 7= B R RRBR O RE %
N R

(& %hE]

OERILFABMARE (KEYNOTE-024 Bk)

{LEEFRERE D72\, EGFR BIn FEREYE, ALK & & I5 72X OV PD-L1 Btk (PD-
L1 23R8 LI-EEMRS 5D 284G (LT ITPSI &1 5,) =50%) DOUIBRAAEZ21E
1T - HROF/IMOIIRRE 305 6] (BAA 40 BleET) /BRI, A% 200mg3 8
RifRE (LLF TQ3WI &9, ) BREDHAYMROREMNR, 77 F AL & il
BUEFREE (LUF 1s0C) &9, ) ZxtRE L TR SN, 2B, BE&RFMmTHRA
EATHRD LN HEIT REET 2R TR bR WEDBRERMIZRE LT
5 BE T, REILEOEGEHE TREETHRD OGN D TREIORE 2GS 5 2
EMNFTRE & ENTe”, TEFMEEE I EEEAFR. (LT TPFS] &5, ) | BIKEE
8 B 2RI (AT T0S) &9, ) & &h, AR T FFRH % ST L3
BEEHE LT, PFS, RUNOS (FPRIENT) 2BEICEER L7,

*:24 7R ETRESNEBBIARORE 2L L, 20%, EEETHRD bhEE

CEREBRETEXAI AN,
#1 APHMRE (KEYNOTE-024 3RER)
7T FF K %
s ﬁu(fgg - Srb R
: (151 1)
g (A 10.3 6.0
(95%CI) (6.7, NE) (42,6.2)
PFS™ NP — RH7 0.50
(95%CI) (0.37, 0.68) —
i P {3 <0.001
FfE (H] 'NE NE
(95%CI) (NE, NE) (9.4, NE)
os* NP — RHH 0.60
(95%CI) (0.41, 0.89) —
PfE" 0.005

Cl: EHEXE. NE : #ERF., *1: RECIST HA KA+ 1.1 BRICES Iz p b E, *2
B5I Cox Ll — RETNMCL BT T FFR-AI L ETbFFE L OB, *3: Blln /7 v
JRRIE. *4 : PRFEHEOT —F :2016E5A90 0y b4




100
[=Th) — HH20mp GIW
80 - e FIRFHACECIAHEE
£70] e
60 - v
1 50 1 | hﬁﬂ_‘,__k_‘
% 40 1 i
& 30 iy
20 - ——y
10 - e
0 = = - , , — 8
0 3 6 9 12 15 18
at risky REEETFEMA] |
ZE200mg Q3W 154 104 82 44 22 3 1
FSFTRRESGILERE 151 99 76 18 9 1 0

B1 HRHEIEIZ & B PFSORAMITR OKaplan-Meierfi#t (KEYNOTE-0243R8)
(PD-L1fE#E (TPS=50%) DEBHEM)

100 T

£60- b
5 50 - » T ¥ —
T 40 |

30 |

20 1 —— awmnomg W

101 = ssrrmmesciest

0 . . : e e — -
0 3 6 9 12 15 18 21
&M A]

at risk#y
FH200mg Q3IW 154 136 121 82 39 11 2 0
TSFHERARSOEERE 151 123 106 64 34 7 1

'y
<o

X2 OSOHFEfiEITRE O Kaplan-MeierBi#t (KEYNOTE-024388%)
(PD-L1EEE (TPS=50%) D EBREAEM)



OEBEILFE I /MAHRB (KEYNOTE-010 35R)

75 FFRHE & ST LB FEET 2835 PD-L1 Btk (TPS=1%) OUIRFEE i
17 - BROF/IMNIRITERE 1,033 61 (BAAN 91 flzaty) ZXHRIT, AA 2 mgkg
Q3W ¥ 5 K1 10 mgkg Q3W B EDOFMER VO ZEMN. Fe&XAKkflm (LT

DOC] &V9,) ZXBE LTRASNE, &3, BRIMCRBIETARD bhk
BAI, BT 2R TR AR bRV EOBRIIZEE LTV 5 BE TiE, KRIE
LU O EHE AT CIRBEIT N b D TARIOR GG L TR L Shiz?, FES
HE H 12 0S L UNPFS & &, A#HIZ DOC & H#k LT, 0S 2 HZIEE LTz,

*1 : EGFR B FERBHXIL ALK BEBETHEOBRE TIX, 77578 AZ ST
BRI X D WRECA X . £ 02 EGFR FRFEA X ALK FREER & A 5 HEHE
FEEAIC X DIEBBEEET 5 BENEAAN b,

*2 .24 A ETRESNEHAIABOBRELRIE L, Z0%, REBEETIAD LI
ARBEER TR L SN,

#2 AR (KEYNOTE-010 AER)
AF 2 mg/kg ZH 10 mg/kg DOC
Q3W Q3w
(344 1) (346 1) (343 i)
e [A] 10.4 12.7 8.5
(95%CI) (9.4, 11.9) (10.0, 17.3) (7.5,9.8)
0S | ~¥F— R 0.71 061
(95%CI) (0.58, 0.88) (0.49,0.75) - —
P "% <0.001 <0.001
Cl: EEEXR. *1: BRI Cox tEINF— FEFNIZ LD DOC & DLkl *2: BRlu 7S 2
"'E" .
123:1' —m— A 2mg/kg QIW
80 - i =oeane ZRT10Mg/kg Q3W
70 — EESFEL
2 60
E 50 - X
# 40 &h.‘:;lriil‘;k;! ;ll
30
20 LRI
10 l
0 5 10 15 20 25
at risksy EFERAE
#% 2mg/kg Q3W 344 259 115 49 12 0
##10mg/kg QBW 346 255 124 56 6 0
ReEsEEl 343 212 79 33 1 0

3 OSOBRAMITEED Kaplan-Meier Hif (KEYNOTE-010 308)
(PD-L1 B3tE (TPS21%) DEELEM)



QEFRILFF MAAFE (KEYNOTE-189 3R5%)

{LFFIERE D 72vN, EGFR BETERBER O ALK B &L FREO VIR 2
1T - BROIERTE L IE/INIRIEBRE 616 il (HAN 10 BlE5Tr) &xtBiz, A%
200mg (Q3W) \ XA ML FE FF MU v aKf (LUTF IX hLFE ] 20D, )
BOTIFFBE (RTITFUXITINRTTF ) OFREZS RAGEREE o
AR OERMN, 7I8 R, <A FFt RROT T FFRKOMHERE (L3R
R T EABE L EERBBR RN SN, WREE b, 7T AN S R
BEREZLIGERL, #EERAK4 a—RETE L, 2B, BRI CEAETNR
D LNTIGEIT REEITE R IIERPRD DN RV EOEENICEEL TWEBET
. REIUE OB ETM CRBET RO b D ETARR L <2 kL3t FOfRARS
AT D Z LATIREE IR, FEFHMBEBIX OS KNPFS & &h, AHKl, <2 b
L FROZTZFFRFOMAREILT 78R, X FLF® FROT T FFUH O
BERIBE S L B LT, OS RUNPFS 2 A BEICHEE L7z,

*1: AHI200mg, A b LFE R S500mgm?, Y RT T F 75 mg/m? XFHNRT 5 F
AUCS (mg* mL/min) OJEIZ Q3W (F=—AMD 1 HBIZHkE) T4 a—2BE5H% K
#1200 mg ZL O A kL&t R 500 mg/m? 28 Q3W T#HE Sh -,

*¥: 7 7R, RA MUFE R 500mg/m?, AT T F 2 T5mg/m? Xz VAR T T F L AUC
5 (mg - mL/min) DIEIZ Q3W (Fa2—2D 1 A BIZHE) T4a—2%E5%, 75+¢
ARORA R ¥+ R 500 mg/m? 28 Q3W TikEEh-,

*3:28 AR ETHREINEGRIIARFORE 2 FIEL, Z0%, REBETHRD bNI-E
AlEEEBATEAZ L ENT,

#3 AYMERE (KEYNOTE-189 3B |

ARG R b5kt
(410 i) (206 1))
HfE (A NE 11.3
(95%CI) (NE, NE), (8.7, 15.1)
Os™ NY— R 0.49
(95%CI) (0.38, 0.64) —
P " <0.00001
i [A] 8.8 4.9
(95%CI) (7.6,9.2) (4.7,5.5)
PFS™. ™ MY — R - 0.52
' (95%CI) (0.43, 0.64) -
P fi* <0.00001

Cl: fE8EKM, NE: #ERA, *1 : FRBITEOT—% :2017E 11 A8AAy A7, %2 &
B Cox HeBINYF— REFNMZL BT TER, A Fbdt RROT SFFEHIGRILFEED
PERBIE E DR, *3 . BRIR T T 7 RE. *4 : RECIST A RS54 1.1 fRIZES<ERT
M 57 H GO E



100

90 -
80 -
707

K 60

at risk#
A#200mg Q3W, A

501 -
ﬁ 40 - M""“*‘*ﬂm-«ww—-m

30
20 | —— FE200mg QIW, RAPLFERRUTSF USRS
10-

T,

—— IR, RAMFERRUTSF T EHGRICEREE

0 3 6 o 12 15 18 21

&R A

AMNAERRUTSF 410 377 347 278 163 71 18 0

gl kv
75l RANFE

RRUTSFFREGE 206 183 149 104 59 25 8 0

le2 3
M4 OS DOHREMITRD Kaplan-Meier Hift (KEYNOTE-189 FABR)
100
gp 4 e EEAIE QIN, A EEP ML IS RN
80 TS, SAMSEURF PG LSRR T D E 5 RN
g 70 +
§ 60 -
50 -
£ 50 1
B 40
&30 - —
2(} ! »"""Ni_ ‘ :
10 1 i s g e o il
(e T T T T P T TR T R eI R R
o 3 6 ] 12 15 18 2
, , 3
at riski% miBREERM(B]
E200mg Q3W, A _
XhUFERFRUOL 410 322 256 148 60 17 5
KRBRU 757 45
T50R, AXMFE :
FFrUDLKRBRY 206 140 80 40 16 3 1
TSFIEM

X5 BRTFPRHEEIR XS PFS O REENTR D Kaplan-Meier B

(KEYNOTE-189 BB



@ERLFRFMAAFAE (KEYNOTE-407 3ER)

{EFFAERE D 72, TIBRARREAREAT - BRORFE LRIE/MIaERE 559 6 (AR
NS0 BlEETe) BRI, AAI200mg (Q3W) . IARTTF U RUNRI Y ZHEL
XiF X7V HZXEN (TATIBEE) (BT Tnab-PTX] &V 5.) OfA#RLS (R
HIOEARE) " OFPEROLEER, 7T 8R, IVRTITF U RURT Y ZFEALX
IE nab-PTX O AEE ((LFRIERE) 2B E L _EERARTHRET Sz, Mt
b, N7 ) Z XA AT nab-PTX 13, HYEMABEEZLITERL, BEITIRK4 =
—RETE L, 7o, EGIHME CREETIRD Shiz eI, REBET 2R TER
DR LR WEDBRRIICRZE LT 5 BE T, RIEICIRE O BEE M © R EETHS
BOONDETARDORE LGS S 2 L WTREL &hi®, FEFTMER T 08 KU
PFS & &, RE| AINKT T F o RURT Y Z % £ /ARt nab-PTX OHAKEITT T
TR, INVRTTF RS Y Z X BV R0T nab-PTX OFFAEE & L T, 0S &
U'PFS # A RICIER LT,

*1 : A&l 200mg, /X7 U # %&£/ 200 mg/m? X 1% nab-PTX 100 mg/m?, H/VRT7 T F > AUC
6 (mg - mL/min) OJEIZ QAW (K&, /X7 VXX VARUVINRT FF i3k a—A
®1 8 BICHEE, nabPTX 3=z —AD 1, 8, 15 BRICHRE) T4 a2—REH, &
#1200 mg 28 Q3W THREENT,

¥ FFER, 237 U FFE/L 200mg/m? X nab-PTX 100 mg/m?, H/VRF T F> AUC6

(mg * mL/min) DOJEIZ Q3W (FBHFI, 7 VXXV RUOINVRTFF A i3E€a—RAD
1 BRICHE, nab-PIX &= —AD 1, 8, 15 BRILHEE) T4 a—Rg5%, 75
RN QW THE Shiz,

*3:28 AR ETRESINTEGERAFOBEESEHIEL, 20%, KEETHRD N5

BIEEHBETELZ L AN,

#£ 4 HPMERE (KEYNOTE-407 3RER)

AFIGF BT (bR IERE ™
(278 1) (281 )
oefE (A ] 15.9 S 113
(95%CI) (13.2, NE) (9.5,14.8)
os™ NP K2 0.64
(95%CI) (0.49, 0.85) —
P {3 0.0008
o [A] 6.4 4.8
(95%CI) (6.2, 8.3) (4.2,5.7)
PFS™. " INH— K™ 0.56
(95%CI) (0.45, 0.70) —
p i <0.0001

- CI: {SEXME. NE: #ERF, *1: FEMBHROT —% (2018F 4 A3 ANy AT, %2
Bl Cox WHINP— REFAZ LB T TR, BNRTITF L RO Y Z FE/0XT nab-PTX
OOFRBEEL DR, *3: BRIn 77 7 KRE. *4: RECIST A4 KT AV 11 RIZESSER
TS SR E



100
90
80
70 -
é 60 _. i“"'.‘ i L
§§“ 50 ! ‘.i:'l""'l-ll..l_ B
N
a0 '
30 J l'l-"l*!-lf
0 : — FE0IE QIW, DHRTFFURUNIUSF IR TY S I
Tg 1 ——— TSR ALRTIFYRYIIY IF N Rbnab-T Y% Bl
0 3 6 9 12 15 18 21
at risk2% SFHIRI[A]
FHMmg Q3W, AR , v
TSFIRUIIUSF B 278 256 188 124 62 17 2 0
Rignab-1t7Y 5%
I3k, AKISFY
LAV ES /5 281 246 175 93 45 16 4 0
nab-f70 9%l
6 OS OHEENTIRD Kaplan-Meier Hi#it (KEYNOTE-407 3XBk)
100 1 :
90 i — AWNmg QIW, HIVETSFYRUIIIUIF IR Enab-NIUSFEN
80 - e e PR, ANETSF IR Y5 LNTna-11T Y S5 1
€70 =
‘iﬁ; 60
{i\H- 50 e
—
gg — |
20 1 —N\\""’!—i 0y
ety
10 il | P
0 T T =y i
0 3 6 9 12 15 18
at risk2y #@%E#ﬁﬁfﬁ {8l
FH200mg Q3W. ALK
FSFIRERIVIEEN 278 223 142 57 23 5 0
Rignab-1{7Y 9%l
75t hbRTISFY
RURTUIFEILIE 281 . 190 90 26 12 4 0
nab-f7U 9%t

K7 SHRTYHIRHAEIEIZL S PFS OB BRI D Kaplan-Meier HifR

(KEYNOTE-407 3B%)

10



GHEFFEREMMAR (KEYNOTE-042 35R) ‘
{LFFIERE D 72\ EGFR iR FEREME., ALK @& B AT MR OV PD-L1 BB (TPS
Z1%) OUIRTRERET « BROH/NIRESRE 1,274 61 (AAAN B FlEEL) %
HERIZ, AH 200mg QAW R EDH MR NEEMN, 7T FFHHI %&b FREL
X E LTHRETE N, 2B, BRI TREETSRD b =BA, REETEZT
FTRER AR DNARVEDBERIZEE LTV 5 BE T, KIE AR OB AR TF% &
TR SN L TARBOEE 2+ 5 Z L AR E SNk, TEFMIER X 0S
LI, AANT T 7 F A Z S EFRE LB LT, OS 2 EIIEER Lz,
*:24 A ETEREENTEZBERAFORELEDPIE L, Z0%, KEETHIRD bhZHE
CEREEBCTES I L aNhE,

#£5 HHMERME (KEYNOTE-042 3RBR) (PD-L1 Bt (TPS=1%) DBEFHER)

TS FFRREE D
%1 200 mg Q3W i,
FilE 637 i 637 # .
" hofE (A ] 16.7 12.1
gg%%}%% os"! (95%CI) (13.9,19.7) (113, 13.3)
(e th ) AN — R 0.81
(95%CI) (0.71, 0.93) -
P f#*3 0.002
i3k 299 | 300 451
o ffE [A] 20.0 12.2
;;gi;i% oS (95%CI) (15.4,24.9) (104, 14.2)
- NP — R 0.69 B
(95%CI) (0.56, 0.85)
13k 338 41 337 1
. e [H] 13.4 12.1
S(gggfgg’ os™! (95%CI) (10.7,18.2) (11.0, 14.0)
. AP — FEE™ 0.92 B
(95%CI) 0.77, 1.11)

Cl: X, *1: PESBTEOT —42 (20182 826 B v b4 7., *2: BRI Cox LY
— RETNMZELBTT7FFRHEAZETLFRE L O, *3: BRIn /7 7RE

11




— EF200ME QW
B TSFFRAESUIYRE

20 - 3 T —

R s g -
at riske &R AL

A#Y200mg Q3W 637 463 365 214 112 .35 2
IIFIERESOYEE 637 485 316 166 88 24 1 0

o

B8 OSOHEAESTHED Kaplan-Meier % (KEYNOTE-042 38%)
(PD-L1 Btk (TPS=1%) DBRHELEM)

12



[Z2t]

OEEFEFE MRS (KEYNOTE-024 35)
BHEFERIIARAIEE 148/154 B (96.1%) KT SOC BE 145/150 B (96.7%) (RO BV,
BRI ORRBFRATETERVWEEFZIL, £ F 113/154 i (73.4%) KT 135/150 {1
(90.0%) 2D LTz, WTNPDOBETREEN 5% U LOBERAIITROLEY Tho

7

£6 WVWTNHLOHTHEEEN 5% EORIER (KEYNOTE-024 RR)  (ZeMfirSam)

FERIKRSEE (SOC: System

BlEx (%)

Organ Class) A SOC ##
EAFE (PT: Preferred Term) 154 51 150 i
(MedDRA ver.20.1) £ Grade Grade3-4 Grade5 & Grade Grade3-4  Grade$s
2EIEA 113 (734) 40 (26.0) 1 (0.6) 135 (90.0) 77 (513) 3 (2.0)
MER LY R EE

=ik 8 (52) 3 (19 0 66 (44.0) 29 (19.3) 0

B M ERkEAE 1 (0.6) 0 0 8 (53) 2 (1.3 0

1 P BRI 1 (0.6) 0 0 34 (22.7) 20 (13.3) 0

/MR AE 0 0 0 17 (113) 8 (53) 0
WS

FR RS R T T 11 @D 0 0 0 0 0

FR SRR IR TE 12 (7.8 ] 0 1 (0.7 0 0
BBEE

fEY 6 (3.9 0 0 17 (11.3) 0 0

T 2 (143) 6 (3.9 0 20 (133) 2 (1.3) 0

B 15 (9.7) 0 0 65 (433) 3 (2.0 0

ARk 4 (2.6) 0 0 18 (1200 2 (1.3) 0

g it 4 (26 1 (0.6 0 30 2000 1 (0.7) 0
—f% - REEER L OB S ORE

EE 5 32 1 (0.6 0 11 (73 2 (@1.3) 0

9 16 (104) 2 (1.3) 0 43 (287) 5 (33 0

R 1 (0.6 0 0 9 (6.0) 0 0

BEEL 16 (10.4) 0 0 8 (5.3 0 0
PR

ALT 80 10 (6.5 0 0 7 @7 0 0

AST 370 8 (52) 2 (13 0 5 (3.3) 0 0

Mz V7 F = 80 3 (1.9 0 0 15 100) 1 (0.7 0

T HER SR 0 0 0 20 (133) 6 (4.0 0

/MBS 0 0 0 18 (1200 9 (6.0 0

A mEREE 1 (0.6 0 0 16 (10.7) 3 (20 0
BB X URRES

- BAREGR 14 ©.1) 0 0 39 (260) 4 (27 0

K~ 7R3 A LE 1 (0.6 0 0 9  (6.0) 0 0
BT ER L U A RS E

BHETE 13 (8.4) 0 0 4 27 0 0
R REE

HRERY : 1 (0.6) 0 0 15 (10.0) 0 0

= 2 —mRF— 2 (1.3) 0 0 9 (6.0 1 (0.7 0
MROR 2R, MOERIS L OMthRREE

53 8 (52) 4 (26) 0 1 (07) 1 (07 0
BRE B X O Frikiss

FRESE 0 0 0 12 (8.0 0 0

&R 8 (5.2 0 0 1 07 0 0

% 5 FERE 12. (7.8) 0 0 3.0 0 0

R 11 (71 1 (0.6) 0 3 (20 0 0
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e d, ARFIBEC B CRIE M 9 B (5.8%) . KEBK - BEO THI 8 41 (5.2%) .
MRREE (XT 2« NU—REGERS) 261 (1.3%) . FFERERE 22 61 (14.3%) . FIR
FRHSREREE 21 B (13.6%) . TEAHEEREE 161 (0.6%) . 1 AWERR 161 (0.6%) .
B EE (RAEIEMBRLE) 16 (06%) . BER 1H (0.6%) . Fifk - wERmR
%ﬁﬁl%(%%)&@mﬁmmmmmimcm%)ﬁ%@%hkoit,ﬁﬁ@ﬁ%
BEE (R REREREEEMERE, WA, EREES) | BIBMERSE, BEFE/E, M
% - BEBEZS, S YOS, DRZE. el MR SRR, IR I R OFREFER
IR bR oo, ARERESEKRIIEESS RAREERT 28D) 280
IR AR,

OEFREFLE T/MARRER (KEYNOTE-010 #A8R)

BEELIT 2mg/kg Q3W ¥ 331/339 1 (97.6%) . 10 mg/kg Q3W & 330/343 il (96.2%)
BN DOC B 297/309 il (96.1%) 12D b, WRE L DRRBERATETERVWAE
BRI, ThTh 215339 ] (634%) . 226/343 B (65.9%) KU 251/309 ] (81.2%)
KRB BTz, WTRPAOBETREER S LOBWERIT TRO L BY ThoT-,

#£7 VTR ORTREEN 5% EOBHER (KEYNOTE-010 BUR) (22T S 4aM)

SEBIRSFE (SOC: System L % %)

Organ Class) 2 mg/kg Q3W 10 mg/kg Q3W B DOC ##

EAFE (PT: Preferred Term) 339 fil 343 #1 309 4
(MedDRA ver.20.1) 4 Grade Grade3-4 Grade5 4 Grade Grade3-4 Grade5 & Grade Grade3-4 Grade5
2EIEA 215 (63:4) 41 (12.1) 3 (0.9) 226 (65.9) 53 (15.5) 3 (0.9) 251 (81.2) 107 (34.6) 5 (1.6)
MEB L) Vo GREE

#if i 10 (2.9) 3 (09) 0 14 41) 1 (03 0 40(129) 5 (1.6) 0O

T ERIBAME 1 03) 0 0 1 (03 0 0 44 (14.2) 38(123) 0
HNOWEE

PR A BB T E 25 (1.4 0 -0 23. (6.7) 0 0 1 (0.3) 0. 0
HGEE

T 24 (1.1) 2 (06) 0 22 (64 0 0 56(18.1) 7 (23) 0

B 37(109) 1 (03) 0 31 (9.0) 2 (0.6) O 45(146) 1 (0.3) 0
R D 13 38) -0 0 720 1 (03 0 43(139) 3 (1.0) 0

Mg 12 (35 0 0 13 (3.8 1 (03) 0 24 (7.8) 2 (0.6) O
—f% - EHEER LRSI ORE

4% 7195 20 59 1 (03) 0 19 (55 2 (06 0 35(113) 6 (1.9) 0

ikt 46(136) 4 (12) 0 49(143) 6 (1.7) 0 76 (24.6) 11 (3.6) 0

FAE MR 5 (1.5) 0 0 4 (1.2) 0 0 21 (6.8) 0 0

FE 10 29 1 (03) 0 14 @41) 0 0 17 (5.5) 1 (03) 0
FRERIR

P EREOE 0 0 0 2 (0.6) 0 0 24 (7.8) 19 (6.1) 0
HIRRIEE X

FERLE 309 0 0 3 09 0 0 17 55 0 0
KER L OR THEBRES

B EAE 3 (0.9 0 0 2 (0.6) 0 0 101327 2 (0.6) O

% 9 FEE 25 74 0 0 32 93 0 . 0 5 (6 1 (03 0

5 29 86) 1 (03) 0 44(128) 1 (03). 0 14 (4.5) 0 0

7235, 2 mg/kg Q3W #E K N 10 mg/kg Q3W HElIZRB W TENE ., IEMEMEE 15 6
(4.4%) KON 14 6 (4.1%) . KK - EEOTH S H (1.5%) KO2 6] (0.6%) . B
DR EEE (FEHRIREMRRE., SR, EREES) 14 (0.3%) X001 51 (0.3%) .
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PREREE (F T NL—REBERES) 2461 (0.6%) B3 6] (0.9%) . FFHRERSE 23 4

(6.8%) KTr22 5] (6.4%) . HUIRIRMEREREE 32 4] (9.4%) KUN3541 (102%) . F&
AHEEEREE 1 61 (0.3%) KUY 1 f1 (0.3%) , BIEHEAEREE 241 (0.6%) KU1 i (0.3%) .
1 BUERRIE 161 (03%) RN 2 Bl (0.6%) . BHREREE (RMEREME RS 4 4
(12%) BRTR0 B, BEdk 141 (03%) RUN0 B, £5% - Bk RARAE 141 (03%) ROt
0 #l. infusion reaction 2 1 (0.6%) K Ur6 5 (1.7%) M:AbbLhiz, Ei-. HIEGES
. ISE - BRI, 5 & SIS, DR, SerE i NS SRR . SR T R O
RIEFBIIRO SN o7, ABWERARRRRIEESES BRREBERELZ2SD)
R EUEHERETRT,

OEFRILFEUEFAEE (KEYNOTE-189 3BR)

HEFRITARAIGREE 404/405 B (99.8%) K UK FREE 200/202 ] (99.0%) 1238 5
N, BREL ORRBRATE TS RVEEERIT, Zh2h 372405 Bl (91.9%) &
U 183/202 4] (90.6%) 12588 BTz, WTFNOOBE TREERN 5% LORHERIZ TR
DEBY ThoT,

£8 VWThH OB CRERRN 5%LL EOBIER (KEYNOTE-189 BR)  (RMARNT &R ER)

BB RIRSHE (SOC: System Bl (%)
Organ Class) . AFNOF R LSRR
HAFE (PT: Preferred Term) 405 4 202 %)
(MedDRA ver.20.1) 4 Grade Grade3-4 Grade5 & Grade Grade3-4 Grade$5
2RIER 372 (91.9) 193 (47.7) 9 (22) 183 (90.6) 80 (39.6) 2 (1.0)
MEB IO R EE
21 v 154 (38.0) 55 (13.6) 0 77 (38.1) 27 (13.4) 0
FEBMEIT PRI A E 25 (62) 24 (59 0 4 (.0 4 (0 0
B M BREE 2 (54 .8 (2.0 0 12 (59 1 (0.5 0
i R ERBUE 101 (249) 59 (14.6) 0 45 (22.3) 22 (10.9) 0
MR E 69 (17.0) 31 (7.7 0 27 (134) 13 (64 0
oW EE
R AR TE 2 54 2 (05 0 3 (1.5 0 0
IR pE
FHARIE N 51 (12.6) 0 0 14 (6.9 0 0
BikEE
B 67 (16.5) 0 0 24 (11.9) 0 0
T 78 (193) 15 (3.7) 0 22 (109 4 (2.0 0
B 187 (462) 12 (3.0) 0 90 (446) 4 (2.0 0
A% 26 64 2 (0.5 0 15 (74 1 (0.5 0
& 74 (183) 7 (1.1 0 39 (193) 4 (20 0
—f% - EFEER L UREIRONEE
& SIE 53 (13.1) 16 (4.0) 0 31 (153) 3 (1.5 0
o 134 (33.1) 20 (4.9) 0 62 (30.7) 3 (1.5 0
FERED JIE 30 (74 3 (0 0 14 69 1 (0.5) 0
RAE RIS 27 (6.7) 0 0 12 (59 0 0
BE 24 (59 1 (02 0 4 2.0 0 0
BRYRER X OB hE
FEBL 20 (49 1 (02 0 10 (5.0 0 0
FRARRE
ALT 880 38 (94 2 (0.5) 0 16 (7.9 3 (1.5 0
AST H#70 28 (6.9 0 0 100 (5.0 1 (05 0
meE7 L7F=8mMm 32 (7.9 1 (02) 0 12 (5.9 0 0
7 Q.7 0 12 (59 6 (3.0 0

ML BRI 22 (54)
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B BIKSHE (SOC: System FIE (%)

‘Organ Class) AFIGE o=z 35 s
HAEE (PT: Preferred Term) 405 $i 202 1
(MedDRA ver.20.1) 4 Grade Grade3-4 Grade5 & Grade Grade3-4 Grade$S
TR & O b
RERBGR ‘ 84 (20.7) 4 ° (1.0) 0 42 (208) 1 (0.5) 0
&< 727 AIE 2 54 5 12 0 3 (1.5) 0 0
MR REE
RREEE 37 9.1 1 (02 0 14 (6.9 0 0
BIEE L UR THEEE
KR 11 Q7 0 0 12 (5.9 0 0
Z D PR 37 (9.0) 0 0 12 (5.9 0 0
5 51 (126) 5 (1.2 0 17 (84 3 (1.5 0

T, AFIBEZ B\ CREIEMEMRE 16 £ (4.0%) . REBZK - EEE O TH 20 61 (4.9%) |
PIEREE (X5 - NU—JEERS) 10 61 2.5%) . AFHERERE 62 #1 (15.3%) . B
RESAEREE 32 41 (7.9%) . TRASHERERE 2 6 (0.5%) . BIBHAEREE 1 61 (0.2%) .
1 BUBEERIA 161 (0.2%) . BHEERESE (RABEMEBEMEERE) 2561 (62%) . MR 2 6l

(0.5%) KU infusionreactions i (1.2%) 2@ bz, Tz, EEOKREESE (B/E
FEREIRIE GRS, SABE. EREES) | HR - BAUHRARE, EREMEE, Mk -
B, S & OMEAK, UK, St/ MUB O HEERBER, FRMIER Mm% ORI EREHT
RO LN, REWERBBRRIIEEESR (BRREERT 25T) L E0EH
RERERT,

{1l

@EREEFFMAERE (KEYNOTE-407 3U8%)

HEEZIIARAIRE 273/278 B (98.2%) K UKTERREE 274/280 B (97.9%) ZFB® b,
BBREL OREBERPBETERVWEEERIT. ThEh 265278 #l (953%) RV
249/280 ] (88.9%) 23D HiLlz, WTENHOBETIIALEMN 5% LORWERIZTTRD
B ThHoT,

R9 VTRAOBTRIEN 5% EOBIER (KEYNOTE-407 B  (RAMEMNTNS4EH)

FFERIRSIE (SOC: System BE (%)
Organ Class) AN OF A R (LR IERE
HAZE (PT: Preferred Term) 278 15 280
(MedDRA ver.20.1) 4 Grade Grade3-4 Grade5 £ Grade Grade3-4 Grade5
2EIEA : 265 (95.3) 151 (54.3) 10 (3.6) 249 (88.9) 152 (543) 6 (2.1)
MR LY v RREE
gim 123 (44.2) 38 (13.7) ] 117 (41.8) 43 (15.4) 0
BB PERBE 14 (5.00 14 (5.0 0 10 (3.6) 10 (3.6) 0
1 i BRI E 23 (8.3) 12 (4.3) 0 19 (6.8) 12° (4.3) 0
T ERB D E 97 (34.9) 59 (21.2) 0 86 (30.7) 63 (22.5) 0
iR 81 (29.1) 18 (6.5) 0 58 (20.7) 16 (5.7) 0
N WEE )
IR R R TOHEE 17 6.1) 1 (0.4) 0 2 (0.7) 0 0.
FR SRR IR T 16 (5.8) o 0 3 (L) 0 0
BEEE
5% 31 (112) 1 (0.4) 0 25 (8.9) 0 0
TH 61 21.9) 8. (29 0 47 (168) 4 (14 0
B 85 (30.6) 2 (0.7) 0 71 (254) 3 (L.1) 0
W& H: 36 (12.9) 1 (04) 0 25 (89) 3 (L. 0
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FEBIKSIE (SOC: System Bl (%)

Organ Class) AKI G A BE LR ERE
EAFE (PT: Preferred Term) 278 15 280 4l
(MedDRA ver.20.1) % Grade Grade3-4 Grade5 £ Grade Grade3-4 Grade5
—%  EHBER L OB LB ORIE
' 715E 46 (16.5) 3 (1.1) 0 41 (146) 6 (2.1) 0
B 54 (194) 7 (25) 0 52 (18.6) 7 (2.5 0
ERRmE
AST #8710 14 (5.0) 0 0 5 (1.8) 1 (04) 0
TP ER S 24 (8.6) 17 (6.1) 0 28 (10.0) 24 (8.6) 0
/MRS 2383 5 (1.8) 0 16 .7) 6 (2.1 0
H Bk S 30 (10.8) 11 (4.0) 0 28 (10.0) 10 (3.6) 0
KRB L UHERE
BARGR 47 (169) 5 (1.8) 0 57 (204) 4 (1.4) 0
&= 7 %7 AdE 15 54 1 (04) 0 9 32 2 (0.7 0
 BERARIUREAARMRES
) 36 (12.9) 1 (0.4) 0 24 (86) 2 (0.7 0
5 AT 32(11.5) 2 (0.7) 0 26 (93) 1 (04 0
R R E
BREE 23 (8.3) 0 0 7 (2.5) 0 0
K= a—m/F— 55(19.8) 3 (11) ] 37(132) 2 (0.7) 0
BEIRRTE 15 54 1 (04 0 13 @46) 1 (04 0
KEMBE =2 —aNF— 31 (112) 0 0 36 (129) 2 (0.7) 0
EER LU THEES
BB 126 45.3) 1 (0.4) 0 100 35.7) 3 (1.1 0
& 2 FEAE 29 (10.4) 0 0 15 (5.4) 0 0
%5 28 (10.1) 0 0 20 (7.1) 0 0

723 AFIBET IV TRVE MR R 14 6 (5.0%) . KBS - EEE D FH 14 61 (5.0%) .
PRRIEE (X7« NU—IEREES) 5561 (19.8%) . FFEEREREE 26 4] (9.4%) . FIR
PRESREREE 31 ] (11.2%) . TEMABEEREE 2 61 (0.7%) . BHEES (RATREME
BRE) 681 (22%) K infusionreaction 6 Bl (2.2%) MWD LNz, Tz, BEDK
JEFEE (BB BEIREGERE, WA, BRAEES) | RIBHEEESE, | BIBERRB., K
K. B - BOUGRMRE, EAERERE. N - BEIEA. R OMEA. DK, Rk
M /INRIBD HESRBEIR . PR ML L R OFRIFERBHIIRRD Dz o 7=, ARBITERARIRK
HEEES (BRAREEREZ2ED) 250EHERE2RT,

OEEER FIMMEFAER (KEYNOTE-042 :5%)

HEFRIIAHFIBE 610/636 B (95.9%) K UMLFFERE 606/615 ] (98.5%) 1258 &
N, RBRELORRBEABTECERVWEERRIX. ZhTh 399636 il (62.7%) &
U 553/615 B (89.9%) 12588 bivle, WM OB TREEN 5%LL EOBWERIL TR
DEBYVThHoT,
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#210 WTNHhOBECREEN 5% EOBHER (KEYNOTE-042 3B

(REMMEFTHREH)

FERIXSHE (SOC: System gz (%) :
Organ Class) AF (o= 3¢5
HAKZE (PT: Preferred Term) 636 i 615 il
{MedDRA ver.20.1) 4 Grade Grade3-4 Grade5 4 Grade Grade3-4  Grade 5
2EIER 399 (62.7) 104 (16.4) 13 (2.0) 553 (89.9) 246 (40.0) 14 (2.3)
MEE LN VI NREE
=4l 35 (5.5) 4 (0.6) 0 229 (37.2) 80 (13.0) 0
A mERBAME 10 (1.6) 0 0 35 (5.7) 10 (1.6) 0
BRI AME 5 (0.8) 1 (02 0 88 (14.3) 46 (7.5 0
/R AME 3 05 1 (02 0 56 (9.1) 10 (L.6) 0
WNOWEE
AR IR RETLIESE 37 (5.8) 1 (0.2 0 1 (02 0
AR RRIE T 69 (108) 1 (0.2 0 2 (0.3) 0
BBkEE
EFH 8 (1.3) 0 0 68 (11.1) 0
T 34 (53) 5 (0.8) 0 46 (7.5 1 (0.2 0
i 31 (4.9) 0 0 184 (2990 7 (L.1) 0
A% 7 1.1 0 0 31 (5.0) 0
& _ 15 24 0 0 97 (158) 2 (0.3) 0
—f% - BHEER X UM S OWEE
I FIRE 27 (42 3 (0.5) 0 60 (9.8) 10 (1.6 0
P F 50 (7.9 3 (0.5 0 102 (166) 8 (1.3) 0
FRER R
ALT #00 45 (71.) 9 (14 0 53 (86) 5 (0.8 0
AST 8890 41 (64) 4 (0.6) 0 49 (68 2 (03 0
3 PRSI 2 (0.3) 0 0 86 (14.0) 54 (8.8) 0
MRS 2 (0.3) 0 0 64 (104) 20 (3.3) 0
F i BREGR 3 (0.5 0 0 71 (11.5) 32 (.2) 0
B L ORERE
BARR 40 (63) 5 (0.8) 0 109 (177 9 (1.5 0
BHEHRRE LU A HRRRES
B 27 (4.2) 0 0 46 (1.5) 0
fhvaE 20 3.1 1 (02 0 50 (8.1) 0
PR R REE
FiME = 2 — S F— 1 (0.2 0 0 50 81 5 (0.8) 0
KR = 2 —a F— 3 (0.5) 0 0 41 67 6 (1.0) 0
IR 2, HERES L OWERRREEE
Fitifigi 2% 43 (68) 19 (3.0) 1 (0.2 0 0
BER L UK TGRS
" BiESE 2 (03) 0 0 136 (22.1) 7 (1.1 0
5 46 (7.2) 2 (0.3) 0 15 (2.4) 0
5 46 (7.2) 3 (0.5) 0 27 (4.4) 0

7236, AKIBEZ BV TRIEMERGRE 49 6l (7.7%)  KEGK - EEO T 10 41 (1.6%) |
BEEOKBESE (MEHMERERE, S, EREES) 14 (02%) . #WREE
(FT v NU—EGEHE) 16] (02%) . FFEREREE 76 41 (11.9%) . FIRIREEER
=926 (14.5%) . FTRAMAEREE 3 6] (0.5%) . BIBHEREE 36 (0.5%) . BHE
EE (RAEHEEBRE) 360 (0.5%) « X1 (02%) . LHK1H (02%) K
N infusion reaction 6 1 (0.9%) 2338 biviz, 7=, 1 BUERB, fi - SR RAEAE
BEIEMEARE, MK - BERA. 5 & 9 IRE. R/ RBAEEEBER. AR &
URSFERBE LR b o 1o, ARWERZSBURIUIBIEF £ (BRREERE T 2 8)

rEDHEHHERETRT,

18



(R - AE]

AAOHEAFEMEEET N EZFIH LI I 2 — 30280 AH 200 mg %
Q3W, 400mg % 6 AFEM (LT [Q6W] &\ 5, ) XiX 10mgkg (KE) % 2 @R
IbE (LT TQ2w) &3, ) THRE LEEOASIOMEDRESRS SN, F08
R, A 400 mg % Q6W TG L7 BEOAKIDEHREEIZ 51T 2 ML PIRE (2L
T [Cavgssl &5, ) 13, AHI200mg % Q3W TG L72BED Covges & LT 2 & FHI
Shic (FTR) . Fiz, A& 400mg % Q6W T E L =B &K O EHINEIZBIT 55
EILEPRE (BT TCnaxs! &9, ) 1X, &K 200mg 2 Q3W THE L72BED Cuaxss
CHBLTERELZRTETRIENZbODO, BAABFIZBOTEEMSHE ST
DRE - HETH 54410 mgkg (KE) % QW TEE LI2BED Cuaxs & Hl U TIE
EERTETFRSN (TR) . &b, BUHRAEEE % IRICHHA 400mg & Q6W
TERE L7/ BIHERER (KEYNOTE-555 3U8R) & V& 5 7- ERNEIZ 35 < Eiyghke
NRIA=FE v Ialb—va i) PRILZEYERE RS X —&2 LEEILZ(THR),
MMA T, BEOEE BT 2BERBRAEICESE | AR OBRER L G TReM
& OBIEZRET DBRBRISE T AHSER SN, AF 200 mg % Q3W Xid 400 mg &
Q6W THRE L7=FROBRERE & FHME IR EN L OB OV TR SN /R, L
DM - ABEOM TAIMR VO REMICHMBLZR IRV ETFRIENT-,

K11 FHORDERNT A—F

BEFE | Gonn) | omd | ogen | gen | Gomn | e
200 mg Q3W' (58.55?'519.7) (27.27?;8.1) (17.1;,;.118.3) (91 .97?'984.1) (49.?3(,)-? 1.0) (30.1(,)'391 4)
400 mg Q6Wt (12;’2 ?2 4) (32,3)??2.7) (10.11(,)'16 0.8) (14221;49) (50.51(,)'57 1.3) (19.?;?;0.9)
i | taseisee | NA Gasrsy | NA o =
10 mg/kg Q2w (212,2(2)23) (14;?‘1‘45) (11;,1 ?21) (42:,2233) (272,7;82) ( 19;,9;00)

1:0=2993 100EIDY I 2l —va XV EHENZRATEHEOTRE (2.5%5,97.5%5) . Cuax : PIEEE
EROREMIEPERE, Cuop: YEBRSEOFEHMBEDIRE. Cun: PIEHEE (4702 255 OBKMLE
EP%E\ Cmax,ss 3 Eﬁ%%&zﬁbjéﬁ%—m%qjﬁfg\ Cavg,ss 5 iﬁ%ﬁg&:%ajéqztgm?%qjﬁg\ Cmin,ss 5 Eﬁ%ﬁf“:‘:
B} 5 RARIMm i e
156 BPIOBMELHE (95%EERX )
§ 41 FlOBTEHE (95%EEX )

NA : %20
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4, WERRITHOWT

AR OB ST LT, AREME L CHEARERE (2AHREE) HBEELhLTH
BT bk, YERELEIIER TEAMR THILERD S, £OLT, EELY
2 5 GEEE (RMP) ZH5% | AR O EE SRV ETIER ~D W ki 23 5 ek
ThoT, AROBENEGLEELZZE - BHEL, AFOBREICL Y BELEIERNZ
FI LB RIET 5 2 E BRER D, UTFOO~@DF T E R THERIZE N T
BERTH_EThH5,

@ MRiTOVWT

@1 TFEo (1) ~ 6) OVTNNIHRLETIHRTHD Z &,

(1) B EIRE ST 5 75 A B ORISR (BRI IR A REHE L AU

- RS A BB EEIL SR, HUIRDS A BB IRIRRE R &)

() HEHREREE ‘

(3) EBERFRMIBIEET S BRABIEERE (BAZ %@#%Eﬁh IR AR
WhRRL. BSABEEEHEER R L) -

4) ARICFFEELZREL, %%k%ﬁ&%ﬁlﬂi%%ﬁ%ﬁ&mﬁzwm B
R B REEIT> TV B HEaR

(5) PLEMEEALS EEME QMR IEEIR D BN 21T > TV DR

D-2  FiEE OLSRIE R ORIE AR B O XG50 70 505k & R & R oIERT (TR O
WIS T AR 2, UEBEROAAICET I MROREE L L TRESH
TS E L,

x®

o EMRHFRES 2 FEONPHEERET LRIZ 5 FLU EORABEDERIME 2
fToTnWaZE, 96, 2L T, @A%%%&%ikbt%%@%i@ﬁ%%
FToTWAZ L,

o EMRFRES 2 FOPHHERZET LRI 4 EUEORKRERZALTWD
Zr. Hbh 3FELLEIT, RO A RYIRE Y B TR O BRIHE 21T -
FUAEIEEE

@ BRNOEXRSFEHREBROMEHIZOWVWT

EXRLIERERCRET IEEENRB Sh, MESENSOBRED, AN - &
VLI IBROEE R NEMSICHT 2 ERER, AEFRBRE LLHEORSE
. EREONITONABRHNESTVWEZ L,

20




® BlIfEA~ORRRIZOWT

@®-1 HERAHICET 2 BN
BEMERRBSEOEBRAERNRAE LTZBIC, 24 FFRIDHEEH O T, YEEs X
IEHERRR 123\ T, FBL L2BITERICE U CABRS B O CT & ORIER OERNZ &4

ERREOHERENY BPIZE LN, EHICRHISARERGRAE-TNWE I L,

@2 ERNEHICLIAFFSANNCETIEYS

BABRICEDL DBEMANRIBMEAUOKELZE T 2EEEEENBIERT=%) 7
EEOERDOAY ) == T RITVEIRE L fER % LG TE 2 F— AEREH 2 &
S TnBZ &, 2B, BHEEHICOWT, BABE L ZOFRIZTDICAGENT
WwWarZ &,

@-3 RUEROZECHIICELT

BIVER (RIEMEMREIIN L, KIBZ - /MR - EEO TH, FIgMERE - SR
Bl BWERE (RAEHEEERS) . NHOWEE (FTRAMSERE, FikEke:
TEE, BIBHEEREE) . | BRI, S OBk, A - SSUTIAEEE . Mk, BEEOR
BEIEE (PR STRARE ., SRR (R . STMAIBE, BRMES) | infusion
reaction, % - BEMEZe . EIERGENE, MEIEE (X7 - SL—EREE) . LK.
EE R MRS (Gt m/ MR MRS, VMR ., RIS, MERERIES) |
MERERFEGERE, ) IO U C, Maiak U B et B 0 B P % A 5 [E
L L EUEROZERRSICE L TSR OXEE S b3 &b L) |
B HICEE R BN TE B EHAE-TWE D L,

21



5. REXRL2DBE
(BRI BE 4 2 %] ; _
O AAOHEMBEITTROBECBNTEPERTRSL TS

o ALFEREREDI EGFR BB TERRM ., ALK @68 E TR T PD-LL B
PE (TPS=1%) DOUIBRARRELEST - BROIE/INlIRfEEE

o FIFFREKEETLERER AT 5 PD-L1 B (TPSZ1%) OUIRAREER
AT - RO/ ERE (lok, EGFR BIEFERBEME XL ALK @l A&
GEFEEOBE T, N FN EGFR Fu L% —FHERI XX ALK Fu
oS —EHREROREREH T 2 E8E)

B, TPSIERAT R Y X~7 (BETFHEER) Oz =42k (BR5E4

PD-L1IHC 22C3 pharmDx [# =] ) #HWTHIETHZ &,

AF O OFEMEER & OHFARSIITROBE BN TADENRELTY

D

o RANLFE REROTTFFRANE OHAEE LBEEREOR, EGFR &
EFERBRERD ALK BAEETREOUBRARERET - BROFERF LK
FE/INH B AR BB

o INRTTFURONRT Y ZFEA NI nab-/N7 U Z XA EOHRHEKSE b
LRER O 72 WEIBRTRRE /AT - R OR Y LR IE/INERa A B

TLEEFRERE D 72\ EAT - IO/ MIRIE B 1X, PD-LI4E T PD-L1EE (TPS

>1%) THIZ., FAROEMBELEERT 2% Thb, Ei, EELPEREICK

TARRMHICHERRNEE 2 b D BEITH L TiE, PD-LIRBRIIZ D5

T FNENOMBANCR U CEE AR (LR L ORI GEBRTHZ LB

TED, B AROBGIZH - Tix, IEZET A N7 A (HARMEESR

%%%Eﬁ—g—é & (iil)

TRICHY T 285! ’ﬁ?‘éﬂﬁﬂ@?&—ﬁ&@ﬁﬂ%ﬁ& ZDWTIHE, AN DR NER

ML EINTES T, AFOBER LR LR,

o itk HEBIRIE

o QOTHAFIOHEER T I N TV RWMOTTEMIERH & Ot AR5

[§230)

PIZIE. FEZRTA FT4 v (AARMEZERR) LBV T, N4 —BIZTERERERE»D

(DECOG Performance Status 0~1 %2 T 75 5% £, XIiZ@ECOG Performance Status 2 #2 DBETIX, %3
ﬁﬁﬁﬁﬂ(Ft?%tw%)Dﬁﬂﬁﬁﬁﬁﬁéhfﬁb\:@i5&%%fﬁ\@ﬁm?ﬁﬁﬂﬁ?

AECRER DD LEX DN D,

D ECOG @ Performance Status (PS)

Score

E&

0

L MEREETE 5, ML R U EEEFESIHIRSR AT 5.

1

PRSI LWEBNTHIRR S 2 23, ATHET, BIEECE > TOERIITHI Z 23 TE 5,
Bl BT, EBHEE

BITAIRECA S PHDEY D Z L 3T~ TAREEAERIT TE RV, BT O 50% B~y FATE I,

BlwiN

BONTZESOEDOBIY O L LxTERY, AFO 50%L L2y KOET TR I,

BT, BHOHFOEY O LITEL TERY, BRRXSy KR TTRIT,

22




[Z4tEizB+ 5 FH])
O TREZETIBEFCOVWTEHARORERERLE SN TWEZ b, &5 21T
PNz &,
o AAIDRSIT R UBBIEDBEER D B B BE
© WRATOFTEIZIO T FRICHEY T 2 BFICOVTIL, AR OR GRS 20
D, ORI 2 WEAIZRY . BEICARZHER T 2 &%%ET%%
. HE@%%$®AﬁXi%E®&5$%
s MEEGHRE CHEE % bé$%&0@@ﬁ@ﬁ%ﬁ%ﬁﬁ%m%&%ﬁ
%®%K*Eﬁﬁkﬁ&%néﬁﬁ
s HOERERBOSH. XITEMNARE L IXERED H R REOBERED
bhoBRE
o IEBRBEE EhSMRBEELSD) obiRE
o EROBREIIBEFEEATIAE
*  ECOG Performance Status 3-4 42 D
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6. BEELTEHETREEE

@
@

®

@

TRAF SR TN %, BUE IR TE 3 H DN R 2 ERHE IS B D & RE| O Rt KR USE IEE

RO DIc LB ERE+DICEBHE LT LERT AT L,

BIRBIBIZ S D, BEXIIZORBEICEIERMaRE 2+ o3 L. REEE

ThoETHZ L,

EREER O~ A MZ2OWT

« MEMMERRHLDLNEZERHEDT, AROEREITHTZ > Tix, YIHE
(B, RN, k) O RO X MREOEKSE, Blgr+
SWATHZ &, . LEG U T CT, MiF~—A—50REL MY
5T &,

e infusionreaction 28% H N D Z L3 dH 5, infusionreaction 3FRD LB AT
X, WERRBEITY & & bIC, ERVEET S E TREOREL 0 ICBE
THI L,

o HURIBHKREIEE. TEABERERVRIBREREND DRI ZLEBH DD
T, A OB 5B R OG- P EHRIC A WHERERE (TSH,  LFRE
T3, 8 T4, ACTH, M 2L F Y —VEORE) 2 FEET D L.

o FPHBEREE. {LMHBEARSLLNDZ ENHDBDT, RFEIOFEHLARTK
OB 58 IR AFERRIRA (AST. ALT. y-GTP. AlP, BV L E %
DRIE) 2FEHBTHZ &,

e RO WWRARMIEERELLET) SOBRRREERSH LIS

IENBHBZOT, EHNCIROREOFEELHRTHZ L, £/, IROEFER
BOLNEHEICIE, EOPCERBEL ST 2L RELIBET S 2 L,

o AHOBEICLY . BECRERISICRETS LEZ DAL REBRORE
NHobNdZtBb5, REPRDONEHAITE, BRLEZFRIIE L
BRI 722505 & BRBR & R0 RN & EHEE U GEYI BRI 21TV WE ORE
RIS & BEIER A DN 5 BAITIE, ARIOKREUIHIE, RUEITRE®
NEVRIOBRES2EZEEBTHI L, 2B, BIBRERNVEOREIZLVEIE
HOBERRD bRARVESIZIE, BIBRERVE LSO MHIF OB
bEETD L, _

o BEHETH. A LB ARBLTHLEWERRRERTZ I L RH DD,
AHN OB ERK THRICHRIVERORBIZHSICERT I 2 &,

o 1 RUERE (BUE | AUERBEEET) bbb, BRKEES b7V F—Uv X
WWEDRZEBHHOT, 0B, B, IBHZEOEROFEHALMEEED EFIZ+
SEETSHZ L, 1 BERBER RPN -BAIEREEZPIEL, AR ) 8
K OB GHEOWY)RNEEITO Z L,

AF DEEEFRBRIZ BV T, KEYNOTE-024 5k & ' KEYNOTE-042 RER Tid# 5B

a5 9 @I L2, KEYNOTE-189 BRER T3 50456006 6 HEKC 12 8B, LA

BlX48 B ETORTL, £D% 1238 Z & 12, KEYNOTE-407 38k T3k 5546

MH6EE. RBEERVISHEA., UKRIZ45BEETIORT L, 20% 2B

WCAHIMEOFHBZ 1T - T\ e 2 & 2BEBIC, AAFR G HILEHNICEBRE TR

DHERZITH>T &,
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BEERHEET A R4

Ra7nl) <=7 (EBFHE#Z)
(GR7%4 : %A hA—F SFEEE 100 mg)
~EHEAE~

V2 9F2H (7024 8 AHKET)
BEA5BE




B&

1. Uiz P2
2. AFIORM, (ERMF P3
3. BRARRNAR P4
4. WEFRIZHOWT P16
5. EXMRLELDBE P18
6. REIZBLTEETNEHE P19



1. IZU®IC - |
ERS OB - REMEOHR DT DITIE, T STEE ISV S IE 26 A sk
bb, EHIC, ITFEORZHENOESRIZ LY, FURKERM 2 X OFEH 2 T3 /E R
FEERNERINSPT, 2hbOERSZEICSNE R BEICRET 2 2 L SBED
REL 2o TRY EEMBOEE L YWEDOEARS & 2016 (R 28 4 6 A 2 BREERE)
EBNTH, EHNERGSEOHEROREHELZRDZ & L ShTH3,

FRERRT BRI, EEEROREN T 1 7 7 A VREEOEER LB 5 R
RBZEBDH D, Z0kd, AIEROREMCET 2 HEA+0EET 2 £ TOR.
LREKBOBELRZIT D Z L BMF SN BEITH L THEAT S L &b, BlfE
FANFEHR U BT HE RIS & B 2 L SRR —E OB % i 73 e 8 4
THZEREETH S,

LEeBoT, BHA KF4 2 Tlid, BIRBEERZNETIZB LTV B EZEEH -
R RMICESE | UTOERGOREREREHEET 2880 b NBERER, £2
FROEEFEEEYFT, x

Ik, AHA KT A ik, MSTATEE N ER G ERBIRAHE, AHHEA A
BRARIES S, — A EIEA B ARBRNRES R OAKHABA B AR ER 2L 0H S
DY EER LT,

MR ERDERED XA M —F HHEE 100mg (—4 . a7 v X~v7 (&s
THEH %))

KR ERDPRNIIPR - BB

ARERDAERVRE @, A, a7 n ) X< (BETFERZ) LT, 1
[5] 200 mg % 3 FEMERRS 1 Bl 400 mg % 6 @EHHFE T 30 45/
DT TRIEFRET 5, L., WERHEIREORA L. 58I
X 12WAETET D,

& B 58 ¥ & MSD A&tk




2. AHIORE, (ERBF

¥ A M —F EEEE 100mg (—R4 a7 e ) X7 GEEFERL) . UT IR
1 Lvy9,) i&, PD-1 (programmed cell death-1) & =DV # . K Céh 5 PD-L1 KU PD-
L2 L OB LTEBEREYT S, b MEiges T/ 7 n—F AP TH D,

PD-1 {13 T MR Sn s SRR > & WA 5 72 9042 23 AR D3RI P 3 B 3 2 e e il
A4 »F T, PD-1 %, RERREICBVTEER T MlaoMEREICRERE L, HEM
RG2S R NE BRI RERGEHET 5, $ebb, PD-1 YV Nk
ETAZ LIV RESERIC LDV I EERAICHIET 22 EMAKTH S, PD-L1
DEFRBICBITARRIDL TN TH B, £ ORAMIRTIE T MEOBX 22

ZIZ BRI LTS, PAHIRRIZEIT S PD-L1 OBEFBEIIL, B, RS,
HMHH@F PREGE . FE/NHINARES Ok« RBPATTFRAREFTH Y, BWEFRL
OFEBHENHE TN TN D

%E%z@ﬁw@ﬁﬂ“ﬁﬁ%aé}: PD-L1 ;ﬁﬁ@msam:e PD-1 & PD-L1 ORI IERE
OGIEERHC BN TEEARKE ZHH S 2 ERARBIN TR FiIRBAREROERN L
LTS T3

- KA. PD-1 & PD-L1 RU'PD-L2 O ) v ROFEAERET D Z &LV, EE
MUNBETOBERROMAEEMSE T Vo 8RkEEE L S, FUEEE > EEL
T3 L THIEREDRERET S,

Kﬂ®¢ﬁ%ﬁ’%6<ﬁf®ﬁfﬁf’ié@¢ﬁ%ﬁ%%bh,E%Xm%tm
% 5 AH @#@5 AR OB ERR OB ERICE, BEOBELTHITV, BESR
B HNTHAITIL, FEL L BHITE U PR ik & R 2 B OB & EHE L O
@ﬁ%%%m%ﬁw‘ﬁﬁw%rﬁf 2 & BEWERNEDN D EAITE, BIBRE SV
£ LRI OB EE OB R IVE 21T 5 BERH B,



3. BEPRRGE
M RABE ORGSR 21T o - E R BIRRBR OB % R~ T,

[B2htE]
OEWNE I b3R8 (KEYNOTE-041 #B&)

{EFFEBEDOR2NIIA B Y v (BETHEEZ) LTI a=T] 20 ),)
BEERN2 VYA E TOLHRER 2 AT S RIGUIR R e 72 Bk B E R 42 6

(AZhPERRAT e 52 37 f) %5 BRIZ. ARAI 2 mg/kg 3 BRI (BUF TQ3W) L1 5,)
BEDHEUMER NELMEP R SN, 2B, BEEEHE THEBEITHERD Lh-HA1c.,
BRBET 2 N TIER BT SN RVEOBRKMICEE LTV 5 BF Tk, KRGO
GEHE CREET RO b D E TAAOR G 2k T2 2 LA L Shi-, TEF
BHEE Td B5EMR[RECIST HA K74 > 1.1 BUCE-S < sl iz L 252455 (CR)
XI5 (PR)] 1L, 24% (95%(EHEXM : 12~41) Thotr, 2B, FANTHEL
7 BRMENL 10%TH o 72,

@A E T EER (KEYNOTE-002 3AER)

A VY A= TR HEEEER T HRIBUBR TR B RARE R 2 xR, AA 2
mg/kg Q3W 5 K TN 10 mg/kg Q3W 5 DEPMER VL EMEN, (LEEE (X AT
VTESRIRN, ANKRTTF RV EXEABANRTSF o+ ) 8 %
T B NICCRE) & 5,) BXBE L TR SN, RB, EiEHE TR BET R
B L NIFEI REBEITE R TIERAED bR VEDERIICEE L TS BRE
T, REILEOBEG AN TREBETHRD 5D TAOBRE 235 = L 8F
BE& S, EEFMEE B IX2AEFHE BT [0S 2 9,) ROVEREAZHR (B
T IPFS) &\\9,) & &, AANILESERE L ik L, PFS 2 A B ICIEE L,

1 AYERE (KEYNOTE-002 3BR)

A 2 mg/kg AH 10 mg/kg #=z-305
Q3W Q3W
_ (180 1) (181 1)) (179 1)
FdfE [A] ' 13.4 14.7 11.0 °
(95%CI) (11.0, 16.4) (11.3, 19.5) (8.9, 13.8)
0S | ~H¥F— KH2 0.86 0.74
(95%CI) (0.67,1.10) (0.57, 0.96) —
P " 0.1173 0.0106
FdE (] 2.9 2.9 2.7
(95%CI) (2.8,3.8) (2.8,4.7) (25,28
PFS™ | F— REp®2 0.57 0.50
(95%CI) (0.45,0.73) (0.39, 0.64) —
P i <0.0001 <0.0001

CI: {SHXM, *1 : RECIST # KT 4 ¥ 1.1 ICES < HFEHBER OIEEEMEIC & 5 2.

*2 : R Cox SNV — FEF/MZ K DLFMIE L DR, *3: BRIu 7S5 7 iRE




100 1<
901 5
80
70
& 60 -
gso{
# 407
30
20
10

0 e

0 3 6 9
at riski
## 2mg/kg Q3W 180 131
#810mg/kg Q3W 181 138
{LSioE ' 179 115

12

95
99
80

15 18 21
&M (A

70
79
60

24

61
67
48

27 30 33 36
11 o
12 0
] 0

K1 OS ® Kaplan-Meier Hi#f (KEYNOTE-002 3A8%)

—— &% 2 mgikg Q3W
——— dAmp/kg QIW

at risk&

8 2mg/kg Q3W 180 153 74
#%10mg/kg Q3W 181 158 82

{EFHoE 179 128 43

53 26
55 39
22 15

9 4
15 5 1
a4 2 1

2 PFS ® Kaplan-Meier Bi#f (KEYNOTE-002 #R)




Qs EMAHABR (KEYNOTE-006 #5)

AV LT TICEDIERBORNIIA ) AT E2EERN 1 LI A LT T
FHREBE AT HRIGURREE 2B RAIERE 2 5810, AH 10 mg/kg Q3W B5 K
U 10mg/keg 2 BREIFE (T TQ2W] & 5,) BEOHERMROLZEMER, 4V 4
7R E UTRET SNz, Ao, BT CEEEITRED N BAIC, EBE
TERTIERDPRD bNRVEOBRKINCEE L T 5 B85 Tk, WEDLIE OB
TREETHIRDOON D T THRANOE G 2T 2 2 L3 FREE SNz, TEIMEEE
1L OS RU'PFS & &, AFNIA B Y A=T LIBRL T, OS RO'PFS # A ZICHEE L
e

F2 AEBE (KEYNOTE-006 3R5R).

A 10 mg/kg ZAHl 10 mg/kg AU h~wT
Q3W Q2w
(277 B1) (279 45i)) (278 %)
ol [A] NE NE NE
(95%CI) (NE, NE) (NE, NE) (13, NE)
OS™ | A¥— RHp®2 0.69 0.63
' (95%CI) (0.52, 0.90) (0.47, 0.83) —
P fE" 0.00358 0.00052
hRfE [A] .41 5.5 2.8
(95%CI) (2.9, 6.9) (3.4,6.9) (2.8,2.9)
PES™ 5 | N¥— K% 0.58 0.58
(95%CI) (0.47,0.72) (0.46, 0.72) -
P [ <0.00001 <0.00001

CI: {E#EXM. NE: #ERTA, *1 : FREEOT —% 20153 A3 B v hA 7, *2: &R
Cox LBINF — REFMZ L BA E Y AT L DB, *3: BRIT 7 5 7%, *4 : RECIST &
A RTA 2 10 BRICES ST Uz ST RRHE B OBEIE I EIC L A28, *5 : DRI OS —
Z (M4F9R3BIy vAT)



100
90
80 -
70

&€ 60

# 50 -

E 40
30 | ——— imgrkg QW
20 AM10mg/kg QEW
10 ] —— +evaer

at risk & A
#H10mg/kg Q2W 279 266 248 233 2 g 212 177 67 19 i
##10mg/kg Q3IW 277 266 251 238 215 202 158 71 18 ]
AEULIT 278 242 212 188 169 157 117 51 17 0

3 OS @ Kaplan-Meier Hift (KEYNOTE-006 E%)

100 —{rg—
i - o e e A0 10/ g QIW

80 "\ ——— 2 10mg kg QAW
g 70 ] 1 — UL

14

RN (R]

~ at risk®

FH10mg/kg Q2w 279 231 147 98 49 7 2 0
A 10mg/kg QAW 277 235 133 95 53 7
AEULTYT - 278 186 88 42 18 2 0 0

—
—

X4 PFS @ Kaplan-Meier #i#f (KEYNOTE-006 3RE%)



@@%/\H%mm*ﬁﬁ (KEYNOTE-054348%)
BYREORAT — VI *V oEMEREABHEE (AARASFHEET) 25Emic. g

FBNERTE & U CARI200 mg Q3WH 5D F 0 R N2,

TS RERBE L TR

HEhe, EEFMEEITEERALYRE (LT TRES) &1 5,) & &h. AFIETS
TREHE LT, RFSZAEEICEE LT,

#3 APMERE (KEYNOTE-0543A5%)

A #1200 mg IR
Q3W
(5144) (5054)
HioRfE [AH] NE 204
(95%CI) (NE, NE) (16.2, NE)
RFS™ NP — R 0.57
(98%CI) (0.43,0.74) -
P fE" <0.0001

Cl: fE53EXR. NE : #ERT, *1:
Coxtbffl Ny — REF LI L B 7T R L Ok,

# 5. NE : Not Estimated

T RIEAT IF D 7 — &

(2017FE10A2A v F A7,
*3 0 BRI ST T BE,

*2 : f@Hl

Q3W : 3[R

100
90_.

| ——— &E200mg Q3W

FoeiR

at risk¥#
A#1200mg QW
ISt

514 438 413
505 415 363

3 6 9

T

12 15 18 21

EEREFEMA]

392 313
323 264

15
15

73
60

182
157

24

5 RFSOKaplan-Meiertifi (KEYNOTE-0543%8%)

1 AJCC (American Joint Committee on Cnancer) REIZME (B 780 ICE S TE. 27— VA Tk Y
YREINOEEBEN 1| mm BOBE DI,



[Z2 2]
OEMNE 1 biERR (KEYNOTE 041 FRER)

BEEGIT. 414826 (97.6%) [TRO L. BREL ORRBEENEETERVESE
AL, 3442 5] (81.0%) IZRRO BT, FEEDR %LU EOBIEMIITRO LB T
HoT,

%4 RBEER 5% EOBYER (KEYNOTE-041 RER)  (ZSMARNT X SEM)

e Bl (%)
BeERIR44E (SOC: System Organ Class) -
EAZE (PT: Preferred Term) 8 mg/l‘(é ;ﬁwgi
(MedDRA ver.20.1) £ Grade Grade 3-4 Grade 5
2FIER 34 (81.0) 7 (16.7) 2 4.8)
N IEE
RIS AR TR 4 9.5) 0 -0
BipEE
TH _ _ 3 7.1 0 0
—f% - REEER X OEREHAORE
=0 5 11.9) 0 0
FRPRIRE
AST #5/ \ 3 7.1 0 0
S BRERERIE AN 3 (7.1) 0 0
BE R L O THskEE
% 5 R 6 (14.3) 0 0
EOR R R B 6 (14.3) 0 0
M HBE 3 (7.1) 0 0

. BEMIER 1B Q4% . KB - BEOTH 241 (4.8%) . FFHRERE 3
Bl (7.1%) . FRMAHEEREE 2 #] (4.8%) . HIRISEEREE 6 # (143%) . infusion
reaction 1 i (24%) RU&E DH;% 161 24%) RO LT, E, MRS (X7
Vo NU—EGERE) | BHEEREE (RETHREEBRSE) | BIFESE, 13?”1%);?%;
BEOREEE (&)‘%’*ﬁﬂ%ﬁﬁﬁﬁﬁi\ LA, BRAEES) . BER. BHR - BEUH™M
fRRE. EUERFEE. NS - BEBER. UK. SEEtEf/ MRIBUO RSB, it i
B OFRFERBEIIRD bhvinoTz, zkmlli’ﬁ)ﬁ%ﬁﬁmﬂ IRERES FRAREERE LS
tr) EEDEHRBRETT,

QN FE IR (KEYNOTE-002 3ER)
AEFELIL. 2mgkg Q3W B 172/178 1 (96.6%) . 10 mg/kg Q3W & 178/179 fi] (99.4%)
R ONICC B 167/171 ] (97.7%) \Z3RD b, R E ORRBGRHSEETERVWAESE
BHIX, FhEN 121178 61 (68.0%) . 133/179 il (74.3%) KUt 138/171 41 (80.7%)
WD LR, WERDLORETRERRN 5% U LEOBRWERIZITRDO LB ThoT,



£5 WThHrOBETHERN 5% EOBWEA (KEYNOTE-002 BRBR) (248 EaM)

el Y ‘ BE (%)
iginﬁgfsgﬁ WEOIE: St 2 mg/kg Q3WEE 10 mg/kg Q3WHE ICCRE
HAGE (PT: Preferred Term) 178 f1 129 51 171 )
(MedDRA ver.18.0) 42 Grade Ggaje Grade 5 2 Grade ‘Gga-c‘l‘e Grade 5 % Grade G;a;le Grade 5
2EIVER 121 (68.0) 20 (11.2) 1 (0.6) 133 (74.3) 25 (14.0) 0 138 (80.7) 45 (26.3) 0
MER LY RS
=yl 5 28 1 (06 0 7 (3.9 0 0 3505 9 (53) ©
B BRI E 0 0 0 0 (0.0) 0 0 14 82 6 (35 0
B R ERPBAME 1 (0.6) 0 0 1 (0.6) 0 0 14 82 6 35 0
I MRS E 2 (1.1 0 0 1 (06) 1 (06) 0 16 (94) 4 (23) 0
oI E
R IR AR TE 9 (5.1) 0 0 13 (7.3) 0 0 0 0 0
BEkEE
B 5 (2.8) 0 0 9 (5.0 0 0 14 (8.2) 0 0
TH 15 (8.4) 0 0 19 106) 2 (1.1) 0 14 (82) 3 (1.8 0
B 8 (4.5) 0 0 16 89 1 (06 0 356 327 4 23) 0
Al 2 (11) 1 (06 0 10 56 1 (06 0 26 (152) 4 23) 0O
—% « EHEER LR EEMOIREE
\|AE 6 G4 1 (06 0 8 (45) 1 (0.6) 0 10 (58 1 (0.6) ©
7 40 (225 2 (1.) 0 52{291) 1 (0.6) 0 62 (363) 8 (47) 0
FEN 6 (3.4) 0 0 11 (6.1) 0 0 8 (47 1 (06 0
ER iR
/MRS 0 0 0 1 (0.6) 0 0 13 (76) 5 (29 0
REB L OFEES
BARROR 8 (4.5) 0 0 17 95 2 (1.I) 0 26 (152) 0 0
BB TRE X U SRR E
ESiEPE 13 7.3) 1 (06) 0 12 (67) 1 (06) 0 9 (53) 1 (06 0
5 YR 9 (5.1) 2 (1.1 0 7 (3.9 0 0 10 (58) 1 (06 O
IR RIEE
R = 2 — R F— 2 (1) 0 0 0 0 0 14 @82 2 (12 0
GEIRE 1 (0.6) 0 0 2 (1.1) 0 11 (6.4) 0 ]
BESB X UE THEES
i ZE0E 5 (2.8) 0 0 1 (0.6) 0 0 35205 1 (06) 0
BRERLR 9 (5.1) 0 0 9 (5.0 0 0 2 (1.2 0 0
% 9 FEIE 37 (20.8) 0 0 42 (23.5) 0 0 6 (3.5 0 0
323 21 (118) 0 0 18 (10.1) 0 0 8 (4.7 0 0
BRI B 5 (28) 1 (0.6) 0 10 (56) 1 (06) 0O 0 0 0
FHEMEEE 10 (5.6) 0 0 9 (5.0)0 0 0 2 (1.2) 0 0

7235, 2 mgkg Q3W H K TN 10 mgkg Q3W FHZBWTERFh, BIEMMESR 1 6
(0.6%) R 441 (22%) . K%K - BEEOTH 1 (0.6%) RO6H (3.4%) . ##%
[EE (XT 2 « NU—EBRRS) 261 (1.1%) kOO0 #), FFERE 13 4] (73%) &
WIS (8.4%) . BHHEAEREE (RAAERIEMEAZ) 141 (0.6%) RO 16 (0.6%) .
TERAEKRERE 1 6] (06%) RO3H (1.7%) . FIRIEEEREE 14 6] (7.9%) K15
5] (8.4%) . infusionreaction2 # (1.1%) B3 Hl (1.7%) . EEOKEREE (K&K
TREREfERE. ZALBE, FBAREES) 161 (0.6%) RO B (0.6%) . BEZR 16 (0.6%)
B o B, EIEMESE O BIZON B (0.6%) . B - BEIEK O IR TN 1 4] (0.6%)

10



WNZ S EHBER 0 BT 2 6] (1.1%) BRD LNz, E7o. BIFES. 1 TFERR.
g < BISURRRARIE . DAFA, SORMEM /MR ERRBER, ¥ MIEE &% O F R 1T
WO Lotz ARIEMFERRNIBERES (RRREERE 2E5L) 23 0EqH
fERERT,

CFAEMHHFRER (KEYNOTE-006 3R5#)
BEFRIL. 10 mg/kg Q3W #f 264/277 $1(95.3%) . 10 mg/kg Q2W &£ 275/278 1 (98.9%)
B OV IPT B 239/256 ) (93.4%) ICRD LN, BRI E OREBERPETETERVWAESE
i3, T 202277 Bl (72.9%) . 2217278 Bl (79.5%) KTt 187/256 ] (73.0%) I
BROONTZ, WPNLDOEETRREEN S%ULORIERIZTROL BV ThoT,
£ 6 WTh rOBTREER 5% LOBWER (KEYNOTE-006 BB (R2MARTISRER)

B8 2 b1 . Bl (%)
frga afucj;;)ﬁ (EECs Bz 10mg/kgQ3WHE " 10mg/kgQ2WEE PIRE
 EAGE (PT: PreferredTerm) 25 2t 25607
(MedDRAver.18.0) £Grade G3ra;1e Grade 5 4:Grade G;a;ie Grade 5 “4Grade G;a;ie Grade 5
28ER 202 (72.9) 28 .(10.) 0 221 (79.5) 36 (12.9) 1 (0.4) 187 (73.0) 50 (19.5) 1 (0.4)
Py EE
BRI RE TUEEE 7 @25 0 0 17 (6.1) 0 0 6 23) 1 (04 0
FR IR REIE TIE 21 (7.6) 0 0 25 (90) 1 (04 0 2 (0.8) 0 0
R E
e 5 (1.8) 0 0 10 (3.6 0 0 15 (5.9 0 0
KGR 8 (29 5 (1.8 0 4 14 4 Q4 0 19- (7.4) 16 (63) 0
T 40 (144) 3 (L1) 0 47 (169 7 (25 0 58 227) 8 (3.1) 0
HNEER 11 4.0 0 0 20 (7.2 0 0 1 (04 0 0
G 31 (112). 1 (04 0 28 (10.1) 0 0 22.86) 1 (04 0
Mt 5 (1.8) 0 0 10 (36) 1 (04 0 14 (5.5) 0 0
— % - EHEER X OB EHMAORE
ESE 31 (11.2) 0 0 32 (115 1 (04 0 16 (63) 2 (08 0
I 53 19.) 1 (04 0 58 (209 O 0 39 (152)3 (12) 0
BRARRRZE
AST 88/ 6 (22 1 (04 0 14 (5.0 0 0 6 (23) 2 (0.8 0
Rt X OkEEE
BERBOEE 18 (6.5) 0 0 17 (6.1) 0 0 20 (7.8 0 0
ERRES LU S EEES
EaeigE) : 32 (116) 1 (04 0 26 (94 0 0 13 51 2 (08 0
R 6 .2 0 0 19 (68 1 (04 0 5 20 1 (04 0
RIBE L OB THEES :
% O BIE 39 (14.1) 0 0 40 (144 0 0 65 (254 1 (04 0
BB 37 (13.4) 0 0 41 (147) 0 0 37 (145 2 (08 0
0 4 (1.6) 0 0

SHEAR 31 (11.2) 0 0 25 (9.0 0

7235, 10 mg/kg Q3W B TN 10 mgkg Q2W BB W TENEH, MMM A 4 4
(14%) BB (04%) . KBp% - BEO TR 106 (3.6%) KU 136 (4.7%) . #
REEEE (70« NL—ERER%) 2061 (07%) KO0 . FFREERE 146 (5.1%)
B 23 6] (83%) . BHAEREE (RANERIEMBRE) 241 (0.7%) RO 6 (04%) .
TRAHEEREE 161 (04%) RO 61 (0.4%) . FIRIBHEAEREE 28 6 (10.1%) KUY 33
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Bl (11.9%) . BIEEE 161 (0.4%) K246 (0.7%) . infusion reaction 7 i (2.5%)
KOs B (1.8%) . 1 BURERT 1 6 (0.4%) RON0 B, EEOKEEE (5 EkEIRE
RBE, STRALEE, BRI SE) 0PI O 1 61 (0.4%) | HER 1 45 (0.4%) BN 1 il (0.4%) .
A - MR RIARAE 1 61 (0.4%) RUNO MBI, B2 - BEREZ 0 B O 1 il (0.4%) . X
CHEIER 3B (1.1%) RO 61 (0.4%) 2B LN, £, EEMGEAE, 05
R, SeEtE /MBI MESREERR . VR M R ORI IIER0 S i h o 12, AREIE
AREBRDIEEESR BRREERE2EL) 28 DEHERELRT,

Iy

@EEIELFEFMAERE (KEYNOTE-054 :ER)
B EFRITARAIRETIX 475/509 6] (93.3%) 12, 77 & REETIE 453/502 ] (90.2%)
CRH LU, IBREL ORREEREETEXRVEESESIT, AFIBETIZ 396/509
(77.8%) T, 7' Z AR TI332/502 i (66.1%) IZHB L7z, WPhOBETRESR
B 5% EDOBWERITTRO LB ThHoT-,

K7 OThhORECRIEEN 5% LORER (KEYNOTE-054 BRE)  (Z2MMirsSerm)

= E MK & E (soc Bl (%)

SystemOrganClass) AKIEE Placebof#
HAFE (PT: PreferredTerm) - 5097 _ 50245
(MedDRAver.20.1) £Grade Grade 3-4  Grade 5 £Grade Grade 3-4  Grade 5
2EI1ER 396 (778) 74 (145 1 (0.2) 332 (66.1) 17 (3.4) 0
HNoinkEE

R BB RE TUAEE 49 96) 1 (0.2 0 4 (0.8

RS RE X T E 73 (14.3) 0 0 13 (2.6) 0 0
B akEE

T 94 (18.5) 4 (0.8) 0 82 (163) 3 (0.6) 0
B 58 (11.4) 0 0 43 (8.6) 0

—f% - EHEER L OB S OREE

ESIE : 48  (9.4) 0o 0 34 (6.8) 0

it 143 (28.1) 4 (0.8) 0 135 (269) 2 (0.4) 0
FRIRRRES

ALT 3#7n 26 (5.1) 3 (0.6) 0 16 (32 1 (02 0
EBRE I UEAEEE

B 51 (10.0) 3 (0.6) 0 47 (9.4) 0 0
B YR 26 (5.1) 0 0 15 (3.0) 0 0
IR RIEE

BEE 37 (13) 0 0 33 (66 1 (02 0
R ER, JOER L OWtRREE

W1 (R 27 (53) 1 (0.2 0 14 (2.9 0 0
BB L OB TS

% 9 EIE 85 (16.7) 0 0 49 (9.8 0

B5 49 (9.6 0 0 32 (64) 0 0

2B AFIRET I\ TRIE MR B 15 61 (2.9%) . KIS - B O THI 23 6 (4.5%) .
FHREERRE 46 B (9.0%) . EHREREE (RMEMEMBRE) 261 (04%) . FEAH
REREE 1161 (2.2%) . FORIBHEAEIEEE 105 61 (20.6%) . BIBHEREREE 561 (1.0%) .
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1 BUBEIRIS 5 B (1.0%) . 5 & 5 2 4 (0.4%) .« Ak - BRAUHRARIE 1 41 (0.2%) .

BEZ 2 B (0.4%) . EIERFESE 1 61 (02%) . LHK 1 6] (02%) ENT infusion
reaction 2 5l (0.4%) WD LN, Fo, HREE (X7 NLU—EREHS) | BE
DR FERE (REHEIREER. S, ERMES) | Mk - BBk, setth/ )
I PESR B . W MR M OFRZEERB IR bz o T, ABIVERFEBIRTLIZRS
EHEG (GEREERTYED) 2E0EFBRETT,
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R - AE]

RIGUIRTRE R B B ABERE 2R & LMK (KEYNOTE-002 KB K
U'KEYNOTE-006 3BR) OfER. 2 mg/kg Q3W. 10 mg/kg Q2W K& UX 10 mg/kg Q3W
DT RO - HEIZBWTHAROF IR LRI ERITED b o
77o
AHN O BEFAEYBEMT OFER, EMEAEREICRIT S 200 mg QAW R ED
AUCss 6w (BEFHIRIBIZIIT 5 6 BB OIRE-FRI MR TEE) ©TRE [10%45, 90%
/] mg-day/mL) 1% 2.16 [1.45, 3.04] mg-day/mL TH VY, 2 mgkg Q3W & 5HD
AUCqs 6wk (1.32[0.722,2.06] mg-day/mL) & 38 L, 10 mg/kg Q3W #2510 AUC,s ewi
(7.49 [4.32,11.3] mg-day/mL) % FE-7z, ,
BMRAERE L NG L L AR OBREBRISHT OME, Bt sh - fik- HE Q
mg/kg Q3W 5., 10 mg/kg Q2W # 5. K ' 10 mg/kg Q3W #%5.) DFiFH T AUCss 6wk
LEPEROREM L ORBICHARZBEIRY Sh A hot,
AR OBEREDBEET N ERMALIZV I 2 b— 3 2k Y, A& 200 mg %
Q3W, 400mg % 6 WM (LT TQ6W] &\ H,) Xit 10mgkg (KE) % 2
MR (LT TQew) &3,y TRE LEZEOXA OMmEFBENKRN I,
TORER, AH 400 mg Z Q6W THE LI BOAFOEHRIITEH T 5 FHm g
FIRE (LT TCagesl &V¥5.) 1%, AAI 200 mg 2 Q3W TIRE L7BED Coges &
BUT 5 & FHIENT (TR, 7. FA 400 mg % Q6W THE L7=BEORF D
EHRBIZB T 2B MIEFRE CLT TCuxs) &VV5,) X, AH 200mg % Q3W
THE LTBED Coaxss SR L TEEZRT L FRISHEZ OO, BAABEIZE
WTEAMEDPHRB SN TSR - AR THHAA 10 mghkg (FE) % QW TH#
5 UTeBRD Coaxss L OB L TIRMEAR R T & FRISNTE (THR), &bz, EMEARE
BE X RITARA] 400 mg & Q6W THE L /- #E4 FE1HEBR (KEYNOTE-555 3U5%)
LVHBELNT-EBMEICE S EPERE T X —FF, I 2b— a2 kb T3l
LIZ MBS A—2 LR LTz (FR), AT, BEROBEIZRT 3 ERR
BRI ESE | ARIORB R L G IREM L OBE LR T 2 BERIGT
TIREE I, AH 200 mg % Q3W X 400 mg % Q6W T L L= oREE
ERDEITREME L OBEIC OV TR SN SR, RO - AEOMTH
PR ORI 2 RIT e E TR SN,
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%8 FHOKWEME S A—F

Rk IR | (g (ugim) (gl e b R
2 (58.55?'519‘7_) (27.27?‘298.1) (17.;;,;'11 8.3) (91.97?'984.1) (49;(,)?1 0) (30.35(,); 4)
400mg Q6W! (12;,212_4) (32.3)?';2.7) (10.11(,)‘160.8) (14221;49) (50.51(,).57 1.3) (19.?;(,)30.9)
40(()£?gl1(|2"5_6)w (1351.2,6.10 ;6.4) A (14.1:,'?2 4) NA NA NA
ki (212’2223) <14;?‘1145> (11;,1 ?21) (42:;2233) (272,7382) (19;,9200)

$:10=2,993, 100 DT I 2 b— = it X WEH SRS TEHED P RE (2.5%F, 97.5%) . Crax : FIE
BEHOREMETEE, Cug: PIEREHOTHMEFRE, Con: PIEREHE (1702 BER) Okl
TEFEE, Coaxss : ERRBIC IO B BB MIE FIRE, Copss - EFRBIZHT 5 FEHMIBFRE, Coninss : EHR
RIS 1) B BRI R A
I 56 BIDRMTEIE (95%ERXH)
§ ¢ 41 BIORMTEIDE (95%EHIXH)

NA : &% L
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4. MEERIZ DWW T

RIGEIBR A RE R B R ASEIC T 2 RSN & U THEARERE (&R SiEe
BTV DZ enh, YERELZBEUICERTX MR THAILERHSD, TDLET,
EE U R 7 EEAHE (RMP) ICESE | AFOERMZEMELIEE~DO W {EHIH
HDHMRTH > T, AFNOREGPED 2BEZZH - BEL. RFloBREICL Y EER
BIERA % RBLIZBRICIST 5 2 L BBBERZD, UTFOO~@DFT T &7 Mgk

CBWTHERT & TH S,

@ HERRIZOWNT

@1 FTRED (1) ~ B) DVWThNICEYTIHRTHDZ &,

(1) EAEFBRENEET 25 ADRCEMEILATRIRS ERERFIE A A DROEE LS il
HIEE 23 28 FORMEHL AR . MBI S AU R 72 &)

(2) FrEMSBRRPE ‘

(3) EERFRMBESIGET 2 034 DIERERIT (03 A DRI TR, A Dl
Wb, DS AR R e &)

@) SRALPREEEBRE L SSRACEFINGE 1 ISRALEHIEINE 2 Ok e
IR B REHEIT-> TV AR

(5) PEBMIEERINS EHEINE OMR LR BB 21T > TV 5 sk

D2 EMBEEEO(FERERCBERREREOIRIC 52 M & KRR % F o EM
(FROWTRPICEEY T B EM) 25, YHBDBHOARCET 2 REOFLEL LT
BRE SN TWA T L,

#

o [EEIRFFES% 2 FOMHIBHEEET LzBIZ 5 FEULONABBEOBEKRIME L
ToTWBZ L, 96, 2FEMEX. DAEWEREY L L-BRIEEZOVHE .
fToTWNWBI &,

o ERIRFFIISR 2 FOUHIBHELET Lic%IC 5 FU LR EEMEESROR
KEBREAELTNDZ L,

@ BRACERGEREFEROEHIZONT

ERSEREBICHTT 2 EEENEE S, BESE» O OFHED, B - 2
EHERFNFROFHER VEMEIINT D IERIBML, FEFRBIRE LB EOBRE
5. FRELDIITOh O EHINE-TNEZ L,
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@ BHER~ORIRIZONT
®-1 BHERRERFOXEHIIC BT 2 B

M MERR SO BB RBIERSIAE LICBRIC, 24 BRBREHIOT, Hakiia X
BRIV T, BB LZBERICE UTARE R KL O CT S ORIER &R &4
EARREORKREN S B PIZELN, EHICHIGTRERERSE > TS Z L,

@2 ERUBEHICLIAFFSNNICETIES

BABRICHED 2 B ME R OBEL AT OEREEESEER =2V v 7/
EEDIEROAI Y —= v FERITOVEIRE & BEREIEH TE 5 F— AEREH PE
HENTVWBZ L, BB, BEEAFNIZOWVWT, DABRE L ZOFRICHDIAMENT
WaHZ b,

®-3 BHWEROBECRIITEALT

BIVER (RIEMERREBIOMZ, KX - /MEX - EEOTH. RS - kR
B, BHEEE (RETHEMERS) . NHOWEE (TEARERES. FiREEE
%%\@%%%E%)\1@%&%,&85&%\%%-ﬁﬁ%@%ﬁ\%%\iﬁw
REREE (hEihR R ERARIE, R (R, 24, EREESE) | infusion
reaction, M - BHIRZS. BIEMEE, MREE (X7 v - N —EFERSE) | LHE.
E%ﬁmﬁﬁ%(ﬁﬁﬁmmﬁﬁ&%%%ﬁ\%mﬁﬁmq%ﬁﬁ%\ﬁ%ﬁﬁﬁ%%
MEREAEMRRE, M) 125 U, SRR UL R 0 E M2 H T+ 5 &R
L L EERAOBERRINICE L TRERVXEZZT ONAEMECHE L) |
BEHIZHEY 72BN TE AEHIBE - TNWDE I &,
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Sk

BENRLIR2DBE

[BEICEE 4 2 E1E]
O TROBEFIZBWTAFOFMMEI I REN TS,

o ALFIIERED 20 R UL SEERE D & 2RI UIBR AR RS 7 BB B f0 i B

o EAYREBORT— VM ® OEMREEBRIZICIIT AL BB E

723, BRAF BIETERE2 AT AHREZFIZHBTIL, BRAF [AEAIC L A15EL ZE
FThHZE,

@ TRIHEST BAROLRE R UHERHEIC T, AR OH IR S TE

LY. KRGS L 2B,
o MOTUEMEIEEA L FH L TR SN BE

[ 4tz B8 % HIE]) |
O TRIZFZUTEIREICOVWTIIRROBENER L INTVWEZ e, BEFIT

bz b, :
o ARHFNDRIIH ULIBBUE DR H 5 BE

BEBIOFHMEIZB W CTRRIZEY T BEFIZ OV TR, AROBEEIHEIAZ W

A, MOBRFCRIBEA 2VEACIRY | BMECAREERTE 2 L2 BETE S,

o MEMMEROESFXIIBEFEOH 5 BE

o M EGRE CRER 2R 5 BE K OTEEIE O BRI IR R R G2
LEOMIZRIERENR L DN D EE

o BORERBOESO, XTEBHENLE L ITERED B CRERBOEEED
bhoBE ‘ '

o B BERE (EmmREBHEELEST) ObsBE

o REROBIUITER AT B EE

*  ECOG Performance Status 3-4 @2 DHB#H

) ECOG ® Performance Status (PS)

Score T
0 |2<{MERKFEYTES, BFAERALBFEEEIIRRITLS,
] PIERIICE LWEBNIRIR S B 08, SHRITRIRE T, BREROME - TOERIFITI Z LB TE 5,
. BWFRE, EHEE
2 |ATEEETHLSOFOEYOZ LIXTRCABEEBEEZIZTEAR Y, BHD 50%U T~y RATETT,
3 [BoNZESOHOEYOZE LNTERY, BFD50% U EERy RO TR I,
4 |2<EHTVy, BL0FOEY DI L3 TERY, BRIy FIBFTATT,
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6. RECELTERT&EER

@

@

®

AT SCEE TN 2, BERRFEEE DR 2 BB 12 55 & ANH 0 S J UNE IE
FO DI HEREREFSICEELTHLERT2 2L, »
TRIRBIRAIZ BN B, BB Z OFRICEMER MaBit 2 +o3 L, AExSE
THhoBRETD L,

EREWERD~FX T A v MZONT

¢ BEMBEESHLDNBZERHBEDT, ARIOREZ b Tit, FILE
W (BEIh, FERREE, ) O O X SRE O ERS, SR+
ST L, Fh, BEEUTHEE CT. AE~—b—S0RE+ EHET
BT, -

*  infusionreaction 283% H N B Z LB 5, infusionreaction 23R HNTHBEIZ
B RAEET) L Lo, ERAEET 5 E CREOREY 50 BIE
THDL,

o FRBHEREREE . TEAMRERE LK OEIBRERERL DWW T L R3H B0
T, AKI OB G BRI R OB SR R L E S IR R (TSH.,
T3, W8 T4, ACTH, M=oV F Y —VEDRIE) 2EET DL,

o ITHEREREE . BLERERNRHLDNE I ENDH BT, AHRIOREHETTR
UM S HR I E SR PR BERR AT (AST. ALT. y-GTP, AlP, B UL b %
DRIE) EEETD L,

o BYIER (IRARMIEESEALED) SOEERREERH LIS
ZERBBOT, EPOCROREOFEERAT D2 &, 2, ROBRHEM
EHONEREAIE, BONCERREY 2T L BB EE TS L,

o FHOBEC LY GBECRERISICEET 2 &2 bR DL REBLFE
BobbbhdZeBnbd, BESED LRSI, BELASRIISUE
B 7 itk & IRER & B R AT & EHE U CE BB 21T, BE DR
RIS LB BEIER B EDN 2381012, ARIOREZHIE, & OIS RE
NEVRIORESRERT S L, B, BIBRENVELOREC LY B
FOSERRD bNRVBEITIE, BIBRERLE LS OsEmf# 0@
LEETHZ L,

o BERTH. BOEROHy ARB L THLEIERRBRTZ 2 ERH B0,
AKHDOBEGHETHICHEWERAORBRIC I EETEZ &,

o 1TRUBERRAE (BUE | BUERBEED) 2bbbh, BEREMS TV F—v R
WCELZ R HHOT, AE, B, IBEBHEEOEROFEHALMEREO EFIZ+
SEETHI L, | BEREIRDONEESIEREERIEL, AR ) 8
H OB EEOHEYRABLITS 2 &,

RGO REE 22 B B AERE AT 2B, AFOBKRRBRIZ W T, B

BAsGH D 3 0 AN, ERUBE, BEBAH D 1 ERMIT 6 B8R = L B EDRE.

lziTo TVl L 22BIL, AFEESFIIEHOICDHROEREITOIZ L,

ST O EM BAERE ~ ORI E . UCHERT 2B, AFIOBRRE

REBRIZBWTC, BEHAEFDEBERET 12 BRI L IZAEEOFMHEZIT> TV
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T2 L EBEIL, AROBEGRIERNICHROBREITS 2 L, 2B, HEH
BB LTEAT 3 HAI0. AROBREHMIZ 2 VEETEF B L,
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RBERMEET A T4
RhaT7n ) X</ (BISFHEBRZ)
(K4 : %A b—F KEH I 100 mg)
~ R OF L Y A~

Y2 91 1H (ff24E8 AED)
EE%@%



B &

1. 1IL®IZ P2
2. AF|OFE. (ERRF P3
3. ERPREGRE P4
4. FEFIZOWT P7
5. HBERNBLNDBE P9
6. WEZBLTEEITRNEFH P10



1. ZUaic

EIHEDBDORDME - BEMEOHER O DL, A TESICESWEIE R ERRRD
b %, EHIZ, IHEORZHTOESRIC LY, FUKERR 2 & OBEHN 72 SR A
FEERPERBINDPT, 2D OEERH L EICHERBEIRET S 2 & SRR
PR L 225 TR Y JREMBOEE L SEOEASE 2016 CERR 28 45 6 A 2 A BR%RT)
ZBNTH, EHWERLEOMAORBMELNSZ L LS TVE,

PR ERRT, EEEARREN T 0 7 7 A VB OERS &5 B
RHEZERDHD, ZORD, HIMEROEZEMIZET A EEA+SERT S E TORM.
HEERGORE LB ZT 2 LM SNEBEIH L TERT S L &b, BIE
RABEBR U IBRCMLERREE & 5 2 & NEEER—TE OB & i 7= B Sk B8 <
THZEREETH D,

L7eBo T AHA KT 40 Tid, BEBELINE TICB LA TV B EREEN -
BERRMICESE UTOBRRGEORERFERZHET 2B AN NERER, £
FEROEBEEEETRT,

BB RTA BT A 0%, MIATBIEANER G E RSN OHE,. ASHEFEABE
HRARIER 2, —RAEEEN A AREBRARES R O —REEEA B AMRSES O 0
b EERK LTz,

B LR DEKR XA FA—FEREE 100mg (—iF4L - A7 0l X<7 (8
TFAEH#Z))

HRERDPEIPR : FRIUIEEEO TR R DX ) L 3E

HeERAPERVEER : W%, AT, A7) X<y (BEFEHZ) LLT. 1
[8] 200 mg % 3 M EIFE 1T 1 5] 400 mg % 6 JEREIRIRE T 30 20/

T EREERET 5,
1 IR ¢ ¥ & . MSD Rt




2. AHI O, EREF

XA R —FEEEE 100mg (—#4 a7 e ) Xv 7 EETEBRZ) . UT TR
I 2vv9,) X, PD-1 (programmed cell death-1) & Z DV H KT % PD-L1 KU PD-
L2 b OREFESEHEET S, £ MEIgGs £ 7 u—F K TH B,

PD-1 R 813 T M S S B MRS s Sk 5 72 D12 S AR 2SI R 3 2 E e g il
AL F T, PD-1 1L, BEEEARREBICEOTEER T AAOHRERE ICRE L, Bok
ERGE DAL E LB A2 RERGEFHET 5, $72b5, PD-1 YT FEf
ETAZLICXVHRZAKIC LDV /PR RICHET 2R/ TH D, PD-LI
DEFMBICBITZRFTDTHTH LB, ZLOPAMITIE T MECEH X 24
21 EERICHRE L TV 5, BAMIRIZET 2 PD-L1 ORFEEIT, BHkmE, g,
FRAMpE . ORELE. FE/ NIRRT & D4 B A TTFRARRTFTHY | BNAETFR
& ORBEMEAHRE SN TV,

BEONA DK T% & PD-L1 EHOMEMEN G, PD-1 & PD-L1 OREITEE
OAEERICBWTEEREEZHE S Z LAVRR I TR Y, il B ARROER &
LTHIfEES N TV 5,

AHIZ. PD-1 & PD-L1 RUPD-L2 Offi U H¥ ROFREAEMRETHZ Lic kv, EE
BUNREE R ONEEE ROMRGEN T U o BRETEML S, JUBERE 2 AiFEMEL
T35 THRIEBEDRERET D,

AFI ORI K-S < BEORERITIC L 2EWERSAH bbh, BEEXIIFEL
BB D 5, REIOEERROBEER T, BEOBREL AT, BESR
B ONEEAITIE, BB U-FRITE U BMA Mk & R 2 RO EAT & E UG
YR ERIBE 21TV, BEOGERIGIC L 2BEERBEDN 2 HBAIIE., BIBKE RV
£ LRI OB 5 & OB B 21T O LERH B, | :



3. ERERERE
PR UIEEEOHHRMNAR VX ) VRO KRB % 1T - 72 E 2 R RBR O
BB T,

[H2hE]
EE RIS O ARBR (KEYNOTE-087 #5%)

FRXTEBEOH IR X ) Vo ERE Q1061 BARAN 10 12ET) OLUTF
D3 ODAR— FEHGIZ, KK 200 mg 3 BRGE CAT Q3w LWnWH, ) #BED
AR OSSR ST,

- BREMBMABHERTRIC, T1Lr YRy~ R RFUCL BIEEE S 8

#H (aFR—1r1)

- BREMBMRBHEEES THY . 20T Ly YFi~T REFUIC L B85S
ZF72BF (ar—b2)

- BEEMBBEBEEITRIC, 7L Y dv~T RFFC L BIER (—KIGEX
BB EREO—RELTOT LU YR wT RNF UL BEEEIZSE R
V) BRI TVRVWEE (ah— R3)

725, EEF TEEBETARD bNBAKR, KBETERTERAZED SR zn
FOBRRIICEZE L TV BE TR, RKEUBEOEG T CREBETARDONEET
AROBE RS D EBAfEE Sz, TEFIEEE CHIENZE (KT IWG
criteria (2007) (233 < HRYFEIC L B57LEL (CR) XITEAES (PR) OHIE) i
R 1DERBY Thot, B, FHCRESHEBEEDRIE, WFhoak—b
20% CTH -7z,

# 1 HPESRS (KEYNOTE-087 R

k=1 TR b2 aR—F3

(69%1) (8141) (6051)

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

- oY (PR) 35 (50.7) 35 (43.2) 27 (45.0)
%) %i (SD) 13 (18.8) 9 (11.1) 13 (21.7)
#17 (PD) 3 (4.3) - 17 (21.0) 7 (11.7)

| FHEREE 3 (43) 2 (2.5 0

Z3%E (CR+PR) (%) 72.5 65.4 66.7

(95%fEHE X ) (60.4, 82.5) (54.0, 75.7) (53.3,78.3)




(2]
ERR LS D435 (KEYNOTE-087 #5R)
HEFH TR T 202/210 # (96.2%) 123 i, BIFEAIX 144/210 £ (68.6%)
123 b, FEEN 5% LOBIERIIR 2 D LB ThoTk,

32 LR 5% EOBWER (KEYNOTE-087.808)  (RSMABNT X SEF)

SRERIRSHE (SOC: System Organ Class) | Zifﬁ%ﬁ;/zi -

HAEE (PT: Preferred Term) ; L0/
WD) 2 Grade Grade 34 Grads 5
2FIER . 144 (68.6) 23 (11.0) 0
MiEB LY L _ARBE |

13 P ERISRE 11 (5.2) 5 (2.4) 0
P o i :

B IR RE (R TE 26 (12.4) 1 0.5) 0
BIaEE

T , 15 (7.1) 2 1.0) 0

Bl 12 .7 0 0
— i - EHEER X OR S OREE

HH 19 (9.0) 1 (0.5) 0

& 22 (10.5) 1 (0.5) 0
iR REE

[51:p 13 6.2) 0 0
MRk, MIERES K UWERRREE y

K - 12 (5.7 1 0.5) 0
EER X UK FHkREE

*5 16 (7.6) 0 0

feds. FEMAERIL 6 B (29%). KEEA - EEDOTHNL 3 6] (1.4%). MEREE
(¥F > - AU—ERBES) 1216 (0.5%) . ATHREREEIL 8 1 (3.8%). FREREERER
=13 29 1 (13.8%) | Fi 4% - BERBUHRAAZAE 1 2 B (1.0%) | infusion reaction i3 17 ] (8.1%) |
REOEAEIT 2B (1.0%) RDLEHRIZ 1 (05%) TBHbhic, £, BEOKE
B (B REKEEIREGRE. SMA, EREES) . TERAHRERE. 2IBMERE. 1
RO SRE . BAEEREE (RIS RIEMER A %), Mk, EEMERE, Mgk - B,
FEME I/ RO PSRBT . VAT M B OFRIFERB 13580 b vl d o 7o, ARIERZES
RRIIBEEESR (BEREERELZED) 2 30RFHFRETT.



(R - AE] ,

AR OBERAEDBEET AV EFHLEZY I alb—t a3 c kv, A% 200 mg %
Q3W, 400 mg % 6 MMM (LLTF TQeW] &5, ) XX 10mgkg ((KE) % 2 M
MR AT TQaw) &5, ) THRE LEZBRORH O Mk FRESRIN S v, £ O/
R, KAl 400 mg & Q6W TG L7zEEOARK OEFIREBICRIT 5 EHmERRE (UL
T [Cavgss! VNI, ) X, AHKI200mg % Q3W TIE L72BED Cavgss & HEELT 5L T
ANt (FH) , £z, A 400mg 2 Q6W THRE L 1-EDAK| O EFIREIZBT 55
BIIEFRE AT [Cuaxs] £V, ) 13, AHF| 200mg % Q3W T E L72EED Craxss
LHBLTHREEZRTETFRIEINEZDOD, BEARABEICBW TESENER ST
DR - HETH DA 10 mghkg ((KE) % QW THE LIZBED Cuaxss & HolE LTI
EznTeTFHShE (TR) . S6i, BEHERAEREE 2 X5ITAH 400mg 2 Q6W
TG LM ETMRE (KEYNOTE-555 3UR) X 015 5 - ERAIEIC S Rk
NG RA=FIF VI al—2a ok ) FRIL-EMBIE T 2 —& LEE LK (FF),
M T, BEROBIEICE T DERERBREEICE S, AR OBRER L Ao IREM
& OB ERETT 2RBELSE T APEE I, AH 200 mg 2 Q3W XiT 400 mg %
Q6W TiE LBROBRER & AIE IR EN L ORBEIZ OV TR SRR, |k
RORE - HROB TN R ORI ER T2V EFRISHE,

£3 EHOXHBRE S A—F

Pt | o) D (sl o) (ian) o)
Ay (58.55?.519.7) (27.27?5811) (17;;,;'11 8.3) (91 .3?34.1) (49.?3(,)?1 0) (30.35??1 4)
e (12;,231;24) (32.?)??2.7) (10.11(,).160.8) (14221349) (50.51(,).57 1.3) (19§?§OL9)
40(0£?§'J1[956)W (13;2fi(§6.4) e (1 42 ?i- 4 NA NA NA
10 mg/kg Q2W! (212,2(2)23) (14;?‘1‘45) (11;,1 ?21) (42:,2233) _ (272,7382) (lgﬁ?goo)

T:0=2,993, 100EDY I al—a iV EHINZEMEHEOFRE (2.5%5,97.5%A) | Coax : FIEIH
E#ORBIBETRE, Cug: HEESHOTHMEFRE, Cu: PIEHRSE (V42712 BEH) OKKME
HIREE, Cmaxss : ERREBIIBIT 2REMBETIRE. Cugs | EFEIRBICEIT D FHMIE PRI, Cuins 1 EFIREEIZ
BT 5 RIEMEDEE

I 56 FIOKMMILIHE (95%EFEX M)

§ ¢ 41 BlOBTIHE (95% 54 X H)

NA : ¥ L




4. bﬁﬂl:ob\’('

ML L THERBERAET (2R BBEohTnasZ &b, YRtz E
il ’%ﬁ’@f%—? LI THDHUENRD D, D LT, AFNOEENEY 2 BEZ2H -
EL. AFOREICE Y BEERBERZRE LRISHIET 2 Z EBRERTD, LT
OO~BDFTRTCEWHZTHEICBWTHERT I & THS,

@ HERRITONT

®-1 T%@(Dﬁvw)wwfﬂb:&éfém FTHBHI L,

(1) EAFBRESEET DA DRI AURIRS ERERF RS A BRI,
%W#h SROEHEHL AR, MRS A BRI 2 b))

(2) *EWRERIT

() BERRMERIEET 2 0ABREERRE (OSADREEIE TR, ARG
B Ebe. B AREREEREER . L)

@) SRACEFIERZRE U, SR FFENE 1 ISR E 2 Oiigk e
R B R 21T o TV B R ‘

(5) PUBMEREEAIL S E IR O MR EHEITAR 5 R H 21T - TV B sk

@2 HHHR D% Y o SIEOALERE S B ORI R 56 B O SHRSAC 53 72 i &
B fOER (TROVTRACHST BEM) 2, URBHHOAH BT 5 ERO
BEEL LTRESNTND I L,

®

o ERGRIFRES% 2 EOPMIMEEZET L2%IZ 5 EL L0 2 ABRDBERHE &
ToTWAZ L, 95, 2EL T, BWARMEEL T L LEBREEFZOTE L
fTToTWAZ &,

o EMGHREL 2 EONETHERET LERIC 4 EU EOBKRRBREE LTS
Zle OB, 3EMEIX. EmASEMER O N AR L TR IR FE OWHE
PIToTWBZ &,

@ BAOERKFREFEOMEHICO>NT
ERLERERHFTLHEESERE S, RECENCOBREQD, AU - K
EMFRZOBFEROETHR OCEMB IS T DIERIBME, FEFRPIBLE LG EORE

5. FRECHITONLERIBE->THDZ L,




® BIERA~OXRBIZONT

@-1 MasriaHc BT 5Bl
FIEMRBSEOERRBIEANRAE LB, 24 BRIZEEHO T, YUl
TEEERR IC BV T, BB LZEWERIIS U TAREER KRV CT £0RIER OERIZY -

BRREOERPYATICE LN, BEHICHIRAIREREH N E>TWEZ L,

Q-2 ERRFEIC L IABERNNICET 35 S

BABIE D D HMR 2B R O E T 2 B EENEERE =2 Y v/
EEDEERORY Y == FRATNEIRE & E8 % 1A TX 5 F— AEREH
SN TNWBZ &, 2B, BEEHIZOWT, BABRE L FOFRIZFSICEMESNT
WAZ L,

@-3 BHER oMo IcB L T

BIVEF (BIEMERRBICIZ, KBJ - /NB& - EEED TR, IFHAEREE - (LR
ER, BHERE (ROSTHELEEAS), NOWEE (FTEEEERE, FREsE
REE . BITMREREE) . | BRI, RO MR, B - IBUTRRIE, R, BE DR
JEREE (hEMEREIEEREAE, KEHIEIREGR . S, BRAEES). infusion
reaction, %% - BEES, EIERFIENIE, MRIEE (X T - NL—ERES) . L.
B MRS (i MEIRA M AREER . YRR, FRIFERES . EERIERIE L) |
MERABFEGERE, M%) 1okt LT, YR LERERSEOEMMN 247 5 &R
LEHEL EUEAOBECRISICE L THERUXBEZT oh25Ecbs 2 L) |
EbHIZHEE 2 NEN TE BEHNE->TWBZ L,



5. BERBLRDRE

(A2 B % $9)

O B I SRR R LR AR O T3 A Y 0 A R D% v ) v
SIBBE BN TARDE AT SN TS

@ TRICEYTIBREICTTI2ARANOKS R OERFECOWTIE, BRI OFDMED
WL SN TELT., AROEEXRL BB,
o LFEIERIBEOEBE,
o fhoBEMEER L O,

(ZaettizBET2%EH]

@ TﬁuﬁéTé$%_owfiﬁﬁwﬁﬁmTukénfwé L0 h, kEEIT
RNz L)
o AEIDORTICR VIRBUEDBEERO B 5 BE

@ %%%®ﬂﬁ’%%f?£lﬁé¢6$%uowfi AHN OB EITHERE S AR

. MDOIBFEBIREEB R DNBRICRY , BEICAREZFEHT L E2EETE D,

o MEMREAOAXIBEOH 2 BE

o MIEEGRE CRIERE 2RO 2 BE K OTEBIME O R R il 5 05k g it %
LD RIERERA LN D BE

o  HERERBOAF. XUTEBMENZE L IXERMED B CRRREBOBERED
HHHBE

o ESRBEE Eh®MRBREELS) 0bLBHE

o REOREXIEEEETLEE '

»  ECOG Performance Status 3-4 ©V g

D ECOG ? Performance Status (PS)

Score | FE%

0 | &< MER{E#TES, BRATEFELREERPHRE<ITZX D,

PRERYIZ I Lb\%@ﬂi%ﬂlﬁéﬂéﬁx HBITAIRE T, BIEELE > TORKIIITIZ & RTE B,
Bl BVGE, EBEE

BITARETENOHEOE Y O Z LT TS TRAEEMEEIR TERY, BHO 50% L3~y MATIl I,

BHN-BHOOEDEY DI L LATERY, BFHOS0%AEEZ Sy KB TFTEI T,

S lwNe

2BV, BHOEDEY O LR TERY, ALy FORE BT,




6. RECERLTEETRETHE :

O WAXEZFICM A, BUERTEEE NIRRT 2 BRHEIC KD & AH O R KON IE
RO B ERZ oI B L ThLERT 2 2 L,

@ TBRRBAICESL D, BEXIIZOFBRICAEMER OEREL oS L. RELE
ThbokETHZE,

@ FREWEADO~F VAL MZONT

FEMEMREER S SbND Z ENH DD T, FROBEIZHT- > Tk, WIHE
R (B, FPREEE, %) OMRE I X BREDEmS, #lgEr+
SIATO 2 &, Ele, BHEIZSCTEE CT, MiE~—b—S0RE %2 £
Bz,

infusion reaction 3% H >N 5 Z &3 & B, infusion reaction 23588 HILIZB AT
I, WORLEEITO & & bic, ERAEET 3 ETREORES HICHS
TAHILEL, '

AR REREE . TRABERER OCBIBHEBERL DN Z ERH LD
T, AH OB G- BRART R OB G410 B 2 E B0 NSRRI (TSH., iR
T3. #E#E T4, ACTH, mH anF Y —AEORE) 2EHTZ 2L,
FFHEREREE ., LB AR D SbND Z L RNHID T, AFIOEE LRI
OG5 HEFITEHATHEERZ (AST. ALT, y-GTP, Al-P, BU LB 4%
DPIE) BEHT D&,

5 EIER (IMEAKR NI EFELEED) SOEERREERH bbb
ZERHHOT, EPRICIRORFEOFBAMRTIZ L, £, IROEFER
B LNIZHAITIE, EONCEREEA SR T2 L) BELIRET S L,
AADKREFIZLY  BEOGRERIGICERNT S LEZ B AL IR BRREE
BhobhdIeitbsd, BESRDLNBEAICIE, BRRLEERIINLE
HRHR 72 05k & IRBR B FROERT & OB U CGEYIRENZ 21TV, BE 0GR
EmKi5@@%ﬁﬁbhé%ﬁﬁﬁ,$ﬁ@%%xm¢m\&U@%&E$
NEVHIOBRGERZEE TS L, B, BIBRERLVE L OBREIC LY EIE
RAOWERTED HNRVEEITIE, BIBRE RN VUSO8 im
bERETHZ L, :
BEXRTR, BB SEIARB L CHLEERARKERTAZ RS A0,
AR OB EGEETRIZOEWERAORBIZ+SICEETH 2 L,

1 BUBERRR (BIE 1 BRI 2 &) b bbh, BRFES F 7Y F— R
WEDLIERHLOT, B, Bl IBHEFOEROEBELMBEM O FRIZ+
SEETH &, 1 BERFEN DN ZEAIIIRSE 2RI L, 1R 8
KOBESEOEY RABEITH 2 L,

@ AAOEKRRIZBWNT, BEHBHS 12 B2 L ICHEMMEOFTME 1T - T -2
EEBEL, ARBREGEPIIEHICEBERE COHROEREITH 2 L,

10



KEERHEETA N1V
RATnY) A< (BIETFHEHEZ)
(R4 : %A b—F BIKFHE 100 mg)
~R¥ bR~

ERk2 941 2H (4F124E8 AET)
A A



B

e

XL ®IZ

B DR, (R
PRARARAR

BRIZDUWNT
BEMRL D BE
FKEIRLTEETN&FIE

P2
P3
P4
P8
P10
P11



1. IXC®iT

ESR S OEME - REVEOEMRO 7= DI, T CESICE SV ERER 28K D
BB, &I, EOEEHIFOESIC LV, FUEEIKS 2 & OEHH 2 HRER
FERLOIARINLGH T, b OEEMEEICLERBHICRMET 5 Z LR
B L 2o THEY RFMEOEE & EDOEARSTE 2016 CERK 28 4 6 A 2 HREZERE)
KEWTH, EFHERMEOFEHORBLEERRS Z L L Eh TV,

FHRIE SR E R, I ERCRRNET 1 7 7 A AR OESES, & B b A R
RBEZEND D, ZOD, AR RSN @féhﬁm+\§%¢air@ﬁ

WUYERSOBREERZIT A ERYFSNLBEFICH L THERT S & &b BIfE
FAMNFRE LRI KRB &5 2 AR — m@g#éﬁtfiﬁwﬁfﬁm
THZLREETH S,

L7eoT, KA RIA4 0 TiE, BEREERSZNETIIE LR TV AEEEFH -
B RHICESE UTOERRORERER 2 #ET 28 A0 b RERENR, BX
FRUOEEEEERT,

SN Kﬁ4b74/i PHSTATHOE N JE 3K E SRR AR AHE . AR A B A
B RAEIE AL | — AL A B ABRBRINEHE 2 R O — AR A B ARRESRIER OH
ﬁ@%&ﬁﬁbto

KB L R AERS A M—F ST 100mg (—ik4% - AT r ) X<T7 (B
' THEHZ))
KB ROMETIHE « B AALFRIER ICHEE L 2RISR 22 R % LB
HerRARERCAE  B@E. RARIZ, a7 n ) X7 (GBEarl#z) LT, 1
E2Mmg%3@ﬁﬁhiilE4mmg%6ﬁ%%hf3o\%
T TR T 5,
¥ % . MSD HR&H:

& K

5l

(it




2. RO, 1ERERF

XA R — & ERFRE 100mg (—% a7 n ) X~7 (BinF#z), BT 4K
1 Lvy9,) 1%, PD-1 (programmed cell death-1) & Z®D U > FT¥H5 PD-L1 KX PD-
L2 L ORAEEXE#HEMET S, & MEIgGd £/ 7 u—F ARG TH 5,

PD-1 #2¥81E T MRS SR BERBAE 2> & 3k 2 7o IS S A IR 3R A 3 2 3 72 S i 1) 480
AA o FT, PD-1 iE, BEZREBICBOCEME T MIOMKETICRR L, HO6
BRROG % & L AL E IR R 2 R KIS EHlE T 5, T7hbb, PD-1 13U Hy RER
BT B LIV HEZERIC LD V7 TR BICHET 22 BIETH S, PD-LI
DIEFAEBIZI T I2RBEIDT N THH, Z<OBAMETIE T Mla0Bx 2z
DI EBRENCHBLL T\ 5, BSAMBIZIIT 5 PD-L1 OFEEIT. BN, B,
FFHRRRRE, SRELE, B/ AIRARRE 22 & Ok 2 B A TTFRARRTFTH Y | RWERR
L OFBEERHE EN TV D,

BEOPA DR TH E PD-L1 BEOMBEMN S, PD-1 & PD-L1 ORKITIEE
DHRERIZ SN TEHEREEZH S Z LARBR SN TR Y, Him B8 ABEROER &
LTS T3,

AAZ, PD-1 & PD-L1 RU'PD-L2 Difi Y H v ROEREMETHZ L2k v, BE
WUNREET DRSS BAMIEEY T U o SRke Bk S8, FUEERE 2 EiEL
152 L ThIEESRLYRES S,

AR OIS BEDORBERIGIC L 2EWERSRH bbh, BEXIETIC
EHWEEMLRH D, AFOBRERROBERICIE. BEOBEE STV, BERR
D bR AITIT, FH U BERITS U B ik b R & B ERT & i L CE
YR ERIBE 21TV, BEORFERGIC L 2BEAREDN 2B AT, BIBEE R
£ I OBBEDETIRIE 21T 5 NERH B,



3. BRDREE
DAL FHERICTHEE U2 BIGUIR TR RS LR ORI 21T > 727
EERBRBRORE L R~T,

(B %]

Ep 4 RFEMAERER (KEYNOTE-045 #5R)

75 FF K % S DL FRIERET 28T 5 RFTETHEXIIERB O R LROEESE
542 B (AASA 52 Bl &) &8Iz, A 200 mg 3 AR (AT QAW &\ 5,)
BEOEDER VR EMWN, (LFFE (32 ) %8, RFEFF 2/ X vinflunine)
2R E LRI SN, 2B, EEHECERETARD bRBAIT. ERET
ERTIERMED bRV EDBERINCEE LT3 BE T, REILEOEGRHE T
FRERMEIT D b D E TARIORE 2T 5 2 & BARE & Shiz, TEFMMEA X
SEGEHR (08) ROMEMEAEYR (PFS) & &, AHNI SR L L T, 08
PHEBIZERLE (FILEUOXKD

. 7S FFRA RS TLEE (—RIAE) RICERETEROEBE. RUTIFFHAEED
(LEEIREC L A HRRT « LB LSRR 12 0 A LUNICES Lz BE A AR BRI, |

*) . AH T vinflunine IIRARTH B, 227 UV F AT FEZ FEAOWNTRMHEERL
=



# 1 KEYNOTE-045 3B O SR

A% 200 mg s o
Q3W
(270 1) (272 51
ost HgufE [A] 10.3 74
(95%1E 48 X fE]) (8.0,11.8) (6.1,8.3)
AP — FH 0.73
(95%(=HE X [41) (0.59, 0.91) -
P f#$ 0.002
PFSTl e (Bl 2.1 B
(95% 5 HEIX [E]) (2.0,2.2) (2.3,3.5)
SN — R 0.98
(95%(5 & X 1) (0.81, 1.19) —
P fE* 0.416

100 °
90 -
80
70 1

# 60

# 50 1

5 40+
30
20 -
10 1

: PREMRNTREOF — & (201659 A TAS y b AT
: B Cox LB~ — FEF MIT X BALFERIE & O H#g
cRRle 7o v RE :
: RECIST Z A KT A > 1.1 BRIZE-S < Sz Jed e

— WOy QMW
frymi

0

NPT TR T TRV TR TTRITETT

8 10 12 14 16 18 20 22 24
77 )

270 226 194 169 147 131 87 54
272232171 138 109 89 5 27

K1 OS ® Kaplan-Meier it (KEYNOTE-045 3B

0 2 4 &6

at riskEs
FH200mg Q3W
L8



[Z2i]
EREFE S MAERER (KEYNOTE-045 #5R)
HEFEGIIAFIBE 248/266 ] (93.2%) K OMLEFRIERE 250/255 ] (98.0%) ZRW b
. BHERIZZENZH 162266 6 (60.9%) KU 230/255 B (90.2%) @b, &
FIBECHRIEN 5% LORBERIXITROLBY ThoTz,

#2 RBEN 5% LEOBER (KEYNOTE-045 RE)  (ReHARN xeEH)

FHERIARSIE (SOC: System Organ Class) wjgﬁlj(;/;)
FEAGE (PT: Preferred Term) 26605
(MedDRA ver.20.1) Z Grada Crado 33 Grada s
SRR 162 (609) | 38 (143) | 4 (1.5
. AEE 7o i SRR
PR E T L Ge d 0 b0
M e e R e T e e
TH , 24 (9.0) 3 (1.1) 0
oy _ TSRS 29 109 | 1 04) 0
- eamEsIORSEEoRe | |
®mIE 15 (5.6) 1 0.4) 0
EEm— i i ;
' (OB BT D ] L__0
ERCTURTEARE T o e e T T e
Z 5 PERE 52 7 (19.5) 0 | 0.
%5 ) 1) (8.3) 1 04 0

B, AFIBAT BV CRIEMERIRER 10 61 (3.8%) . KEB%K - BEEO TR 7 6 (2.6%) |
MRFEE (XT v« NS 16 (04%) | FFHREREE 14 41 (5.3%) . FHRIR
HEREREEE 23 ] (8.6%) . BIBWEREREE 1 6] (04%) . BHEEREE (RMEMEMEETX
&) 1 ) (0.4%) R0t infusionreaction1 ] (0.4%) B@WH LNz, £, BEOKEE
= (RBHBEIREGRR, ZAR, EREES) | TEREAREREE. | BERAF. B,
Bk - BRI . BAERRIEDRE. (DA, MR - BilEA, BE 5 R, &tk

RIBAESEBTR , PR MR M e OFRIFERE IR b vz o o, ARWERSEERILITEE
HER (BEAREERETZED) 280EHERETT,



(A - HE])

ARAOBERMEMENEET NV EFIA LY I 2 b —va iz kv, A& 200 mg %
Q3W, 400mg % 6 B (LIF TQ6WI &\ 5, ) Xi 10mgkg ((KE) % 28R
Ml (LLF QW) &5, ) THRE L7ZBOAFO MG TRENKRI Sh, 08
F. AH| 400 mg & Q6W THE LIZBEOARK O EFIREIZI T 2 LY MmEHEE (UL
T [Covgssl &9, ) iE, AHI200mg 2 Q3W TG LIBED Covgss LIBT3 & Tl
Sl (FR) . £/, AH400mg & Q6W TRE L IZBROAF D EFIREICI T 55
BT TIREE (LT MCras) &9, ) 1. AH] 200 mg % Q3W THE L7 B0 Cuans
EHBLTEELZTRTETRIENRZLO0, BEAABFIZBOTEAERERIN T
LR - HETH54H 10 mgkg (KE) %2 QW THRE L72BED Cuaxes & BB L TIE
BzRyeFllahiz (TR) . Sbic, BEEEAERYL 282 4H 400mg % Q6W
TRE LA EHRRER (KEYNOTE-555 RB8) & 0 &5 - ERIEIZ IS < Ryshie
WNIA=ZIE Y ab—va XY FRILZEDERE T A—F LERI LT (FH),
AT, BROBIEZB T 2 BHERBREICESE | AR OBRE & L oM T2
& OBEEZRFTT D2BRBELRGE T VAEE S, A 200 mg % Q3W Xt 400 mg %
Q6W THE LIZBRDIFETE L AMEIREM L OBEIC > W TRF Sh iR, E
RO - AROH THEIMER CREMHICHRRZR TRV E FRISh,

23 FRORYBIB T A—F

B | ggmy | g | Gemy | Ggeb | oo | g
200mg QW | (553 50 (217,281 fe 1) Bl 00 G o)
400 mg QOW! (12;,2124) (32.?)??2.7) (10.11(,).160.8) (14221349) (50.51(,)'571 3) (19.?;(,);0.9)
40(()£?§J{|QE6)W (1351.2,6'10;6.4) Bl (14_1: '?§5,4) NA NA NA
10 mg/kg Q2W! (212,2223) (14;?‘1‘45) (1 1’1/1 1) (422,2233) (272,7 oo (19;,9300)
7:0=2993, I0EDYI 2l —Y a2l BHINBMEHEOFRE (2.5%4,97.5%5) | Crax : FIEIE

EROBBMIETRE. Cup: YEHEHE O MIEPRE, Cun: FEREHE (VA 2702 BEFH) OBREMLE
HFIREL, Craxss | ERRBICBIT 2 BB MIEFRE. Cogss : EFRIEITIIT 2 FHMIBEFEE, Cuns | EFIREEIZ
BT 5 B R m i g
1156 FIOITEME (95%EHEERE)
§ : 41 BIOBATEHIE (95%F KR

NA : #3720




4. ﬁﬁ%kob‘f

RWEMEE UCHARERE (2FIE) SRELATVE I LD, YEMELE
@u%ﬁ’ﬂif%éﬁm ECHLLERD D, ZOLET, FROKEIE 2 BE & BW - 5
EL. AROFEEIC L) EERE 'H’E)ﬂ%%%fﬁbtlw WKRRT 5 Z EBBERTH, LT
OO~@DFT R TEWMITHRICBWTHEAT 2 & TH D,

@ HERIZHOWT

D1 FEO Q) ~ 6) OVPHPIHEYTEHERTHD I L,

(1) EASBRENEET 22 A SRR SRS EREAT IR AR B REL
Hit 7S A LS. HURAS AV BERRE R &)

Q) FrEHRERPT ! ‘

(3) HERFBRMENIGET 50 ADFCESERE (5 A DIOEHEIS R, A RENE
B Il 35 ABROEEHEE 2 &)

(@) SRILEFIERLRE L. SRICEREINE | USSR SRS 2 O fisk Kt
AR BB R 4T o TV B iRk

(5) PIEMEESOS EEME O EEIR DB ETT > TV DR

-2 EE%J:&%%OD{I:???%&Z)“E'H’EHQ%EH#@%P“LC+/\7‘£5€D%‘€£&ﬁ‘é%ﬁ%%f)@ﬁﬂ?
(FROWVWTINICEYT HEM) 2, YEZERBOFFETLBERORMEAEL L
TEHBEINTWASZ &,
x

o EGHEREEL 2 FEOMBIHELE T LI-RIC 5§ FL L0 ARKOERIME %
FToTWABZ L, 95, 240 FiX. BAEWRELY X LLEKEEFZOWES
ToTWAZE,

o  EffitZRES 2 FEOPEHFHEEZET L-&IZ 4 FLEOWRIEFZE O BERHE
PIToTEY, 95, 28D EIZ. REERBEONARMERES SN ATRBOER
RHHERIT-TWAE D &

@ BANOEXRREHEEOEHIZOVT

E L IERE I REE T S HEENREB S I, BB & OIHE D, A - %
LML ISR O TEE DEMZS IC T 2 B, FEESRRE LB AORE
B ERELPIATON B EHNESTNB T, ‘




® BUHER~OXRIZOWVWT
®-1 HERREHIZEE T 2 B4

MIEMME RS OEERBIEANRA LEEIC, 24 BRIZREHO T, YR
EEEERR (T T, BB U BIERNIOE U CABREE R O CT % ORIVER BN %
BRBREORERPEBPIIBLN, EHICHRTREREHBE TS Z L,

G- ERREHIZ L 3AFESNGCET 5Bl

BABRIED 2 EMN R MB R OVEELE T 2 EREEENBERE=2Y v )
EEDEERDORAY ) —= U TERITVEIRE L ER 2 1A T 5 F— AEREH 3
SN TVDHZ &, B, BHEFIZONT, BPABRE L FOFRBEIZHDICEMENT
WAaZ L,

@-3 BUER ORIFORSIZE LT
BIER] (RIEDMERGIREBICINZ . KBt - /B2 - B FHl, FFHERERSE - B(LiEAR
Bk, BREREE (ROSHEMBRS) . AOWEE (FEAMEEE. FREmE
BEE. BIHRERE) . | BRI, R YO BA, Bk - RETEIE, Mk, BEOK
fEkEE (thEMR BRI B REIRAERRY . SIAEE, BFEE) . infusion
reaction, MNZ¢ - BEMEA, BIERIEAME, WIEME (£5 1 - N L—EEIS) | LA,
B2 MRS (Gelethin MR SEEOR . AR AR, IR |
MFRARTEGERE, %) 1O/ LT, SR T B E R B O P 2 5 E AR
LESL @EAOBIRRISICE L CIREROTIER ST bR A RSB L) |
B 5 IR B 23 T & B KI5 T B D,



5. BENBLRIBE

[ 50 B4 % $E] |

O 75FFHHE ST ERIEREL AT 2 RITETHE USRI ORI LR O B
FIZBW TR OBFDESKRIES N TV D

® FRICHST 2 BEICKT AR OB ER OHERFIEIC OV TiL, A OGS
BISNTBLT, AFOBERNRLRLA,
o FIFFRAEESTLERIEC L BIGEEORVEE,
o FIRORBITRE,
o fhOEMIEER & OO,

(Z2tizBE4 2 FH]
O TRIEEKYUTIBEE OV THARORENERL SN TNWDE I LMD, &KEELT
bhwnwi ik, - ;
o AFIORSICH LBBEEDCRERDH 5B

@ %ﬁw@&ﬁ BWTTRICHY T 5 BECOVTUL, REOREIHES RN
S, MOIBERIRE S 2 VIBAICRY . BEICARZERTZ 2L 2B/ TE 5,
o HEMRREBROSHUIBEEDOHHEE
. H@%BE@*%E’C‘F@EE B B B R ONE BN 0 Hici 1 A 2% RO Rk Y Tiﬂfﬁx
ZEOMICREMER A LN D BE
s HOAEERBOAD. XU :tl% PERZRFE U < IXERMEO B CAEREOBARED
HHEE
o IBRBHEE (EnRMRBERELEST) OboEHE
o MEHORESIIBEEEATHBE .
e ECOG Performance Status 3-4 “VDHEE

(D ECOG ¢ Performance Status (PS)

Score |

0 | &<MEARLEBTE S, BmalL R U A BEFSGIREL TR D,

PIREIZ B LWEBNIHIRR SN D43, HTHRE T, BIEERCEE > TOMERIIITI 2 L3 TS %,
Bl BOEE, FHER

—

SITARECRSDOFOEY O L33 X THEELEPEZIITE R, AP O 50%LL EiZ~<y FATHRIT,

BoHNFEBHOFOEY O L LATERY, BFO50%UEEZy RAKTFTEIT,

SN AVER I ]

BTV, BAOFOEY O Lige TERVy, BRIy FOFFTRI T,
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6. BETE L THETREEH

O BFAIXES IO, BERFES RIS 2 BRI S & RF O R OSE TERE
HODI LB R ERE TS ICBE L ChBERT 22 L,

@ BIBRIZENL D, BEXIIZFOFRICEDMER OGRS E 03I L. AZse
ThbHEETBHZ L,

@ FEREWERD<FRI AL MZHONT

Fﬁ'ﬂ’g’ﬁ%ﬁ@%ﬁ HobhdZENbBDT, ARDEEIZ ST TiE, HMHE
W (Boh, Rk REE, ks OMBREUIE X BREDERS, BEr+
DEATO 2 &, Fio, LEZSCTHE CT, M~ — 0 —%0kE 25T
BTk,

infusion reaction 7233 H 5 Z & 435 B, infusion reaction 73588 & FLT-EAIC

W EYREET D & &b, TERASEE T 5 £ TREDORER HOICBIE

THZE,

FORBEREREE . TEABERERVBIBHEBER D ObbIE 2 ER3b DD
T, AH 0BG BREGHT R UG I E RIS NI HRERE (TSH. bk
T3. 8 T4, ACTH, M= NF/ —VEORE) % LM+ 5 L,
FFREREE . BULMEIEAD S 5D Z L RH 20T, KROS5 B &
U G- B T IXE B IT#8ERE (AST, ALT. y-GTP., Al-P, B U L b 4%
DRE) 2 EHT B &,

SESER WCERKMLEEREREET) SOBEEREEENH LIS
EBHBHOT, EHMOREOHELMRTD L, /-, IROEEN
BOLNTCHEIIL, EOPICEREBRLZR T2 ) BELIEETL - L,
AR OBEIZ LY | BEOGRERIGIER TS &£ 2 bh b L ERSHLE
BHOONAZERDE, REPEDLNEEAICIE. BRLEERIG L
BFRY 22 ik & R BR & RO [E RN & U CEEIZERZE AT\, BE 0SS
RIS & 2 BIER D3 Beb i 23581213, AFIOARIEIHIE, ROBIBRE R
NEVRIOREFEERT DL, 2B, BIBRERNVE OBREIZ LY BIE
ROBERRD DHRVEEITIE, BIBRERVE U OREMHIF OB
HLEETHIZ &,

BEAMTHR, BORMD OBV HRBL T LENERNRE T2 B E 1D,
AR OBEETRIZLEHERORRIC DI EET 32 &,

1 BUBEIRIN (BUE | BUBEIRIR 258 T) b bbh, BREEY 7 ¥ F—v %
CEZZEBHDOT, OB, Bl EHEOMROREELMBEED LI+
HEBTH L, VEERBSEDNEAIEREZRIEL, £ 22
HOBEEOBEYRNBEEITH Z &,

@ FHOEKRABRIZBNT, BEHE»D 9BH, FNLIEITRERMENS 1 FE/IT
6 BREIMME, RERWENS 1 FLEE 12 BRIME THEMED 21T > TWi= 2
EZ2BEIL, ARBEGETIIESRICEBRE COROEREITS> 2 L,
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REERHET A T4
RATn ) X<=7 (BEEFHEEZ)
(R4 : ¥4 M—F KB 100 mg)
~EEE~A 70V T I 4 VRRER

(MSI-High) %% % BEFE~

YR 3 04E1 28 (4Fn24 8 AtksT)
BEA S EE



H&K

ISR S e

XU ®IZ

AR ORAE, EFAF

ERR AAR

ERIZDOWT
BERNB LI D BE
REBELTHEETREFE

P2
P3
P4
P10
P12
P13



1. XC¥IC

EE S OFIM - REMOHAED T DITIE, T XESFICESWIBEIEREHBRD
BB, &5, IFEORZEEFOESIC XV | FURERM & OFEHI L FRERE
FERLPAZINLIHT, INbOEERMEZEICLERBHICRET 22 & PRED
HMAEL 2o TRY RBEMBOEE & WEOEAR T #2016 CEAL 28 45 6 A 2 HEZEIE)
BN ThH., EFMERLEOFERORBILEEZIND Z & LN TWD,
ETHEFRRER ST REERCREN T 7 7 A VHEEFOERM LA L NITE
RBZENRDHD, ZOED, BRSBTS IERP+OEET S E TOM.
WHERKGLOBELZBRLSZITEZ ERHFINIBEI XL CHERT A E &b, BIE
HAMRRB LBICVERINE & D 2 L AR — E OB & TR T
Té:&ﬁi%f%éo |

LM oT, AHA RTA VT, BRBEERINE TICEL TV B EFESN -
CRERRMICESE  UTOERMORKEMER L HET 2880 b REREH, B2
FEROBEEEETRT,

BB, AHA KT 03, MITHIEANERDERSSRAEE, ASHEEBEARE
BRI S | — MR FE A A AR BRPNRHE S R O — i A B A TA R 2 0 )
Db LR LT,

ﬁ%&&é[%m.%4bw~$ﬁﬁ%&mmm( &%-AA7u)xv7(ﬁm
FHE# %))

B ERAPEINE « BACFRRIER ICHEE L ET - BRORHEE~A 7 0dT 74
bTﬁEﬁ(Mﬁm@)%ﬁ?é@%ﬁ(ﬁﬁ%ﬁ%ﬁ#ﬁ%&
BEIZRD) -

HerRAREROEE @BF. A, Sa7 el X< (BEFE#EZ) LT 1
[ 200 mg % 3 ERIMRXIX 1 B 400 mg % 6 @R T 30 57/
M CRMEEET 5,

f & R 7 ¥ #F . MSD A=t




2. AR, 1ERBF

FA M—F RTHEFHE 100mg (—i%4% : a7 0 ) X~7 BEFEEZ) . DT AR
#1 £vv5,) i, PD-1 (programmed cell death-1) & %D ) # 3 KT» 5 PD-L1 KU PD-
L2 L OFREEEFEHEMET 5. & MEIgGs £/ 7 a—FAHETH 5.

PD-1 #EBX13 T MEAQ SR E B LS 5> 53k 2 72 OIS A MR 2RI - 2 32 7 e s il 481
AA v F T, PD-11d, BERREBICEO THEER T MBEOMKERGTICREL,. BEAR
BIOG 2 8 RS ELRR 2 B RRE H#4 5, +72bb, PD-1 2V Vo FE#E
BTD LRI VHFEZRRC LDV I viEEr AICHIET 22 5ETH 5, PD-L1
DIEFEMRBICBITZEBUTOTHTH IR, ZLONAMIBTIE T MBEOBX 2z
DITEBFENCRB LT D, BAMIIZIIT S PD-L1 OERBIL. BHIRE. S,
FTABRRE., SRELRE, FE/ NI & D4 RBATFERRRTETH Y, [BRWAERFE
& DEEMERRE XT3,

BE DDA DRI T4 & PD-L1 2HOMEMES S, PD-1 & PD-L1. OREIIIEE
DHIZEGRICBWTEEARRE 2 ) Z LIVRBENTEY | H- R0 AR OEY &
LTHIRFEIR TV,

AFL, PD-1 & PD-L1 RO'PD-L2 Offi Y v ROFEEZBETH Z L2k Y, JEE
WUNBRIE R ORERRS RAOMIRESENE T VU o REAE LS, FUEESE » B
52 L THEBDRERET B,

AEIOVE A ES BEORERIGIC X BEERSRS b b, BEIETIC
EDLARMEDSH B, AROBEFROBRER T, BEOBELHITFN, BENR
D BNIBAITIL, BB L FRITIE U P2 Ak & RR % R OEAT & L Ol
P22 ERIBWT 21TV, BEORERIGIC L BEERARRDR 2 EAIIT. BIBEE L
EVHIOEEEDOBEY LB EIT O LER DB,



3. ERIREGE

PAACERRER IHEE LT - BROGHEE~A 7 0% 7 74 PAZEE (BT

MSI-High] &\29,) 28 T5EME EERNRIARDEERGAICRS) DORAGER
WZEHli 24T - = ERBRRROBEE T,

7235, TMSI-High #7532 8% 1B LT, [PCRIEIZ L ¥ MSI-High & ¥E S iz b
¥ BT 554 (B#%) 1213 TMSI-High (PCR #k) 243 58%F] L&KL L. DNA
IRy FEEEBEOMERD P BEEENT 25ES (AE). T72bBIPCR EIC
MSI-High X3S sge (LT, MHCI &V D ,) EITED I X< /ﬂ%ﬁﬁifﬁ%
DOXRE BT TdMMR] &\ 9,) CHIESN-BE] *BNT 5%EI0iE IMSI-High
RET5HEE] LRTL LKL, HCEIK XS MMR ME & PCRIEIC L 5 MSIRED—K
1Y 96.6~98.7% 0 ThH D I LERHE SN TNS

(E2hiE]
OEBEERISE TFE:E (KEYNOTE-164 3R)
7 oY I D URPEMEER, XYY TITF RO Y )T ERE K
Z X BRI D B B 1B YR RE /ST - BR O IMMR X MSI-High (PCR #)
‘ﬁz) EETHER - BEREE 616 (BARNTHIEET) ZRHRIT, &K 200mg3 #
BIERE (AT TQ3W) W 35,) BEOAESMROZEMSRF SN, B, EEF
M CHRBETAERD S BA I REBEIT 2R TRERSRD bRV EDORERIICE
E LTV 5 BE Tl REIE OB CREETHRD bd T TREIOEKE &k
BT B ENREE Sz, EEFMEEE THDHESFE [RECIST A FJ A 1.1 iR
CES FRMEIL L BEREY (CR) XIEESER (PR)] ICoWT, RRBRIZ R
Ehiz 61 WJ@%E%% IR 1DEBY ThHol,

1) 1 indor Naralane M et al.: J Clin Oncol. 2002; 20: 1043-8, Bertagnoli Monica M. et al.: J Clin Oncol. 2009; 27:
1814-21, Ferguson Sarah E. et al,: Cancer. 2014; 120: 3932-9, Wang Yang et al.: ] Mol Diagn. 2017; 19: 57-64,
Smyth Elizabeth C. et al,: JAMA Oncol. 2017; 3: 1197 203

G52 pEgmane oz 3300 C . THC BRIC L 0 S R v FEME# /%2 T %5 MLHL, MSH2, MSH6 X it PMS2
DOWTIHDRHANED BNRNVBAIZ IMMR, PCRIEIZEY 2 2Bl kDA /0¥ T 54 h=—H—T
SSOBEFEOY A ZOBLARE S HA 12 MSI-High (PCR ) &HIE ST,
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£1 RERRAPRERUVEDR (KEYNOTE-164 RER)
(RECIST ver.1.1, AZMEMRATNRERS, hiE, 2007FE 2 10087 —F Iy v 47)

SR BiEx (%)

AR 61 "1 39 {52
FEe%E% (CR) 0 - 0
%% (PR) 17 (27.9) 9 (23.1)

BE (SD) 14 (23.0) 10 (25.6)

#1717 (PD) 28 (45.9) 18 (46.2)
HETRRE (NE) 2 (3.3) 2 (5.1)
7=%h (CR+PR) 17 9

(TR [95%EMIXH™] (%)) (27.9 [17.1, 40.81) (23.1 [11.1,39.3] )

*1 . BRI RER. *2 . AT I RER D 5 & MSI-High (PCRE) 25T+ 3 8%,
*3 . EREE

QEREILFE S AR (KEYNOTE-158 3ER)

—iaE & UTEEN R FRIERE O & 2 1B RER AT - RO dMMR X
MSI-High (PCR#) #2 283 5 EMEEE ® £/, AA 200mg Q3W #50%
R O REESRE SN, 2B, BERFE TREETLIRD SNBEIT, KAk
TR TERBBD LR VEDORRIIZEE LT 5 BE T, REILLIE O B
THREETHRD OND ETRBNOEEEMET 5 Z L FIREE S, FEEEA
THHEHE [RECIST VA F7A 2 1.1 BUCES FRYUEIC L 55548EL (CR) X
T2 %S (PR)] T2V T, MSl-high & W S - BICARBRICERGE I N 83 filk

(ZN—7K) ORERIZE 2, ARRICBERE S NI 94 FIBI BT 2 BERN O RITE 3
DEBYThot,
#2 BBEBREYRRUELYE (KEYNOTE-158 KB, /1 —7K)
(RECIST ver.1.1, HZhEMBAITSERS, FIHE, 20174E4 28 BF—F b v b A7)

EL B 4 A FlE (%)

BB AR 83 fil"! 28 fil*2
5EAEE) (CR) 4 (4.8) 3 (10.7)
W% (PR) 25 (30.1) 8 (28.6)

ZE (SD) 20 (24.1) 3 (10.7)

#1T (PD) 24 (28.9) 9 (32.1)
HERGE (NE) 10 (12.0) 5 (17.9)

#%h (CR+PR) 29 _ 11"
(BZHhE [95S%EEXE?] (%)) (34.9 [24.8,46.2]) (39.3 [21.5,59.4] )

*1: AT RER. *2 : AT REF D 5 b MSI-High (PCRIE) 2B+ 5 B%E,
*3 : Efgik

) A = L 42 A~T 12521 72 7/ v — 7 R Of MSI-High OUEFTEBERE 2B AR 7V —F K bl
BEh, ZA—7 A THITFE (RELKE), Z0v—7 B CIIEEE EERCEZORE). 771
77— S —REERE LR, SA—7 C TIEH, RE. ME, M. BEBROBREG EOIRA S IIE
B (B ESGIT O CBENSWNES) . /v —7 D TIRTENBE (RER CREREE 2R <).
SN —7ETHHTESEE (BRELEE) ., ZV—7F TliseE (RELER) . Z1—7 G CilvNolah
B, JV—7HTRPEE. 74—7 1 TIXRREE, ZA—7 ] CREREE (RE I mEEEET
BR<). Z—7 K THE MSL-High 287 5 EHE G5 - EBELR<) BERELANLRE, F—
7 A~T B INTZBEO MSL-High (2 0WTik, L e RR2F ¢ FRfEFIc L W -E S hi-,
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# 3 MSIHigh &7 2 EREOBERNDOZESFE (KEYNOTE-158 RER)
(RECIST ver.1.1, ﬁ%ﬁﬁ@ﬁﬁﬁﬁm% HllE, 20174E4 A28 BF—FF v b3 D)

I plgk (%) Z%) (CR+PR) Bl (%) Z%) (CR+PR)

94 {5 (EhE (%) 39 f1"2 (FEHE (%))
B NEE © 24 (25.5) 13 (54.2) 11 (28.2) 6 (54.5)
- HE 13 (13.8) 6 (46.2) 7 (17.9) 4 (57.1)
/NG 13 (13.8) 4 (30.8) 6 (15.4) 2 (33.3)
FiEsE 10 (10.6) 1 (10.0) 1 (2.6) 0
GERGE 9 (9.6) 2 (22.2) 4 (10.3) 1 (25.0)
B R E 3 (3.2) 1 (33.3) : 0 0
o B fE 3 (3.2) 0 1 (2.6) 0
7INHE el Pt 3 (32 2 (66.7) 0 0
T S 2 (2.1) 1 (50.0) 2 (5.1) 1 (50.0)
FRAR N 75 WA RE I 2 (2.1) 0 0 0
FOR e 2 (2.1) 0 1 (2.6) 0
R bR 2 2.1 1 (50.0) 1 (2.6) 0
Ho4 RE 355 1 (1.1) 0 0 0
O By 1 (1.1 0 0 0
EIA Y 1 (1.1) 0 1 (2.6) 0
#%REIRREE 1 (1.1) 1 (100) 1 (2.6) 1 (100)
TR P8 1 (1.1 1 (100) 1 (2.6) 1 (100)
WE 1 (1.1) 1 (100) 0 0
FERIEE 1 (1.1) 0 1 (2.6) 0
Rk 1 (1.1) 1 (100) 1 (2.6) 1 (100)

] HIEREATRT SR, *2 . AT SERO 5 b MSI-High (PCR¥E) 2B T 5B%HE



[Ze 2]
OEF#IER % DS (KEYNOTE-164 35#)
AEERIT60/61 Bl (98.4%) =, BIMERIZ 35/61 6 (57.4%) 12389 bz, FEBIR
B 5% EORHERIZTTRO LBV ThoTe,

£ 4 BHEEN 5%UEOBHER (KEYNOTE-164 BB) (22 S4EfRima S48 M)

FEBIKRHE (SOC: System Organ Class) F% (%)
HAFE (PT: Preferred Term) 61 %5 |
(MedDRA ver.20.1) £ Grade Grade 3-4 Grade 5
_ EEIfEH ) 35 (574 9 (148 0
B ﬁﬂggﬁ-% 1
I 8 (131 0. 0
B, 9 (14.8) 0 0
IR I 5 (82 0 0
i éﬁ’gk%ki@&'—?ﬁﬁ{i@'ﬂ‘% ; , )
EAHIE - 7 (11.5) 1 1.6 0
%1 6 (9.8 2 (3.3) 0
RIHPERIE : 4 (6.6) 1 (L6) 0
| BEBARLUR SRS
_ PAfivE A 10 (16.4) 0 0
i, &J%fa;rﬁszwﬁwa% S it s
Z 5 FEIE 7 (11.5) 0 0

¥, HIEMEMESE 15 (1.6%) . BEOKEEE (KIGHEIEGRETR, LI,
BRBEE) 161 (1.6%). FFHSAEREE 3 6] (4.9%), EIREHSEEREE 2 6 (3.3%). Hiﬁ
%361 (4.9%) . k- BEBRRMRAE 1 61 (1.6%). N - B84 16 (1.6%) A3
Nic, Flo, RIBK - EEOTH, REE (5 - N L —JERBL) Tﬁﬁﬂ%ﬁal‘a
. BIBREEE, | AR, BT (RMTHEMEAS) . BEEGENE. O
e, St MR PSR BER . YA MR L, FRIFERES. infusion reaction & U035 & 5
IRRITFRD b e otz, AR WERRBIRDUIBEES RAREMET2ED) 28
EFHERZ R T,

QHEBRILFE I3 E (KEYNOTE-158 3R5)
BEERIL. 91/94 6] (96.8%) 1=, BIFERIL. 58/94 il (61.7%) IZBw bivi-, FE
TN 5% U LOBIERIZITERDO LB Thotx,



£5 REEN 5% EORER (KEYNOTE-158 BlR) (RE:ARNTHSSEM)

BERIRSE (SOC: System Organ Class) BIEx (%)
HAFE (PT: Preferred Term) 94 {5
(MedDRA ver.20.1) 4 Grade Grade 3-4 Grade 5
ERITEA 58 (61.7) 12 (128) 0
BhEE b P

T 9 9.6) 1 a.1) 0

B ‘ H] @8.5) 0 0
LU o o 3 (-3) 0 0
— ik - EHER LURSHEORE : -

A& IIE 8 8.5) 1 1.1 0
.2 11 (L.7) 0 40
TEEH L U TR ,

Z HEE 11 (11.7) 0 0

fods, FRIMERIRE 4 6] (4.3%), Kk - BEOTH3F 32%), wEEE (X7
Ve N L —REERESE) 2 B (2.1%) | FHEREREE 8 6l (8.5%) . FIRARIEREFEE 8 £l (8.5%) .
1 FUgEERS 1 41 (1.1%) . infusionreactionl il (1.1%) 2338H iz, iz, EEDKE
i (RREREIEHREERE . STALH, ERMES) . TEREEERS, RIEHERE,
EHAEIEE (RMSREMEBALS) . BA, Bk - BUGMARE, EEMENE. L
% TMgs - BEIES . SR/ MRS MESEEER ., R, SRIFERBE KOS E D ER
HERD b0, ABERFKRKRIEEES (BERTERELED) 2808
FHERERT,



(R - AE]

AENOBEHAEYBEEF L ERALEY I 2L —va ik v, A# 200 mg %
Q3W, 400mg %z 6 HFEREIME (LLT [QeW) &5, ) XiX 10mgkg (fKE) % 2 @R
IR (AT TQ2Wl &5, ) TRE LEZBOAK O MG RESRI Sz, 20k
H. KA 400 mg & Q6W THE LIzBEOARA O EFREBIZET 5 EHmiEPRE (UL
T [Cavgssl EVVI. ) 1. &K 200mg % Q3W THRE L72BED Coges & LT3 & T
Ehic (FR) . £/, £K 400mg % Q6W THE L=BOAR OB FEIREBICEBIT A&
BILEFRE (ULT [Coms) £VV9, ) X, &K 200mg % Q3W TG L72BED Coxes
CHBLTEEEZRTLETFRShZb00, BPAABRZE B TESEARRS LT
LR - AETH 54K 10 mgkg (RE) % QW THE L7-BED Cuaxs & Hl L TE
BEzRdETFRENEL (TR) . &b, BEEEEERE L HRI2AK 400mg % Q6W
THE LA EHERER (KEYNOTE-555 3R) & 15 bh - ERAMEIC &5 < Emsk
NIA=FEVab=va 2 L) TRILESRYBIR T A —& LERI LK (FR),
MZT, BEOEEICB T 2BEABRBREICE S & AR OBREE & A9 IRen
amﬁﬁéﬁﬁT5§§ﬁm%?wﬁ%%én‘Kﬁzmmg%QNHWimm@%f
Q6W THE LZBEOBRBEE &AM ITREeM & oE#EIc S VW TR Sh- R, Lk
ORI - AROM TESMER UL SMICAMRZR T2V E FRIS T,

£ 6 FHORWBIME NS A — ¥

Rt AR | (o) e W i Gy
e (58~§?§9-7) (27§?§8.1) (17;511 8.3) (91 .97?'54.1) (49;(,)?1 0) (30.35??1 4)
400 mg QOW! (123?24) (32.?)??2.7) (10.2(,)'160.8) (142?49) (50.51(,)'571 3) (19.?;(,)'230.9)
40(()£?ﬁgu11%6)w ( 1351.2,610;6.4) N (14,1:, '?;4) NA . NA NA
10 mgkg Q2W! (212,2(2)23) (14;?‘1145) (11;,l ?21)' (421,2233) (272,7?.82) (19;,9500)

T:0=2993, 100 BDY I 2 b—a ALY BEHENZEBMEHEDO R RIE (2.5%5,97.5%5) . Cmax : FIEIHE
EROBREMITFIRE, Cug : MEREGOFHMIEPRE, Con: AERER (FA 2702 BEM) ORIELE
PRI, Coaxss 1 EFRBIZR T BREMBEFEE, Cags : EFRBITI T 2 FHMEFEEE . Cuinss : ERIREEIT
BT 2 RARMIE R

1 : 56 BIOBTIEIHME (95%IEEX )

§ 1 41 BIDBATVEIE (95%(EHEX )

NA: %420




4. RERIZHOWVWT

ARG UTHEFAERTICRIT BRE - EIBHE 25k < MSI-High 267 2 BEREIC
xﬁ"éﬁ)ﬂﬁkﬁuﬁﬁmuﬁ'ﬁﬁgnﬂ% AT EED, ERMHY X7 EHEHE (RMP)
ICHE S AR DER R LM EREE ~ O EHNR D 2R Th - T AR O L
EHRBELDE - BE L. ARIOEEIC i@ﬁ%ﬁwﬁﬁ%ﬁﬁtt@:ﬂﬁ?%:
EANERED, UTFOO~@DFT X TEEETHERICBVWTHERT & Th 5,

@ MERIZOVT

@1 FED (1) ~ B5) OVTRNTHEETIHRTHDZ &,

(1) BEAZBRERIEET 505 A DHRREEI SRS ERERF R A BFEEILRRARE,
HIIEAS A EE BRI, Ml A SRR e &)

(2) HrERRERPE

(3) EERFRAMENIEET B2 ABHORIERRG (554 DRCEHEIEEMIE, 25 ABRES
WHIRBE. A ZIEERER R &)

4 %%ﬂziﬁiﬁi;&?&ﬁ UL ShSRAbZEEEEME 1 ISR EFEINEA 2 OREak 21
(AR B R & AT - TV B MR |

(5) FEMRERING EEME O ELEILR D BH 21T > TV D e

-2 *T%kfotZ)FHE“C“@{E%‘f??ﬁ&(ﬁ%’”’ﬁﬂﬁéﬁﬂ#@ﬂﬁﬁ W ik & R &
OEM (FROWTRMNCEY T2 ERM) 23, BEDRBOAFIET HHERORE
FLLTRBER TSI E,

&

o EEGHREBE 2 EONBFTHERET LRI 5 B LD ARRORKDHE 2
FoTWAIE, 95, 2FEL Fi3. DAEMRELY XL LEBREEZOMEE
THoTWAIZ &,

. IEEFﬁfE%‘FH&ﬁ%?& 2 EOPITHEERET Lf:?&ﬂ_: 4 EY FOBRRBREE LTV
Tk, Hb 3EDEIE. X8 E R DBEFR TONARYFEE SR ATRED
BEEHER{ToTWB I &, ”

©® BADEXRREREBROAHICOVNT

ERLERERIIHETIEEEINREE SN, %%ﬁ%#&@rﬁi&%ﬂm B &
MR ZHEROEER NEMSIZT 5 ERIEMH, AEFERRE L LHEEORE
B, HNELHIITONDEHIPESTNWDZ L,
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@ BUHER~ORZIZOWNT

@-1 HERRMEHIZEE T 5 B4
FEMEMRESOEEZREASRAE LERIC, 24 BREZEREHO T, YR X
IEERER BT, BH LUBERICE U T ARSI RO CT £ 0RIER OERNZ %

HLREOKRP LG AHRIB LN, EHICHISTRERAHINE->THE I L,

@-2 ERREFICLIAFESXISICETIEHR

BABRICEEDL D EMN 2SR OCRREL2 AT 5 EREEENBERE=4 )
EEOEERORY V- TEITVEIRE L ERE LA TX 5 F— AEREH NE
HENTWD Z L, 2B, BRERIZOWT, BABE L ZOFEICHDIZAMENT
WaZ &,

@-3 BHERORECRITICELT

BIVER (REMEMREICIMA, RIBK - MBK - BEEOTH, FFHIERE - SR
BR. BRERE (ROETMEEBERS) ., WOWEE (FTEAHRERE, FRRMEE
P, RIEHAERRE) . | BUMERIR, 5L O MER. MRk - SEEUHRMRIE, MRk, EEOKR
ElEE (TEMERBETRMAE. REHBIRERR, ST, FREES) . infusion
reaction, FM% - BISS, BUERFENE, MRIEE (¥5 2 - NL—IERES) . LK.
EE L MREE (R MR MESREER ., IR L, RIS, EERBIES) .
M ERE REMRRE, %) [T L T YRR UL A B E R OB M 2 T 5 AT
LEEEL EWEROBECHEIGICE L THERVXELZIT bR ILMICHHZ L),
HHIZHEYRLER TELEHAE->TWDH L,
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5. BERBERHHE
[t BT 5 305

@

FTROBFEBNTAAOEIERTENTNS
o BALERERICEE LET - BROBEE~A 20T 74 NRRER
(MSI-High) %7832 B @0 (Sl iam s e e a1 R )

728, MSI-High # A2 Z LikAa7r ) X~7 (BIzFHHZ) O3 =4

W (K5E4  MSIBEF v b (FALCO)) ZAWVWTRIETAZ L.

@ TFRICHYT B EEICHT B AR OB SR O FEIC STt AR OB ZHER
ML SN TRLT, ARORERRLRBRL,
. FROMBEE
. MOREHIEER & G L CRE S BE

[Z4&MicET 235mE]

O TFTRIEFELTHIEEZOVWTIARAOBRENERL S TWDS I b, HEZIT

bipnwz b,
o AFIORESC K UBBIEOBERED B B BE

@ BRATOFMEIZEW T FRICEYE T 2BE IO OVWTUL, AR OREFIIHER SN

B, OBRBIERROHEICRY . WECARERT O L 2ER/TE D,

o PEVEREBROAHUIBED B 5 BE

o WEMEGRE CRIER R0 5 BHE K OVEEIM: O HUR BRIIE S ORGP i 2%
L ORI RIEHELR R LN D BH

o BEREEBOAHN XTBMENAE L IXEREO H CAERBOEERED
bHoHEE ' ’

o JRESBHEE GEnSERBREELEST) OboEE

o REEOBYIREERTLEE

e ECOG Performance Status 3-4 5 o #H

4 MSi-High % H T 2ERBBEO—MIL) CFERHETH D Z L PRESN TS (Latham Alicia et
al.; J Clin Oncol. 2018; JCO1800283),
%E5) ECOG @ Performance Status (PS)

Score | E#H _
0 | &<REERKEDTES, BRAEFUBFHEESHIRRITA D,
1 BRI LWEBNIEIR S D05, BRITAMHE T, BRIEESE - TOERIITIZ B8 TE 5,
B . BOFE, FHEE
2 BATRRETHODHOE Y O Z LT+ X THEELAERIXTER Y., AFO 50%L EiZ~<y FATE IS,
3 Bo-BH0HOEY DL LATERY, BHO 50%U L2y KARFTERIT,
4 ELETR, BODEFDEY DI LI TERY, BRIy KOBFTRIT,
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6. BEZBLTHETEHIF

)

)

®

A CEF TN A BIEIRFEHEE DREET 2 BRI ICE S & ARF O FiE K USE IEfE

ROTDITHBERERETDICEE L ThoERTH L,

BB, BEXIIZOFRICAEMEROEREEZ +HA L, REE2S

ThbEETHZE,

ERBMERAO~=R T A MZHNT

o MHEMHEBRRHLLNDZ LNRHBDOT, KEDEEIZH Tz TiE, WIHE
W (BGTh, MR, WS ORERRR OIE X R O ERi%, BEr+
FATH T &, Fle, BBEIISCTHE CT, MiF~—t—%F0BRELEHRT
5z,

* infusionreaction 23&% H I D Z L A53H B, infusionreaction 2358 HILZH A
WX, WU RABEITH & &b, ERPEET S £ TREORES 01284
T5HI &,

o HURBMSRERE . TEAMERER CRIBEEEERH LN EBHED
T, AF O ERLARTE O 5 8B P IXEHRICN o ISEERE (TSH, 178k
T3. B T4, ACTH, M aiFY — A S0flE) 2EHETH2 L,

o FEMREREE . BB A DD B G T & Kb B 0T, RFIORE BN

U5 B I EHBIC AT RERR . (AST. ALT. y-GTP, Al-P, t)wt/%
DRE) EEMTDHZ L,
o SIS TRARVIEEERALED) SOEERREERS LDID
:kﬁ&é@r EHZIROBREORELHIET D2 L, 7z, ROEFEMRN
B ONZHEITIE, BPNCERBEESET L) BELXIBET L,
. Kﬁwﬁﬁ ;0 BEDRERIGITER T 2 & & 2 bh fkx REBOFE
BHobidZ ENbd, REPRD LNEHAICE, BRLAFRIIE LKL
BB 22 ik & R & R0 [EAT &EHE U Rl 2RI A 1T\ RE 0%
anyte L DBIWER D BEDN D HEITIL, R OWIIUIPIE, R URIERE
NEVRIORES2EZETHZ L, 2B, BIERERNVELOREICLYEIE
RDOYEEDRFED LRV HEITIT, BB RE A /VE v PS5z Fl o
bEETDH L,

o BRERTE, i?ftﬁf’%)l’oi}fcﬁﬂf"l@bf#%ﬁ'”’ﬁ)ﬁﬁh%’%ﬁ‘é‘é EBRHDID

AFNOEEGHRTRICORWERORBUC DI EETZ 2 L,

o I EUMERE (BUE 1 BUERF A2 ET) Bbbbh, BERENS P TV RF—U X
WCELZERDHLOT, OB, B, %%%@ﬁ%@%ﬁ%ﬂ%ﬁ@:ﬁ’+
SEBTZI &, 1 BEFERFESEONZGECIERGEREL, 2D 8
AOREZEDOBEIRNEEITH Z &,

AEIOBRRBRIZI T, KEYNOTE-164 35 Ti2 9 R =& . KEYNOTE-158 2

BTGB D 1 EMIZ BB Z L, 1 ELE 12 8/ 2 & ICE RO

ETo TV 2 2 &BBI, ARG HITEHNICERRE THROMREITO =

L,
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EEEREET A K54 v
CRATRY) Xed (RETFEHEZ)
(R4 : A4 bA—F KE#E 100 mg)
~ R R ~

w1 2R (55024 8 AdkET)
BAEYBE




SR/

oA A g5 TN

XUBHIZ
AHI O, 1EFREF
B PR RAR
BRIZDOWNT
BEXB LD BE
BEBEL TEES & HIE

P2
P3
P4
P9
P11
P12



1. EU®ic

B G OEDME - RAMEOTHRO7 DITIE, A TESICESWEEREANRD
BB, &bz, IHEORZERHITOESRIC LY . FUEEER R & OR R HIERK
FERLPEHRINDZP T, SnODOEERHZEIIVNERBHRICREET 2 2 L SRED
HMEEL 2o TRV REMBCER & WE QAT 2016 (T 28 45 6 A 2 B EFHRT)
BWTYH, EHFNERLNEOFEBOREIHEELZREZ &L SN TV,

HHE SRR KEEARCRAN T 0 7 7 A ABBEFOERS EH L PR
BB EHBHE, 0D, HHHEROZSMECET 2 EES T OE-T 5 TORM,
WESKE QBB RIS I ERHF SN BEICH L THEAT S L L bIT B
FNRE LB LEARRSE & B L AR —E OB & W7 T ERMEE A
THIENEETHD,

L7eioT, AHA KT 0 Tik, BREBERLINLETIIELN TV B EFELH -
B2l R ESE . UTFOERRORERERZ#ET 28A0 DLERER, 2
FROGESELTT,

BB ARHA WF A i, ISTATHE AN B R BRI AME, AREMIEARAR
BRIEESS . — i FEA B ABRARES R U—RAEEEA B ARRBR AR O
HDY EER LTz,

WL RBEEL XA M—F AT 100mg (—fk4 : a7 ) X=x7 (Eis
T Z))

K%L RAPREIHE « ARIGEIRTREULIRBAL O B N

HELRAAERVRE : 7H v F =7 LofHRIcEN T, B8%., BRAIZIE, Xa7a ) X<
7 GEEFHEHZ) L LT, 1[H 200 mg % 3 BREMEXIE 1 E
400 mg % 6 IR T 30 AT TRFEFHET D,

B ¥ R 5% % & . MSD B &4t

(&%) :

Ay T4 551 mg, FEESmg (—H4 1 TERVF=T) OPEUIINE. AERUHA

&2

BTN E < ARIEOIRREE ST M O B M

AEROHE B, RAICE T F=7L LT1H S Smg# 1 B 2EEARET 2, .

B, BEOWREICL VEEEET 52, 1E 10mgl B 2EFE THET

x5, ‘




2. FEIOKHE, 1ERBAF

FA bA—F ERHE 100mg (—#4 : AT 0 XvT (BEFHERZL). UTF 1A
Al &V 5.) &, PD-1 (programmed cell death-1) & %D U 4> KT 5 PD-L1 K1} PD-
L2 L OfGZEHEMET S, & MEIgGd £/ 7 u—FAHifkTH 3,

PD-1 B3 T RIS B RS 1> B RN 2 72 42 48 AR 2SR 3 B 2 e S e
AA v F T, PD-1 1%, @ERREIZEBOCEER THEBOMBEGICRERL, H0%
B G % & Lo N B LB 22 S UGS 2 45, 725, PD-113 ) v R ek
BT D EIEVTREZARIC LDV FGELAICHIET 525K Ch 5, PD-LI
OIEFEMHBICI T 2RBUTLTHTHH2, £< OBAMIE TIE THIOB X 202 5
EEBRICHEBE L T3, BAMIIZEIT % PD-L1 OEREIT. SHE. ks, iT
MR, DRI, JE/NARBTRE 72 & D2 RBATTFRABRRTTHY . RV EFR L
DOHEBMERHREIh TV 5,

BEOBADBRKRE T & PD-L1 RBEOAMEMD S, PD-1 & PD-L1 ORBKIZEED
GEABC BV TEERBRRI RS Z L IRRISNTEY TRt ABEROER L L
THRF SN TV,

AANIZ. PD-1 & PD-L1 KO'PD-L2 D U v FORA#HETAZ Licky . EE
WUNRBED OB AR ENE T U o S BRAEM L S 4, EER E mIEE
5L CHIERESEEREST S,

AENOERBFICE S BEORERISIC L 2BERSR S bbh, BEEXIFTIZ
EDARMSH D, AAOKREPROEERITIT, BEOBE Y +HI0/TV. BREN
D HNTHEITIT. BHE L =BT U= MR 2 5058 & R Rl & LT
DI ERRW 21TV BE ORERISIC X BEHER RSN 25810, BIBKERL
FH ORGSO LALE AT O LER D B,



3. BEFRREGE :
KR IAEIEE R HE UL B 1 00 B i D 7K ERBR I 5l 2 1T - 7o R BRR R O R =
Y,

[A%hE]

[E 3t F S MAERER (KEYNOTE-426 #BR) .

LA PRIEE O 72\ RIB U RE U™ O BB IR MR R B2 861 6] (AR
ANMBlEED) EHGIC, A=F=7 Y I8l QT [R=F=7) Ln5.) 2%
SHBE LT AR E 7 F o F =7 L OBARE QT AR/ 7T F=T] 20 9,) 3
DEDER OVREESRH ST, TEFFMER XA FEYH WF los) &), )
FOMEREA B (BUF TPFS) &5, ) &&h, AHI/T Xy F=T1E, A=F=
TEHEE LT, OS RONPFS 2RISR LTz,

*] : American Joint Committee on Cancer J5 #4482 -5 < JRHAIV

*2:50mg 1 A 1[E 4 BRIE 5% 2 BREIARE

*3 . %1 200 mg 3 BRIAMR AT Q3W) &\ 5, ) THIRNKREL, 7% F=7%5
mgl B 2E (UTF BIDJ &5, ) BOBELE, THIF=7ORERIL, Smgl
B2ECEEETS 20— 2 (68H) UEBEMNHY . Grade 2 2B DT XV F=
FORWERRRD LT, H-oMES 15090 mm Hg ML FIZE B I 723BE. 7mgBID
~OEEEFREL LT, $RR0EELZHV, 10mgBID ~OEBLAEEE L, 7
¥ F =711, BIERAOER., BEESICG U THRENIIEE 3 mgBID, KiZ2mg
BID) b AAEL L7z,

#1 AR (KEYNOTE-426 #ER)

AKHN/ T ®F=THE A=F =T
(43241) (429%1)
FofE () NE NE
[ (95%CI] [NE, NE] [NE, NE]
0S™ | NP— R 0.53
[95%CI] [0.38, 0.74] -
PfE" 0.00005
FofE (B) 15.1 11.0
[95%CI] [12.6,17.7] [8.7,12.5]
PFS™h ™| PF— R 0.69
[95%CI] [0.56, 0.84] —
P fE* 0.00012

CI: %X, NE: #EFR, *1:

HA KTA LIBIICES L SR TSIy E

PRIEATEFOT — 5 (20184F8R24R N v A7) | *2: B
B Cox lfFINF— REFMICK B A=F = TREL OB, *3: ERIn 7T > 7 RE, *4: RECIST




0 4 8 12 16 20 24

at risk¥% R A]

FH[200mg QW RU
FEYFoF .432 417 378 256 136 18
A=F=T 429 401 341. 211 110 20

E1 OSSO HRfEITE D Kaplan-Meier % (KEYNOTE-426308%)

100
90 -
80
& 70 -
60 -
:ﬂ'ISO_-
B 40-
z 30
20 -
10 1

0 4 8 12 16 20 24

at risk#% EseEFNER]

FH200mg Q3W 432 357 251 140 42 3 0
RUFP+yF=T
2= 429 302 193 89 29 1 0

X2 PFSOHRIEHTEDKaplan-Meierfi# (KEYNOTE-4263X8%)




[Z24:44]

ERE RS MRS (KEYNOTE-426 35%)
HEBREIAR/ T XL F =78 422/429 #] (98.4%) RUA=F =T RE 423/425 4
(99.5%) IZRD B, IHRE L ORRBEEN/TETERVEEFRIL, THLH 413/429

Bl (96.3%) ROt 415/425 il (97.6%) \ZERD BT, WTNAOBE TRIARD 5% L

OEVERIXTRD EBY ThoT,

%2 VIRAORTREEESN 5% EOBIER (KEYNOTE-426 RR) (LM RHEH)

BENKRSE FIE (%)
(SOC: System Organ Class) FE/THF TR A=F=T#
HAFE (PT: Preferred Term) 429 {5 425 151
(MedDRA ver.21.0) £ Grade Grades 3-4 Grade 5 4 Grade Grades 3-4 Grade 5
£RIER 413 (96.3) 269 .(627) 4 (0.9) 415 (976) 244 (574) 7 (1.6
MR LY v RpEE
5=l 12 (28 1 (02 0 69 (162) 13 (3.1 0
A M ERBE 5 12 0 0 37 (8.7) 6 1.4) 0
TR ERBUE 6 1.4 1 02 0 79 (18.6) 28 (6.6) 0
i/ MRIEAE 8 (1.9) 0 0 94 (2.1) 22 (5.2) 0
N WIEE
AR B RE TTIEE 52 (2.1) 4 (0.9 14 (33) 0
BRI RE IR T 135 (31.5) 1 (02 119 (28.0) 0
BEE
&R 23 5.4) 307 0 16 . (3.8) 0
& 31 (12) ] 0 29  (6.8) 0
TH 210 (4900 31 (72 0 175  (412) 19 4.5) 0
AN 17 (4.0 0 0 2 (52) 0
HILTR R 12 2.8) 0 0 48 (11.3) 1 0.2) 0
B R 6 1.4) 0 0 34 (8.0) 3 0.7) 0
B 91 (212) 2 (0.5 0 111 (26.1) 4 0.9) 0
Rl EAS 61  (142) 307 0 86  (20.2) 9 @.0n 0
Mg _ 34 (19 1 (02 0 56 (13.2) 3 0.7 0
—i% - 2HEER LU S ORE i
=S5 50 (117 6 (1.4 0 54 (127) 12 2.8) 0
Y 130 (303) 10 (23) 0 142 (334 21 4.9 0
FEREDRAE 55 (12.8) 4 (0.9 0 9 (212) 7 (1.6) 0
I 6 @7 0 0 24 (5.6 0
ERARIREE
ALTH#00 102 (238 52 (12.1) 0 54 (127 11 2.6) 0
AST BN 97  (226) 29 (6.8) 0 59 (139 7 (1.6) 0
ez U7 F =8 24 (5.6 0o 0 30 (7.0) 1 0.2) 0
1 7 AR BRI R V- 2 (5.1 0 0 2 (52 0
I P ERBE 3 0.7 1 02 0 48 (11.3) 29 6.8) 0
/MR 14 (3.3) 1 (02 0 76 (17.9) 31 (1.3) 0
FERD 41 9.6) 6 (1.4 0. 36 (8.5) 0
A 1 R EE 1 0.2) 0 0 37 (8.7) 11 2.6) 0
Rk L OREEE
BB R 9% (219 9 @D 0 106  (24.9) 2 0.5) 0
&) B E 6 1.4 2 (05 0 26 (6.1) 11 2.6) 0
HERRE LU EEES
Bt 52 (121) 3 (07 0 15 (3.5 2 0.5) 0
ialake) 23 5.4 0 0 16  (3.8) 0
MR REE
BRERE 40 9.3) 1 (02 0 129  (30.4) -0
b 35 (82) 3 0.7) 0 33 (7.8) 1 0.2) 0
BB L UREES
ERR 6 (154 11 (2.6) 0 39 (92) 6 (1.4) 0



w=EMRZE FilEx (%)

(SOC: System Organ Class) BE/THRFTH A=F=T#E
HEAZE (PT: Preferred Term) 429 {5 425 151
(MedDRA ver.21.0) 4 Grade Grades 3-4 Grade 5 £ Grade Grades 3-4 Grade 5
W, BEE L ORREE
B ik 32 (15) 1 (02 0 12 (28) 0 0
HEEE 98  (22.8) 1 02 0 12 (28 0 0
IR PR 28 (6.5) 2 (05) 0 16  (3.8) 2 0.5) 0
BHim 19 @4 0 0 32 (1.5 0 0
BREF L O THlkkbEE
B d% 27 (6.3) 1 (02 0 35 (82 0 0
FE - RERFOEASEEE 119 @17 22 5.0) 0 168 (39.5) 15 (3.5) 0
% D EEE 53 (124) 1 02 0 18 42 0 0
¥% 46 (10.7) 1 (02 0 8 (8.9 1 0.2) 0
mEEE
& i E 179 @17 91  (212) 0 184 (433) 78  (18.4) 0

BB, KB T HF=TRICBOCHEEMMESR 126 (2.8%) . KIEK - B -
HEOTH A0 4] (9.3%) . #REE (¥ - N —EERS) 24 (0.5%) . ke
FEE (ALT R UYAST #0172 & O EERBEEE 2 2T0) 15041 (35.0%) . FRAE
REFEE 16581 (38.5%) . THRMHAEREE 541 (1.2%) . BIBHSEEREE 1061 (2.3%) .
D BUBEERS 14 (0.2%) | BheEREE (RATHEMERS) o6 (2.1%) . 5%k - %
RGRARIE 4 B (0.9%) . EIEFEESE 461 (0.9%) . LEK 261 (0.5%) . H& 5
% 161 (02%) KU infusionreaction2 ] (0.5%) BB/ bz, Fi, BEOKERE

(BEHIRIE R, SIALEE, JREAS) | B, BMss - BElEk, BEEA ks
- (et /MR A PSRBT, YRR M, FRIFEREE . MEAIERE &) | MEKAREE
BEERORERIIEED b h o 7o, ARHERRBURILIBIEES (BRREHEER 25T)
ERUEHERETRT,



(A - HE] :

AR OBEREYEHREEFLEZRHLZY I 2 b—a 2k Y, AA 200 mg 2
Q3W. 400 mg % 6 AR (LT TQ6W] &9, ) XiX 10 mgkg (FE) % 2i@MH
Bl (LLT TQ2W1 &9, ) THRE LBOAAIOMBETRENRI SNz, £OK
B AH 400 mg % Q6W THE LI-BOAF O EFHIREIZET 2 MEFRE (UT

[Cavgss] £V, ) 1E, &K 200mg & Q3W T LIZBED Cavess LEUT 2 & FRIS
ni (FR) . £, A5 400mg & Q6W TG LI=IEOAR OEFRIEIZB T 5 5Kl
MIEFERE (LT [Cuoxs) &V, ) 1, &K 200mg % Q3W THE- LIZERD Cuaxes &
KLU CEEEZRT TSRO0, AAANBE IO TIREPER SN TS
i - AR THOIAF 10 mgkg (RE) & QW TERE L72FED Coass & B L TIRIE
AT EFHENE (FR) , S5, BERAEREZMRITAK 400mg % Q6W T
B 5 UMM BB (KEYNOTE-555 5B X 0 18 bz ERIEICEES < EYEhg S
FA—HE Va2 b= 3 VLY PRILEEYEIE ST A —& LRELE (TR).
Mz T EEOBIEC BT DRFARBREEICESE AROBREE L AIMETREM
L OBEE AR ARBRIGET VSEE S, A 200 mg 2 Q3W XiT 400 mg %
Q6W THE L7-BoRERE & A UL et & OMBEIZ OV TR SRR, &
oM - AROHM TAMER U REMICHRRER T2V ETRIS N,

£3 AAOKMBE T A—F

Rit AR | o ) ) (gl s )
200/03 03 (58.55?‘519.7) (27.27?.298.1) (17;;?'11 é.s) (91 .97?'984.1) (49.?;(,)? 1.0) (30.35(,)"39 14)
400 mg QW' (12;,2?24) ‘ (32.?)??2.7) (10.11(,)'160.8) (14221;49) (50.51(,)'57 1.3) (19.28(,)30.9)
e (1351'.2,6'10 32.4) AES (14.1:?;4) o B N
10 mg/kg Q2W' (212?223) (14%??45) (11;}?21) (422?233) (27%7382) (19;?;00)

- 4:n=2993, 100EIDY I 2L — 3 Mk EH SN R EO T RIE (2.5%,97.5%5) « Coax : FIEH
H% DR MIETIEE, Cog : NERSHROFAMBEPRE, Cun : PEHRSHE (F4 2702 858 OFIEMTE
FRPEE . Craxss | EHRAEICIST DRAMIE FIREE, Cogss : EHRABIZT T D FHMIEFRE, Crinss 1 EFIRIEIC
BV 2 Bl 15 R '
11 56 B DEITEHE (95%EWEM)
§ : 41 PlOBTEIMA (95%EHEH)

NA : &40




4. HEERIZOWT
[EFdh U X 7 EHEHE (RMP) ICES& | KA OEE R 22 ERIEE ~D W /1 (K]
ﬁ%ém RThH-> T, REOBENEDN 2BELDH - E L. AFOBEZL Y EE
me%%ﬁbt% WCXIET 5 Z L BRBERD LT OO~Q@DS T %73
WCBWTHEHATR&ETH B,

@ HRiTHOWT

@®1 FTRED () ~ ) OVFRPNCELT EHRTHEH L,

(1) EEFBRESIEE TS0 ADROEHELAIRRE (ERERFIEAS A 2 ORI 5 R
HuIEe 23 A IR L SRR . M A3 A BRI )

() HEHRERE

(3) EBEFFRMBSIGE T DB ADHOEMEE (1A BISEEEE ERE. N A DR
BRI, B AR 2)

@) SRACEFIRELRE L, SSRCERENE 1 TSR SIR BN 2 O fasd Hve
WRBEHEIT> TV AR

(5) PUEMEREEAINS & EE O RIER EYE AR B B H 21T - T B MRk

@©-2  BRENRE DL ERIE R OBIE R RBRE DX I 4> 2 05 & R % O EH (T
ROVTNDIZHEE T BERM) 23, YHBRBOAAICE T HEOBEL L L RSB
INTNWBZ L,

x®

e Eﬁfﬁﬁ'f‘FHY % 2EDUTHERET LI=1RIC SELLEDR AR OBERIHE 21T
S2TWHI L, 96, 2N R, BARYERERZ X U-BRIEESOIME 21T
STNBZ L,

*  [EERFFEGE 2 FEOPBHEZE T L2%I2 4 E£U EOWRERZOERIHME 21T
2TEY, 55, 28 EIZ, BRIEOSAEMREL LR AIBROBERIHE 21T
S>TNBEZ L,

©® BENOERKERFEOKEHIZ VT

EERFHREHICEET2HTENRB S, BERLENLOBERED, A - 2
EMERFHOFROTHER CEMS IO 5 SR, FEERR/RAE LEEA0OHE
FH. BERESPHITITOR D EHINE-TNB Z L,




® BIER~ORRIZOWVT
@-1 HarkihlicB T 22504 |

VR M R o EE AR BIER SR A L72BRIC, 24 BRI RSO T YR it
BRI BT, BRUFZBERIE L TAREHEE O CT Z0RIEROERICLHE
RREOKENY A PIELN, EbICHETRAREHSE-S-THEZ L,

@2 ERREECLIATERANNICETIES

BASECED 2 EMBRARE O EL AT 2 EREEENBERE=2 ) 7
EEDEERDOAY )V —=V FRITOERE L EREEF TE 2 F — AEREHPE
BanTna o b, 2B, BiEkEiconT, RABRE L EOFRICHACAIENT
W3z &,

@-3 BIfERORETRXINICBEAL T

BIVER (FIEMERERICM A KBK - NBJK - BEEO TR, ITHIERE - SR
B, BHEEREE (RATHMEMEERS) . NWOWEE (TREHKERSE. FIRIRHE
. BIBHSAEREE) ., | EUERIR. S ¥ O, Ak - REHRRE, Bk, EEOK
BhsE (hEthR ETMARE, BRBIRERR, S, FXREAEE). infusion
reaction, M7 - BEEZC, EIERSMENE, MIRIEE (F T 2 N L—IEREE) | DR,
BEEMKREE Seetm/ MR ERBER ., AR, RIS, EIEREKAES) |
MEREREGER, F%) o LT, SR ULEREREBEOBIMWELH ¥ 5 R
LEEL EHEROZELXUSICE L THRERUXBEZTONIAMHFCHL I L) |
B D@2 LEN TE D HMHPES TSI L,

10



5. #ERRL2DBHE
(BB 5 FE]

O ALFEFIERED 22 RIAGIBR R B

[

BB OBMIGEEE BT, AR E 7 F

F=T L OHAREORIERTRERTNS

@ TFRICHYT 5EE IZHES B AKN D 5B OME B 5 12 DU Tk, AR B2
FESLSNTH BT, AFOBERE L 72 b7,

.« IFRmEEE
. REIOBIMES

o OTHBDOHEDHENRRINTVARVMEOH ﬁ@@%ﬁ&@ﬁﬁﬁ#

[ZetizBid 2 BH])

O TRICHEYST 2BHEI OV TRAROBENER L SHTVD D L b, 5247

bripnz &,

* FAIDORS T LIBBUEDBEERED b % B

@ {BFRATOFHIC BT FRICEY 42 BFIZ OV T, AR OREITHE S
M. AOEFRIE S 2 VB EITRY | MEBICAREERT - L 2 2B T 5,
o MEMMRBOGHIIEEDOD 5 BE

c MEHERRECHEY

W8 D B B UNE B O H ST MR AR 2% <0 R e Jit 2%

FOMIZRAEMERH BN B B
©  BERERBOGH UTBHIARE L IXEREO H DAERBOBERED

boBE

© BSRBEE (EhmMaBREEEZE) ObsRE
. EHOBBRX AL ET 5 BE
*  Karnofsky Performance Status 70%j% &V 08 #F

%1 Kamofsky Performance Status (PS)

Score

E

100

EH., REBCHTIEEOHRABR. BHRERRL,

EH OTEEN DAL, BRI BEBLER N,

90

BVEERERIEIS 228, EFTEE WAL

80

0372 Y BEHRIERD B B85, B L CEHK OES R4

FBYHZ LIIRARE, BETEFETET, F

70

HOBHOWFEITELN, EFOES - HE3 2 - kliTTﬁu

BT EACBANRERIZE 2L DOTH B,

60

HOICKERZ LITTE BB, & CENPNRLE

Ba RRBREONBIZMLELT5,

50

FRZZE L E#EL L OESNRERITANLE

40

T, BYOREERLLUOEERLE

HOEY DI L EBSTTEXRN, HiRH D

30

LB ABRSSLEESEIZE LEE - TR

R OR# L FSEOEELLEL T, KE

20

FHERICERE, ARSLE CRANRIGENLE

BEBIETL TV A EERRH S,

10

FEENE > TV 5

3

11




6. BERELTHETRETHE

@ RCELICZ . SSRGS SR D RS S X AH O R O I
D I BERIERE +CEE L THrLERT 2L, =

TREBAEI B BE XX OFRICEDRR ERE L T AR L. AEES
THbLEET BT,

FREMERDO= RV AV MZDONT

@

®

REHIE R RS NS 2 L BHEDOT, AROBREIZH T > Tit, HIHE
W (B9, MRS, W) OMRE UK X RREOERE, Bkt
SSITATH T L, E7o. MEIS UTHE CT, miF~—r—S0RELERT
5k, . :

infusion reaction 283 BN A = & 2% %, infusion reaction 23588 HILTIH AT
XL EEIRABEITY & b, EERAEET S E TREOREL HoICBE
THI L, . ’

FOR B ERSE | TERARERERVBIBHRERERH LD I LBH LD
. AFIOBEBENTR O SR T E RIS AR (TSH, Wkt
T3, WHE T4, ACTH, M2 VF Y —LEORE) 2EET 25 &,

AR RERSE | F(LMIES RS bbb Z L B3H DD T, AAIOHREBRERI &L
UMY BHR 3 E BRI e (AST, ALT, y-GTP, Al-P, BV L E %
OHE) 2EBTDH L,

BEIERE (P ARMIEERERZET) SOEREBRIREERHODND
ZEBHBOT, EHMICRORBORELHRT 5 L, iz, ROREN
T OENEBAITIT, HPNIIERSEEER T L OBEERE T L.
AFNOEEIZ LY BEORBERIGICERET 5 L& 2 b Dk IR REBSRE
NhbbNEI NP D, BENBEDONIHAICIE, BRLLBRIIE LR
PR AR L IR A O R L OEEE U CE TR 21TV, BE ORE
RSz £ B EWER N EDILBBAITIE, AR ORI IHIL, RURIERESR
NEVHIOBRESEYER TS L, B, BIBRKRERNVEOBREIZIYEIE
FOBERRD LNRVEE T, BIBRER/LVE S0 GEmH OB M
LEETHI L,

BEE TSR, SR HED ARB L T LRWERMBRE T2 Z LB H D7D,
AR OB EKTHEICHEMEROBRICHSICEETH T &,

1 BERE (BUE 1 BERB e bbbl BREES FT Y F—v A
WWELZENHZOT, OB, B, BHSEOEROFRLMOIEED LA+
SEETHZE, 1 HERBIRLDNEBAICEREGEHEL, A2 VB
ROBELEOBIRLBEEZITO Z L,

AR OBERRERICIBWT, BREMEND 12BB., DBIXS4ERETOREIE, £O
% 12 8- L ICESMEOSEM AT o TR & AL, AFBREFIXEHRICE
BHRE THROMREITO Z &,

12



SEERMETA KT 4
RATn) X< (REFEHEZ)
(R3S : ¥4 FL—F SHEHE 100 mg)
~ SRR ~

SRTEL 28 (40248 HekET)
JEA B MBhE




B

ZU®IZ

AR O, TERET

Fie PR il A

FRIZTDOWNT
BEXSR LI DEBEE
BEICE L TEETNEHE

ORI

P2
P3
P4
P12
P14
P16



1. IILBIT .
EELOFY - BB DI, A STESIZES - EIE 2 2R
BB, &BIC, EEORFEHIROEANC LV | FREIRR 2 L 0 RS 72 518 e ks
FEELPERENDIPT, INOOERR L EICLERBHICRILT 2 = L AR
R L 2o TR Y REMBCES L YEO AL 2016 CERL 28 45 6 H 2 B BIEERE)
BT, EHNEESEOHMAOREIHESLRS - L L ShT\a,
FRIFABTERDIT, EEERASEEN T o 7 7 A VBBEEOERR & 5 I E
RBEZEDB DD, Z0kd, HHERCESMICET 5 BERA+SERT 5 £ COR.
UHERGOBERM ZIT A ZEBPBEINZBEICH L THEAT S & &bz, BifE
FARFEH LT B BB RS % & B 2 & ASATREZ — 0 Bt & il - 3 [ R M B o1 A
TR ENEETHD, | |

LIcio T, AHA RTA T, BIRBERLINE TCIELNL TV B ESIESE -
BERRHMICESE | UTOBEKLORERER 2 HET 28N b LEREE, £2
HROBEEEE T, |

B, RHTA KT A %, MISATBIEN B G IHA MRS . ASHFTEA B A
ERERIES . —fRALEIEN A AR NBES . —iRtERE A B A BEGER2A K O
DIAFEN BAOPABZER20BAOL L ER L,

SR ERDERS  FA M—F ERHHIE 100mg (—i34% : =AT 0 X7 (B
FHIHZ)) E

HELRDPENIDE « BRULERER L6 2 EEEE

HELRDMERVAR : @, AR, a7 nY) X+v7 (@EFEMkZ) & LT, 1
5] 200 mg % 3 FAREMIFEXIX 1[5 400 mg % 6 IR < 30 2R
T CRBEET B,

& & B 5t ¥ #F . MSD kR AH:




2. AFIOKE. 1EREF

XA N —F SR E 100mg (—fk4 AT R Y X7 (BIzTFH# L), BT TR
%1 £V5,) ix. PD-1 (programmed cell death-1) .& =D Y # > N T¥H % PD-L1 KU PD-
L2 L OFSPEERET S, b MbigGs €/ 7 vn—FAHETH D,

PD-1 @RI T MRLSRAE B RS 12 bk B 72 1T 3 AR DRI 3 5 E e S el
AL o F T, PD-1 1L, BEEAREICEWTERE T MlaoMEREICRE L, ALK
BRSSO RLE X LER B RS2 #ET 5, 37bb, PD-1 BYH FER
HT D2 LICEVHARSZRRIC LDV /T RERAICHBET 2RAFURTH D, PD-LI
DEFRBKICBIZREIDT N THHB, ZL OBAMETIE T MiaoBHE Z2Mmz
213 CBREICRE L TWS, BAMASIZIIT S PD-L1 OFMBIIL. BKE., RIEE.
IR . DB . FE/ NIRRT & OB~ R A TTFRAREFTHY | RWNAEFR
L OHEBERHE STV D,

DI A DOEEEE T & PD-L1 FEROMBAMED 5, PD-1 & PD-L1 ORBIZEE O
G ENC BV TEEARSZ 4 Z LR ENTRY  FHilzhBRABROER L L
THIRFEN TV,

AFNZ. PD-1 & PD-L1 KOPD-L2 O U H > FOAEZMET S Z LIk v, R
HUNRBE T ORER S RAONIGENE T U o SBREfEE s, FUERRE % BIEIEL
THZETHERDREFEETD,

AFI O VEFAIREFF I 35 B DB & ZRIIERSEN b b bh, ERXIIETIC
ELAREMEN DD, AROBREFRUEEHKIIT, BEOBEL ATV, RENFR
B bNEHAICIL, BB L ERITS U B R L R A R OEM &S L TR
B2 BERIRBH ATV, IBE DSBS L A EIER 3 bh 2581, BIBRERV
T HIOBEEDOBERRILE LT O BB D D,



3. BRPRERAR
BRXILERESE 2 F 1+ 2 HEWE O R REZ M 51T - 7= £ 4 EER BB ORAE T
T,

[(FatE]

ER S MARS (KEYNOTE-048 345)

{EZEFIERE D72 [RIEEALA ORE, &« FIHER CGEEOBR XULEREE ¥ A3
DY R LA 882 il (AARN 67 flaEty) &Nz, vVXi~7 (&
fErfz) T MeyFo~r] Lwnwd,), 7Atuvsi . (BUF I5FU) &0
5.) ROT I FFBAOHARE ((LRER) 24dBe LT, 5-FU &£ 7 I F 51
RO T TARIE G GRAIGERE 58 ° R UAA] 200 mg % 3 AR (CL T TQ3w]
End,) BE (RABEMBRESE) OFMERVEREMSRI SN, TEIFEEE O
—D & ENTRAFHE BT T0S) &£v19,) oW T, ITT £z NT, AFIH
R ERE L R U CTHBIZEE Ui, S/, ARKIBIMEREII LS5 EE & ik L
T, ITTZERBIZBWT, OSI13FELMER L, combined positive score™ (LLF TCPSJ &
WI,.) 1Y EOBEEMIZINT, 08 DEBRIERPRD bz,

1 BAREICKHT 20K L L USRS SOBESER STV BE Tk, %%k
RORMIGEA D64 AL LB L CWA5AI. MARANTREE Shi (RFL,
W EAIBIRSE T 1565 A BAPITERBEST L7881t <),

2:8YF <7 (FE400 mg/m?, 2/ H LE250 mg/m?), ¥R 7T F 1100 mg/m? ik h
WRTZF 2 AUCS (mg = min/mL) K& TUNS-FU 1000 mg/m¥day (4 B RJHes 612 5)
DIRIZ Q3W (Y F =7 DL 1AKMER) THRA6Z—AFEHR, BV FI <7250
mg/m?% 1E MR &S L=,

*3: AR200mg, Y ATTF 100 mgm IFHA VR T T F > AUCS (mg * min/mL) & U'5-
FU 1,000 mg/m¥/day (4 P RIHEESEH25) ONEIC Q3W THk6 o — 2B 5% . A%1200
mg % Q3W THE L7-,

*4: PD-L1ZRB Lo iilask GEBE, <27 077 — VRO v 38) 2RIEEMmEC
BRL. 100% 3 U7 3/, '

#1 FHGRREOEHRE (KEYNOTE-048 RER)

AHIGF R 58 o==-37 2
(28141) (278%41) .
PofE (H) 13.0 10.7
[95% CI] [10.9, 14.7] [9.3,11.7]
0s™ AP— R 0.77
[95% CI] [0.63, 0.93] -
P fE™ 0.00335

ClL: BREX[E, *1: RO T —% (2018468138 » hA 7). *2 : BRI Cox H Y —

RETFMZ L BILRIER L OLBR, *3: BRIw 52 7 5E




100 Fi._
ol 5

sl

g ™
50
H
NG 40
4\” J
0- i
0 5
at risk#%
AF200mg Q3W,
7o FramposFu B 2
e e 278 227

77 5+ BAIRUS-FU

/ | Tun

| YRyl T IR RARUSFU

169’

147

A HI200mg Q3W,

gy I

77 FF BAE R US5-FU

R ERETEE It

15 20

25 30 35 40

FHAR (A ]

122 75

100 51

40 10 1 0

20 5 1 0

X1 AFIGEHEED 0S O ERITE O Kaplan-Meier Hi#f (KEYNOTE-048 3RER)

%22 Kﬁl%&fr@ﬁﬁbﬁﬁiﬁ (KEYNOTE-048 38%)

A BB 55 (bR R
Bl 30141 30051
FofE (B) 11.6 10.7
o | [95% CI] [10.5, 13.6] (9.3, 11.7]
MTRE | 08" S Fre 0.85
[95% CI] [0.71, 1.03] —
P fE" 0.00014
Bl %k 257 2550
FofE (B) 12.3 10.3
CPSZ1D | o [95% CI] [10.8, 14.9] (9.0, 11.5]
B LM N — R 0.78
[95% CI] [0.64, 0.96] =
P fE™ 0.0086

Cl: 23K, *1
RE 52 & BILEEERE & OB,
VU RRE (ERE P E)

c RERATER DT — & (201856 H13B b » b4 7)),
*3 . BRln /T 7 RE GESATEPE).

#2 « BRI Cox HufFl Y —
LB | =



100 | —
-
70-
:\; 60— -‘1:‘ A #200mg Q3W
=~ ml R
5 o T
> ~ g, vy LT
20+ Y ¥ ved S 5FFMEE US-FU ““ “H”l iIHIHJIH i
10- :
0‘_,_ - T T T || T
0 5 10 15 2 25 k) 3 40
AFHIM (A
at risk®%
2&%’]20ng QW 301 225 172 125 81 37 18 2 0
;; ;;g&;u&mm W A5 188 17 57 % 10 1 0
1m_] | b g
0~ =
80- R
70
g 60 - |- | A& #1200mg Q3W
g ¥ . A .
ﬁ 1 S "”"ﬂ“HHH i
30- / "'I”I"_‘ N iy -4 il
2 Y kv T FTFFEER US-FU .'”” - - i
10- RE I
0— T T T T T T T T
0 5 10 15 20 25 30 35 40
ATEHIR [A]
at risk3%
ZfiﬁlJZOOmg Q3W 257 196 152 110 74 34 17 2 0
R SN 255 207 131 89 47 21 9 1 0

77 FFBIEI R O5-FU

2 FFIHMBE D OS O FEMEHTR O Kaplan-Meier Bi# (KEYNOTE-0483R82)
(ER : ITT 4. THE : CPS210BEL£R)



(PD-L1 EBURILBI DO AHZM:)

EIRE 4t R % M35 (KEYNOTE-048 RER) ITHAAN LN BEDT —FZITHEITE,
CPS BT fEAT 21T o - G5t (BB RER 2 &) RUREMORBRIILUTO LB
Thol,

ARENY IR B OFDMEIZE LT, CPS 2% 1 A O35 & AL FERIERE L FIE AR
ERThHoT (3. K3, :

AFK B 5. DA MICB LT, CPS 2MEWE E‘ﬁ:#a’??ﬂ%‘ ’ﬂﬂ‘éﬂiﬁﬂﬁﬁiéﬂ&ﬁﬁi
DAY — REERKE L 7o AEANRD b, CPS 28 1 REOHFEITIEINF— R 1 %
Rl (R4 KROED),

723, PD-LIORERRIC L LT, AFOREET a7 7 A VIZRERTH -7,

%3 KEYNOTE-048 3BT I81T 5 AFULEmEEpE D CPS B TO 08™

PD-L1 55 BoE g TR Do i o
A Tk
1=CPS<20 Ki‘ig;i;ﬁ _ :;i 1;; [[:2’1115.'53]] 0.75 [0.57,1.01] ™2 0.25
i FMERSE w0 el g s

Cl: (BHEXME. *1: FEmFEOT—4# (018456 A 13 B4 v bA7) *2: 3RERI Cox bl — K=
FA (EFREMEAT), *3: ECOGPS (0. 1) RU'HPV B (B, f&tE) %EBIRT & Lic Cox Wl NY
— FEFN

100 | 100
%- @
80 &
. T N ~ 70 s o B
;S A 200mg Q3W, 77 FHUH| KUSFU ) €Y FwT, TTFTREARGSEU
S 0 i ) X @
i . < )
P - / .
4&: 40 - il I % - ‘ 7 .
i Hiy A a Pauilh
#H o / ""II ) - Imm Bl _ o0 o iy
20- [y 1 2 /7 -
0] Y FITL SIS L[N H 0| A2, 77 FmOse
[ T 1 T T T. T = 0—— T T T T T T
0 s 0 15 2 25 % ¥ 4 0 5 10 15 2 % B
at isk 2 ATERIRE [A] sk - A7 (A
A 200mg Q3 W, . 2 3W,
zz:;%mww w19 M 109» &7 % 9 1 0 3@?%}&0”0 ! 30 % 13 8 4 1
EYELeT
S s T W 2 ® e w81 0 B ks * B Tt

K3 KEYNOTE-048 RBRICIS V) 54K 5D CPS BITD 0S8 0>=Fﬂ§ﬂﬁ9#® Kaplan-Meier B
(£ : cPs21 DBREEN, HR : CPS< 1 0RKLKH)



£ 4 KEYNOTE-048 RRIZH 1} 3 AR BRI E- 0D CPS BITO 08*

. “ rdfE [95%CI] NP KR REERO
PD-L1 %3 =y 2 2k v 8) [95%CT] e
A A 5 44 7.9 [4.7,13.6] N
Sl {EFIRIERE 45 113 [9.1,159] Rl
ARA B B 124 10.8 [9.0, 12.6] .
1SCPS<20 s nng - 10.1 [87, 12.1] 0.90 [0.68,1.18] *2 0.028
R B i 133 14.9 [11.6,21.5] .
CPS=20 e=z3 5 122 10.7 [8.8, 12.8] G kb0l =
CI: {EHEIK[E, *1: AT OT —% QOISE6H 13 v bA7) *2 : IEBRICoxLFINF — REF L (B2
SREGFEHT) . *3 : ECOGPS (0. 1) RUHPVEEY: (B, tt) ZERIETF & L7 Coxtbfil ¥ — FeFL

100 |
@
'
8- '| :
E\j 60- | A 200mg Q3W
.};\g- m 1 B E _§.
S //iwl Mwwmw.
2- |HI1|H” it
0] Y FYIT. TIFIMARUSFU LT
]
0 5 1'0 15 2 25 36 35
: AR [A)
at risk#X
7R 200mg Q3W 257 1% 152 10 74 u 17 2
TYFIeT
% S BRI USTU 2 27 131 89 47 21 9 1

0

100
-
8-
E o
& e
#H o ow
20-
10
0t
at risk %
A H|200mg Q3W
YIS,

7 Z FrERIRUS IU

44

£ FvwT T7FIEARPSFU

e
it
A #| 200mg Q3W h—t—
5 1|o 15 2 zls slo
AR [A]
2 15 7 3 1
27 18 1 5 1

4 KEYNOTE-048 BB I51T 2 AKI MM 58D CPS BITD 0S O PRANTEED Kaplan-Meier it
(£H : cPs21 0BEEH. £X : CPS< 1 0BELH)




[Z 4]
OEEEFBMMAAR (KEYNOTE-048 H5R)

A EFLITAK BRI 5RE 271/276 B (98.2%) . AKI BB 57 290/300 51 (96.7%)
R OML 2 iR, 286/287 il (99.7%) 1238 b, BB E ORRBEFENBEGETE 2V
HEESIT. ZhEh 263/276 ] (95.3%) . 175/300 i (58.3%) K& Ut 278/287 Bl (96.9%)
KRB B, WTRAOBETREEIGH 5% EORIERITTRDO LBY ThoT,

%5 WPhIORTRERAN 5%ULORBYER (KEYNOTE-048 3RBR) (ZZ2i:ART &)

BEB KRS (SOC: System C A (%)

Organ Class) AHI A% G5 A MR 58 [ d==-87= <

EAFE (PT: Preferred Term) 276 %} 300 %1 287 5l

(MedDRA ver21.0) 4 Grade Grade 3-4 Grade § 4 Grade Grade 3-4  Grade 5 £ Grade Grade 3-4  Grade 5
2BIfER 263 (953) 196 (71.0) 10 (3.6) 175 (583) 49 (163) 3 (1.0) 278 (969) 195 (679) 8 (82}'
MiKE LY v GRER

=yl ' 133 (482) 52 (18.8) 0 12 @0 2 (©7) 0 118 (41.1) 42 (146) 0
REMEIF PR E 21 (76) 21 (76) 0 0 0 0 12 (42 12 (42 0
A MERED 34 (123) 8 (29) 0 2 0N 0 0 38 (132) 16 (56) 0
T ERIBAME 91 (330) 50 (18.1) 0 3 (1.0) 0 0 9% (314) 59 (206) O
/MR EE 75 (272) 24 (87) 0 4 (13 1 (03) 0 63 (220) 24 (84) 0
ERBIURKES

- B 15 (5.4) 0 0 0 0 0 16 (5.6) 0 0
P EE

B BRI T 35 (12.7) 0 0 39 (13.0) 0 0 1 (03) 0 0
BBEE

B 28 (10.1) 0 0 9  (3.0) 0 0 31 (10.8) 0 0
T 49 (178) 3 (LD 0 16 (53 1 (03) 0 75 @61) 5 (17 0
B 124 (449) 15 (54 0 12 (4.0) 0 0 131 (456) 16 (5.6) 0
ORI 67 (243) 22 (8.0) 0 2 (07) 0 0 69 (240) 10- (3.5) 0
IEH: 75 @272 T (25 0 7 3) 0 0 64 (223) 5 (1.7 0
—f% - EHFEEL IR ESIMIORE

S 33 (1200 8 (29 0 7 @23 1 (03) 0 30 (105) 6 (2.1 0
5 84 (304) 19 (6.9) 0 43 (143) 3 (1.0 0 83 (289) 11 (3.8 0
Bk 18 (6.5) 0 0 (1.3) 0 0 9 (3.1 0 0
FEEORIE 77 (279) 26 (94) 0 8 27 2 (7 0 76 (265) 14 (4.9 0
FEEN 16 (5:8) 0 0 10 (33) 0 0 12 (42) 0 0
RRYHE S X O BiE

N EAS 0 0 0 0 0 0 33 (11.5) 0 0
BE, FPEBIULEEHE

EAICHE S BUS 2 (0.7 0 0 r (03) 0 0 16 (56) 3 (10) 0
BRI

ALT 850 10 (36 2 (07 0 7 @3 0 0 15 (52) 2 (07 0
7 V7 F = o 30 (109) 1 (04) 0 2 07 0 0 15 (52) 0 0
17 R BRI 46. (16.7) 28 (10.1) 0 1 (03) 0 0 54 (188) 35 (122) 0
/MR 51 (185) 14 (5.1) 0 1 (03) 0 0 46 (160) 9 (3.1) 0
RERD 21 (76) 2 (07 0 9 GO 1 (03) 0 30 (105 1 (03) 0
B M EREE 36 (13.0) 15  (54) 0 2 (07) 0 0 43 (150) 22 (1.7) 0
R L OsaEEE

BRREGR 62 (225) 12 (43) 0 16 (53) 1 (0.3) 0 62 (216) 8 (2.8) 0
B&A Y v AME 16 (58 8 (2.9 0 4 (13 1 (03) 0 36 (125) 11 (3.8) 0
&= 7 27 AME 29 (105 4 (14) 0 3 (1.0) 0 0 95 (33.1) 11 (3.8) 0
&5 b U 7 A fIE 23 (83) 10 (36) 0 9 (30) 6 (0 0 20 (700 9 (3.1 0
1KY v ERILAE 6 (22 2 ©7 0 1 (03) 0 0 19 66 5 (1.7 0
MR EE

BRERE 16. (5.8) 0 . 0 6 (2.0) 0 0 15 -(5.2) 0 0
FHMRE = —F— 15 (G4 3 (LD 0 1 (03) 0 0 6 @21 2 07 0



BERKRSE (SOC: System BIE (%)

Organ Class) AN GER % B R A B 5 R ===
HARFE (PT. Preferred Term) 276 45 300 287 451
(MedDRA ver.21.0) £ Grade Grade 3-4 Grade 5 £ Grade Grade 3-4  Grade 5 £ Grade Grade 3-4  Grade 5
BRIVREEE
sEEE 15 (5.4 4 (14 0 4 (13 1 (03) 0 6 (2.1) 1 (0.3) 0
BRERB LUK THgREE
SRR SR 1 (04 0 0 6 (2.0 0 0 82 (286) 6 (2.1 0
KEEE 5 (1.8) 0 0 6 (.0 0 0 27 (94) 2 (07 0
;i P RERFAET2IE 4 (1.4) 0 0 1 (0.3) 0 0 20 (700 2 (0D 0
DR 14 (5.1 0 0 21 (7.0) 0 0 24 (84) 1 (03) 0
B 22 (8.0) 1 (04) 0 25 (83) 2 (07 0 101 (352) 17 (5.9) 0
BEam 2 (0.7 0 0 0 0 0 36 (12.5) 0 0

18R ARIFRBREREC BV CRIEMMRE 13 6] 4.7%) . KIBK - /NNpsk - EED
THIG B (33%), MREEE (X7 - NU—ERIS) 96 (33%). AFiERE 27 i

(9.8%) . HUIRARBEAEREE 40 B (14.5%) ., FRAKEAEREE 1 6] (0.4%). BHEREE (R
MEREMERBRSE) 21 #1 (7.6%) . DE5% 1 6 (0.4%) %O infusion reaction3 #i (1.1%)
B b, £, EEOKRBEE (REHEIMEGER. SWAK., BREES).
BIETRREIRSE . 1 ZUBEIR. WS, fhdk - BERUBRRE . SREAD I NAE. ANZs - BEMEZS,
SR, BEELZMRES (oMl MR MEESER, B m, Rk, &
TERIEES) . MERABIEER R OERITED bR h o 72,

A B 5 REZ IV CRIBE MR B 16 61 (5.3%) . KIBK - /MBS - EEO TR 4
Bl (13%) . BEDHEEE (BREHIIREGRE, ZWAK, BRAHES) 161 (03%).
FHEEERETE 15 B (5.0%) , FURBRISAERS E 42 1] (14.0%) . FEMABEERSE 1 6] (03%) .
BIEBEEREE 1 61 (0.3%). BHREREE (RAEIEMEERE) 56 (1.7%). Mk - 5
BER 1B (03%) . SE SR 161 (03%). eSS 2 4 (0.7%) & O infusion reaction] {4

(03%) BRBDONZ, Fi, MEREE (XT0 - SL—ERES) . | BERE. 5
R - BT RAARIE, BEER A, Ok, BB MIREE (Gt MR 5
. EItER M, RIFEREE, EEREHEYS) . DREAEGERR OWBIIERD b
ST,

AEMERBERRUIBESS GRRERRE28T) 280EHREL TR,
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(R - BE]

AHOBEFEYEEETAEREALEZY I 2L —Yaic k) KA 200 mg %
Q3W. 400mg % 6 EEIERE AT TQ6WI &\ 5, ) Xid 10mgke (FE) % 23BMH
R (CATF TQ2WI W5, ) THE L7ZBOARR O MiEFRESKRE Shiz, £ORk
B, AHl 400 mg & Q6W TG Lf:[f%‘f;'@ztiﬁﬂﬂ?iﬁﬂi'ﬁﬁc:isw‘6¥f’2m1?%¢?%)§- (2L
T (Cavgss) EVVD, ) 1%, AHI200mg % Q3W TEE LTZBED Covgss LFELT 5 & THI
ant (F#H) . 7. AK400mg % Q6W THE L BEOARF O EEREBII T &%
BEMIEPEE LT Coxs) EVV9, ) 1. AFI200mg % Q3W TH#E L72ERD Cunaxss
LRHELTEEETRT EFRENE 00, BAANBEICSV CERESRER ST
%R - AR TH DA 10 mgkg (KE) % QQW THEE LCERD Coass & B L TE
BEERTETFHENE (FR) . EbiC, BRBEAEREZGRITAH 400mg 2 Q6W
5 USRS (KEYNOTE-555 38 & 0 &b - REMEIC &5 < EpEhg
RS A—FF VIal—1a ) FRLAEERYERE AT A —F LEELE (TR,
Mz T, BEOBECBT 2BRRREE CESE | REORER L FMEIREMH
L OEEERIT ABBLE T ABEE S, AA 200 mg Z Q3W XX 400 mg &
Q6W THE LEZBOBREE L A UIR M & OBV TR SN ER, £
DoAY - RO TADMR ORI HRZZRIT RV ETFRIS A,

£ 6 FHOENPMR T A —F

i <»§/m;(L> () (ugim) (ugmD) o )
200ms Q3 (58.55?'519.7) (27.27?58.1) (17;;,3'11 8.3) (91 .3?34.1) (49.;(,)? 1.0) (30.:1;(,)'39 1.4)
W0mEQW | (10010 | (20320 (o108 | (146,169 son313) | 198,209
49?£%§Jﬂ%6)w (1351.2,6'10;6.4) NA (142 '?2_4) : NA NA NA
10dsI02N] (21§,232.3) (14_1,?‘1‘45) (11;,1 ?21) (42:,2233) (272,7332) (19;,9;00) '

T:0=2993. 100EDY I ab—a itk VEHESNSMEIEOFRE (2.5%,97.5%8) « Coax : HIEH
E#%ORBEMETIRE. Cug: MEHRE5HZOEHMIEPEE, Cun: MEHEEHE (A 702 BEH) OF/RMF
EF%E\ Cmax,ssl: ﬁ:’ﬁﬂ(?ﬁili’a‘ﬁéﬁ%%m?ﬁqj?%)ﬁ\ Cavg,ss : ﬁﬁ%%ilﬁﬁéqﬁ@m@écmﬁfi‘ Cringss : Hﬂ:’ﬁ%ﬁéb\:
BT RELEFEE

10 56 BIOKMTELME (95%IEHEIXME)

§ : 41 BIDLMTEIME (95%(SHH X H)

NA : &% L

“wldl




4. HERRIZDOWT

AR OBE D EY 2 BEEZRE - BFE L., AFOBREIC LY EELREERAZREB L
BRIZHIST D Z EBBBERTZD UTFTOO~QD TR T A2 THRICBWNTERT 5
RETH B,

O MERIzHONWT :

@1 TFTED () ~ B) DVTRMCEYT AR THE L,

(1) EAEFBRENEET 2083 ABFEEILTFRIRS EHERTFIR S A 2RSSR,
HUBAS A2 ROEE LSRR, Hik s A 2R 72 &)

(2) FFERSBEIRPE

(3) FEFRMENIEET 204 DTEERTL (B ADTOEER SR, BADEENE
BB, S AR RE R &)

(4) SRIEFERIERZRE L, AARCZRENE 1 U R REMNE 2 OfasR 31
IR BB EIT > TV AR

(5) PiEMEEAAGEENEORREEIR D BHEIT-> TV B HER

-2 FEEHE O ER CRIERRBRIE OS2+ 45 72 ik & K8 % H S E R X
EHERHEE (TROWVTCHKYS T 2 EFUIEBER) A3, Y2 oA
THRBEOEEEL LTREShTWAEZ &,

= .

. Egﬂiﬁ%ﬂ&ﬁ%& 2 FEOYMTHERIET L21%I1Z 5 FELL LO B ATEROEEIME %
1T- “Cb\é Té. 9B, 2L BT, BPAREELTE LEBREESOWHE S
ToTWBZE,

o EAIFRGR 2 FOUHFHELZET L2%IC 4 U O F BEMEEER OB
MEZIT-THY. S50 2FU LI, PAERYRELZ SLEESTELEED®RD
BRTHEZ T o TWB Z &,

o EFSRFFUIEBHEM RIS %OMBFHE 2 ET Lz %IC 5 F£2 o niEss

DERTHEZIT>THY . 2 b, 2FLU LXK, BARYWEELZ ST IEARORA
IR OBERIHEEITo T B L,
RE. AR L DIBRICB O THEERSORFNEELET 5720, BEOIRE
(CH7Z D FHERT EOROWT IR T SRR TR GO
ERURWERSBRFORMISIZ 2720 & RR 2 FOEM) & ORFBREHED Y &
RS L,
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@ BAOERSEHEROEEICOVNT

EE S EREEICAET 3 HLENRE S, MESENLOERED, Atk &
S EROG R OEMS IO+ 2 FRIE M. AEFRNRE LB EOWME
. EREPNITDNBBERESTNBEZ L,

@ BIfEA~OXRIZONT
@-1 MRk ET 2 Bl

R B OB 2 BIEA S RAE LZBIC, 24 BRIBEEHIO T, S
ORI B T, R L2 BRI UCABREE R O CT S ORIER OERIC L
EAREOKENY B RIB LN, BHISHRMREAREHBE-TWE Z &,

@2 ERMEEEIC L 5HEESNNCET 3 ESF

MABFCED 2 HEMM MR KL BT 5 BREFEPRIERE=4 ) v 7
REDERORAT V== T RITOERE L H#REIE TE 5 F — LEREKRINE
BERTWAZ &, 2B, BHEEHICOWT, RABRE L ZOFRRICTZICAMENT
WwWnZ L,

@3 BHEROBEORRIZELT

BIVER (RIEPEMGSEICH % . KABJ - /NBYc - BRSO FH, FFHgRERE - B(LiLAR
. BEREE (RAGREMSRS) . NoWEE (FEAREREE. FRIREE
R, BIBHEAEREE) . 1 BRI, 5 & OB, BJ¢ - BRAHBIRE, Mgk, EEOK
R (hEER R I MARE, R R, AL, FRIAES) | infusion
reaction, B4%% - B, EEMHEIIE, WEEE (X5 - AUEREBS) . LA,
B MRS (Rt OB SRR, MV L, AR, RERERES) |
MEREAIEERE, %) 108 LT, YR UL EB ERSE 0B L H T 2 B
Ly L BUEROBWTORRICE L TSR OEYZ T D &I H B Z L),
B HICEY R AE R TE BEHNRE- TS &,
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5. BERBLRBBE
[ &%z B 2 $1E])

@

)

®

{EFERIER OV BR ULEREE 28T 2EEERE T FREERE T BT, AX
BB B ONCAA]L 5-FU R T 5 FF BB O HERB 5 OGNSR STV 3,

AFNTEEXFENARE (KEYNOTE-04838) 1B\ T, @FEHIzB N TE
YHE V=T 5FURDT T FFRAOHAES LB LT, A&, 5-FU RS
F T RBN O RHF LG R OARAN BB 5 OFMEINTERTWS, =7 L, PD-LI%
BE (CPS) LV EMENRRDEABSREENDEENB LN TNEZZE (p7
~8ZM) O CPS bR L7z L TAKBE DRI B OHM 235 2 L NEE L,
CPS 21K TH D Z & NHER I N BEITB VO TIL, BB OIBFERINEE & 2
B35,

* 1 AFIOBWFE L LT, PD-L1 IHC 22C3 pharmDx [# =21) (JRE4) BAR I TW

%, -

TRICHYET 2BE T AR OB E RO A HEIC OV TiE, AR OB
BZINTELT, AFOEREGTRLE 2B,

o ML EIBIEE

o OTHEPENRENTWARWMOTEMEESR: O HkE

14



[Zetiz B9 5 ]

O TRICEYTIBREFIZOVWTUIARAORENRRET L é;}“b’cl/\é Eno, BEE21T
bipnz &,
o AFORICH VIRBUEDBEERE O H % BE

© BERIOFTMEIC IV T FRICHKYT 3 BECOVTL, AROBEIIHR SR

M. MOEFERIFE N 2 VSAIRY , MEICAKEZERTS L2 EEBTE D,

o FEMMEBOAIIIREDOH D EE

o MEEGHRE CHRIEY 2R 5 BE R OTEEME O B R RO R %
LDOMICREEENB R ON D BE

o HEAEEROADE XTEMHNLE L IXERED B CABRRBOBERED
HHEBE

o BBBRERE CEMSMRBRHELZST) ObLEE

o FEMDBGSUIBEEE R T ORE
¢ ECOG Performance Status 3-4 *V D BE

D BCOG ¢ Performance Status (PS)

Score T

0 | &<HERKESTES, B RUABARSHIRRITZD,

PUREC B L EBNSSIR S5 28, BATAIRET, BIERSM - TOMERITIT I 2 &3 TE D,
Bl BVFEE, FHBFEX

BITRIEE CTHAOEOE Y O Z LT TRIRER AR TE ARV, AR 50%LA LIE~Ny FATH 4

BoNEESOEOEY O L LHTERY, AFDOS50%U EEFXy FAFFTHRIT,

- AV I ]

£ETRV, BSOEORED D LIFEL TERY, BREAY RMBFTBIT,
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6.
@
@
®
@

BRECERLTEETREEE '

B CEF TN 2 SSRGS RS 2 BRI RS & A OBt K USEIER

DT DI B GRE I CBEL ThbERTE L,

TBRBIAIZESL D . BE XXX ORBICAEHEROEREL AR L. REEE

TbLEETHI L,

CPS HHER L7 £ T, AFN DO E VR ZHW§5 2 L NZEE LS, CPS AR T

ERWVWBEIIE, A OFEHOMEE 2 BB L ETRET R L,

FREERD< R AL MZoWT

o MHEWUMRBREHLLND I ERHZ0OT, RROEEIZH > Tid, MIHE
W (B, MR, s ORRR UM X BREDOERS, Bl8s+
SIATH T &, Fio, BEIZS U THE CT. fiE~—b—SoRE% £
AT L,

* infusionreaction 238 LN 5 Z L 13% 5, infusionreaction 2358 LN TZHAIT
L EEIRAEEITY & & B, ERAEE T 2 E TREORES oI EE
T3z,

o HFURIBERERES. TEMEERERVRIBHERERN SN LRHEZD
T, RF OG- BLART R O S5-3I T ERANC O RERE (TSH, W55k
T3, WEHE T4, ACTH, M2/ VF ) —LEORIE) 2 EHT22 L,

o JIFHEREREE . EILEIRERRH LN E I ERH B DT, KX O 5B
U5 HIR PIESE AT EERTE (AST, ALT, y-GTP, Al-P, B ) LB %

- OHIE) EEmTD L,

© SLOBER WEREMIEBHKERLET) BOEBRREERD bbh b
TEBRHHDOT, EHRICIRORFEOFEEMBTE2 L, /2. IBORER
ROLNIGHEITIEL, EPHICEREEEZ2TIL 0 BELRETS 2 L,

s FAAOHBREIZLY BEOCRERISCERT S EE X b bk REBORRE
BHLONDZERDD, BREPEDONZERICIE, BRLE-FERIIG LK
BRI A & BB A RO AT L U CE IR E R 21TV RE O
RIS\ L DEMER SR DON A HEITIE, AFIOKREIPIE, ROEIBRE R
NEVEIOBREEREZEBTHI L, B, BIBRERNLVELOBREIZ LY EIE
ROUEBRD LNRWEEITIE, BB BE R T & LSO R EmEIR 0B
LERTHZ L,

s BEKTH FCER»LEIARBL CHhOEERBRKE T RSB0,
AR OBEHRTHRIZOEMER ORI DI EET B 2 L,

o 1AUBEIRIE (BUE 1 BUBERBEEST) b Sbh, EREES T F—v
WKEDLZEAHLOT, AE. BL, IBHFEOEROFERLMIEE D LI+
FEETHZ &, 1BERRAGEDNZESICIIRELHIEL, AR ) 8
ROBREED#EE) WEEITH Z &,

AR OBRRBRIZBNT, B ERENS 9B, UBIZ1EEE TR, 20

#%9MZ L ICEDIEDOFM T - TV 2 & 2B E I ARFIB SR ESNICE®R
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