HEERXE 160 &
SF3®E 12 A 1H

WEFREFMEZR K

B A& A B =
=k WAxR fFx
(S REAEK)

RAT ) RX<7 (BE )RR DR EERHEET AR (BEER) D
— ¥R IEDVNT

FRID, RSB0 FmELBVEELBL LT Ed,
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BREMECEE L B DEASEF 2016 (ERL284E 6 A 2 HEBRE) IZRB VT,
EFNEERLOFERORBHEZRIZ ZLBEVAENZZLERIT T, ¥
FHEXMEZECHERBFICRET 2 OICREFEREET A 74V &21E
BT5ZeELTVET,

A%, BEERICOWT, BRE L O LB EEFR, REFTREN R UCHFBIR D
BEFEE (B) BRTCEALILEDOT, BTHaVWEEL LEbic, BEE
~DOREMIZSEZTRELA LI BBEVLET,
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FAEIKESR 112553 5
4Ff 34 11 B 25 A
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| REFTREW [BEEXESR R & K
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FAEGBHEER - ARHEREELFEEERER
(& B & K )

NATR) XvT7 (BaFRERZ) MAORKEERIEET A F7 A
v (BERE) O—FYIEICDONT

REMBOEE L WEOEARFS #2016 (ERk 2846 H 2 HEEBHIE) 2B\ T,
EHNEEROEHAOEEHEEEZRS - LABVAENEI L BZFT, &
FHERR P EICKNERBEICRET 5 DI EEERAEET A RS54 2 2
BT B & ELTWVWET,

NATuY XeT (BETFESRL) BAZAEEICT L CERT ABROEESE
HIZOWTIE, RATRY X< (REFERL) MAOREEREEY A 1
A4y () OIERRUEEERIEEY A RS54 2 GENARME, EitRe
B, HHER TR VY VoNE, R LR, BEE~A 7 0dT 5 A FREER

(MSI-High) F72@HE. SHigE. EETEROCAEE) O—F
WIEIZDWT] (§F1348 A 25 AFHTERAIRER 0825 &5 BEEHNHEE
- AEEEREELEETERREEM) KLV RLTEX L 25T,

S, RAT Y X (@ETFRRL) BAICOWT, REEICEIT 528

XIIER. AEEVCHED —SMEERERBINEZ LITEW, YA K542
%%ﬁ@&kD&E%tLibt@T BEENOERBBEVERICXTIA
MEBENLET, 2B, RERORKBEFERHEET A F74 1k, JlxgED L
BV TT,



| AEBOREEREEN A KT A L OYATET

pallbiis

(FrIBxIERRE)
il [3]
Y=Y (FoiEFiBD) B — (BUEARERHIER)
2= R L 2 DPREIUIDE 22— 30‘%& f,té)y‘.lanmi;ah%
IRIBEIRARE 2 1EST - BRORER { e AL £%
Kaef:@ﬁ E%@ﬁféﬁl:b%ﬁ
N} LD AERVAE:
INFUYFINRRVRTSF L OfEIE S ERAHERCHE
WT,lE, AR, RaT7r) X7 (#ETF BE. BAICE. RAT oY AvT (BEFEK
MH#z) LT, 1E200 mg % 3 BREBRXIX1 %) £ LT, 1 200 mg % 3 WAL 1 5 400
[ 400 mg % 6 BREIFERT 30 43R5 T ABEHE mg % 6 WREIEFRT 30 AR CTREFFET 3.
T3, BALEFERICNEL 7 PD-L1
HERTEERET - BROBBERT FRBICHL
Tk, AFEFEMBETZ- L L TES,
2R— (B3) 2— (£ Bm

FAdu g F N0 XITE, AERURE

BB XITEhE - LU T o BRI T T 5 ih o hiiE
m&m

'Ialn't', ﬁﬁ, E}Z,kl._l:t:?ﬂ.«z}-n v :/;v& L,'C 1
H 1000mg/m* (fEmnfl) £ T%, 4~5 AR T




ST 5, BEEHYETE b,

b 3 WAL ORB A H I TRET 5, AHNM
BEOBAIIIBRRERITELD,

BB, Efh. BEORER VI L ) BERET S,

VAT SFOBETITHE,. BERUVERE
e ITEE - A
BERCAR : flficid, BEEFHEAE - A
e L, BEOREBIZLY AERERTS,
A VAT FTF e LT 15~20ng/m* (D
1B 16, 5 AMERRSL, dedtb 280
BkETS, chE 17—kl BE2HDIE
T

Bik: YAF T F & LT 50~T0mg/n2 (= mik)
Z1B1EBEL, 22 td 3 AEAKETS,
IhFlrz—niL., BEFHRVET,

B R ERICE VEEEET S,

EERBIC BT A5ENOEE - B 3. Bk
i) 0@ Ps~) R

5 —

3. ERBREE
DA AALSEFRER IZHERE LTz PD-L1 BE0IRIGE]
BARERET BRORERT LEBERUOE
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3. ERERARIR
PRI IR Uir PD-L1 B ORIEEIER
TREZREIT - BRORERF LEEOABRICH




@ﬁ%ﬁb#ﬁ%ﬁotitﬁﬁﬁﬁwmﬁ&T
-g_e
[H5hE]

MEFT > e EREBERABRORBEET T,
[B5h&]
EEHERFMARAR (KEYNOTE-181 3UR)

8=y

®E%#ﬁ%m$ﬁ%ﬁ& (KEYNOTE-181 ?&&)

iﬁﬁﬁf&" 1748 #l {Elzk)k 141 wagm i’h‘g

W, FH, -7t uerFiov (PIF [5-FUy 2\
5.) BT RTFTF U ERE 0FERUE
2, IR, 5-FU RS RT 5 F 0Bk
ECEARE LTENERE VAT FFr0RE
Bk 6 a—XECL LE, B EeRETE
BETEBDLAEEEI, ERETETTIER
BELENEVWEDBRRMIIEELTWABET
i, wECEOEKFH CTREBETIED LN
ETHEAL 5-FU B ATFF - OHRBEER
ntmmaﬂwgsza P :biﬁﬁg §

fPFSJ En3) rEh, ﬂ:ﬁj 5—FU&U/;<7"

SFUGRERERE (LT (AR Lvw3,) By
FER, BRI RV R TF AR CLF
[75ERBE 2v5,) LU LT, 0S BZUPFS
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%FE%UEE = (& 3, B2 &mzl 3.

Eﬁﬂ (Slewertﬁﬁ type. I) ﬂim

LENTE

%2 1 A7) 200 mg, YR F T FV 80 me/w’ R 5-FU
800 mg/w’/day (5 B EFFEEATES) ONEIC Q30
T 6 x—XPEHL KA 200 mg KT 5-FU 800
mg/m’/day (5 B REEEA 5) W TiEEX
.

23 75ER, VYRFFFY 80 me/w’ BT 5-FU
800 mg/w’/day (5 HMiSFEAHERSE) ONEIZ Q3W
T6 a—XBEH TIFTEARRT 5-FU 800
ng/n’/day (5 B A % QoW TiRES
i,

3 EPIEREE (KEYNOTE-500 FAER)
(F 8

)
HE 2 05 @ P EEHTE @ Keplan-Meier i
(KEYNOTE-500 548 20204 7T A 2 R v b4 7)

(B9 B&)




E4 3 RECIST 1. 1 #H\ iz iREE ¥ E 87 O T2z
S PPS O EHEMEMT D Kaplan-Meier iR
(KEYNOTE-590 5B, 20204 TH2 B v kA7)

10 _—< (o] 63— (2]
OEEHRZMARER (KEYNOTE-181 HBR) ERERFMAERE (KEYNOTE-181 FRER)
11— (@ Bm

@!@ﬁ#lﬂn 5111{532& (KEYNOTE—SQO B

ﬁﬁid&ht ﬁﬁmiﬁ:ﬁljﬁ 370/370 {ﬂj

(100.0%), 77 &=AEE 368/370 41 (99.5%) iz
Hoh, HREXOREBESTETCERVWEE
i3, £ Eh 364/370 ) (98. 4%) F U* 360/370
£ (97.3%) BB LM, WihhOBTREAS
SN FOBERETEO LB Thot,

# 5 WFNHOBCREREEN 54 EORIER

(KEYNOTE-590 Bk £ g )
(& ®8)
o3, AFBIC BWTHEMERER 22 #) (5.9%) .,

H_E& dﬁej& E&@T#ﬂ 20 ﬁ'a (5 4 1, @

#l §12 2%) . gﬁ,ﬁ_{%ﬂﬁﬁ (Efﬁn’ﬁ‘f’ﬂﬁﬁﬁé&%




HREBRE) 18 F (4.9%), TEAGRERE 3 6

(0. 8%) ﬁmﬁgﬁﬁ 50 fi (13.5%), BIEH
“E:IS"‘E 4 ‘b‘l

11% = 1 % (0.3%

(0 5%) #ﬁl‘ﬁi (7w - /\V—ﬁfﬁﬁg) 32
£ (8. 6%) . R - BRI 1 Y (0. 3%) BT infusion
reactmnﬁ W (1 6%) Z!x@bb Ezi'l.fto EE?L .&8

3 bf:u"bf;mo
fo. ABIERETRIIENES EERAHER

%) WHAAEEBRUE

BEEYL) FBLEFHHRETY.

16 _—2

5. BERGLLRZBE

[FikicE+ 3 FE]
OTROBHFITBWTAROEHENRREE =T
w5,
= BAACERRERICHITE L PD-L1 e (CPs2
10) DIRBEIRFERET - BREORERFE LK
WOBE CGREEMmES)
¥ ARRO I =F BUREL LT, R4 PD-
L1 IHC 22C3 pharmDx [& =] BEBEHL TS,

11—

5. EXNRLEEDIEE

[Fahtkiz B3 3 FE]
(D{e2apeEL -2 PD-11 B (CPS=10) DR
TEHIRRRE 2T - BRORERTFLEEBEORE
{v*‘l ]:c*#j@ﬁ%ﬁgsaz— é h :Gl') %
B RS RAtL T n Y Lo GREZAB) 6

& — ~

phoabe (o)) BRNCRAEFEE L
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AFEIZ W, AHOFIMENRZ ST
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O TRIEZRYTERE AT IEAORERUME
RAFHBTOWTIE, FROEDEPRLENTE
b, FHOBRERRERLR,
Sl R

© FHTOHEIRE




REEREET A FT A~
RATn ) Av7 (BEEFHE#EZ)
(BR5E4 : X4 A —F BFEEE 100 mg)
~ R~

S 24E8H (434 E11AKET)
A EE
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1. IXL®iZ P2
2. AEIOFHE. (ER#ERF P4
3. ERIRERAR P5
4. FEERIZOWT P14
5. BExG L b BE P16
6. REELTEETREEFHE P17



1. IXC®IT ' ol B

ERROADME - RREMEOREOTDITIL, FATESCESW-BERERRRD b
N5, SHic, WEORERFOEINC LY, FHAERR 2 & OB TR RgFE
HRAERINEPT, TNbOERRFEICKNERBFICRMT 5 2 L A EREORE L 72
STRY . BEUMEGER L EOIEAFE 2016 CEAR284E6 A2 BEZBIE) 2BV ThH,
EENERREOFEROBEBIELX NS Z L L STV,

R ER L, MRS RAN T e 7 A AREEOERR AL MRS S
Zrdb B, TOED, BHERUEZEIECET A ERIT-OERT 5 E TOM, YHEK
ROBELHR I A2 L AT SNEBEICH U THEATS & L bic, BWERNRR
LB NEARINE & 5 2 L S A R —EOEHEE - T EREE CERAT Sz b
BEETHS,

Lizi8o T, AHA FTA TR, BEERESINETIZELNLTWAEFIEFH -
MR ESE | UTOERR OS2 ERAEHET BN DLERER, 25
ROBEEELRT,

BB, BAA BT A 4%, MSTITEE NEES EFERA AR, ARHAEA AR
RIEESRS . —RAMEA B ABERNRESR O EHEFIEEIEA B ARREFROHH
DY & ERR LTz,

WL RDBERM : ¥4 P —F AHHEI0 mg (—84 . XaT7n) X<v7 (BEF
¥R Z))

RNBLRAPEIHE « RIFEIRRRERETT - BRORER :

HBERDAERVAE : INAF R U IFVNVRBVRTZF L OFRIZBWT, BE.
BRACIE, “a7ul) X<r (#ETHEBRZ) LT, 1H
200 mg# 338 [F FRR ik 1151400 mg % 638 ] fE R T304 AT TR
W#ET 5, BALERIERICHEE L PD-LIBE ORIGEIER
REEREIT - BROAERE LEBITH LTk, AREZBEME
5452 LHTED,

B & BR 7§ ¥ #F : MSD iR &tt

(%)

TNZFa YTV OMEXIIEIR, BERVHE

ZhEE IR « LT OBMERICKT 2 O GUEHIRIER & O RRE

SASATERE. REE

RERVCHE  thoRBEMHEER L OFRBRECRW T, 8%, BRAKIRI7ArAry 7331 LT

1H1000mg/m*> (AEER) ETZ., 4~5AMER CTREART S, 852KV ERT

BEITIA R L b3BRU EORERE Hi TR ST 5, AFERBEDFAITIX

BERRERIZEL B,

B, i, BEOREBRSICIVEERET 5,

YRATTF U OPEXEIEIR. RERVAHE

DEEXIIZHIR  RIER

RERCHE  EEICL, BEZEENRE - AL L, BEORBICLVAEEZRRT 5.
2



AL VRTFTF L LT15~20mg/m?> (RRERE) Z1H1E. 5HEERERESL.
D L H2RABRE TS, chZzl7—n L, BEZBVIRT,

B¥:: VAT TF UL LT50~T0mgm® (AREHE) Z1AIE®REL, P72 L3
BREIRET S, —hz1rz—1eL, B#BEEZHVIRT,

7B, KA, ERICX YV EETEERT 2.
HRARRBRIZBIT 28 FAORE - AR 13, BAKERRI OE P5~) &R



2. AH|OREK, 1ERABF

XA M —F BIEEE 100 mg (R4 : RATu) X<T (m{“ﬂﬁﬁz) PF &
#I 25, ) i PD-1 (programmed cell death-1) &ZD Y H > RTHS PD-L1 KO PD-
L2 L OREAEZEEMET S, & ME 1gG4 £/ 7 a—FAHETH 5,

PD-1 I3 T AIRSEEERIE D DN B 7o DI AMBRAFI R 5 e ezl
ZA v F T, PD-1 1T, EERREBICBOCEER T MltoMiRREICKEL, BCR
ERGZEUALEGIBR2AERG2HET 2, T72bb, PD1IXY T N
ATAZLIZEVRARZRRIC LBV S INMeERZAICHIBET2Z/KTH S, PD-LI

EFEBICRIT 2RBUIDTHTH LR, ZOPAMRTIE THROBE ZMA5IE
CBRENCRE LTS, BAMIZICIT 3 PD-L1 ORFBUIL, BHMGE, MRS, ATk
5. JRELE. JENERAERE: ¥ O B A TTFRARETFTHY . BWAFRL OREEAE
MERHEINh T3,

BEONADERRIT% E PD-L1 ZROMEMEN S, PD-1 & PD-L1 ORKITERED
GERRHCBWTEERBREZH Z L RRRINTRY, FeeBABROERNL L
THFINL TV,

AFliZ, PD-1 & PD-L1 RO PD-L2 O Y H+ K @FA%:Fﬂié‘é Lk, EE
o NBE R OIEES EARIAEEME T V o SREE LS, FIEERELZEEIELTS
L CHIEESHREZFHET D,

FHNOERBFICE S BEORERIGIC L 28WEREN H bbb, ERXIIETIC
ELTRMERD D, FRAOREFRORERITIT, BEOBEZ TV, BERRD
LITZRAIIL, BRUEERIOE U FFR2 508 & SR E RO BEA &8 U TEgl7R
ERIBWTEITV, BEORERINC K 2BIERREDLNSEEITIX, BIBREERVE A
DB ELEDOBYRVEZIT O LERH D,



3. ERERERE

DR AACERIER ITHE L7 PD-L1B M ORIG IR REREST - BROABRTEL
BB R OO ERIERE O 22 W IRIEGIBR R AR R 1T - BR OREE OABRF M2 1T
ST ERERABROBEEE T T

[A2hHE]
OEEEFSIERER (KEYNOTE-181348)

—RIBR L L CIEEN R LERERE O & 2 BIGEIRT R 28T - BRORERE LK
BRURERERSE 628 Bl (AARAN 152 flEEts) ZXRIT. &H| 200 mg 3 BREFER
(T TQ3w] W5, ) BEOFEDEREEMER, {LFERE (X7 ) ZXEN, F
BEXRANIZAY )T HY) BRBE LTRE SN, 2B, EGF M CREETH
O LNFAIT, REBETERTERBTRD bW EDRKRMIZZE L TNWHBET
3. KRELIEOEERFHE CRBETARD LS ETAAOBRE 2T 5 Z L3 WREL
Ehi-, TEFMEERSATHR AT fos) &nw), ) L &h, =R LT
RESINT () PDLI BB (CPS*=10) £M. ) R¥ELREEAKRW (i) ITT 4&H
RT3 0S OfEFRIIR 10LBYTHY., WThOoEAIZBWTHERNCHES N
HEPW - ST,

*:PD-L1 2%FJA LMtk BEAR. v7ur7—VRUY o8R) ZREFMRECTHRL. 100

PR UIHE



£ 1 TRTNRL Shi-BELERICRBITS 0S DR (KEYNOTE-181 3HR)

FESAN ST ~F— FEE pIE
BEEM HB5H A (%) [95%CI] [95%CI] (A1)
(ZA) '
#%l 200 mg T 88 9.3 [6.6,12.5]
CPS=10 BW (82.2) 070 [0.52,0.94] ' 0.00855"
[C2mE 115 103 6.7 [5.1, 8.2]
(89.6)
AFK 200mg  oq 166 8.2 [6.7,10.3]
B¥LEE QAW (83.8) 0.77 [0.63,0.96] "  0.00894™
(CEeE 203 182 7.1 [6.1, 8.2]
(89.7)
AH 200mg 54 271 7.1 [6.2,8.1]
ITT QW (86.3) 0.89 [0.75,1.05] "' 0.08431%
EEE 314 284 7.1 [6.3, 8.0]
(90.4)

Cl: EHEKE. *1: #% (FO7. Zof) RUEER (RYELREM, Bl 2BRIETE LE3 Cox B,
0 HEE (7O7. Fof) RUMEGHE (RFELEME, BE) 2EIRTFL LBR logrank BRE, AEKE (A
) 0.00853, .%3 : Hulk (F 7. ZoOM) EUWEFL Li2ER Cox EUR, *4: #% (F¥7, 2ofl) 28
BIEF & L8R logrank BRE, FEAYE (HHE) 000766, *5: #ufk (77, Toif) RUEER (RFELK
. ) 2ERETF L L-E% maximum weighted log-rank #E, FEKHE (F@D 0.00772



—J%. PD-L1 B4 (CPS=10) 2 oRFELFEEOBE 1674 (AERAN 776251 I
BWTUTOEMERES B O (R 2 EUK 1) . 28, YMTERITFRE
INTBITRBER TR . BRORBITERTH B,

#2 FHMHE#E (KEYNOTE-181 RER)
(PD-L1 BBiE (CPS210) MO RELREORE, BROTMITER)

- %1200 mg {bFE
Q3W
(85 1) (82 )
g (B) 10.3 6.7
o3 [95%CI] [7.0,13.5] [4.8, 8.6]
NY— R 0.64 o
[95%CI1] '[0.46, 0.90]

Cl: fEREM. *: BB Cox (bBINF— FETFNMIT X BILFERE L OB

110 -
100 - )
»] %
_\11
£ 807 Ly
= \
E 70 L \I\L
€ 50 \\1""11_ A 200 mg QBW
2 50 y N A
5 ~
2 40 LL'-\_\H '_1\_&[
B e T
20 (b2 sris W g
e e 2
10 - —Hy — |
|[._+
0 e e e e e i e e ey e —
_ 0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30
Number at risk Time in Months
AF|200mgQ3W 85 79 70 56 51 43 40 30 27 2111 7 4 3 1 O
LR IE 82 74 54 42 34 23 18 14 10 8 4 4 3 2 2 1

1 OS @ Kaplan-Meier it (KEYNOTE-181 3B)
(PD-L1 Bt (CPS210) »ORFELEBORE. BENREITHER)



QERRILFFMMERE (KEYNOTE-5907Ek)

{EFRRIERE D 22 ORISR AR 2 EST - BRORBMBBE 174951 (HAAN4151%E1r)
Batguc, A, s-7AAur IV BT I5FUL 203, ) RBSVRTSF R AR
E2OEPMERERMR, 78R, SFURRY AT F U0 RRRES /B L LR
sHa3nfz, VATISFUOREITRK6T—RAETE Lz, 228, BERFHD CRAETH
RZHOLNBEAIT, RBETERTERSRED b 2WEDORKAIICEZEL TV BE
T, REIEDESFM CERBETERD bNLDETER LS FURBY R T T F D
BB EIIAR OB S 2R T2 = L NTREE Shviz, TEFMEE IX0SKk UVE
BEAEHE AT IPES] W5, ) & &h, KHl, SFURVYRT I F 0 RRIER

(BLF TAH#E) L5, ) X7 5ER, sSFURBNVRTTFU0rRRER (UT 17
TEREE] L), ) LHELT OSRUPFSEARICER Lic (R3. R2ZRUWS) .
*1; REORELEBRUBERELCKCABETESE (SiewertHHtype I) ORBEESHRE S
niz,
¥ 1 AFI200 mg, ¥R T F 180 mg/m K TR5-FU 800 mg/m¥day (5 A MG AFERS) OIECQIW
Toax—AEEH., AF200 mgRk U5-FU 800 mg/m¥day (5B EHHRAFRE) 2QWTREIH -
yied]
¥3: 7S8R, VAT FF 80 mym2 R U5-FU 800 mg/m¥day (5 AR ARIRE) DOIEIZQIWTS
a—Z2BE#, 77 EREUS-FU 800 mg/m¥day (5B MEREARES) #QWTHRE I,

#3  APERE (KEYNOTE-590 RER)

AF#E TSR
~ (3734) (37641)
FofE (B) 12.4 9.8
[95%CI] [10.5, 14.0] [8.8, 10.8]
0s™ NP— R 0.73
- [95%CI] [0.62, 0.86] —
p g™ <0.0001
HFRfE (B) 6.3 5.8
[95%CI] (6.2, 6.9] (5.0, 6.0]
PFS*! Vai ==NEiLi2 0.65
[95%CI] [0.55, 0.76] -
P f&" <0.0001

Cl: fEERXM. *1:20204F7H28 % » 47 (PFSIZRECIST 1.1 AW iERB L EMIZ X 25EM) .
¥ : BRI Cox LN — REFUC LB 7T ERBEOHR, 3 BRS 7V I RE




100
90
80
~ 70
& ]
‘3 60 |
E d AHIEE
n 50 \\.\ .,
E 40 L‘\\l fai
o 1 / ‘ﬁ;k
30 > S
o +=|.!‘|__
04 rsxm o
10 T
4 L+
0 1 b 1 LANNNY) 7. B T L T L ] T ' T 9 T . T . L) ) )
0 3 6 9 12 15 18 21 24 27 30 33 36
Time in Months
Number at risk
FAURE 373 348 295 235 187 151 118 68 36 17 7 2 0
TR 376 338 274 200 147 108 82 51 28 15 4 1 0

2 OS? H EIARHT# D Kaplan-Meier it (KEYNOTE-5903RB,
20206E7H28 v b A7)

100
90
= 80 —
g ]
il 70—
2z i
E 60 —
m B
8
s 50
X J
‘B 40 -
g i
[=14]
15} 30 ~
& |
20 -
d wys . = + '
07 75 xR Ty
0 — o — —+
I " 1 * 1 i 1 ¥ 1 1 ] = ] 4 ] T ] 1
0 3 6 9 12 15 18 21 24 27 30 33
Time in Months
Number at risk
AHNEE 373 289 210 96 79 55 45 25 17 4 2 0
75 KB 376 278 172 62 36 22 14 6 2 1 0 0

X3 RECIST 1.1% H V= 1688 X4 B Bl O B4 12 223 < PRS D B AZATIF D Kaplan-Meier B
# (KEYNOTE-59038k, 20204E7H2H W v b4 7))
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[ZatE]
OEEIFRIFMERAR (KEYNOTE-181FER) .

PD-L1 B (CPS=10) M ORELFECBEICE T, BAEERIIFHEF 81/85 41
(953%) . {VERRIERE 78/82 B (95.1%) T BN, RBRE L OREBEFEPEETE
BUWVEEERIT, FNFN 5585 B (64.7%) KON 67/82 B (81.7%) IZB®H biviz, W
THOIOFETREBIEGH %LU LOBWERIITRO LBV ThoT,

£ AVThHORTRANSS 5%ULOBHEA (KEYNOTE-181 RE)  (REMARITHKIEH)

BERASE (SOC.. FiEk (%)
System Organ Class) AR (LR
HAFE (PT: Preferred Term) 85 %1 82 %1
(MedDRA ver.21.0) £ Grade Grade 3-4  Grade 5 4 Grade Grade 3-4.  Grade 5
=R 55  (647) 19 (224) 1 (12) 67 (81.7) 32 (39.0) 2 (24)
Mk LY v REE
S=gil 4 @n 2 24 0 22 (268) 7 8.5) 0
TR PERBAE 0 0 0 8 9.8) 8 9.8) 0
FPEBAE 0 0 0 6 (7.3) 5 6.1) 0
NOWEE
FR RS RE (R T AE 7 8.2) 0 0 0 0 0
BEEE
FHE 4 (%)) 0 0 13 (15.9) 0 0
Ei 5 (5.9) 0 0 17 @07 1 1.2 0
A%k 3 (3.5) 0 11 (134) 0 0
— - EHEERLIUCBREIORE
ESE 5 (5.9) 0 0 9 (11.0) 1 1.2) 0
A 10 (11.8) 0 0 16 (19.5) 0 0
BeR 7 (8.2) 0 0 5 (6.1) 0 0
ZE2 5 (5.9) 0 0 9 (110 0 0
BRI
BRI 1 12 1 Q2 0 17 @07 7 @85 0
Shik2e= w570 0 0 0 22 (268) 10 (122) 0
R#p L UREREE
BARBR 10 @118 1 1.2) 0 16 (19.5) 0 0
BRBRS LU RS
Ak 0 0 0 8 9.8) 0 0
BERES
HREEE 0 0 0 6 (7.3) 0 0
EhME= o —mF— 1 1.2) 0 0 5 6.1) 1 1.2) 0
REMERRE =2 —a 3F— 0 0 0 22 (26.8) 1 1.2 0
FEREE. FaEhE K UHRES
Biligzs 7 8:2) 0 1 12 0 0 0
BEE LUK THARES
B BIE 1 1.2) 0 0 28 (34.1) 0 0
Rz 4 .7 0 0 6 (7.3) 0 0
HREBIREE 2 2.4 0 0 6 (7.3) 0 0
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BB, AFBCBOTRIEMMNERESR 8 4] (9.4%) . EEORBEE (hEMFRLER
BIAERE, FIEASRARE(RRE, SRA. BRAEES) 14 (12%) . fRES (¥7 - A
LU—IERREEE) 2] 24%) . FTFHESREREE o 1 (10.6%) . FRIRBRMEREREE 7 41 (82%) . 1 AlfE
RIE 181 (12%) . e - BESURMBEE 161 (1.2%) RU* infusion reaction 1 4 (1.2%)
BRED O, Eo, KB - /NBE - EEOTH. TEMEEREE, BIBBERE, B
BEREE (RMTHEMBAS) | Bk, BEGEE. MKk - 5Bk, SEIBE, DHK.
EREQMEES (Gt MO ERER, Fidam, REERE. BEhEES) | o
BRAMIEFRIHR ORI bihvieh o e, ARWERARBRILIIEESSR (RAREMERT
BED) REULEBREETT.

QEEELFIBMHERE (KEYNOTE-5907k) ‘
{LZERIERE O 2 WRIGEIR TR ETT - BROREEBEICEWV T, AFFRITEA
B£370/370%0 (100.0%) . 77 & REE368/3706] (99.5%) (TR Hiv, JRERIK L OF R
BABFETERVWEEERERIZ, ThEFh364/37061] (98.4%) K U360/37061 (97.3%) 1TF
oz, WTINMrOBETHEREIGES% UL EORIERIXITERDO LBV Thotz,

£ SWThPOBCREATEN 5% EOBIER (KEYNOTE-590 3K  (REEMATHEME)

BERIXSLE (SOC: System Organ Class)

EAFE (PT: Preferred Term) B )
(MedDRA ver.23.0) IR 4t -3
370 7 370 4
£ Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
2RIEH S 364 (984) 261 (705) 9 (24) 360 (973) 248 (67.0) 5 (14)
m#EB LR Y RREE
#im 143  (386) 46 (124) 0 162 (438) 54 (14.6) 0
B i Bk 24 (65 6 1.6) 0 28 (76) 11 (3.0) 0
BRI 96 (259) 53 (14.3) 0 88 (23.8) 60 (162) 0
NI E 25 (68 5 (14) 0 33 (89 10 Q7) 0
HB I URRES
R ' 33 (89) 2 (0.5) 0 25 (6.8) 0 0
ISy IR E
FR BB RETLAERE 19 (51 0 0 2 (05) - 0 0
FUR B RE IS T RE 38 (10.3) 0 0 22 (59) 0
HBEE
25 50 (13.5) 0 0 63 (17.0) 0 0
TH 97 (262) 11  (30) 1 (03) 8 (2300 7 (L9 0
B 233 (63.0) 26 (7.0 0 220 (595) 24 (6.5) 0
On%k 9% (259) 21 (5.7) 0 93 (251) 14 (38) 0
A 110 (29.7) 23 (6.2) 0 99 (268) 18 (4.9 0
—f% « £HBEBL X CREHAORE
& IRE 45 (122) 12 (32 0 35 (95 4 a.n 0
E¥ 135 (365 23 (6.2) 0 107 (289) 20 (54) 0
R 43 (116) 2 (0.5) 0 39 (105 4 [(R)) 0
KRR DRI 59 (159 12 (32) 0 0

65 (176) 13 (3.5)
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BB (SOC: System Organ Class)

HAZE (PT: Preferred Term) e
(MedDRA ver.23.0) AHNRE 75 REE
370 51 370 )
£ Grade Grade 3-4 Grade 5 4 Grade _ Grade3-4 Grade 5
BEARE
FANRGRLVEETI ) FFUAT=S—EM 18 (49 3 (0.8) 0 19 (G112 (05 0
mez L7 F=148m 67 (181) 5 (14 0 70 (189 1 (0.3) 0
U L SEREE 21 (5.7 7 1.9) 0 20 (54 5 (1.4) 0
o ER ¥ 135 (365) 84 (22.7) 0 109 (295 62 (16.8) 0
M/ NREE 61 (165 7 (1.9) 0 56 (15.1) 17 (4.6) 0
HERS 43 (11.6) 4 (LD 0 47 (127 8 (22) 0
A Bk E > 89 (241) 32 (8.6) 0 69 (186) 18 (4.9 0
Rt L REBESE
RAREE 145 (392) 13 (3.3) 0 119 (322) 16 (43) 0
i S 20 (5.4 8 22) 0 16 (43) 8 2.2) 0
B4 Y A MIE 34 (92) 17 (4.6) 0 41 (111 19 (5. 0
B~ 7Ry LIDfE 21 (57 2+ (05) 0 14 (38 3 (08) 0
&5 MY O AME 32 (86) 20 (54) 0 40  (108) 20 (54) 0
HEREE
HRERE 34 (92) 0 0 32 (8.6) o 0
K= - XF— 32 (8.6) 1 0.3) 0 32 (8.6) 0 0
KEMER =2 —a A F— 34 (92) 1 (0.3) 0 29 (7.8) 1 (03) 0
Rk aR. MR X UHREE
L#o<b 40 (10.8) 0 0 33 (89)
g% 20 (54 6 (16 1 (03) 0
B X O TS
BAESE 51 (13.8) 0 0 39 (10.5) 0
& D FEE 23 (62) 1 0.3) 0 8 2.2) 0 0
323 29 (7.8) 0 0 18 (49) 1 (0.3) 0

¥, AFIBEICBWTEEERESR 22 7 59%) . KBk - /NBk - EEOTH 20 £
(5.4%) . BIERFZ% - FER4 - FTHAEIRE - st - BMEAEARER 45 1 (122%) . BHaErE
= (REEEEBRE, RIREBRE) 18 4] 49%) . TEMAHEEE 3 6 08%) . 7
RIREEREREE 50 4] (135%) . BIBHEREREE 4 41 (1L1%) . 1 BUEERA 161 (03%) . Fhdk -
KeormmiRiE 15 (03%) . BEK 2 41 (0.5%) . PRREE (X7 v - NU—ERFS) 2
5 (86%) . AMZs - BEREZ 14 (03%) R UNinfusion reaction 6 fl (1.6%) 25 bivlz, 7z,
AL 5%k, BEEORMNEE (hEMRETMIEE, RMHEIREGREE, £, BX
R | BEMGESE. LFK, EEZLREE (Gtti/ MBI ERTER, RitEE
M., FRIFERES. EEEREELS) | MIREAVEFEHR OERIIRD ool RBIERRE
BRI EES (BEREEEEZAD) 230EMRRZTT.
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[Hi - ]

AR OBEAEYBRESNZRIA LY Iz b—a iz, A& 200 mg &
Q3W, 400mg % 6 BRI (LLF TQeWI 2\ 5, ) XiX 10 mgkg (FE) % 2@
B AT TQewi 215, ) THRELEEOAROMEPRERRE Shi, 08k
F. ZH| 400 mg & Q6W THRE LIBEOAH O EFIREBIZI T 2 FHmEFRE LT

[Cavgssl &V, ) IE. AAl 200 mg %_» Q3W TEE LTZBED Cugs EERIT 2 L FRIS
nie (TR . o, A4 400 mg & THRE LEBROAKOERTREBICB T &R
MFEFERE (LT TCraxss] V¥, ) ki zt:ﬁJ 200 mg &% Q3W THRELTZEED Coaxss &
KB L THREZRTEFRAESNZLO0, BAABFICEBWTEAAERERSNTHWEH
% BRTHIAA 10 mghke (KE) % QW TRELIED Cose & LB L TIEEZ
FTEFRENEE (TR) ., &bz, BHEAMEBE 2XRITAA 400 mg # Q6W TH
5 LU=EAEIERE (KEYNOTE-555 R#) L B on=EllEICE S KyHe >
A—=FiX, VIal—va ALY FRILEYERR T A2 LB L (FR)., Mk
T, BEOEBICRT 2BAABRBGRICESE, ARORERE L EIMEUILEMELE OB
EE T 2BRBELOSET VBRI, FAl 200 mg 2 Q3W X 400 mg ZQ6W TR

5L BROBRER & G IIEEM L OBEICOWTIRE SR, LROME -

REOE TAZMER V2

CHmELRER IV ETFRIE N,

R 6 FADORYBMBNAT A —F

T = e Coin (o35 (e Crnins
(ng/mL) (ug/ml) (pg/mL) (ug/mL) (ug/mL) (ng/mL)
200me Q3WT (58.55?'519.7) (27.27’,7.298.1) (17.};?'11 8.3) (91.97?'984.1) (49.2(,)?1.0) (302??1.4)
400 mg Q6WT (12;,2—?24) (32.?)?';2.7) (10.}1(,)-160.8) (1433?21;49) (50.51(,)'57 1.3) (19_?;?50,9)
40€£$§J%W (1351.2,6i0;6.4) Na a 4.1:, ?2 4 NA NA NA
o L (215’2223) (14;?‘:45) ( 1;1 i‘21) (421,2233) (2733,7 382) (19;,9200)

t:0=2993, 100 BN I = b —va it XV RAHINZEAFHEOPRE (2.5%K,97.5%K) .

Crnax : %ﬂ@&

E#OBRBMEPRE. Cup: FIEREZOFHMEPRE, Cum : FIRREE (74 2 REM OKEMLE
EF?‘%E\ Cmax,s . Eﬁ%ﬁl:ﬁl?é%ﬁm%qjﬁg\ Cavg,s : iﬁﬁﬁ_ﬁ}:;‘%ﬁéﬂﬁ@ﬂ%*%ﬁ\ Crrdn,ss : ﬁ’ﬁlﬂt%‘:
B 2 RE0LFETRE _
1 : 56 BIOEMEIHE (95%(FHXMH)
§ : A PIORMIIGE (95%ERRER)

NA : 42 L
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4. HEERIZHOWT

AR ORGP EE R BE LW - FEL., AFORFICI Y BEERBWERAZ R LR
RT3 Z EBNERED, UTOO~@D T RTCEH-THFICBWTERT X
EThHB,

@ HERIZHOVWT

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

(1) BAEFBRENEET S BAZRELEARS FEFIRN A BEREER SRR,
HuIERAS A RS RS ML AT, M AS A BERRRE e &)

(2) HrEMERERRE

() FHERRAENRET 2 BACEEER: (BARRESEEERE., BSARRES
WARkE. BADEEEREERER L)

4) I SRALEFREEZRE L. AREEREME 1 SUINR(EFEEEENE 2 Ofask &
R DB ET> TV B HER .

(5) EEEERNFERENEORREEIZHR D EEETT> TV 2 HER%

@D-2 BEEDLERER VRIEARBROR I 07205 L BB 2 FOEM (TR
WENRDCEY T A ER) 23, YRR OAFICETAHRROREE L LTERESN
TWasZ L,

#*=

o EMARTFRER2ECTIHTELET LBIISEU EORAIBEDBERER
ToTWBZ L, 96, 28U LT, PAERMEREEZ T LEBREBZOWEL
ToTWVWBZ L,

o EMGFIER2FEONHMNHELZET LicRIT, HLESEDONAEDRIELZBDS
FEUEDOELBABZOERZIToTND T L,

s EMAFRER2FOMNYMEZET LERITIFULOBRERREZE
LTWaZ e, 9%, 3ULR, HIESBEBOBARYREZSLHL
BRFORAMEZT>-TVD I L,

@ BREANOEERFTREHEROEHICONT

EERMERSHICHT T EEENERB S, HESENLOFERER., AE - &
HERPNFROBTHEROEMEICKT 2 FHRM, AEFERRE LIRS OREEE.
ERBONATONSEFINESTNE T L,
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@ BHER~DORIRIZONWT

@-1 FERRERHIC BT 2 B '
BERRERZEOEEREWERNRA LB, 24 REZRERIOT., SREMERXIT

EHERRRICR T, RELEWERIG U CABREER D CT Z0ORIER D&M HER

BREOKEENY B FELN, EbICHSTRERERIBES TS L,

@2 BERUEFE T L IABTESHISBET BN

RABRICED EMNRAREOKBE AT 2EREFEVEERE=F) 7
EEDEERDOAZ ) —= U T ETVWEREL BREXATE 2 F —LERGEHNE
BEnTWBZ L, 2B, BEkHicoNT, BAUBE L EOFRC TSRS TY
5ZL,

®@-3 BI{ER o2l B L T

BlVEA (RIZMMERICME, KB - /NB%k - EEOTH, BHER% - ifFr< - i
HEREREE - FF2¢ - TR(LMARE 5. BiEEE (RIMEHEMEBRSE. REREBLS). A
SWEE (TREKEES, PRIVEERS. BIBERERS). 1 BERRA. SL5BRE,
g% « IEEUARIE, Bk, BEEOKEEE (PEMRIEFRAE. RMRIRIRIEGREE.
SIHIEE, JEREES) . infusion reaction, % - fiiRss, EEFEE. MEES (¥
Vo NU—EERE) . DK, EELMEES (Gt /MR ERRDR, iR,
FRIFBES, IEIENEVES) | MERERIEGER, %) Cxt LT, SRR SGLERERNE
BoEMErETAEME EEL GEIERAOZKOHRCEL TRERVXEZRITDL
NBEEMFITHAZ L) . ELICHENRLENR TE ZEKHPESTVD I L,
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5. REXNBRLRHBE
(F2hEICEE§ 5 FE]
@ TRICEETHBREICBNT, FHOAZMEPRIES LTV S,
o BAMEERERICHEELPD-LIFEHE" (CPS=10) DIRTGUIBRTERET - BROR
ERFEREOBRE (KAIBEMERE)
*: ABID = F U BEEE L LT, k54 : PD-L1IHC 22C3 pharmDx 5 =] RNEABESHL TV 3,
o (LEREROLRVIRIGERTRERET - BRORERBESE (FA. SFURTVRTIF
v OHFREE)

@ TRICHKYT 5 BEITHT 5AMORERERAFEIC OV T, AHOAHESR
RSN TH LT, FHOBRERGL 252,

o FROmMBIFE

[ZepicBE+ 5 %E]) x
@ TRICZYUTAIBEICONWTIEHARIDOERENER L SN TWA I b, B#5%21TD
A AN

o FAIDORTH VIRBUIEOBEERED H 5 BE
@ BEATOFEIZB N T TRICEYS T3 BFICOVTIE, AROBREIHR SRV,

L DOIEEEEREN RVGEEICRY | MEICAREZER T2 LE2BETES,

o FHEMMREBOAFIIEECHZBE

o HIMEGRE CHERZR® 5 BE R OTRENE O BN IR R 7
FZOICRIEMELR DN BE

HOREERBAOSH UTBHERRE L IXERED B CAERBORERD H
5EBE

o [HBRBHEE EnSBMRBERZED) ObBE

o REORRIEEEETLIRE

»  ECOG Performance Status 3-4 ®V DB H

D ECOG D Performance Status (PS)

Score | B

0 | E<MERENTED, RRAILALABEELSHRRIITAS,

;| AEEITB LW EBNIRIR S5 A5, BTRRET, BFRCE- TOMERIATS J L TE 5,
Bl : BORE, EHEE

HATHRETEROHEOEY O Z 2T TTHREEAEEIXTE R, ARO 50%L EiIXy FATRI T,

BOIZESOEDEY DZE UNTERY, BHO 50%L EE Xy FRTFTIRIT,

AlwinNe

2BV, BOOEFDOREY DI LI TERY, BRIy FIRFTRIT,
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6. HETEELTHETREEIE
O WIEZITML, BERFTEEVRET 2 BRI E S E AR ORFER USEIERE A

DI DITHBERERE+DCERLTHASERTB I,

@ HEBMGICES D, BEXIIZOFKICEMEREREEZ H2UA L, REEZET

PoETHI L, =

@ FEREWERO=RY AL MZONT

s HEMIBEBRREDODLNZZLRHIDT, AFOHREZHT-o> T, @@F
wR (B8, FEREEE, B ORBERUIET X BRECERSE, SiEr+
SITITH 2 L, Fh, RBERZIGCTHE CT, ME~v—bV—E0RELERT
5Z¢,

» infusion reaction 23% b B Z L1’ H B, infusion reaction HBFRWD HLALTZIFHIT
i, EERAEBETTO & LI, BRBEIET 2 % CTRE DRBE HoIcEBET
¢,

o HURIRHERE . TEAREEERVRIBEBERERHSLLNEZZLBHEDT,
xﬁmﬁﬁﬁﬁﬁﬁvﬁﬁﬁﬁwmﬁ%mLWﬁw% SR (TSH, BEEET3, i
BET4. ACTH, M aNFY —VEORIE) 2FEETHZ L,

o BUEFTR. FERS. FRSREREE. FFk. MLERELRS bbb a#&5®
T, AFOREREHTR RGP I EMAIC TR EERE (AST. ALT, y-GTP,
AP, EYNVEVEDRIE) TERTHI L,

o REIER (WCERARMIEEREKLZET) SORBERBEERH DS
ERHBOT, EHNICIROREOFELZER TS L, iz, RORFEIFHED
LNTH/EITIE, BONCEFEEZSZR T X BELBETSZ L,

o FAFOHEEITLY ., BEOABERNICERT 3 LB 2 bh 28k RRBREN
HobndZtRbs, BENEDLNIBEITK, BRLEFLILUEMN
BY72 5078k & B B R0 [ERD & B U CEEIZZERIRIT 21TV, IREORERISIC
X ARWERAMRERDN A HAITIX, AROKRIEIFIE, ROBIEEREFRVE A
DREEZEBTHI L, 2B, BIBRERNVELOREIZL Y BIFRAOHES
T ENRVERITIE, BIBRERNVE LS OSENHERIOBMLEE TS Z
e

o BEKTH, FCEARNOEIAKB L THGEWERABRRERTAZ LBHHD, K
R OBEXRTRICLEWERAORBRICH2CER T Z &,

o 1 BERR BUE 1| MERREZ S Bbbbh, BRRFEES P T Y =32
IKEDZLAHDDT, AW B BEHFOEROFEISCMBEED EF T2
EETAZ L, | BERRBRLONEZHEICIEREEFIEL, 4R Y B

. DEEEOBIRABEITI Z L, -

@ FHOBERRBRIZENT, BERHEND 9 BREIRR CAESEDFMEIT-o T\ e

EEBEC, ARBREFIIEHNICEBRE CHROBREZITI Z &
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