XEFEHEET A R A
NhT7u ) A=T (BicFHEER)
(BR7E4 : 4 A —& K #E 100 mg)

~MSI-High #F 3 5 EFE (EEARIERISIEERGEICRE) ~
~MSI-High ZH 3 55/ « ERE~

YR 3 041 2H (FF134 8 AKET)
BA T EE



ER/N

1. ZL®ic P2
2. ARANOF. (FHKT P3
3. ERIKAGE P4
4, FEFRIZHOWT P14
5. ®hHxIGE LB P16
6. HEHEICELTHETRXHRA P17



1. [FCHIC

=S5 DH N « B RMEOREROT-OIZIL, IR SCEEIZE S W2 Ee AR D
B, 6T, ITEORFEHINOMEAIZ LY | FUREIKS 22 & OFHN 72 Frlil/F A%
FFEIMPERBINHH T, 2O DOEEKGLZ FEICLER BT IR 5 2 L BRED
PR L 72 o TR RREMBGEE & O FEAR T #2016 CFAL 28 4F 6 A 2 H BRI E)
IZBWTYH, EHMERLEOFHORKE(LEEEZ XL Z L LS TWn5,

FORE R ST, SRRSO BT 0 7 7 A VS EDEIK L LB S TR
RHZERDD, ZOD, HIMELROLRMICET 2 EWMN 0SB 5 £ TOR,
WMELEHG DO BEEZ RS ZIT 52 EPWIRE SN BFICK L THERT 2 & &b, BIFE
FDFEE U= LB 72 kb 2 & D 2 & DS ARE 72— 8 O B &3 7 9 A B <l
THZLENEETHD,

L7eRoT, KA RT A TiE, BIFERES ZNE TITE LN TV A EEIH -
BHEm R S & | DUTF ORI O e H 2 HEET 28800 6 MR B &5 2
F RO EFRREZRT,

B ARITA RT A %, MNATEBUE N ESE S ERES R G, A tHEANR AR
BRI s . — M N B ARERIR N E & & Ot AN B AR IR 7= O )
DY EER LT,

RIG L IR HEINL A b L—F EEERE 100mg (— R4 e T X~vT (Ein
THAHE X))

REERDMBXINGE 1. DAACTFRIERITHEE LT - BROEEE~ A 7 T
T4 MZENE (MSI-High) &9 5@ (BEMER IR A3 A
R AR D)
2. IBEYIBRRREZR DT - BROEBE~ A 7 a7 74 FRL
EME (MSI-High) A3 5860 - E ke

MNEERDRMERORE - @, RACE, 2a7nl) X~7 (Erarlfkz) LT 1
(7] 200 mg % 3 ML 1 18] 400 mg % 6 #H M T 30 75
DT TR 5,

L % # . MSD #R&th

;3
=
o




2. AEIDOYEH. EAEF

XA M—F BTEHE 100mg (—i4 XA 7 r ) X7 GBEFHHz) BUF TR
Fl w5 ,) 1%, PD-1 (programmed cell death-1) &% ®D Y %> K Té 5 PD-L1 & T PD-
L2 L DOfEEZEZMAET S, B MEIgG4 £/ 7 v —TF LHURTH 5,

PD-1 #2813 T HifE S B (RS 2> DL 5 72 DI 2 A A3 FI 5 5 3 7 S 7 il 4
AA wF T, PD-1 1, EFEZRRBICH WD TEER T MiluoMinLmIc BBl L, B O %
P I % B Lo AR LB ST R 70 e RS & i35, 7B, PD-1 (XU o REfE
ATHZ IRV PURZRRICL D v 7P Ve AICHIET 5% B/ KTH 5, PD-L1
DIEFFMEIZ BT 2B DTN TH LN, Z<ONRAMIETIE T Mo 2z
HIFEWMENCFB L TV D, DAFIICEIT D PD-L1 OEFEBIL, B, e,
JHHERE . IRERE ., FE/ BT & Ofx N T TR ARR - CTH Y | IRWEFER
& OB HRE STV D,

BED N /DGR T4 & PD-L1 EHOFEEME) S PD-1 & PD-L1 OFRMKIINEE
DG PERRREC BV CHEERKREZE S Z LRI TEY | Hiiz/e N ATEROER &
LTHIfF STV 5,

AANX, PD-1 & PD-L1 X O'PD-L2 Oj U > ROFERELEST D2 Llck v, 5
W NBRBE TR O RS A S T U S ERATEMAL &8, HUlEE S 2 FEE L
T 52 & THIEG IR Z T D,

ARFNOVERBE 2D < B ORE RIS X 2RIE-E)R & b o, BESUIELTIC
EOWREMD D 5, AANORGH R OEEGRIZIT, BEOBIEL TI2ATV, BEDH
D BT EEITIE, FEH LT F RIS U RPN 22 ik & BB 2 Ff O PRl & i L Col
BN 8RR W 2 ATV P DSERUSIC K D RIER 2 B 2 56 1213, BB RE AL
RO GHEDWE) IRALE 24T 9 ER D D,



3. ERFRAIE

(3 AL I U T2 T - BROEME~ A 7 a¥7 T4 b ARZEN (MSI-
High) ZH 7 5EEHE (EENZRIGENRERGAICRS) ) KO NREYIRAGE 2
1T BROEHE~A 70T 74 MARZEME (MSI-High) 263 5868 « EEE] O

TR M 24T o 72 T 72 iR akBR O plift 2 7~ 9,

B, TEHEE~A 7T T4 NRLZEME (LU IMSI-High) &\ 95,) 267 5E
FCBE LT, TPCRIEIZE W MSI-High EHIE SN2 2BKT 5856 (k%) I
I% TMSI-High (PCRYE) 2f 7 5EE ] LRIL L. DNA I A~ v FEEEIE OIHED
o EEBEXNT LA (L) . 725 IPCR EIC X Y MSI-High XX gt ikl 2 yy
& (LLFIHCI E W) ) JEICE D I A~y FEEEEDO KB (LLF T[dMMR] &9 )
CHEINT-RE] BN 5548120k IMSI-High # 69 5 HB% ) £ L7z, THCIE
12X 5 MMR #i#t & PCR L2 L D MSI A O —ERI% 96.6~98.7% WV TH 5 = L%
DHREINTWD,

[H20E]
<D AACEPRIER T U - 11T - 5% D MSI-High 87 2 [EER  (FEAER) 227503
N2 A IZRD) >
DE B HE S TR (KEYNOTE-164 i8R, =tdh— K A)

7 oAb IV URGUBMEIEIGES, XYY ST F RO Y T R K
(2 X DAL O & 2 16 YIBR A GE 72 AT + B8 D dMMR 3 MSI-High (PCR %)
W 2RI DG - EIEEE 616 (HARN T HIEETe) ZXRIC, AHKI200mg3 ¥
FfkE AT TQ3W] & 9,) EEDHNMEK VMR BET Sz, ok, WG
i CHEEEIT R8O LN T HE1T BT 2 R JHER DR O S N WEDRERIIZE
TE LTV 5 B TIL, RIEILLRE O EfG RN CHEEBEIT 3580 H LD £ TARAIO# 5% ik
T HZEDAREE STz, EEFHMIEE Th A5 E20F [RECIST A4 R4 2 1.1 iR
ICED S HIRHEIZ L 5584882 (CR) XiXimwZEsh (PR)] I2OW T, ABRIZEE
EN- 6l PIOFEREIIR 1 DLEBY THoT-,

(Ep) Lindor 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.: J] Mol Diagn. 2017; 19: 57-64,
Smyth Elizabeth C. et al,: JAMA Oncol. 2017; 3: 1197-203

TR s C B\ T, THCHEIC £ 0 R A~ v FEH # 2 /%7 T % MLHI, MSH2, MSH6 /% PMS2
DWTNNDFBINRD LR WA IMMR, PCRIEIZED 2 2L Lo~ A 7 e T 5 (4 h~——T
KINLIBIR T ED Y A X O S L7256 MSI-High (PCR %) &HIE Sz,
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#F1 BBHRAEDRRUVEHR (KEYNOTE-164 BB, =H—k A)
(RECIST ver.1.1, BN RIRERZE, PIRHEE, 20072 107 —F v b4 7)

B s A % (%)

SRR 61 " 39 51
275 (CR) 0 0
#r25%h (PR) 17 (27.9) 9 (23.1)

ZiE (SD) 14 (23.0) 10 (25.6)

#47 (PD) 28 (45.9) 18 (46.2)
HEEAEE (NE) 2 (33) 2 (5.1)

7% (CR+PR) 17 9
(ZZhE [95%[EHIX =] (%)) (27.9 [17.1,40.8]) (23.1 [11.1,39.3] )

1 ATVERRT T SR 2 - AR G O 5 B MSI-High (PCRIE) &4 5%,
*3 : IEHEE
@IEBEILF 1 AHRER (KEYNOTE-158 ##)

— IR & U CTHRUERY 72 L FHRIERE O & 15 UIBR N RE 72 61T - F338 D dMMR XX
MSI-High (PCR %) ®? 244 2FEfFEEE 9 255102, AHI 200 mg Q3W 5D f
IE R OV MR S, 7238, HGRHE CEREBETHR S D= GaIc, HEE
TR TRER DTS DI WEDERIRIIZRZE LTV 5 BE T, RIEILIRE O BT
THREBETHRO LILD ECARAOE G kT2 2 LN AMREE Sz, EEFHEEH
To 5385053 [RECIST A R7 A 2 1.1 UZHES < FIfEIC K 558482850 (CR) X
L5853 Z8%h (PR) ] 122U T, MSl-high & 2Hr S V72 % ICARRER IS E S vz 83 fil%E

(ZV—7"K) OFEFRITE 2, RBRIZBRER S 72 94 I 30T 2 IER Ofs 5133k 3
DEBY THoT,
*2 BBEHRAEMERVES®R (KEYNOTE-158 B, 7/ —7K)
(RECIST ver.1.1, FRMEMBITRIGERE, FRUE, 2017F4 8 287 —F Iy b4 7)

ELE] G A % (%)

IR 83 15" 28 {52
542785 (CR) 4 (4.8) 3 (10.7)
453755 (PR) 25 (30.1) 8 (28.6)

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

#1717 (PD) 24 (28.9) 9 (32.1)
HEEAGE (NE) 10 (12.0) 5 (17.9)

#%h (CR+PR) 29 11
(ZZhF [95%(E X" (%)) (34.9 [24.8,46.2]) (39.3 [21.5,59.4] )

*1 o G ROMERRENT X GER, %2« AR RS 4ERI D 5 MSI-High (PCR L) #H 3 5 BH,
*3 : IEMElE

(B3 iy = &2 A~ 12401F 7= 7 b— 7 % O MSI-High O T E B 250 AT 7 b—7 K 75 H

E, 20— A TRILME (RYELEARE) . Z0—7 B TikiRER (BEEOEEORRE) . 72720
77— Z R AZERS . ZA—7 C TN, B, MBI, B OV e ORI S s iE
B (B SO A L RIAR R N A W) . 7V —7 D TIEFE PIER (AR R OSRIEEMIEE 25 <),
IN—7E CHTESE (RELEE) . ZVv—7F Cl3teR (RFLigs) . 70— G CidvNibuht
JE, JV—7 H CIIHERE, Zu—7 1 TIRRRE, 70— ) IR (PR ST RS s 1
<), ZV—7 K Tit MSI-High 263 2 @ERHE (K5E - EEER<) BEMEAAAN LN, 71—
7 A~ ITRER S N2 O MSI-High IZOW TR, b e 2T T ¢ TR L 0 HIE S vz,
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# 3 MSI-High 2 F 7 5 EREORER DZELHE (KEYNOTE-158 3A%5R)
(RECIST ver.1.1, BZEMHTRIRERE, FR¥E, 20174FE4 A 287 —F v h47)

Bi% (%) 7%%)) (CR+PR) B (%) 7%%)) (CR+PR)

i 94 " EHE (%) 39 EE (%)
T B B 24 (25.5) 13 (54.2) 11 (28.2) 6 (54.5)
B 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)
A 10 (10.6) 1 (10.0) 1 (2.6) 0
ERTER 9 (9.6) 2 (22.2) 4 (10.3) 1 (25.0)
Il R 3 (3.2) 1 (33.3) 0 0
HH R 3 (3.2) 0 1 (2.6) 0
ANl 3 (3.2) 2 (66.7) 0 0
R 2 (2.1) 1 (50.0) 2 (5.1) 1 (50.0)
TR N 57 AR 5% 2 (2.1) 0 0 0
RN 2 (2.1) 0 1 (2.6) 0
DR b R 2 (2.1) 1 (50.0) 1 (2.6) 0
Jib4 HEE IS 1 (1.1) 0 0 0
5P B 1 (1.1) 0 0 0
GIA S 1 (1.1) 0 1 (2.6) 0
% NG M eIy 1 (1.1) 1 (100) 1 (2.6) 1 (100)
UE {7 R 1 (1.1) 1 (100) 1 (2.6) 1 (100)
PRl i 1 (1.1) 1 (100) 0 0
e DR NS 1 (1.1) 0 1 (2.6) 0
Rk 1 (1.1) 1 (100) 1 (2.6) 1 (100)

1 ARWERRHT R *2 © AMEREAT R D 5 5 MSI-High (PCR %) ZH7 % B4E

IR UIBRARRE/RHELT « 38 D MSI-High & A9 2 f&E 15 « ELAGE >
OEBEIL R MAHFER (KEYNOTE-177 ##)

{EEEFRIEE O 22 W IR UIBR AN RE 72 1T « 7598 dMMR X% MSI-High (PCR i) 2
AT DR« EIBFEE 307 5] (HAN 22 fladte) X512, AHK 200 mg Q3W
B G- OFIER VRN, FHY ERORIN T 2{b28E [T vAda 77 2o (BLF Ts-
FU] EWo )« ARUF—FrIvs s (BLF IARYF—h) EWo,) - AFHUTFTF
EYE (LR TmFOLFOX6) &9, ), mFOLFOX6 M MRy X< 7 G&fnf-/H#a z)

LUF TR X=T) L)) Tt rFo~7 (ElaFlitz) OIF eysy
<7 WD), 5-FU-HRUF—h AU T h R (LU TFOLFIRI)



&9 ) FOLFIRI } RN X< 7 TtV o~ 7] W 2R e LT Sz,
72, IR CHEEETT RO DA IS, EAET 2R TR0 bW
DERRINZZEE LT 5 B Tl R IEILLRE O BN TR EEIT AR b b £ TR
B OP G-k d D 2 E R FHE L Siviz, FEFHMTE B XM EA M (BT TPFS)
EWVDH ) ROVERAFIIR & Siv, AFNIEERIE & i L C PFS # A BICIER LTz (F

4 O 1),

#4 AHMERE (KEYNOTE-177 #BR)
#1200 mg Q3W by R
(15331) (15441)

thofiE [H] 16.5 8.2

(95%(E X [#]) (5.4,32.4) (6.1, 10.2)

PFS™ | /¥ — K™ 0.60

(95%(f=E HE X [#]) (0.45, 0.80) —

P fE" 0.0002

*1 : RECIST A R 7 A LIMICIED N E, *2 : Cox BN — RET M L (b5
FIEE DG, 3 vl T 7mE. AEAE (M) 0.0117

V) fp ot s L Y A VBT O £ 5 LT,
mFOLFOXG6 :
FFH Y 7 FF 85 mg/m?, AV F— F400 mg/m? X i L ARFR Y F— 200 mg/m?, 5-FU 400 mg/m? (2K
#E) . 5-FU 2,400 mg/m? (46~48F[FFeafE) Z2lMkmc&E L,
FOLFIRI :
AV T R KFI 180 mg/m?, A VU — F400 mgm? XX LA F Y F— K200 mgm?, 5-FU
400 mg/m? (GUEHERE) . 5-FU 2,400 mg/m? (46~48HEMFREEERE) Z 20 MMM C5 LT,
VAN A=y i
5 mg/kg % 2RI CTHRE LTz,
YR T
WIEE 400 mg/m?, 2 [B] B LAKEIE 250 mg/m? % 1 B IEIFE THS- Lz,
7




FH200mg Q3IW 153 96 77 72 64 60 55 37 20 7

90 - ", — EM0Img QIW
——

10 7 S

0 4 8 12 16 20 24 28 32 36 40 44 48
SR R )

5 0
154100 68 43 33 22 18 11 4 3 0 0 O

X 1 PFS @ Kaplan-Meier fi# (KEYNOTE-177 3B%)



[Ze21E]
<IN AR ST U - 11T - B38 D MSI-High 2 A7 % B (FEAER) 72 180808
NG EICIRD) >
OE B[RS T FERER (KEYNOTE-164 #B, Zd— k A)
HEERIT60/61 B (98.4%) 12, BIEAIE 35/61 5] (57.4%) TR LT, FHR
5% EORIWERIZ FRO LB ThoTo,

#5 ZHEBRN 5% EOBIER (KEYNOTE-164 8. 25— b A) (ZRAMMEIT S BER)

#EBIR2HE (SOC: System Organ Class) B (%)

FEAGE (PT: Preferred Term) 61 {1 |
(MedDRA ver.20.1) 4 Grade Grade 3-4 Grade 5
2RIEA 35 (57.4) 9 (14.8) 0
B IhEE

T 8 (13.1) 0 0
L 9  (14.8) 0 0
M - 5 (82) 0 0

—i% - REEER L O S ENORRE

) RE 7 (11.5) 1 (L6 0
Wy 6  (9.8) 2 (33) 0
AR MR 4 (6.6 1 (1.6 0
B RS RS & O SRR 5

RAHi 10 (16.4) 0 0
FEIE R KOV T A RRRE

% ) FENE 7 (11.5) 0 0

7ok, MEMEMZEE 1B (1.6%) ., BEEOKLERE (FEMEIREGRE, S,
FRBIESE) 16 (1.6%) . NTHERERED 3 il (4.9%). FUIRMREREREE 2 6] (3.3%). W
RK3B (4.9%) ., Bk - BEBUHRAEE 1 6] (1.6%) . IKZk - BEER 1 61 (1.6%) 23FEHH
Nico FTo. RIGK - BEO TR, MfklEE (7 2« SNU—IEGERS) . T EAREER
. ORIBHRREREE ., 1 AUBEIRE . ERRelEE R MEMER RE) . BEIEMEE, O
g, S M MRS PR SR EE . PR MR, JRIFEKDS . infusionreaction X N5 E 9
TERITRD DAL D o Tz, AEWERBBURDUIBEEFESR (AREMER T L) 258
DRGSR A T,

@ E BRI EZE T AERER (KEYNOTE-158 #t6R)
HEELIL, 91/94 1] (96.8%) 1. BIWEAIL. 5894 B (61.7%) (T3 Hiviz, FH
T 5% FORWERIZTRDO LB THoT-,



#6 REZEN 5% LOBWEA (KEYNOTE-158 3RER) (R2MfEN ot 5ER)

#EBIKHE (SOC: System Organ Class) B (%)
HAGE (PT: Preferred Term) 94 131
(MedDRA ver.20.1) 4 Grade Grade 3-4 Grade 5
2RIEA 58 (61.7) 12 (12.8) 0
B ke E
THI 9 (9.6) 1 (1.1) 0
GITIN 8 (8.5) 0 0
M - 5 (5.3) 0 0
— % - RHEER L OB S OREE
) RE 8 (8.5) 1 (1.1) 0
it 11 (11.7) 0 0
B8 KOV T AL RRRE
7 9 FENE 11 11.7) 0 0

. FEMEMRE 461 (4.3%) . KBk - BEOTHI3F (3.2%) ., #tfEE (£7
2o N UIEBRRES) 2 5] (2.1%) \ ATRERERE S 8 51 (8.5%) . HUIR L RERRZ 8 151 (8.5%) .
1 ZUBEPRIS 1 61 (1.1%) . infusionreaction 1 5l (1.1%) 23§D LTz, £/, EEDLE
fE (R EREIRIRIEGERE, ZIRLEE, FEEIESE) . T ERAHEERES . RIEHREREE,
el E URMEMEMEBRE) . R, Mk - BB BIARE, BREMEE, O
K. Wide - B, SRR OB PESRBER . TR IR M, JRIFERES K ORS &9
IR Lo Tz, RREWERZBUR LI EES (BRRMRAEMER T 25Ty 25Tk
R AT,

<JBRYIBRARREZRHETT « F538 D MSI-High % A3 55515 - E s >
QE B LA ZE AR RER (KEYNOTE-177 35R)

AEFERIX, 149153 ] (97.4%) 12, BITERIE. 122/153 651 (79.7%) 12388 B ALz,
W DRECTRIELEDN 5%LL EORIWERIZTRO LB THh-o7-,
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£7 WTNHLOBETREEN 5% EOBIER (KEYNOTE-177 RER) (REMMEIT St 24£M)

ZE M K4 (SOC: BE (%)
System Organ Class) AFRE (b RIERE
JEAFE (PT: Preferred Term) 153 44 143 #il
(MedDRA ver.22.1) 4= Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
FEIER 122 (79.7) 33 (21.6) 0 141 (98.6) 93 (65.0) 1 (0.7)
Mgk KOV >/ RBEE
2 1f. 9 (5.9) 2 (13) 0 17 (11.9) 7 (49 0
T HRER I i 0 0 0 30 (21.0) 22 (154) 0
NG
PR B REAR T 16 (10.5) 0 0 0 0 0
E e
250 6 (3.9) 0 0 10 (7.0) 1 (07 0
INCEN 8 (5.2) 3 20 0 0 0 0
5 2 (1.3) 0 0 10 (7.0) 0 0
T 38 (24.8) 3 20 0 75 (524) 14 (98) O
N RS 11 (7.2) 0 0 6 (4.2) 0 0
L 19 (12.4) 0 0 79 (55.2) 321 0
A% 8 (5.2) 0 0 43 (30.1) 6 (42 0
I - 5 (3.3) 0 0 40 (28.0) 5 (35 0
—i% - BEFEER IO SEAORRE
I e 11 (7.2) 0 0 25 (17.5) 5 (35 0
9 57 32 (20.9) 3 200 0 63 (44.1) 13 (91 0
HEBE D RAE 4 (2.6) 0 0 25 (17.5) 1 (07 0
FEN 11 (7.2) 1 07) 0 4.9) 0 0
R AL AN 0 0 0 8 (5.6 0 0
JEYSIE RS K OV HUE
NGRS 1 0.7) 0 0 8 (5.6 1 (7)) 0
i R A
ALT #4m 15 9.8) 3 200 0 10 (7.0) 1 ©7) 0
AST 5/ 17 (11.1) 2 (13) 0 7 (4.9) 1 ©7) 0
1A ALP H#540 12 (7.8) 1 (07) 0 3 @20 0 0
i ER A 1 0.7) 0 0 33 (23.1) 24 (168) 0
iR 2 (1.3) 0 0 9  (6.3) 1 ©7) 0
R 3 (2.0) 0 0 (5.6) 0 0
i BRHa D 1 0.7) 0 0 17 (11.9) 6 @42 0
R L O EE
RARIEER 12 (7.8) 0 0 49  (34.3) 3 @21) 0
1&H U ™7 2 LE 3 (2.0 1 (07) 0 8  (5.6) 4 (28 0
B RS R L OV SRRk P =
BA &R 16  (10.5) 0 0 2 (1.4) 0 0
PR R
FEIED E 4 (2.6) 0 0 15 (10.5) 0 0
R N 2 (1.3) 0 0 13 (9.1 0 0
K= 2 —m RF— 1 0.7) 0 0 25 (17.5) 1 ©7) 0
KRR =2 —m N F— 0 0 0 29 (20.3) 3 @2 0
B K OUREEREE
HER 2 (1.3) 0 0 10 (7.0 2 (14 0
M g, MaERES K ONERm RS
E=Aaatiiih 0 0 0 20 (14.0) 0 0

11



Bl R 4y HE (SOC: B (%)

System Organ Class) AFHE == 375 it
JLARFE (PT: Preferred Term) 153 {51 143
(MedDRA ver.22.1) 4 Grade Grade 3-4  Grade 5 4 Grade Grade 3-4 Grade 5
LR KO P AR RRRE S
JHESE 5 (3.3) 0 0 28 (19.6) 0 0
B2 o L 7 (4.6) 0 0 10 (7.0) 0 0
FE - BIEFEIREN A ARG 0 0 0 25 (17.5) L 07 0
5 FEE 20 (137) 0 0 7 @49 1 (07 0
£ 17 ALy 1 07 0 1 an 1 07 0
k=g
1 I 1 0.7) 1 (0.7) 0 9 6.3) 6 4.2) 0

¥, RVEMEMIZRE 561 (3.3%). Kiak « /MK - HEO TH 14 61 (9.2%) . #ik
fass (72 « NU—EEREEE) 161 (0.7%) . BUEAFS - FFR4 - FFREREREE - AT -
fEALPENBAE 2% 25 151 (16.3%) | IR EREERERR T 18 131 (11.8%) . T EAABEREREZ 2 151 (1.3%) .
R HEEERE 2 1 (1.3%) . BEHEEREE (RMEIEMEBRE) 261 (1.3%). Ak - B4
R RAAE 141 (0.7%) . infusion reaction 2 5] (1.3%) . #68% 1 5] (0.7%) 2358 H ATz,
T, BEORERE (TEEREESCRMATE, RERIEIREGRE, S, X
ESE) . 1 BUBEIRIR, PER . EIEMNIEIIE, MM - BB, S E ORIk, EER
MEREE (M RIS PESRBER . WM PEE I, JRIFERES  MERRRIERES) KON
EKREBIEGREIIR O b o 7o, REWERRBURDLIEESFS (BRMRAME R 25
te) HEUEIERETRT,

12



(At - HE]

KB OREEFEYBREET LV EZFH L7Z> I 2 b—3a 02XV, KK 200 mg %
Q3W, 400 mg % 6 FHMHE (LT TQeW]) &5, ) XiX 10mgkg (AHE) % 2 B[
IkE (LLF TQ2WJ &5, ) THE LIZBEOARAI O MG FRENRG SNz, £ Ok
Fe. A 400 mg & QBW TH G- L7=BEOARHF O EFIRREIZ IS 1T 2 P MG iR (LA
T [Cagss] &9, ) 1E. AHI200mg Z Q3W THeH L7ZFED Cavgss & LT 5 & T
Ehitz (FF) . £72. AH400mg % QBW TH G- L /=R ARHKI D EHIRREIC I 1T 5 %
EIE IR (LLF TChmaxss) &9, ) X, AAl200mg 2 Q3W THEH L72BED Craxss
EHE L CTEEZ R T EFRISATZ 00, BARANBREIZBOD TERENHER S AT
HHE - HETH 5% 10 mglkg (REH) % Q2W THH: LTZERD Craxss & Ll U TIK
EzrTEFHlsnz (TR , 6T, ERAEBE 23X 5I2AHK 400 mg 2 Q6W
TG L7/ TR (KEYNOTE-555 i5R) K 0 155 7= EHMEIC IS < iy Hhhg
RIA=BFT VI alb—ra Al PRI LICEMERE ST XA —X LHEEILT- (F&R),
Mz T, BEOREEIZEBIT 5 BRRBRSGE IS X | AR ORE R & FMEUIZ ekt
& ORE A MRS ARG LUST T VMRS X, K| 200 mg & Q3W X 400 mg %
Q6W TH#h L7-FROMREE R & AahiE 3 etk & oE#ic SW THRET S =R, b
LD - HEOM THEINE L ONREMEICAME R 2RI v & PRl Sz,

&8 FADOEMBRR T A —F

v - A Crax Cavg Chmin Crax.ss Cavg.ss Chmin,ss
(ug/mL) (ug/mL) (pg/mL) (ug/mL) (Hg/mL) (pg/mL)
20mgQW' | (coivon | raoen | (7888 | (o174 | 4ossio) | (208 81
400 mg QW (12;2;4) (32.3(;??2.7) (10.%1(,).?0.8) (14??49) (SO.i?gl.S) (19.??0.9)
40(07%%%\/\/ (1351.2(,3.101;?6.4) NA ( 14.1: ii—, 4) NA NA NA
10 mg/kg QW' (212,2223) (14?41145) (11%,1221) (421,2?133) (272,7282) (19;9200)

t:n=2,993, 100 BN I = L —3 3 U2 X 0 R S SMMEREO R Il (2.5%8, 97.5%5) | Cmex : #IE1HE
HH O MIERIRE, Cag : PIEHEGH%OFEMIEFIE, Cmin : FIEEGHE (A 702 F5) ORKME
IR Crmaxss 1 EFIRBEIZ RIS D EEIMIGEHIREE, Cavgss : EHIRBEIZI T 2 FHMIEF R, Crinss : EFIRREIZ
BT B el i 375 e

T : 56 BIORMELIE (95%(EHEIXH)

§ : 41 DT (95%(5 4 X [H)

NA : 47 L
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4. FHEERIZDULNT

TRERARMEE U CHEHSERE IS T D868 - B A B < MSI-High A9 % [@ERHEIC
X3 HEHAMGEREN T SN TS, AEZE D, EHRNY 27 EHEE (RMP)
(233 < ARFN O R S & EMEREAIE B~ D W R 23 8 2 ik T - T, ARFI O 5703
W B AW - B L, ARG L v BERRWER 233 LIZBICkhid 5 Z
EMRERTZD, LTOO~@DT X TEMI- T B W THEHAT I RETH S,

O mEFITHOWVT

D1 Fid (1) ~ (5) OVWTIIHEYT IR THD Z &,

(1) FEAEFERENEET 20 A2EEHENSRRES BT RA AR EEEIL R P
HUIE )N AR B EEHL R, HUR DS ARSI RE 7 &)

(2) FrEREREIFLL

(3) HEM IR ENFEET 203 A HOEEEFRE (DA EWRbL. 23 A2
W IEBE, 3 ARSI EEHERE B e &)

(4) ARACFERIEEZHE L, S RACFREME 1 USSR 2 Ol s 5L 1E
AR DR AT > TV D fiex

(5) PUEEMEREES AT E BN A ORI AR D i H 21T > TV D Mk

@2 X5 & 72 2 R T OALSRE S O BIE A FE B O RIS 57 70 ek & ek 2 FF
DER (FROWTNNIEYE T DERM) 23, YE2EROAFICE S 5RO EE
HELTRESN TS Z L,

TP IMETFIRIERITHE LT - BROGHE~ A 7 2% T 7 A4 MALEME (MSI-
High) Z4A9 5P (BEHERR2RRENIREREEIZIRD)

o [ERIGIFESE 2 EOHAHME ZE T L2121 5 FELLED D ATRIED BERHE &
fTHoTWBHZ &, 96, 28U BT, BAERYEELY I & LZBREESOHHE %
IToTWVWBH I L,

o [ERIGEFEUSE 2 FEOPHHEZE T L2142 4 FELUL EDOBRRBRZAE L TV 5
Z L, OB 3FELRIE, G L 7R D FEIEREI T O 0 A SRMIERIE Z G T DS VIR D
ERBHE 1T > TN D Z &y

IR YIBRARE /AT - R OEHE~ A 7 aYT T4 MARLEM. (MSI-High) &4
T 5 - B

o [ERIGEFEUSE 2 FOYIHEZE T L7122 5 UL ED D AIRIE O EGIRIHE %
fTHoTWBHZ &, 96, 28U EF, BAEYEELY I & L-RRESE S OHHE %
IToTWAHZ &,

o [EARFFEUSE 2 EOWBINHE ZE T LI%IZ, LSO N AFMIRIEZ ZT 5
FLLEDOHLBARFZOBEMZIT> TS Z &,
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o [EAIRFFESE 2 FOMINMEZET L72RIC 4 FL LORIKERZ A L T\ D
Tl OB 3T, HRE T DT O N AR E e ATRIRD
FRRBHE 21T > T D Z &,

© BRENOERFHREHEOKHITONT

AT HE BRI IC S 2 BMEA D BLE S, BRSO OfF B D A - &2
I OB P ONER IR 5 E Bt A FFRNRLE LB E ORE
. FRHESNITATONDIEFINE > TN D Z &,

@ EBIERA~DOXRIZOWT
@-1 FERAEHICE T 5 EY

R PERR R D EEE A BIE N AE LT-BRIC, 24 BRRISIRIRHIO T, Mk X
IR 3BT B L2 BIERNICIE U CABRE BE L O CT Z O BIVER ORI
ERRAEORERD Y HHRIZE I, B HITRIGFTRE AR > T D Z &y

Q-2 EFEREHRICLH>AFEFSNCETIEH

DN AR 2 BN 2 ik M O e 2 A 2 EREEHENRIERT =421 > 7
EEHEOIEROAT ) —= T EITOERE & E#REZ G TE 5 F— AEBRIRH] 235
i S TnWBZ L, 2B, BiAHIZHOWT, BRABRE EZOFEICHFIITEMENT
WhHZ L,

®-3 BIEADOZWORINICEE LT

AWER (FEMEMEEIZINZ . KIBE - DMk - BEO M, BUEFX - IR - 1T
BEREREE - 2 - B bMEIRE R, B#EEET (RMEMEEBERSE) . WowEE (F
MABEERE T, FIRIRRERE S, RIBHERERET) | 1 AUBEIRP. 5 & IR, ik - B
RlfRIE, R, HEOREET (PEthRESEMAE, ERIREIRIEERE, 2 AL
BE, FHRIEIESE) . infusionreaction, MM - BlEsc, HJEM M E, MfRkESE (F7 0 -
AN USRS | D2, B e Mk FEE (S M i VR B A R SR B . ¥ MR I
REFERES . MERERIERIESE) . MERERIEMAE. M) 13 L. Yikhiak XUTrpEE
WRERI DML A D EM & L (RIEH OZKBr-ox S I L TRER O #E L
FONDEMHICH D Z L), BEHITHUIRLENTE HEHNE> TN 2 L,

15




5. REXRELGDEE
(GBI 5 4 H]
O TROBHFIZBWTAADOHMEI RSN TS,

o NAMEFFIERICHE LZET - BROEHEE~A 7T T4 NARLEM
(MSI-High) #f 3 2 EfHE 5 (EAERRIR DR EE 225612 R D)
o IREMUIBRARE /ST - R OEME~A 7 a7 T4 NARLEM (MSI-High)
HT DN - B
7055, MSI-High (2R3 2 ARAKID 2 o "=A4 i3k & LT, lk5E4 : MSI B »
L (FALCO) K OMK5244 : FoundationOne CDx WA J L7 a7 7 A VINHKGREN
TW3,

@ TREICEENE T 2 BB T 2 AR O G K OEAITIEC OV TR AFIOAZPED

MESLSNTELT, AFDEREGHIR LB,
o FiombhRE
o fOPUEMELGA L O L TRE SN D EBH

[ % 42MEl B % )
O FRICHENT 5 BECOVTEAAOEEREREE SNTND I L b, #5517

Dipnz &,
o ARANDRSTHR LIBBUEDORBEAERED & 5 BH

@ RERTOFHIZBW T FREICHEYS T 5 BE IOV TE, AR OG- ITHEE I L0

D, AOIRFERPUL A 2 NG EICIRY | HEICAHZEHT 22 L 2BETE D,

o [HEMMMEROEIUIBED & 5 B

o i E R CRIE R & R 5 B K ONEBYME 0 Ji S R i gk 2 <08 Ge 11 it 2%
FEDOMIZRIEMEZE LN HA B D B

o HCOMEERBOADE TR L IXFRMED B O g R B OREERED
o5 BE

o BB (GEMmEMaBEEL ZTe) Db 5B

o MBEOBREXIIBHEE AT HERE

e ECOG Performance Status 3-4 /¢ D HH

55 MSI-High % #4 % BRSO — 1T ) > FHEGERTH D = & 2485 STV 5 (Latham Alicia etal.: J Clin Oncol.
2018; JCO1800283)

(I£6))

ECOG @ Performance Status (PS)

Score

e
EF%

0

2L MR JEBTE 5, AL [ U HEAENHIRR <72 2,

PIARIZ I LU EBNIHIR S D 2%, AATRIRE T, BAERERE > COMERITITI 2 LN TE D,
Bl BOFE, R

BATARECH Y OH DEIY O Z LIF T SN TAEEEMEEIFITE R, B D 50%LL Eig~y M Tl I3,

[RONTEGOHOEYDOZ L LNTERY, HHPOD 50%L L&~y R TilI 4,

1
2
3
4

L@ R0, BOHORY O LEEL TERY, BRIy Rk TcihId,
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6.
@
@
®

BEICIFRLTEEITREEHE

AT SCERE TN 2, B IR B 3 D3RS 2 BB 1T 3D & K o etk K OV 1E i

MO DI B EFRE + B L T ERT 52 &,

TRIEBRABICHENE D | B XX 2 OFIEICHIME L OERM %2+ L, RE 215

ThoETHZ L,

FREWEH O~ 3 A MZONWT

o [MWEMMEEND LD ZEND DD T, KEIOEEIZHT- > TiL, FIHE
W (BGIv, PRI IR EE, k) ORERE M O X S o FE %, Blgx 1
FATH Z L, Fo, KOS UTHE CT, i~ —h —FOmA % Kl d
HZk,

e infusionreaction 23& HILD T L NI B, infusionreaction 3R HILTZHAIC
(%, WEIRALE 21T O & &b, SRR EIE T D F TREOREBE 08l
THZ L,

o HURERBERERETE . T HRAEMERET LK ORIBEEEREN L LDONDLZ EDBHHD
T, ARFN OB H-BIbbET M O G- 30 X EARIC N IS EERR A (TSH., 178
T3. W78 T4, ACTH, i =L F Y —VEORE) ZFEiT 5 &,

o BUERTSR. IFAa, RS, ITR, {LMEERP O LN Z 03D D
DT, AANIOEE-BRIERT & OG- W e S iFséaE 4 (AST, ALT,
v-GTP, Al-P, BV LVEVEHDONIE) 2FEiid 252 &,

o SEIERK (IERKMITEEMREREZ ETy) EORERIREENRH DD
ZERHDLOT, EMMICIROBE OFBEMGRT &, -, IROEFEN
RO BTG EITIE, HONCEREEEL 2T 0 L) BEZIEET HZ &,

o ARFNOEHIZEY GBEOGIESINITEK T D LB 2 S DA 7R BSOHRE
NHOLOLNDIENH D, BENPFDONTHEITIE, BELE-FLRIILLT
BEFAR 70 5% & R0 2 FF O R Al & e Ul 2R R M A 1TV B E O Rk
FOGIZ X B BWER D S 2355113, ARFIORIE T H 1L, & ORIE R E R
WEVRIOBRGEZZETDHZ L, 2B, BIEREFRLVE L OERGIZEENE
FHOUENFRD BV WA, B EE A o DA o sl o8
LEETDHZ L,

o BETH.ECARIN O ARGE L T LEWERANRE T ZER"H D720,
KB OBEHE TR HRIER OB 2ITHEET H 2 &,

o IAUBERRI (BUE | USRI A B ) Db bbtv, RS h 7Y R—T &
WCEDZENRBHDHDT, Ol Bl NEH-%DORER DR BLLCMPEE D FH12+
SEETDHZ L, 1 BRSNS ii&k G 2L, AR ) il
RO GEOMY R LEEITH Z &,

AR DOFFAR BRIV T, KEYNOTE-177 i BR Tl 9 M = &, $£7-. KEYNOTE-

158 7B & O KEYNOTE-164 ik (24— b A) TIE& 5865 1 41T 9 M

TEL VAREDRET 12 B S ICHEIMEOFMI AT o TV Z L2 SBIT, KA

SR ESICE G RAE TR R OMEERETT D Z &,
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