BERE

A R
[ -4 2 28
5 5
FKAFEEE 0225 6 &
Sf44FE 2 8 258
® B H R |
| rrFpREt |Erzen (5 & B
% B 0K

EAeHfEER - AEHARERLETEERE
( & H % B )

Roa7el) Xw7 (BEFHERZ) WAOREFERHEET A KT A
y(%wﬁ%ﬁﬁ%%ﬂ%(TMBﬂ{igh)%ﬁ#éﬁ%ﬁ)
DIER R ORBEHERAET A FF 4 v (BHlEE) o—kEZD
W

REMBOEE & YWEOEARSGS 2016 (FR 284 6 B 2 A BIEIE) 2BV T,
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FNEESZEICNERBEICRET I EDICREERMEET A FF7 1 o 21E
BB EELTHET,
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B 100mg) ZoWVWT, BVEEEETERE (TMB-High) 25T 2EW
BN L TERT BOEERERIGEO LB BEFRHEN A KT &
LTEYVFEEDELEDT, TOFERICH T, BAVA FZA 4220 TH
BEIhas L5, EENOERBEEVCERICHTIAMEZRBEVLET,
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EHRAE, TANRTOX ) NE, REERE, BBRE~A 72T I 4 b
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i, RAFn Y X (METHEEL) LT, ARL7 o) e (@E TR & LT, 13200
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HEESIZ, £hth 341/352 § (96.9%) B
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F (0. 6%), BUSERTH - AT « ATHSARRESE - AF4¢ -

GEIm




AR g5 70 (22, 4%) . FURIRREEESE 156
Bl (44, 3%) . TEEHBEREE 3 f1 (0.9%) . EUEH&
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1. LI

EELOEDM « EELMEOREOT-DIZIE, BT XESCESN=BERERIRD
bhb, X6z, SFEORSHFOESII LY., IFEERR F OB IRERE
FEEMPERENIPTC, INLOERLFEICLERZBEFICRETZ Z EARED
AR L o TR REMEGEY L EOREARFE 2016 ERL 28 £ 6 A 2 AHEREE)
BWTh, EHNERMSEOERORBEIHEEZRZZ & & ENTND,
FEERAMEERLI. BFBERPESM e 7 7 A VBREFEOERKMH LALNIIR
BBEILBHD, TOED, AMERVORESMIZET A HRE+SER/T D5 E TOM.
WHEEEMORELYHIRZITDZ L 75%‘]1#3%5%%‘&:%}1@)%@‘6 ke BHiz, BIE
BRERLUEBELERHYEE LD D R —EOEG 2 M- T EFREEcER
TEZEBREETHD, |
Lo T, mHA FIA Tk, BERERSINETIZEOR TV ERESN -
BENRIICESE, u?@E%mwﬁﬁtﬁﬁ%ﬁ@f%ﬁﬁma&%tﬁﬁ 2z
FRUEBEERZTT,

R, XA K74 Ui m*”ﬁ&AE%mEﬁwﬁﬁAwﬁ ARAEEABZA
B S —ﬁ&@&k&*ﬁ%ﬁﬂ@%&u—ﬂ&@&kEiﬁ%ﬁ# )y
DH EFERE LT,

WL RAERES T4 P—F AT 100mg (—iE : RAT7r ) X<7 (H#is
FHEMEZ) )

WRERAPRNIPE : BAALEFERIVNE LBV EBRETERE (TMB-High)
AT AET - BROERE GRS EHRAER 2 BAITRS)

HELhARERCAE  BE. BAIER, ~A7n) X~v7 (BETHEELZ) LT, 1
[ 200 mg % 3 BEIMBEXIL 1 B 400 mg % 6 BHERIFE T 30 55

: T HRRBET 2,
$l ¥5 Bk & ¥ & MSD #fiR&tt




2. FRIOKE, (ERBF

XA b —F ST 100mg (—#E4  SAT o ) X< (EEFHEL) ., BT X
#lJ £vv53,) i&, PD-1 (programmed cell death-1) & %D Y H ¥ KT 3 PD-L1 B PD-
L2 L DFEEEZEMETS. & MEIgGd £/ 7 a—FAHilfThH B, :

PD-1 #REE13 T AR /E B RAAE 1 Bk B - DIT B A BB SR 3 3 B A s
AA wF T, PD-1 ik, EELREIZBOCESE THEOMBERICREL, B4
BRI ESUANBEN TR AERISEGIET 5, T/2b5, PD-1 Y Fr KR
BT LIV REZERIC LDV A EERZARCHETA2A/ETH S, PDLL
DOIEFIEBIZB T D REBUTD TN THIN, ELORAHIETIE T MIEOHE 252
DI LEFNZHEBR L T35, BAMRIZET 3 PD-L1 OEFIRIL. BHE., FiEE,
FFHENQRE. SRELE, /NIRRT & Ok RPATFEARBREFTH Y . (B vERER
L OEEEAHRE ST B, ,

BEOBADEERNT% L PD-L1 FHOMBEM S, PD-1 & PD-L1 ORKIIES
DORBERMIZEBWTEELRBREIZHE S Z EXRBRERTREY ., Fi 2R ATRROEY &
LTI TS,

AFlX, PD-1 & PD-L1 R UPD-L2 O Y H o FOREAEEET A - LIC LY, EE
WNRIB Y O IEER RAHIIRESEM T V2 BRe2EE{L &4, RIEERE L BiEHl
T L THEESRERET S,

AHNOVERFICES BEDORERGI LSEERERH bbb, EEXITFELTIC
EDFREMERDH D, FHIOREPRCRERIIZ, BEOBELTLITITV., RENR
B HIIBAITIE, BE U FRITS U BHMeR e & R AR OB L E L THF
DREHNRET 21TV, BEORERIGC X 5RHEAREDN DBEITIX. BIBRE N
ELARIOFEEEOBENRLEET O BHERD D,



3. FREREHK

BALFRERICHEBE LSV EERETERE (BT [TMB-High] &\Ww5,) &8
TR - BROBERE (GEUEN/IEENREERIGSICRD) ORBRICFmEZITo
FRBERBOBREETT, :

(B %hHE]

B R%E D8k (KEYNOTE-158 #5%)

{E2EFERE O b AT - BROBMERE (BABI LILHT A~L OIS N—
T IUNTHI 200~1,595 ) ZserBRiT, AF 200 mg 3 BREFMR (LLT TQ3WI &\
5.) BEOHDER VLSRR E, AFOG%hEIE, FoundationOne CDx 2 X
» TMB A = 7" )% 10 mutations/megabase {mut/Mb) Ll E & B Zh7-5HE 12 TMB-High
LHIFETHI L L L, BTEHEICE ST, FA—7 A~ IEBEFEINT-BEREBRZFICO
W M Thin T, -

TMB-High &35 102 ] (A& 6 flEEtr) KT TMB-High #H L72V> 689 4

(BAAN T Flagt) 28175, EEFHMIEE THha RECIST ¥4 FF 1 11 R
HES hREFEIC L ATNROBER 019F6 A2THF—F Ay bA7) RER1DLE
BYThol,

¥ —RIGHEE L CHEBHCER I N TWAEEREECIC A ERR CTHVWOR TS F
W RO BIREL SR ICERNE I THE O BE SEAANL BN,

# BT N—TIEBNT, FRENUTOBEERRAANLNE,

A:THE (RELKE). B: BES EERCIBEORE, L7 7 —& —BHESE

<), C: fh, BE, /B, BB, EBEERCEREROMEANSWEE (BotB XS

BRI SWES) . D FENEE (ABEXIMERERE2%R)., E: FEBEE (B

F L&), F: e (REERE), G: AAIRITE. H: PREE. [ FIRARE, T ERK

BE (RIEXEHEREEZR)., K: BEE~A 77574 PAEEME (LUF MSI-

Highl &£ 5,) 28T 5&ETHEREE (B - ERELZR . L (FEDA) : MSI-High %

AT B EITHEEGE

*3: S%UL EDOT VABEE CTRHENCRASERRCHRARER L, £HARRTIOER
EUBRANXITHENEREDH I L ELLRAZERERWEEFEEH -V OER DO

{mut/Mb)
F1 FEMHRE (KEYNOTE-158 3B
TMB-High Non TMB-High
102451 68947
CR 4 (3.9 11 {1.6)
PR 26 (25.5) 32 (4.6)
B3 SD 14 (13.7) 228 (33.1)
(%) Non-CR/Non-PD* 0 3 {0.4)
PD 48 (47.1) 349 (50.7)
NE .10 {9.8) 66 (9.6)
e Eg;t/:’(:‘;?) (%) 29.4 (20.8,39.3) 62 (4.6,8.3)

CR : 5=2%%h, PR E4E%h. SD: &27E. PD : AMEST. NE : FEA~4EE. CI: EHEM
* o R E TR S TIRERER L E Sh, 155RIER 5 %IT Non-CR/Non-PD & il S
=B,



TMB-High #655 102 ] (HARA 6 Fl&3¢e)) KT TMB-High 2% L7V 689 4

(BAA 71 $lZETe) 1B 5, RECIST A FI4 > L1 RICESS FRHEICL D
BABRIDOREHROFBR QI9F6 A7 AT —F Ay MA7) BR20LBITH-
Vil

#2 DBAMERNOESERR (KEYNOTE-158 3#R)

TMB-High Non TMB-High
RARE R (%) #£4h (CR+PR) BlE (%) %) (CR+PR)
102 ) (FHE (W) 689 47l (BHE (%)
/R A 34 (33.3) 10 (29.4) 42 (6.1) 4 (9.5)
FEERE 16 (15.7) 5 (31.3) 59 (8.6) 7 {(11.9)
TERBE - 15 (147) 7 (46.7) 67 (9.7) 4 (6.0)
ALF93A 14 (13.7) 1 (7.1) 75 (10.9) 8 (10.7)
PN =e 12 {11.8) 2 (16.7) 60 (8.7) 2 (3.3)
TR P S WA RE TS 5 (4.9) 2 (40.0) 82 (11.9) 1 {1.2)
WK RS 3 (2.9) 1 (33.3) 79 (11.5) 3 (3.8)
R R 2 (2.0) 2 (100) 78 (11.3) 3 (3.8)
B & 1 (1.0) 0 84 (12.2) 9 (10.7)
BB 0 - 63 (9.1) 2 (3.2)

—  HEERAS



[Z4]
EESE RS D5 (KEYNOTE-158 3BY) ,
HEHRHRIZ 103/105 £ (98.1%) (2. BHERIX 677105 #] (63.8%) RO b, #H
BB 5%LL EORHWERIITEROEBY Thote,

#3 FEBN 5% EORIER (KEYNOTE-158 i) (MM 3SREm)
BLE AR5 (SOC: System Organ Class) B (%)
EAFE (PT: Preferred Term) 1056
(MedDRA ver.23.0) 2Grade Grade 3-4 Grade 5

2RIER 67 638) | 15
AURE T
R IR R TO M SE
ﬁﬂfﬂtﬂﬁ%ﬁﬁﬁ'lrii

gﬁ’ﬁﬁfggﬁ

P o |6 )

IENSTOR aeRE T
Z 5B 12 ) 0
FB 9 (8.6) 0

rs, FIEMRRE 4 61 (3.8%), KIBR - ANBR - BEEOTHI 3B (2.9%) . BIER
- FFAR 2 FFiaEIES AT 28 - TE{LAEREE 4 5 81 (4.8%) . RUR AR RERESS 15 #1(14.3%) .
BIEHERESE 14 (1.0%). 1 BERA 14 (1.0%) . BHEEEE (REEMEERL.
HEREREAAE) 146 (1.0%) RTFinfusionreactionl 5] (1.6%) MRE DR, £/, E
EOREEE (WEUREEERMARE, REHRIRERR, SBOH, JREES).
ERRE (F7 2 - AV—ERRSE), TEREEEES, ML, Hk  HHBEE, &
IEMFEEIE, st - BENEZ, S EHESR. Lk, EERNEES (G MR
MEEER, Bt n, FRIFERE, BRRERES), LREBREERRR BRSO
nighrofe, REVERARERIEESRS (BEAREEETE220) 220EHERY
Y.



[R# - AE]

AEOBEREYBEEFLEFIBLEY I 2alb—a v ick D, A%l 200 mg %
Q3W, 400mg % 6 WREFERR (LLT Q6w &3, ) Xik 10mgkg (KEH) % 238M
FifR (BAF TQawl &5, ) TRELEZBOFF O MEPRENSRSN SN, F0O8
R, AFH 400 mg Z Q6W TERE LeBROAA DO EIRBICET 2 EHMmEPRE (B
F TCavess] EVVI, ) B, &H 200 mg & Q3W TRE LI2EED Caess EERLELT S & Tl
Ehic (TH) . £, KA 400mg & Q6W TRE L=BOAR O EMRIEBICS T A5
BT FRE (BT MComs] &35, ) 1, A% 200mg % Q3W THE L72BED Crass
LB L TEBEZFRTETFHEIEZb00, AAABBLER N TEEMIHERE ST
HRE - ARTHDHE10 mghkg (FE) % QW THRE L7EED Cras & B L TE
fEZRT & TFHIShE (FR) . bz, BHEAERE 2 HRICEE 400 mg % Q6W
TIRE L/ EHRREL (KEYNOTE-555 3E8) L v &5 hi- ZRIMEIZE-S < EKipEhie
NIRA—=FF VT alb—va VX0 FRILIEERBIE T A —& LEE L (TX),
M2 T, BEOBABICET 5 ERRBERCESE, FRORBRLADETLE
e OREZRFT 2RERIGETABEE S, FF 200 mg % Q3W XX 400 mg %
Q6W THRELBEORERLFDEIIREM L OBEIZSW TR ENEZHR, Lk
FEORE - HEOE THESMR RS AZR TRV ETFR S hi,

6 FHOKPBE TG A —F

T I~ S I I R
200 mg Q3W! (58.55?'519.7) (27.%:.298.1) (17.1;,;.118‘3) (91.97?'984. 1) (49.%(,)'; 1.0) (30.35(,)?1 4)
400 mg Q6W! (12;2?24) (32;??2.7} (10.11(,);5 0.8) ( 145?49) (50.51?;’1 J3) (19.?3?50.9)
40(?%1%6)“} (1351.3:,5'10 ;6.4) NA (14:‘,'?2.4) NA NA NA
10 mg/kg Q2W? (212,2323) (14;:1;145) (1 1;1 ?21) (422,2:8433) (2727332) (19;,9;100)

t:n=2993, 100 DY I = b—ira Xk BHEINSMESEOHRE (2.5%4,97.5%8) . Com : FIER
EHORBMIEPRE, Cup: PEREHOFHMETRE, Cun: IEREE (1202 #E55D) OZEMLE
EF‘E&}E\ Crmax,ss @ @#%fﬁizﬁlféﬁ%mgﬁqlﬁg\ C:wg,ss . Hﬂ:’ﬁiﬂtfﬁilﬁtﬂ‘éﬁjﬂm?ﬁ‘?iﬁﬁ\ Crinss | Hﬂ:’ﬁlﬂifﬁi:
BT B R/E M IR E

t: 56 FIOBMIELE (95%IEMEERM)

§ @ 41 PIDBEMTIEEE (95%EHHEM)

NA : ¥l




4, BERIZOWT ' o )
AREEZESD., BEEL Y AZ BHEHE (RMP) -3 < AH 0 EELLZLMEARE
~DBEAEEBH DR TH - T, FRORENFEINREE LW - FEL, FHROHE
XD EELEMERZREA LRSI 22 L BUERED, UTOoOQ~@0 3~
TEBETHRRICBNCERT AR Th A,

D HmRITHOWT

@1 TR (1) ~ (5) OWVWThANNIEYUTIHRTHS I &,

() EAERBRENEET A DEEEN SRR ERERR A D ROEEIL AR,
HEAS A B ORI, AR A R &)

(2) e

(3) TREMRAESEET 3 SADRELRR (AT ERRE. BADIOES
BhRE, RADREERERER &) ‘

@) SSRALERIEE R RE L. S RACERENE 1 ks Selr 3R 2 ORigy L
R ABHEEIT> TV AR

(5) PBEREERAF S EMEOHRENEE D BHET > TV Bl

@2 HRLRDZPABTOFRERVRIRARBREOMNS T o REH L BRERE
FrOEM (TROWTRNCHEET HEM) 23, HEPRAOFANCET 2HROE
EEF L LTEEShTWD 2 L,

7

«  EMSFFIEE 2 FOMMTHERET LRIC 5 FELEOBAREOEKRIFEZ
ToTWAZE, 56, 2FL ik, PAERER2E L LEBFRIERROTER
FoTWBI E,

o [EEHIFESE 2 FOWMITHEZIET L-BIZ 4 FUEOBRRREZA LTS
T &, B, 3FEL LR, MBRERDIBATEFIR TONAIEYIIEE SR ATEE
DRENHER{ToTWWB Z &,

@ BAOERSEHEEOKHRICONT

EXMERERIUEETIEEEPEE S, RECELLOBMED, Aok - &
SHEIMPNIFROFE R VEMSICHT 2 FHRME. EFRBRE LRSS
T ERFELHIITONBEHRESTNB T &,

® BEWER~O#RIZONT

®-1 HEREHIC BT S B :
MEMMRBEOERBSLEWERNRTEAE UREIZ, 24 RBRREEHOT, SiEHERY

OB IRV T, BIRLUEEHERRIE L TAREBE R CT SE0REROERIZ A

ELRRBEOERAY ARG LR, BLiCGARERZER I E-TWEZ E,




@-2 ERHEFICII2H5EFESANNICETIER

BARRICHED AFEMNRNBECEE2E T 5 ERNEESEBEERE=F ) 7
EEOREERORAS ) —= I BITOEBRE LIEREHE TE 5 F — AERBHNE
fHEEhTwaZ e, 2B, BEEHICOVWT, BARE L ZOREZHSCREENT
WaI &,

@-3 EWER 2RIt LT ‘

BIEA (REMRBRABICINA, KB - /MBS - EEOTH, BUERY - FFFL - IF
WERERRE - PR - AR, BEEE (RMEMEMER, REREBLE). A
SIEE (TEABERE, PIRSEES. BIBRERS) | 1 BERR, B Y 5Kk,
Bk - REHRATE, KRk, BEOREEE (TEMREEERMATE. HERERE X
B, STHEL, HFRWES), infusionreaction, JN7ZS - BENEZS, BEEMEAE. MhikE®

(FF o« RU—ERERSE) . Lk, BEELZOKEES (et MR M REER,
EhtERMN, RIFRE, BERERES), hERAAEER, %) LT, 4E
BRXILERERSEE OEMMN AT B EA & EE L BHERORE-eX NCE LTk
BRUZBEZZT 6N E&MHCHDZ ), ELICHETIRLENTE 2EHN#E- TS
&,



5. |EXNBLRDBE
[Aghikiz B4 5 3E]
@ TEOAFLZBOTHRADHYMERRERTNS,
o BALEEERIERICHERE L7 TMB-High 285 51817 - BEROBRE (EBHMR
B EEE 2B S I RD)

725, TMB-High BT 2ARBDa - N=F U ZBWEEL LT, REA :
FoundationOne CDx WS AZ /) A7 a7 7 A LBREBEH TS,

BECHE-TiE, BEEEONA R4V EOREFOBRESEI, ETOL
ZEFHEZIC X 5 TMB BRERRE~DOEERUBREICH WS REOEIEHIZOVWT
BT DL,

@ TRIZEYTIBREFICT HERFORE L OERGFHEC OO TR, OB
B ENTBL T, FADRERFLRLR,
«  FirOfiBhEE
o MORBEEREA LR L TREShSBE

10



[Z 2tz B 5 HIE] 3
O FTRICESTZEZAOVTHARORERERE ShTWD D L b, BEET

biwnwz L,
o FHNIOFSTIIX LIBEIEDOBER O H B BE

BREATOFHEIZB W T TRIERY T BEIZ SOV, AFloZkEid#HEEI RN

B, LOBFERERRWGEEICRY , EEICAREFERTIZL2EETE 3,
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