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Ra7nY X+7 (Bi=Fi#Ez)
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1. I XU®»IZ P2
2. AENORH, 1EREFT P3
3. ERIRRKAR P4
4. HEERIZDOWT P12
5. REXMRLRZBE P14
6. REWE L THEETREFR P16



1. XL®IC

EIRGADOBME « BEMEOHEROT-DITIE, TMISESICESWOEERERISRD bb,
E DI, ITFEORFERITOERC LY | FURESESR & OSSR EIE T EIR B RGRE
NAHT, ZhbDOEHERFEICLE BRI 2 2 L PSEBROERL 2o TRY . FFME
e L DA 8 2016 (Fk 28 £ 6 A 2 RMIERE) 2BV TH, EFHEERMLED
FEROEBLHEZREZ L LI TN D,

FHRVEFIMFER R, EIMERRREN T 17 7 A VBB O B & B N RIS -
EWb B, Z0D, APERUZEMWIZET 2 HERAH2EKT 2 CoOM. YREERLD
BEZHRITHZ EBIMF SN BEICH L THERT S & L bic, BWERRSRI LIEIC
MBERIIEZ & D2 ERRER—EOEHZMI-TEREECHERATIZENEETH
B,

L7e3o T RKUA 74 - Tik, BABERER NI TIBLNTWIEZRFEN - &
FHRMICESE, UTOERSOFGERFEREZHEET 28R b NEREHR, ZBXFHRUE
BFEATRT,

¥, AAA T A 4%, A TEIE NERLEREEHAA IS, ASHENEA B ARRERIE
e, —HENEA A ARRRNRHES R OASHEEN BASARIES 2 OH A0 L 1ERR
1S7

KR LRBERR ¥4 PA—FRREFFE 100 mg (—f&4 : a7 0 ) X<7 (&
fEFHAMRZ) ) '

MNBERDPRNIPE  EITIHEROFETEE

HNBLRBRERVAE  thOEMEEA & OfFRICB VT, BFE. BAIIZ., A7
nl A= (GlfEFHB#EL) & LT, 18 200mgs 3 BEEREREX
i 1 [B] 400 mg#% 6 WRIRIFE T 30 22T TARBHET 5,

B R e ¥ & MSDKX &4




2. AHIORM. ERBF

FA M —FREHE 100 mg (—RA : a7 v ) X<7 (lHfE7FHEEZ) . ST

[A#] w5, ) ix. PD-1 (programmed cell death-1) & Z DV H Y K TC&H D PD-LI
EOPD-L2 & ORAZEBEMET S, & MEIgGs £/ 7 u—F MK TH 5.

PD-1 #2813 T MR AE BRSOk 5 7o TS AR A3 FI 3 5 E7a sy il
ZA »F T, PD-1 iX. ELRBICEBWTELRR THROMIEREICRRL, BC%
BRIG & &R BEXLBR 2 RERG 2 H#ET 5, T2bb, PD-1 XY A Fefh
ATBI LIV RRSAKIC L B Y/ P EERRICHIET 532 AKTH S, PD-
L1 OIEEFARICIT 2RBRIDTHTH 22, £< OPAMIB T T M@ sz
2 HIECBRICRBELTWS, BAMIRICEIT S PD-L1 ORFBHRIL, BMigE, R
YA, FTHIRaME. DREVE. FENIRRRIE R K O e 2B ATTRARRKRFTHY ., BV
AFREOMBBEBERREINTWA,

B OB A DR T% & PD-L1 IO S, PD-1 & PD-L1 ORBITIER D
GEERHC B W TEERREIZE ) Z LM RRIN TR D, 2B ARKOER L
LT Sh TV, ‘

A#NL, PD-1 & PD-L1 RU'PD-L2 D) H v FOfREEZBETZ Lick v, EE
HUNRED OBEESRAMIREEN T UV o BRE2EE XY, FlEREATE 2 B
T5Z & CHIEBDRZRET 5,

AENOERBF RS BEORBES L 5BERER bbb, ERIUILT
CELTREMESRD D, FFOREPRUERERICIE, BEOBELZ TV, BF
DD HLIZBAITIE, FER L ZERIG U EMA 2 i & BB & R o= & EHE
L T2 ERBE 21T, BEOCRERIGICKBBEERAREDN S HEEICIE, BT
REFRNVEROREEDBEYNEZITILERH D,



3. BREREGE
HEAT I3 OF B ORGSR 1T > 1o /2 AR RR OB 2 R

(A 5hi]

EPRERF MRS (KEYNOTE-826 AR)

RIGHBEROBIL 2 72 <, ALFREROR (BB BRRE L LTORSREIZG
) ETXIIHROFEGEABE 617 6 (BERAN 57 fl2a) ZXRIT, AF & Aho
MEEEEA (X7 VEXEAVROTTFFREA LNV AT GlfzFHEHBRZ)
BT TR—NVX=TF) 2D, ) ) LOfRARE (REIR) " OFHEROZ2MEMR,
752 R L O HEMIEES L 0P ARE (772 RR) 2 2R E L - EERRR
THRE SNz, FEMEER IZE24AFHA CLT Tos) LW, ) RUEEEAGTH
B (BLF TPFS] &35, ) &&h, RABIIT 7B REEL LT 0S R PFS 2F
BICEELE E1, M1 RUK2) ,

*1: A& 200mg 3 BREFE (LT TQ3wW] &W3,) ®#E (F=—AD 1 BAKKKRE) LUT
OMBREEER (FREAYEMABRE ZLIER) onwTnhzifA Lk,
s N7 ) ZXRENTS mgm? BT T FFRA] (R T 5 F 50 mgm XUIANK T T F
¥ AUC 5 mg'min/mL fi4 &) DI Q3W (F=—XD1HBIC®E, VAT TF U
£a—AD1B BXII2A BizRkE) TRE,
X7V EREAT mgm?, T TFFRE] (VAT TF 50 mgmP AT HNRT T T
AUC 5 mg'min/mL B4 &) ROV NRY X<+ 715 mgkg DIEIZ Q3W (F=—2D1A B
TR E, VRATZSFUEEKET—ADIABXII2E BlcRE) TS,
2 77 ERQWERE (Fa—AD1HBIEE) &*1 & R—OHEBEGEREA (RBREYEM
BARE I LIGER) onThrefR Lz,

#1 AHRRE (KEYNOTE-826 RAER)

AHKIBE 77 R BE
(308 1) * (309 1)
g (A] 24.4 16.5
(95%CI) (19.2, NE) (14.5,19.4)
0S8’ NP — K72 0.67
(95%CI) (0.54,0.84) —
P fE" 0.0003
ol (A] 10.4 8.2
(95%CI) (9.1, 12.1) (6.4,8.4)
PRS™. NP R 0.65
(95%CI) (0.53,0.79) —
P fE" <0.0001

ClL: [ERXM. NE: #EARGE, *1: 221 FE5 A3 BTF—F by bA7, *2: BRI Cox N
— REFNMZELBT T ERBEEOLE, *3: B2 ST 7HE. *4 : RECIST HA4 RS54
1.1 BRICES S IRRE S ERTHIE



P [
10 ___ 75+xn
0 3 6 9 12 15 18 21 24 27 30
at risk8y o0 0 2))]
AFHBE 308 291 277 254 228 201 145 89 36 6 0

7T R 309 295 268 234 191 160 116 60 28 4 O

K1 OS ® Kaplan-Meier gi#t (KEYNOTE-826 B

100
90‘ L)
HEAEW
£70- Moy
60 - |
50 - ""'1\
40 - a . Mg
§30‘ N, X rr—a
-t . A \H4l~
201 __ - \.....1____‘
‘g' — TIEREE
0 3 6 9 12 15 18 21 24 27
at riski MMM (8]
AHIRE 308 263 229 155 123 110 70 35 10 0

7T R 309 259 195 113 89 71 39 13 1 0

2 PFS O Kaplan-Meier %t (KEYNOTE-826 )



(PD-L1 FEUR B D F 5h14)

ERERBMAERER (KEYNOTE-826 RER) ICHAAN N BEDT — X ITES
&, CPSBICMIT 24T o TeAhiE (RBEHIRMEITZE D) RUOREMOBRIILUT
DEBYTHoT,

ARBEORBMEICEA LT, CPS A 1 RMDHEIT, PFS KU OS DIEERRIT/NE
WEMAED bz (R2ERUK3, £3 KUK 4)

728, PD-L1 DRIVRIRICE 6F, AFOZEET 2 7 7 A VIR TH -T2,

*: EFARMRICIIT S PD-L1 2ER LML BEER, <7077 =R v
) BERIEEAMIRITIRL, 100 R U/-(E

£2 PD-LIEZRWBIOPFSO P RIMEITHER (BB EMHE, 2214E5H3RF— 20y b47)
BmEE WER K ARV PR{E [95%CH A~ P— R REERAOpE

(%) (R) [95%CI] (M) "2
cPS<i AFIBE 35 23 (65.7) 8.1 [6.1,12.6] 0.94
TTEREE 34 28 (824) 82 [6.2,10.4] [0.52,1.70]
AKIRE 115 70 (60.9) 11.2 [8.3,15.3] 0.68
S 2
el TR ARE 116 82 (70.7) 8.2 [6.3,10.0] [0.49,0.94] * —
AFIEE 158 87 (55.1) 104 [8.9,15.1] 0.58
CPS=10 il
TR 159 116 (73.0) 8.1 [6.2,8.8] [0.44,0.77)

Cl: KM, *1: fIEZHRICE T 2 EBES (FIGO 20090 8c#£3<IVBH) (b, 72L) . _AYVX
< 7HEOFEE (hV. 72L) RUPD-LIOREBHKE (CPS 1K, CPS 124 L10k:. CPS 108k L) #/8RIRF
& LT BRICox LN — FEFT N, *2 . O 58, OPD-LIZIHRAR VO EH LPD-LIZBRRR L ORE
ERZEIERE L UTeFERBRICoxtbBINY— FEF IV, *3 : BRI



100 1001 h_‘\
~ -
ES 2 -
=7 80 A < o0
= = 80
z s
h g Z
0 60 é 60 4
B '
& 8
& 40 a0
8 g
3 1 g
& 20 & 20+ !
o s, o m -
& A 77 eREE .
0 T T T T Y 4 T v T 0 r T T T T T T - T T
! 3 6 9 12 15 18 21 24 27 0 3 6 9 12 15 18 21 24 27
Number at risk Time from Randomization (months) Number at risk Time from Randomization (months)
AR 35 25 21 12 11 9 4 1 0 0 ARIBE 115 100 84 63 50 43 31 13 3 0

s5eRp M 30 25 10 8 8 1 0 0 0 F>EARE 116 98 75 43 34 28 19 10 1 0

1007
)
&
=~ 807
2 AHRE
@ 60
l-g \L‘.—’ﬁn—‘_‘
Lo40 Ny + -
§ "1 e
= -
2 RN
b o] oewm ety
nh.: —=1
L} T T v T T T T v T
0 3 6 9 12 15 18 21 24 27
Number at risk Time from Randomization {months)
g 18 133 124 80 6 58 35 2

(=]
(=]

Z5exge 159 131 95 60 47 35 19 3

E3 PD-L1ZEBLRIBIDOPFSD  HIAEFTEED Kaplan-Meier iR
(BREXEAUE, 20214E5A3BF—F by bA7)
(EEE : cPS<1#H. ALK : 1=SCPS<10£H. FTH : CPS=104H)

#3 PD-LIRFRRFIDOSDO1E B OFMANTH R Q021458387 —Fhy b3 7)
PD-L1%HR wER i AR ML HRfE [95%CI] NF— RN ZEEROpE

(%) (A) [95%CI] (Ff) "2
CPS<1 AFIEE 35 20 (57.1) 19.0 [12.6,21.4] 1.00
FSEREE 34 20 (58.8) 189 [11.7,213] [0.53,1.89]
AFIEE 115 52 (45.2) 244 [18.2, —] 0.67
ISCPS<I0 _.op kw116 66 (569) 159 [134,235] [046,0971 = 03278
] o 1, —
— AKIBE 158 66 (41.8) [19.1, —] 0.61

TR REE 159 88 (55.3) 16.4 [14.0,25.0] [0.44, 0.84]
Cl: EHERR. — : HEFRE, *1 : PEBWRICR T 2 EBES (FIGO 20097 cESSIVBHD) (Y, 2
L) . "RV THRAOEE (bY, 2L) RUPD-LIOREIRI (CPS 15k, CPS 12X 105K, CPS 10L4
+) #BARETF L LEBRCoxIFINY— FEF L, *2 : OREH. OPD-LIFIRIAR V@R EH# LPD-L1%
BRI L OREERZ LR L LizERBICoFINY— FET N, *3 : BRI




100 ] 1007]
J
. 801 @ 80
& i o
_ —
: g
5 407 = 40
] o
15} y — > o J
3 7T AREE &
- 204 — Az
20 %0 7T REE
0 - - - 0 . - - ; - -
0 3 6 9 12 15 18 21 24 27 30 0 3 6 9 12 15 18 21 24 27
Number at risk Time from Randomization (months) Number at risk Time from Randomization (months)
ARE 35 31 27 25 24 20 13 7 2 0 0 AR 115 m 106 97 86 75 56 36 13 3
e T 34 34 33 28 23 20 16 5 3 0 0 SSExpe 116 110 100 90 73 59 44 24 10 3
1004
20
~~
g ] /
= 5 "y \
2z ] e T
e " e
3 ~ \49-..4\‘
» MR E 4
= 40 '\
<]
g 4
6 5l 77 R =
o T T v T T
0 3 6 9 12 15 18 21 24 27 30
Number at risk Time frorn Randoinization (months)
AHIRE 158 149 144 132 118 106 76 46 21 3 0

ZS5&xp 159 151 135 116 95 81 56 31 15 1 0

4 PD-L1ZEZRRIIDOSD1E B O P BIARITR D Kaplan-Meier fi#i
Q0215E5H3RT—F v b F7)
(EEX : cPs<148M, FLEXE : 1=SCPS<104H. THE : CPS=104MH)




[Ze4k]

EpR 4 FF MR (KEYNOTE-826 #ER)
BEELRIIAFIBE05/3076 (993%) . 77 EAREE307/309%] (99.4%) ITFEDH LI,
BREL ORRERABETERVWEERERIT, T2 298307 Bl (97.1%) kT
300/309 %l (97.1%) 1Z3BH bR, WTNPOFETHAFIEH 5% LU EORIERILITR

DEBYTHoTZ,

F4 WPRPOBETRESAH 5%UEOEWER (KEYNOTE-826 BB (AN &)

BERKHE L R
(SOC: System Organ Class) ZFIRE 77w B
HEAFE (PT: Preferred Term) 307 ) 309 41
) £ Grade Grade 3-4 Grade 5 £ Grade Grade 3-4 Grade 5

£RER 208 (97.1) 209 (68.1) 2  (0.7) 300 (97.1) 197 (63.8) 4  (1.3)
KR XY v REE

Al 149  (485) 76 (24.8) ] 132 (42.7) 65 (21.0) 0

FEBMEAT P RRIBAE 21 (68) 21 (6.8) 0 13 (42) 13 (42) 0

B i Bk E 38 (124) 14 (46) 0 31 (10.0) 7 (23) 0

FFHRERBAIE 68 (22.1) 37 (12.)) 0 57 (184) 29  (94) 0

M NFIRAE 55 (1790 21 (6.8) 0 58 (18.8) 12 (3.9) 0
RIBREE

IR BRI RETTHESE 19 (62) 0 0 7 (2.3) 1 0.3) 0

FOR B REAR T 52 (169 3 (1.0) 0 25 (8.1) 1 0.3) 0
BiBEE

e 15 (4.9 0 0 19 (6.1) 1 (03) 0

= 49 (160) 1 0.3) 0 49 (159) 1 (0.3) 0

T 76 (248) 5 (1.6) 0 58 (188 5 (16) 0

B 104 (339 3 (1.0) 0 120 (388) 4 (13) 0

A% 20 (6.5) 1 0.3) 0 15 (4.9 0 0

g 63 (205 5 (16) 0 66 (21.4) 3 (1.0) 0
—f% - SHREEL L TR EHULORE

9 RE 51 (166) S (1.6) 0 56 (18.1) 4 (13) 0

"y 70 (228) 8  (26) 0 77 (249 13 (4.2) 0

HEOHRRE 20 (65 2 (07 0 9 9 1 0.3) 0

R 16 (52) 0 0 9 (29 0 0
BHUE R X OVF A RIE

RIS 16 (52 5 (1.6 0 12 (39 6 (19 0
BE, PELSICLEEOHE

A D RS 16  (52) 2 0.7 0 13 (42 2 (06) 0
HRRIRE
@;52\/75/ FMPvAZ=7—¢F 4 aon 10 (33 0 23 (74 5 (L6) 0
5 i ;’%;f VBT RTVAT= (12) 8  (2.6) 0 16 (52) 1 (03) 0

mH 7 VT F =8 16 (52) 0 0 13 (42) 0 0

4F PER SR 56 (182) 40 (13.0) 0 47 (152) 26 (84) 0

M/ REED 49 (160) 21  (6.8) 0 40 (129) 14 (45) 0



g (%)

BEBIRSE
(SOC: System Organ Class) AHIRE 77w REE
HEAFE (PT: Preferred Term) 307 4l 309 451
(MedDRA ver.24.0)
£ Grade Grade 3-4 Grade 5 £ Grade Grade 3-4 Grade 5
RERD 17 (55 6 (0) 0 15 (49 2 (06) 0
B BRk¥s 37 (121) 21 (6.8) 0 2k (68) 12 (3.9 0
B LR ERE
RERHGR 45 (147 4 (1.3) 0 33 107 1 0.3) 0
FERRR X A RS
AR 53 (173) 1 0.3) 0 57 (184) 3 (L0) 0
PR 53 (173) 2 (0.7 0 53 (172) 3 (1.0) 0
U i 17 (5.5) 1 0.3) 0 11 (3.6) 0
R R
RERE 12 (39 0 0 19 (61) 0
5 15 (4.9 1 (0.3) 0 19 6.1) 0
K= 2 —a/F— 75 (244) 8 (2.6) 0 76 (246) 9 (2.9) 0
SERRIE 26 (8.5) 0 24 (1.8) 2 (0.6) 0
FHERR =2 —n/35F— 69  (225) 3 (1.0) 0 78 (252) 6 (1.9) 0
BB L UREBES
EAR 38 (124) 6 (20 0 2 (1) 3 (L0 0
FEIR AR, REENES L ONERRREE
210 i 26 (8.5) 1 0.3) 0 36 (11L7) 1 0.3) 0
BB XU TR S
BEE 171 (55.7) 0 0 172 (55.7) 0
% 5 FERE ) 29 (94 2 (07 0 17 (5.5) 0
B 33 (107 3 (1.0) 0 27 (8.7) 1 (03) 0
BER BRI 17 (55 6 (20) 0 8 (26) 0
hEREE
i E 54 (176) 20  (65) 0 55 (17.8) 23 (74) 0

2, ARBECBVCRIEMMER 3G (1.0%) . KB% - INB%K - BEO TR 23 6
(7.5%) . BEEOKBEE (PHEERTETMARE, KEREIREGRE. SHAK. 18
KEEZL) 1 6 (03%) . HREE (FF72  SU—ERRS) 75 6 (22.4%) | BIE
JF4% « FFAR4 « FFHREREE - T4 - M LHARE R 5651 (18.2%) . HIRBRIEAEREZE 70 451
(22.8%) . TEMFHIEEEE 1§ (03%) . BIEHWERE 4 6] (13%) . BHEES
(RADE IR 2, REREBRLE) 11461 (3.6%) . BEL 261 (0.7%) | e - B
RAAEIE 2 B (0.7%) . B - BEIEZK 161 (0.3%) . LK 141 (03%) . BEEDOHAK?2
5l (0.7%) IOt infusion reaction 37 5l (12.1%) 2338 b iz, E7-. 1 BIERKR. BE
REEE, &5 &HBE, BERRMKREE (GEEL/MRBAERIDR, BhEEh, 7K
kg, EERAIRKIEYS) | MERBEREGEHE OERIIRD bhikhrot, ARIEARKH

RIEESER (BAREBEREZET) 2E0EHRERE T
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[ - i)

AROBEABEYBEETFAEFB LY I 2L —Ya itk b, &K 200 mg %
Q3W. 400 mg % 6 BRI (LT [Q6W] &5, ) Xk 10 mgkg (KE) % 2 @M
BifE UL fQawl &5, ) THRELEZEBORFOMEPRESKRITT S, O/
B, &K 400 mg & Q6W THRE LIZBEOAKIOEHREICEIT 2 FHMBPRE UT

[Cavges]l £V, ) 1. K200 mg 2 Q3W THEE LT2BED Cavges LELIT 25 & TFRIS
Nz (F&) , £7=. &%) 400 mg & Q6W T#E LI-BOAR O EFEREBIZKIT &S
MIEPEE CLT TComss) &I ) 1. AH200mg % Q3W THRE L7ZBRD Craxss &
gL TEEZRTETFHESRZLO0, BAABEFCBOTIRAESHERINTVD
i - AR THAAH 10 mghkg (KE) 2 QW THRE LTZEED Craxss & HE L TEIE
Rt EFRENT (FR) . &bz, BEMHEBAERE ZHRITAH 400 mg Z Q6W T
B5 LSS 1R (KEYNOTE-555 RABR) X & Sh = RHEICE S BBk
RFGA—FF, YIalb—va i) FRILEEYERAS A—F LR L (T
#) . AT, BEOBPAEICRIT 2 BARRBKRICESE. FHORER L FEX
XAt OBEY BT IBRBERGEF VB HBE S, A 200 mg & Q3W X
400 mg & Q6W THE L7 BRORER L ARMEIIEZEN L OBEEIZ OV TR S
R, FROBE - AROBTADERVRZLEICHERZR IRV E FRISh T,

®£5 FROEYMIB T A —F

R - R Crnax Cavg Crin Craxss Cavg,ss Chnin,ss
(ng/mL) (ng/mL) (ng/mL) (ng/mL) (pg/mL) (pg/mL)
200 g0} (58.55?'519.7) (27.27?-298.1) (17.18?.118.3) (91.97?'984.1) (49.?3(,)':1.0) (30.35??1 4)
400 mg QEWT (12;?24) (32.%?';2.7) (10.11(,).160.8) (142?.?49) (50.51(,)'571.3) (19.%;?;0.9)
40((;;11?51%6)“, ( 1351.?5,6.10316.4) NA (14?:, '?;4) NA NA NA
10 mg/kg Q2W* (213;,2(2)23) ( 14;?‘1‘45) (11;,1 ?21) (42:,24‘;33) (2727382) (19;,9;()0)

t:n=2993, 10BN I =b—a itk W BEHENZBMEHEDPFRIE (25%/R, 97.5%R) . Cmx : FIEHRE
BOBREMEDRE. Cup: YIEHRSHSOEMIEPRE, Cun: ERESE (1270 2 B565) ORELERR
BE. Comaxss | EERBICB T ABEEMFEPEE, Cups : ERREBICEIT 2 FHMBEFBRE. Cuns 1 EFRBICIT

B Rl i IR EE

1: 56 BIOBATTEIE (95%IEIHKR)
§: 41 FIOBMTEHE (95%IEEXHE)

NA : %7 L

11



4. FERRITOWT

EFmY) 27 FHEEHE (RMP) [ZES&, AAOEERLZLEEERES ~0 W&
W23 DHER ThH > T, FFOREED2BELDH - FEL, FHOBSICL W EE
REWERZHE LB T2 Z E R UERD, BUTFOO~QDF T il 3 hisk
BN TERTARETH S,

@ MRRIZHOWT

@1 TFiED (1) ~ (5) PWThNIHEETIMRTHDZ L,

(1) EEFBRENEET 2 B8AZREENLARITE (BB RS A BEEE LSRR,
HEDS A S BOEEILAARE, MU AR &)

(2) FFEHRERPT

(3) FENRMENBET 2B ARFEERE (BABREERER, SADREE
k. DA RREEHEE AR &)

(4) SREFFEEEZRRE L, SRNESH LR | SIS SRIER LAtk 2 o
MERREEIEIZ AR D B Z24T > TV B 1R

(5) DUEMEIEREALS EEME O MR EHEICIR 5 B Z21T > TV B HEER

O-2 FEREOAREROCBWERRBTRIFORIC 5o/ mk & R E FoER (TR
DUNFTIANITEEYE T D ERD) 23, HESHHROAANC BT 2IBROTEE & L BB SN T
WwWnZe,

=

o [ERIGRIFIER 2 FOFRIPHERET L= 5 £ O R AIEROBKRFHE LT
TWaZE, 95, 28U LR, BAEYREEZ X E LIEREBEOPHERX 1T~ T
WwaszZe,

o [ERRFFIRIRE 2 EOVHIHERET L-BIC 4 EMU LOBFRRRE A L TN T &,
5b, 3 FEU R BAREBORAEMIREL SN ABROBRIHEEZ T T\ 5
Tk,

@ BEACERMEREROKMHIZONT

ERMLIERERINFT 2HEE NSRBI L., BEECENLOFREBN. A3 - otk
SERFNFROFTERVEMFNT 2 1HHRE, AEFRBRELLBEOBREER. &
HIERLIATON SRR E->TNDE L,

12




® BHER~DORBITONT
@-1 HERREHNZE T S EH:

R MEBREDEERBERANSAE LB, 24 BRZRERIO T, Ykl X
FREEEERIC I T, R LUZBWERICS U TABREER O CT SORIER OB LER
BRAEOKEENY A PIZELN., EBICHLATREREFINE-STWEH T &,

@2 EREEHCIZIAFEFRANGICETIERSF
NBADRCED 2 EMNRMHREOEREZ2A T AEEEEENEWERE=4 Y 7
BEEDFEERDOR Y Y —=r T RTOERE L ERE 1A TE 2F — AERKHIE
BEhTnaz e, BB, BlEHIZOWT, BAUBE L ZOFRRCTHSBRIN TN
=y

®-3 BUEROBEPXRIZBEL T

BWER (RIEMERRBICIZ, KBk - NB%K - BEOTH. BUEFR - FR2 - AT
HERERESE - T4 - LM . BAEREE (RMEMEMER. RREBLE) |
NAOWEEE (TEABERES, PRBEERE. BIBRERES) | 13BRR. S5
BE. % - MERURARE. BER, EEOREREE (PEMERKEIEMMAEIE. WS
PR GR. ST, JERRBIEE) | infusionreaction, MiZt - BEMEZ, EEMMENIE,
MRRIEE (X5 - NU—EERS) | DSk, ERESOKEE (GEML/RED
MEYEBER ., WM, FRIFERE, MERNKES) . EEOBHRX. MIRARERE.
RS 1T LT, YRS ULIBERSEOEME L AT oEM L EE L (BIERO
ZHFCHSICBE L THREROCXEZZTONIEMFICH S L) | EHIZHERLE
DTELEHPESTNEZ L,

13



5. BEMNBRLRIBE

[Aateic B+ 2 FE]

@ RIGEBRDOBEL 2372 <, (LEEEEO 2\ ((LRBEBRE L L TORERIIER
) EFTXIIBROFEREREICBWVT, AF, 7V FENVRRT T FFHH|
(FRZFFURIIANKRTZF ) OHFRBEIECTAHA, <7 ) Fxwr, 77F
TRA (RTFFURBINRTTF) ) RUORNV T ORBEOFEME
BRENTNS,

@ EBRERFMERBR (KEYNOTE-826 BR) 12385\C, PD-L1 5% (CPS) 2k
DA RRDERITFRENTVDEZ L (p6~8 BH) 525, CPS BIOAKD
APHIZONWTHAICEFE L L CESBEORIREIT) Z ENEE LV, CPS A
1 RIETH2Z EVHERBINZBEICBV T, AFUANDOERBIRE L EZRT 5,

* o AFOBEE L LT, PD-L1IHC 22C3 pharmDx (¥ =) (BRFE4) BNEAREhTW3,

@ TRICHEY T IARAOEE R OEAFIEIC OV T, AROBEIESHIENTED
T, AR OBERRE 2B,
o fiTRARBhIRIE
o AF|OHEMEE
o OTHADEENR I TV VWML OBUEMIEER & OffAHRS

(4t B % FH)

O TREZYTIHIEZFIZOVWTHEAFOBREREZLEINTWVWAZ b, #ER
IThnwz &,

AFN DS LIBERE DR D & 5 BE

Q@ WBRAIOFHMICB VT TRICKY T2 BEICOVTI, AFHOREIHE S hiz
WA, OB FEBRE B2 VWBARICRY , HEICAFE2ERA T L2ERTE
B, ‘

© BEMNREAOSHIIBEOH D BE

o IEREGSRE CHEX LD 5 BE R OTEEIMEO BRI CRYE R S D
M RIEMERER H b5 BE

«  HERRRBOAH, LBMHRIZZE L ITHEREDOH CRBRBOBEEEDH
L&

«  WEBREE EhsMRBEELE) 0b5BE

© EEOBEXBIBEEZET5BE
14



«  ECOG Performance Status 3-4 &V D HB#

(&1 ECOG @ Performance Status (PS)

Score | B

0 | 2 PERE TS, BRAMLFLAREEIHRRITX S,

RERICE LVEENIEIIR S h 528, HITARET, BIEERPE - TOEEITI LB TE S,
il BV, EEEE

HTARECERDHE DRI Y O LiL T TAREEAERIITER, BROD 50%L, EidXy FATHI T,

RoNEHOFOED DI & LHrTER, BHRD S0%A LNy FARFTHI T,

SHlwiN

T E<miriny, BA0FOED.OZ LITEL TERY, BRIy FORKFTCIRIT,

15




BERBRLTHR TR

O WAXEZIOMz, MEHREES NIRRT 2BHFICE D E R ORFEROHEIE
ERODICHERERE +FICER L ChLERTIZ L,

@ BEBBICEYL D, BEXRXZORKCEDERVOGEREL+SHBAL, RELR
BThbRETEHIL,

® EREWERO<RI AV MMZHWT
 BEMEMEBRREDLODLNZZEBHEDT, FFROBRE D> Tk, FIHER

(B, FRRREE, M%) ORREUEEN X BREOERE., BEE oI

_ T5Z &, ¥, BEEUTHECT, MiF~v—7—FORELZRETHZ L,

* infusion reaction 8% BB Z &M H B, infusion reaction 3B HNTFEITIL,
WERMBEZITY &bz, EBRAEET 2 E TREOCRELHSICBETLZ
L.

o FRIMSREREE. TEAREREERVRIBTEERENH LN ZERHEHDT,
AH O LB AR R RSB P EOIC NS WEERE (TSH, 88t 13, ¥
HE T4, ACTH, MAaNFY —VEORE) 2RETHI L,

o BUERFS, FFARE. FFREREE. A, BMEERE SN LBH LD T,
AR O 5-BRtERT R OB 5 1R P I EHANICITHRERZE (AST. ALT, y-GTP. Al-
P, EUNEUVEORE) 2ERTIZ L,

o BEIEK (IWERRIIEEFREREZEST) FOEERREE NSNS L
BHBHEDOT, EHPICIROREDHEELZMRTHZ L, £, ROBRENBDH
NIBARITIE, BONCERBEEZZ2 T2 0BELRETL L,

o AFOBREIZLY ., BEORERICICERT 2 & E X b bkx REBORENR D
LbbhdZ b3, BRERBEDONHEAICI. BRALEZBRIIS UEZEMDY
PREnE & BB A R ORED & EH#E L CEEIZERRZE 21TV, BEORERIGIC X
BEIERAMRELNAHEICIE, AFOKREIPE, RUBBRERVE VAO
BEZ2ZRTHZ L, 2B, BIBRREALVEVOREICLYBEROSENR
HHNARVIBEITIE, BIBRKRERLVE LV UNOEEMHFOBNLEETSZ L,

o BERTH, BBEWOLOHEIABBL CHLRIERBRRRTIZLB3H 57D, A
FOBEHRTHICHEWERORBRIZHSCTERT S Z L,

o 1 BUERE (BUE | BIRERRE S Bbbbh, BRFEES M7V R—VRICE
BZERHBHOT, OB, B, BEHEOEROKRESCHEEDS ERICHSER
TA52 L, 1 BIERBIEDNZHAICEREEZFIEL, AR ) VERIORE%
DOEENZWBEITO Z &,

@ ARIOEEKRRABRIZIV T, KEYNOTE-826 B TITEMEBBIFT D, 54 WEET
BB L. FNLEIT 128 Z L ITEMEDTEEITo TWhZ 2B EIZ,
AHEFE G FIXEHICEGRE CHROMRETI Z &,

&«
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BEERAETA N4 v
Ra7ul) X<v7 (BieFH#z)
(R4 : ¥4 PV—F KiE#HE 100 mg)
~ FE /N e P ~

YRk 2 92 H (FFf44 9 AHET)
JBAE T EAE




=RV

1. iXU®ic P2
2. AF|OEM, ERKF P3
3. ERPRARHE | P4
4, FEERIZHOWT P20
5. ®BEXBLLRLBE P22
6. BEICELTEEIREEH P24



1. XLEBHIT

EIEMLOFEDHE - BREMOBERDTZDITIX, B TEFICESWIZEERFERRKD
bivd, E5HIT, IEOREFNOEAIC LY, FIIKERR R L OEFR R HHE RS
FERBVARBINDIF T, TNOHLOERMZHEICVLERBHEICRME S5 2 L BEREO
REEL 2o TRY BEMBOEE L D EARFE 2016 (FRL 28 4 6 A 2 BRAZRRE)
ZEWTYH, EFfMEREMEOERAORBEEELZHNLZ L L INTVS,

FARERABFERNT, RBERRPEEN T 7 7 A VRBEGFEOERS LH LA
RHEZENRDHD, Z0H, AIERVCREMIZET2HERE+LERT 2 £ TOM,
UHERDORBELBIZITIZLNHHFINIBFICH L THERT I & LI, BUE
BRER LB SKHER ST L D2 L BN —EOEM 27 4 ERse < H
THILEREETHSD,

L7eBoT, KHA FF7A4 0 TiE, AREERLINETIZELN TV S EFEEN -
PR R ESE | UTOEEMORBEREREZHET BN NEREHR, X
FROEEFEELRT,

BRI, RIA RT A 0%, MIITBREAEI S ERERRAEE, AFRtEEEABRAR
MRAREREYS. —RAEEEAN B RBKRNEIES, EFEFIEEEAN B AMRESEN
— BN B ARRERBF2 OO S EER LT,

SR EIRBERS XA MV—F JWFFE 100mg (—i4 : XaT7 v ) X< #ifs
FHEHLZ))

MRERDPEINGE  BIBRFREREIT « BROIE/NOIRIHE

HBRLRABERVCHE : @%. BAIKIE, Ra7w) X<v7 BEFEMZ) LT, 1
[®] 200 mg % 3 WIS IX 1 [8] 400 mg % 6 IWEIRKIRE T 30 20
T TRIFFET 5,

B3 IR 7 ¥ #F : MSD BRR&HE




—

2. AR, FABF

XA M —F SHHE 100mg (—4 - RAT7r) X<7 (#ifEFaElz), BT IE
I £v5,) 1%, PD-1 (programmed cell death-1) & Z D U H > FTdh 5 PD-L1 XU PD-
L2 L OFRESEEMRET S, & MelgGs £/ 7 u—F ARk Ths,

PD-1 BRB81E T MR EEARERE Dy D kL 5 72 DIC A A AR 23R A 3 5 I 72 il
AA T, PD-1 1%, RESREBIZREWTESRR T MlRoMRRmICKEAL, AR
BRSSO ALELAR R GERG 2 H#T 5, T72bb, PD-1 XY U REHs
BTBZLICEVHRZARCL VI VcERZACH BT 2ZARKTH S, PD-LI
OEEMHBICBIT ARBRITDTHTH IR, ZLORAMIETIE T MROBXZMR
LI L BEENCRBE LTS, BAMRRICIIT S PD-L1 ORI, EHIARME. B,
FFHRBRRS . SRS, JE/ IR 2 & D2 B ATTFHRARRFTHY | BWAETFR
& DFRBMERHE STV D, ‘

B O N A DRI T% & PD-L1 B OMEAMEN S, PD-1 & PD-L1 ORRITES
ORI BWCEERREZE S Z EARRENTEY | File 2B ARROIER &
LTI T3,

A#|Z, PD-1 & PD-L1 RU'PDL2 Dl Y Hv FOREAZEET 2 Z LTk Y. EE
BN OB RAMISEEM T V o 3k2E bS8, PUIEERE 2 BiEHEl
T5ZETHREENRERET D,

AR OEAMFICES GREDORZESGIC L 2BIEFRERH bbh, BERIUIETIC
ELAREMEN D B, AHOBERRORERICIL, BEOBEL+2ITITH, BFEIR
» HIVEBRAITIE, BB L -FRIOS U FMR 25 L BRRE o EM &k L TiE
722 8ERIBRT 24TV, BEORERIGIC L SRIERANEDN S HEITIL, BIBEERV
EVRIOREGEDOENZLBZIT I BERD D,



3. BRPRER#R
UIBRABE 22 HEAT - B R D FE/NAR AN O AGRFFIZFEM %2 1T o T ERBBRRR O R %
/—_]i—?—o

(A %hE] .
OEBERFMAEFER (KEYNOTE-024 :AER)

{LZRIRIERE D 72\, EGFR =T A REM, ALK A BT R O PD-L1 B (PD-
L1 2R3 L EEMENED2EE (LLF ITPS) L\ 9,) =50%) OHIRRTRRE/E
1T - BROFE/MBRRAERE 305 61 (BARAN 40 Bl &) ZRRIC, &K 200mg3 A
IR (LT TQ3wW] kWi, ) BREOADEROREMN, 77 F T RA % EieiElE
BfeFgE (LUF Isoc) &5, ) 2XRE L TRt SN, 28, ERHhC&RE
EITHRD L GAIC RBET 2R TERBED bNARWEDBEKRICEE L TV
% B T, REILE OBEHRFHl THRBETR0 b s £ TARORE Z /KT 5 2
ERFREE AN, EEFGEB I ENEASEHR LT TPFS) &3, ) | BIKRT
MERIXEEFHE LT Fos) L), ) &&h, AFNLT T F K% &b R
EEHB LT, PFS\) ROV0S (PRfENT) Z#ABICER LT,

¥4 0 A ETRE SNEHEARARIOREE DI L, F0O%, EBRETRED bhizie

WEREFRTEAZ L EEINT,
#1 HAHHERE (KEYNOTE-024 B
AH 200 mg Q3W 7777 WA
G e o
(151 #1)
PofE [H] 10.3 6.0
(95%CI) (6.7, NE) (4.2,6.2)
PFS™ NP — FH" 0.50
(95%CJ) (0.37, 0.68) —
PE"™ <0.001
i [A] NE NE
(95%CI) (NE, NE) (9.4, NE)
os* INY— FEE™ 0.60
(95%CI) (0.41, 0.89) —
P fH" 0.005

Cl: 128X M. NE : #ERT, *1: RECIST 1 KT 1 1.1 FRICES ML P RpE, *2:
&R Cox teiny— REF ML 577 FFRF 2 FFRIE L OB, *3: BRIn S 7
TRRE, *4 . DEETEEOT —% 201645498y b AT



90 - — FRI200mE QW
N o TS F AT OILANR

0 B G 9 12 15 18
at risk® BB [A]

ZAA1200mg Q3W 154 104 89 44 22 3 1
TSFINREICHLFERE 151 99 70 18 9 1 0

H1 iRz X 3 PFSO B MMM O Kaplan-Meierfi#it (KEYNOTE-0243%)
(PD-L1%E (TPS=50%) DEBRHEM)

100 -
90 “\‘\\
e
80 | e
70 7] Heoieg
£ 601 Mg,

50 R - — - — bt

30 |

20 | —— &M00mg Q3W

10 oo ISFrRERCEIRE

Q e N - e —— : -
0 3 6 9 12 15 18 21

at risk® &R (A
FH200mg Q3IW 154 136 121 82 39 11 2 0
TSFHRARROILEEE 151 123 106 64 34 7 1 0

M2 OSOYPRIMEITR DKaplan-Meier fi#t (KEYNOTE-024328k)
(PD-L1tE (TPS=50%) DBEHEM)



QEERIFE I /MRS (KEYNOTE-010 3X%%)

77 F K ST LRRIERT 2595 PD-L1 B (TPS=1%) DEIBRRAEE
1T - BREOIE/ NI EBE 1,033 §] (BARA 91 flzEte) ZxRIC, A&l 2 mgke
Q3W BER T 10 mgkg QW BREDHMER NEEMR, FE&FwAKY CLT

DOC) £VH,) ZXRE LTRFI SN, 7ok, BEEFM TRBETHERD bk
BAIT, KERETEZFRTERIED SR WEDBEKRANCEZE L TWABE T, kE
VAR DGR TR BET IR b D ETARORGMGEL FREE Shiz?, BT
B B 1L 0S RUCPFS & &, AFIXDOC L HEE LT, OS 2HREIER L,

*1 : EGFR B FERBM T ALK BMABEFBEORE T, I F A2 a0 b
BIRIC X A1RREBIZNZ. £ EGFR BEEA XX ALK HEER 2R/ T s EM
EBEAINC LA EREZA T RBEBBRIANL LN,

¥2:24 W AETRESNIZBAIAFORELZHIEL, FO%, KEETHRD bhizH
AicREFRTEBRI L LN,

#2 AERE (KEYNOTE-010 3B
AH 2 mg/kg AF| 10 mg/kg DOC
Q3W Q3W
(344 1) (346 ) (343 i)
rhafE [A] 10.4 12.7 8.5
(95%CI) (9.4,11.9) (10.0,17.3) (7.5,9.8)
0S | ~N¥F— K" 0.71 0.61
(95%CI) (0.58, 0.88) (0.49, 0.75) —
P " <0.001 <0.001

Cl: X, *1: BRI Cox eI — REFNIZL D DOC & DR, *2: Bl S 7k

E

100
90
80

_ 707
R 60

H

401

! g

——— 8 2mg/kg Q3W
e — Zf10mg/kg QIW
— KegFeh

TE g

i

"ml&lu\“'"‘lm (TR
|

30

20 w0

10

0 5 10 15 20 25
at risk# B R
FH 2mg/kg QAW 344 259 115 49 12 0
FH10mg/kg Q3IW 346 255 124 56 6 0
el cd 343 212 79 33 1 0
K3 OS DEMKARNTEFD Kaplan-Meier #i%# (KEYNOTE-010 3)

(PD-L1 Bt (TPS=1%) DOBELM)



Q@EEIFFMAAAB (KEYNOTE-189 RER)

(LB D 72\, EGFR MIEFERRMR N ALK MEBRETREOUIBRTRERE
17 - BROFERT LRIENIRERE 616 fl (BAAN 10 A&ty ZXRIC, XA
200mg (Q3W) . XA F L&t FF b Y U akFlp AT (RA MLFEF) EWVW5,)
BT TFFRK] (VAT SFURIIINRTTF ) OHARE (KEIGERH) "o
BOMERRESWN, TR, XA Fxt FROZFF A OHARE (LFR
HEE) "EMBL LE_EERABR RN SN, mEEL b, 777 RAITRYER
NEHFTLIOBIRL, BE5IIBERK4 a3—2AFETL Lk, 2B, EHEFMTRBETHR
D ONTEREIC, REETERTERIED bRV EDBRKMICEEL TWHEBET
13, REICIEOEGIM CEBETRRD BN D ETHA L <A L FOHAKRS
BREET A2 L RWRE L AR, EEFHMBEA L OS ROVPFS & &, FHL _A b
[ FROT S FHRAOFERBSIEIT IR, A P dxk REROT 7 FHRA O
PERHRE & B LT, 0S RU'PFS 2 A RICHER LT,

*#1 : A% 200mg, <A b LFE F500mgm?, YATTF 75 mgm? KIZANKT T F
AUCS5 (mg- mL/min) ®NEIZ Q3W (H=—2D 1 BRIZERE) T4 a—AKE5H#%, K
%200 mg LM A k¥ R 500 mg/m? A3 Q3W THE Il

¥ 7SR NRAFLFE R S00mg/m?, VAT T F 75 mg/m? XA NVRT T F 2 AUC
5 (mg -+ mL/min) DJEIZ Q3W (Fa—AD 1 ARKRE) T4a—REBER, 7%
REVNA D LFE R 500 mg/m? 3 QAW THRE &,

*3:24 H A ETHRESNEBARAFOREZPIEL, T0%, KERETIRD LIS
AITREFERTERI L L ENTE,

#3 AR (KEYNOTE-189 il

AKIOF AL {bFRIERE
(410 1) (206 #1)
e [H] NE 11.3
(95%CI) (NE, NE) (8.7,15.1)
0s™ N R 0.49
(95%CI) (0.38, 0.64) —
P fE" <0.00001
g [A] 8.8 4.9
(95%CI) (7.6,9.2) (4.7,5.5)
PFS*L* NP — R 0.52
S (95%CI) (0.43, 0.64) —
P " <0.00001

Cl: ZFEKR. NE: #ERA, *1: DREMBIEOT —% (2017611 B8 Ay bA7, *2: 8
B Cox HWHINYF— FEFAIC LB FTER, <A b ¥k RROT 75 REIGRILERED
BERRE L OB, *3: BRIV VS L 7 RE,. *4  RECIST 4 K74V L1 IRICESSERT
iRy B Cllce



Ihuu\“.
PR e —i e e

— FF200mg Q3W. RANFERERUTSF R AR RE
——— TSuill. RANFERRUSSFIBMHRLERE

100
90 |
80
70
K 60
5 50
£ 401
30
20
10
0
0
at risk#%
F#1200mg Q3W, A
ANFERRUFSF 410
FRAGRLERE
IS5k, AXUFE
RRUSSFHNEHA 206
k&t

12

3 6 9 15 18 21
&R A]

377 347 278 163 71 18 0

183 149 104 59 25 8 0

4 OS O AT D Kaplan-Meier fi%# (KEYNOTE-189 RR)

100
90 - — ERNGTE QW RXMA RO LFINRUT 7 T EN
80 - ——— TR, KANFERTRITLKINRY TS8R
R 70 -
5o
40 - ™
N
10 B 1—0———1—0———0
0 b T T T
0 3 6 9 12 15 18 21
o SRR ()
AM200mg QIW, A
XbLFERFMIOL 410 322 256 148 60 17 5 0
KIOBRUZ5F 18R
75tRk, RANFE
EFPUDLKOBRY 206 140 80 40 16 3 1 0
75F+EA

M5 BERTHRYEEIZLS PFS OHRARITE O Kaplan-Meier Hh#i

(KEYNOTE-189 3§)



@E IR FE MR (KEYNOTE-407 FAER)
(LB D220, YIRREERET - B3 OR T LR/ MBRafh#E B 559 6 (AR
NS0 BlEET) EXBRIT, AF200mg (QAW) |\ AINETZF U RUNRT Y Z XV
Xix 7 ) FFE (FATIUBER) (BT Tnab-PTX) &WH.) OFFR#KRE (K
KIGEREE) " OADMERCEESEN, 778N, INVNRTTF RO 7 Y FZFENVX
I nab-PTX OHFIRE (LFRER) 2B e LEZEERABR TR S, W
L. 32 ) Z XA XL nab-PTX i, HYEMIERE S LIGRIRL, #EITHRK4 =
—2ETE LI, 2B, BRI CREBETHRD bNHEIC, KEETZRTER
DREW BN VVEDREIRANT R E LTV 5 B Tk, WIE S OB R T &R BET 25
B OLNDE TAROBREZMKGET 5 = ERAIREE She™, EEFMER L 0S kU
PES & &, A, INRTFF U RO U XV NT nab-PTX OHFRKREIXT 7
R, ANRTIFTF U RO ) Z BN XIT nab-PTX OFFREK S L LB LT, 0S &
UPFS 2 A BICHER LTz, \
*1 : AF) 200 mg, »%2 U & F &/ 200 mg/m* XiX nab-PTX 100 mg/m?, W NVRT7 T F > AUC
6 (mg* mL/min) DJEIZ Q3W (KH|, /X7 V FXENROANKT FFiFHa—A
®1PBIEE, nabPTX Ea—RD 1, 8, 15 HHKHEE) T4 a—XRER, &
#1200 mg 2% Q3W TRESh -,
¥ TSR, 7Y Z IR/ 200mgm? X nab-PTX 100 mg/m?, F/NVART T F 2 AUCE
(mg - mL/min) DJEIZ Q3W (KH, /X7 V) XX ENVROHNVRT T F U idga—AD
1 BBIC#®5, nabPTX 13K a—2D 1, 8, 15 HBIZ#®E) T4 a—RX&E%, 77
RN QIW THRE Ehiz,
*3:24 7 A ECRESNEHARAFOBRELZHIEL, Zo%k, REETHIRBO OIS
BlcREEHETERZ LEEN,

# 4 AR (KEYNOTE-407 RER)

AFK GF RRE™ L RIERE™
(278 #1)) (281 #1)
FofE [A] 15.9 1.3
(95%CI) (13.2, NE) (9.5, 14.8)
0s™ N — R 0.64
(95%CI) (0.49, 0.85) =
P f&" 0.0008
PR [A] 6.4 4.8
(95%CI) (6.2,8.3) (4.2,5.7)
PFS"™.™ NP— R 0.56
(95%CI) (0.45, 0.70) -
P fE" <0.0001

Cl: 28K, NE : #ERA, *1: PE#rEoT —4% (2018E4 A3 ALy b7, x2: & -
Al Cox AN — REFMZL BT TRR, INVRTFZFRONRT Y FHE/VX(T nab-PTX

OEAEEL OB, *3: BRIE /57 RE, *4: RECIST T4 R4 v L1 ICES<ER

T IRST A S E



100
90 2
80
70 -

£ 60

B 50 1 "‘u...u_\ﬂ‘

4 40 -
30 A
20 A

10 -_-I‘ ——— 5tk HRTFFURUIIY S+ e Ridnab-1t 7Y S+ 2L

1 ¥ ] 1 T

0 3 6 9 12 15 18 21
SR A]

!0-(-0- H

——— FFN0mg QIW, DILRTSFVRUNTVIFRILRUna-117U IR

at risk#%

F00mg QIW, AR
T3FIRTIIUIF LI 278 256 188 124 62 17 2 0
Rdnab-f72Y 9%t

75tk AKTS5FY

RUNKIUIFEMRG 281 246 175 93 45 16 4 0
nab-f7U9%tl

X6 OSDFRBITRED Kaplan-Meier Bi#f (KEYNOTE-407 3R E)

100 7
90 — FN0ME QIW, VRTSFVRUNIUIF IR a7V I E Y
80 - \- ——— T3ER, ARTSFIRUIIUIFENaD-N2Y F5 I
& 70- '
¥ 60 ]
50 1
B 40
2]
g 30 \\\\
20 7 ™ ——
-!"—'——f-l-
101 s
0 . , , NS S——
0 3 6 9 12 15 18
at risk# EELFR (8]
F#200mg Q3W, ALK
7’39‘7&0/"9')?4’-@11 278 223 142 57 23 5 0
Rignab-It7U 95N
73tk ARI5FY
RUKTUIFEING 281 190 90 26 12 4 0
nab-It7U5%tll

M7 BRTHRMEICLS PFS OHHEARNRO Kaplan-Meier g%t
(KEYNOTE-407 )
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GEELREMERER (KEYNOTE-042 )

TEFFIERE D22\, EGFR TR RIEM ALK B &85 7 Ra4ER U PD-L1 Btk (TPS
21%) OYIRFAERMENT - BROE/IMEIRMESRE 1,274 5] (BAAN B HZED) %
%Iz, A 200 mg QW B EDAE MR VRSN, 77 F T AL E L LFRIEE
XHEE L LTRSS, ok, ESHE CRBETIRD bNZHAIC, KEETEZR
TR TR B2 WEDERRENCRE LT 5 BE T, RE LA O B 3 R A
HEITHRRD B E TAAKORE ZRkET 5 Z LR FER L Sk, FEFHEEB X 0S8
Lahn, AFNET S F RIS LA L R LT, OS ZARICER LT,

.24 0 BECRESNEZBEAIAFTOREEFIE L, 0%, EBRETHED bNZHEE
CREERTEA LS,

#£5 AHPHYERK (KEYNOTE-042 3AB) (PD-L1 M (TPS=1%) DEHER)

75 F KRSt
AF) 200 mg Q3W iy
(B 637 Bl 637 Bl
) el [A] 16.7 12.1
a;rgs%;a% os™! (95%CI) (13.9, 19.7) (11.3,13.3)
(95%CI) (0.71, 0.93) —
P fE" 0.002
LSS 299 % 300 %1
. hofE [A] 20.0 12.2
g;;i%o os™ (95%CI) (15.4, 24.9) (10.4, 14.2)
I AP — R 0.69 B
(95%CI) (0.56, 0.85)
BilEK 338 3l 337
o e [A] 13.4 12.1
53;;;5;”’ 0s™ (95%CI) (10.7, 18.2) (11.0, 14.0)
3 Bk NP R 0.92 B
(95%CI) (0.77, 1.11)

Cl: EREKR. *1: DRSO T —# 2018452 A 26 By v b4 7, *2: B Cox tefiNY
— REFMC L DTS FF AL ESTMERRIE L OB, *3: BRIN STV 7 BRE i

11




100

90 - — EH200mg Q3W
80 - ——— I5FHRRERCIEE
70
& 60 -
B 50 -
40 ]
30 M“
20 T - —
10 A
0 7 T T :
0 6 12 18 24 30 36 42
at risk# ErEA]
AFI200mg Q3W 637 463 365 214 112 35 2 0
T5FIRAERGLEEE 637 485 316 166 88 24 1 0

8 0S O EIENTHD Kaplan-Meier #i#t (KEYNOTE-042 3RER)
(PD-L1 (Bt (TPS=1%) DEBEHM)
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[ Z&2tt]

OEERLFFIMABRER (KEYNOTE-024 5R)
HEERIIAHITE 148/154 5] (96.1%) KT SOC B 145/150 5l (96.7%) Iz b, 1A
BRI L ORRBERVBETELRWAEFERIT, ThEh 113/154 §) (73.4%) KT 135/150 )
(90.0%) IZRD LMz, WTFNLOBETHEEN %LU EORHERIZTROLEY Tho

72
#£6 VTHHIORCTHEIARY 5% EOBWER (KEYNOTE-024 8R8)  (REMART I RIME)

BERIXSIE (SOC: System FE (%)

Organ Class) AHKIBE SOC ##

HEA5E (PT: Preferred Term) 154 #i 150 4
(MedDRA ver.20.1) 4 Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5
£RIEA 113 (73.4) 40 (26.0) 1 (0.6) 135 (90.0) 77 (51.3) 3 (2.0)
MK LY RS

£} 8 (52 3 (19 0 66 (44.0) 29 (19.3) 0

B I BRIRA FE 1 (0.6) 0 0 8 (53) 2 (1.3) 0

IF BRI E 1 (0.6) 0 0 34 (227) 20 (13.3) 0

/MR EE 0 0 0 17 (113) 8§ (5.3) 0
W WREE :

R BRESRE TUHESE 1 @7 0 0 0 0

B BRI RE AR T 12 (7.8) 0 0 1 (07 0 0
BBEE

=58 6 (3.9 0 0 17 (11.3) 0 0

TH 22 (143) 6 (3.9 0 20 (13.3) 2 (1.3) 0

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

ar% 4 (2.6) 0 0 18 (120) 2 (1.3) 0

Mgnt 4 (2.6 1 (0.6) 0 30 (200) 1 (0.7) 0
—i - 2EEER L UREHLOREE

T IE 5 (32 1 (0.6) 0 11 (73) 2 (1.3) 0

st 16 (104) 2 (1.3) 0 43 (287) 5 (3.3) 0

ek 1 (0.6) 0 0 9 (6.0 0 0

R 16 (10.4) 0 0 8 (5.3) 0 0
7R

ALT 3 10 (6.5 0 0 7 47 0 0

AST 7/ 8 (52 2 (1.3) 0 5 (33) 0 0

sz V7 F =88 3 (1.9 0 0 15 (100) 1 (0.7 0

FRER SR 0 0 0 20 (13.3) 6 (4.0) 0

i/ MREEAD 0 0 0 18 (120) 9 (6.0 0

[=]iiik23 0 1 (0.6) 0 0 16 (10.7) 3 (2.0 0
REE L UREEE

RBRIR 14 (9.1) 0 0 39 (260) 4 Q7) 0

&~ 7% T AMIE 1 (0.6) 0 0 9 (6.0 0 0
KRR X U ARkEE

ROEE 13 (8.4 0 0 4 @27 0 0
WRREE

RRERE 1 (0.6) 0 0 15 (10.0) 0 0

KM= o —a F— 2 (1.3) 0 0 9 (6.0 1 (07 0
ek, BIERR X UHRIES

TS 8 (52) 4 (.6 0 1 07 1 (7 0
KBER X UK THfkEE

BRESE 0 0 0 12 (8.0) 0 0

bicd, 17 8 (52) 0 0 1 (0.7) 0 0

% 5 EERE 12 (7.8 0 0 3 (2.0) 0 0

B2 11 7.1 1 (0.6) 0 3 (2.0 0 0

13



2E, AFIBIZS W THEIEMMER 9B (5.8%) . KIBK - BEEOTH 8 6 (5.2%) |
MREE (X7 - NU—EEHS) 261 (13%) . FFSEEREE 2241 (14.3%) . AR
RREEREREE 21 6] (13.6%) . TEMAHAEREE 1 41 (0.6%) . 1 BHERKE 1 6 (0.6%) .
EHREREE (RETHEMEBLS) 16 (0.6%) . K16 (0.6%) . Bk - e
FRIEIX 181 (0.6%) BTN infusionreaction sl (3.2%) BRW bz, /o, EEDER
BEE (RERIEIEGRERE, SHAK., \XEES) | BITHEREE, EEMENE, K
% - B, K85k, LK. St/ MRIRD HEBER, A I ORIFER
BIIRO N1 o T, AREARBRRRIIBEESES (BEAREERE2ED) 280
£IHERERT,

QEPRILFISE H/MHRE (KEYNOTE-010 #RER)

HEFLIT 2 mg/kg Q3W #f 331/339 1l (97.6%) . 10 mg/kg Q3W & 330/343 5] (96.2%)
KO DOC # 297/309 B (96.1%) R L, BHE L ORRBERREE T RVWAE
BRI, FNTh 215339 I (63.4%) . 226/343 B (65.9%) R O*251/309 4 (81.2%)
WHRD BNz, WTNrOBECTRINEN S%ULORIERIZTED LBV ThHo Tz,

£7 WThhORCRIAERYE 5% LOBIER (KEYNOTE-010 3K) (L2t ARbr & HER)

HEAKSE (SOC: System BlE (%)
Organ Class) 2 mg/kg Q3W B 10 mg/kg Q3W B DOC &
HEAFE (PT: Preferred Term) 339 51 343 51 309 451
(MedDRA ver.20.1) 4 Grade Grade 3-4 Grade5 4 Grade Grade3-4 Grade5 4 Grade Grade3-4 Grade 5
£EIEA 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)
MEPB LY VR EE

=il 10 29) 3 (09 0 14 (41 1 (03 .0 40(129) 5 (1.6 0

BRI RE 1 03 0 0 1 (0.3) 0 0 44 (142) 38(123) 0
WS .

FR BREERE IR T 25 (74) 0 0 23 (6.7) 0 0 1 (03 0 0
B IBkEE

TH . 24 (7.1) 2 (0.6) © 2 (64 0 0 56 (18.1) 7 (23) 0

B 37(109) 1 (03) 0 31 9.0) 2 (0.6) 0 45(146) 1 (03) 0

oz 13 3.8) 0 0 7 (200 1 (03) 0 43(139) 3 (1.0) ©

g 12 35 0 0 13 (3.8) 1 (03) 0 24 (7.8) 2 (0.6) O
— % - EEEER L RS OKREE

i yabhd 20 (590 1 (0.3) 0 19 (5.5 2 (06 0 35(113) 6 (1.9 0

B 46 (13.6) 4 (1.2) 0 49(143) 6 (1.7) 0 76 (24.6) 11 (3.6) 0

FAY IR IE 5 (1.5) 0 0 4 (1.2) 0 0 21 (6.8) 0 0

L 10 29 1 ©3) 0 14 4.1) 0 0 17 55 1 (03) 0
FRRIRE

B PERBR A 0 0 0 2 (0.6) 0 0 24 (7.8) 19 (6.1) 0
MRRIEE

SEREE 309 0 0 309 0 0 17 (5.5) 0 0
BRI L O TS

[ ESE 3 09 0 0 2 (0.6) 0 0 101 (327) 2 (06 0

Z D 25 (7.4 0 0 32 93) 0 0 5 (1.6 1 (03 0

B3 29 86) 1 (03) 0 44(12.8) 1 (0.3) 0 14 (4.5 0 0

728, 2 mg/kg Q3W R 10 mgkg Q3W BEIZBWTENEH., BEMEMER 15 i
(4.4%) RO 146) 41%) . KBk - EEOTRSH (1.5%) RO 246 (0.6%) . &
EOREEE (R EREIRERER, 2. JHREES) 1 51 (0.3%) RU 1 4 (0.3%) .
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WREE (X5 - NU—EFERHS) 206 (0.6%) KO3 6] (0.9%) . IF#EES 23 6
(6.8%) K22 il (6.4%) . HIRIRHEHERES 32 41 (9.4%) KRU354) (102%) . T&E
RESEEREE 161 (0.3%) KON 1 41 (0.3%) | BIBHEEREE 2 B (0.6%) KU1 £ (0.3%) |
1 BRI 1 B (03%) RO 2 B (0.6%) . EiERE (RMEMEMLEBERS 4 f
(1.2%) KRUO0H), BER 161 (03%) ZON0 B, Fhsk - MERARRIARAE 1 6] (0.3%) BRTY
0 f, infusion reaction 2 ] (0.6%) KU 6 Hl (1.7%) R b, Fi, BEMHEN
fE. ME - BRI, 5 &5 EA, D, SR/ MRS HEEBER. iR kO
FRERBIIRD bird oz, AREWEARBRRLIBEEFSR (BRAREEER L EST)
B EUEHERETT,

@EBIFFMERE (KEYNOTE-189 #A5R)

BEERIIARKIGEREE 404/405 ] (99.8%) Ut HRAE 200/202 1] (99.0%) 27D 6
. BRELOREEFENBTETELRVEFFRIZ, TN 372/405 #1 (91.9%) &
TN 1837202 1] (90.6%) 12388 Hiz, WM DORETRILEN 5% U LORWERIZ TR
DEBVTHHTZ,

#8 WIhDORCHBER 5% EDORIEA (KEYNOTE-189 BRIR)  (R2MARITHEIMH)

BB A¥E (SOC: System F (%)
Organ Class) AFIOF AR {bSRRIERE
HAEE (PT: Preferred Term) 405 41 202 41
(MedDRA ver.20.1) £ Grade Grade 3-4  Grade 5 4 Grade  Grade3-4 Grade$
2RER 372 (91.9) 193 (47.7) 9 (22) 183 (90.6) 80 (39.6) 2 (1.0)
MiKR LY U RREE
=it 154 (38.0) 55 (13.6) 0 77 (38.1) 27 (13.4) 0
FEEMELT P IR AME 25 (62) 24 (5.9 0 4 20 4 (20 0
A BRI A 2 (54 8 (0 0 12 (59 1 (0.5) 0
#F PERIBE 101 (24.9) 59 (14.6) 0 45 (223) 22 (10.9) 0
M/ RIB HE 69 (17.0) 31 (7.7) 0 27 (134) 13 (6.4) 0
WA IEE
PR RSB T E 2 4 2 (05 0 3 (1.5 0 0
IRREEE
RN 51 (12.6) 0 0 14 (6.9) 0 0
BiGiEE _
3 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
AT 74 (183) 71 A.D 0 39 (193) 4 (2.0) 0
—i - EHEEEL L OREEMIORE
EIE 53 (13.1) 16 (4.0 0 31 (153) 3 (L.5) 0
e 134 (33.1) 20 (4.9) 0 62 (30.7) 3 (1.5 0
FEREDRIE 30 (74 3 (0.9 0 14 (69 1 (0.5 0
FAYMETRIE 27 (6.7) 0 0 12 (5.9 0 0
FEB 24 (59 1 (02 0 4 0 0 0
RRYERS K VB A E
FERES 20 49 1 (02 0 10 (5.0 0 0
FRERIREL
ALT 3/m 38 (94) 2 (05) 0 16 (190 3 (1.5 0
AST #&n 28 (6.9) 0 0 10 (.0) 1 (0.5) 0
mezVv7F=8mMm 32 79 1 (02 0 12 (5.9 0 0
A i BREE 2 (G4 1 QA 0 12 (59 6 (3.0 0

15



FREBIKSHE (SOC: System FE (%)

Organ Class) AFIGF B {ESEpRERE
HAZE (PT: Preferred Term) 405 $1 202 )
(MedDRA ver.20.1) 4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4  Grade 5
E%‘]-‘?’S E U%%i—‘?— =
BHIEIE 84 (20.7) 4 (1.0) 0 42 (208 1 (0.5) 0
&~ 7 x> v A 22 (G4 5 (12 0 3 (1.5) 0 0
MR RIS )
B R 37 @01 1 (02 0 14 (6.9 0 0
BER LU TRgES
REER 11 Q27 0 0 12 (5.9 0 0
Z 5 FERE 37 (9.1) 0 0 12 (5.9 0 0
£33 51 (126) 5 (1.2) 0 17 @84 3 (L5 0

2B, KRB TRIEMRIRE S 16 £ (4.0%) . KBS - BE O THI 20 i (4.9%) |
MRREE (X7 - NL—EEHS) 104] (2.5%) . FF#EREE 62 41 (153%) . B
BRAEREREE 32 6] (7.9%) . TEMAMREREE 2 # (0.5%) | BIEHEREE 14 (0.2%) |
1 BUERR 1 6 (0.2%) | BHRERES (RMEMEMEBRSE) 256 (6.2%) . X 2 4]
(0.5%) XK1\ infusionreaction5 ffil (1.2%) MWD b, £i-. BEEOEMNEE (KE
FEMRIREERE, S, EXEES) | K - BRRATE, EEHEE. MNE -
BERRA, 5 & Ok, DRk, BN/ MR MESRBTR, B MR & OFRIFERE X
B LN T, ABERARTRIEESS BRREERFEZ2ET) 230 4ERH
ERERT,

@ERLRFMAERR (KEYNOTE-407 3RHER)

BHEBERIIAFIFE 273/278 B (98.2%) R USIRRRE 274/280 1 (97.9%) @D L.,
BRI L DR EBERBETERVWEEBRIL, ThEh 2651278 # (953%) RO
249/280 %] (88.9%) WD blz, WTNORETHEBEEN 5% U LORERIXITRD
LBV ThHoT,

£9 WThMHORTRHERN S%IULORER (KEYNOTE-407 3B  (R&tEARIT*&ME)

PBERIKSIE (SOC: System FiE (%)
Organ Class) . AHIGFR#E (LR IERE
HAZE (PT: Preferred Term) 278 45 280 41
(MedDRA ver.20.1) 4 Grade Grade3-4 Grade5 4 Grade Grade3-4 Grade$5
2BI1ER 265 (95.3) 151 (54.3) 10 (3.6) 249 (88.9) 152 (543) 6 (2.1)
MR LY R REE
# i 123 (44.2) 38 (13.7) 0 117 (41.8) 43 (15.4) 0
FEEELF PRI RE 14 (5.0) 14 (5.0) 0 10 3.6) 10 (3.6) 0
A i BRIS A fE 23 (83) 12 (4.3) 0 19 (6.8) 12 (4.3) 0
TR BRI E 97 (34.9) 59 (21.2) 0 86 (30.7) 63 (22.5) 0
M/ IMRIBRAIE 81 (29.1) 18 (6.5) 0 58 20.7) 16 (5.7) 0
PSR E
IR BRI RE TUHEE 17 6.1) 1 (0.4) 0 2 (0.7 0 0
FIR B AR IE T E 16 (5.8) 0 0 3 1) 0 0
BIREE
&5 31(11.2) 1 (0.4) 0 25 (8.9) 0 0
T 61 (21.9) 8 (2.9 0 47 (16.8) 4 (1.4) 0
B 85(30.6) 2 (0.7) 0 71 254) 3 (1.1) 0
A 36 (129) 1 (0.4) 0 25 (89) 3 (1.} 0
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BERIKSEE (SOC: System g (%)

Organ Class) AHFI AR {LFFRIERE
ELAEE (PT: Preferred Term) 278 4 280 45
(MedDRA ver.20.1) 4 Grade Grade3-4 Grade5 4 Grade Grade3-4 Grade5
- EERER L OB G O NTE
48 /1 iE 46 (16.5) 3 (L.1) 0 41 (146) 6 (2.1) 0
S 54 (194) 7 (2.5) 0 52(186) 7 (2.5) 0
HRRIREE
AST #§/m 14 (5.0) 0 0 5 (1.8 1 (0.4 0
P ERER A 24 (8.6) 17 (6.1) 0 28 (10.0) 24 (8.6) ]
/MRS 23 83) 5 (1.8) 0 16 (5.7 6 (2.1) 0
A mEREIRD 30 (10.8) 11 (4.0) 0 28 (10.0) 10 (3.6) 0
Rt X UREiEE
RHRIBR 47 (16.9) 5 (1.8) 0 57 (204) 4 (1.4 0
el S/ PN iit: 15 5.4) 1 (0.4) 0 9 32 2 (0.7 0
KRR L U A RS
Bt 36 (12.9) 1 (0.9) 0 24 (86) 2 (0.7 0
£ PO, ’ 32115 2 (0.7) 0 26 (9.3) 1 (0.4) 0
IR RIEE
BREREE 23 (8.3) 0 0 7 (2.5) 0 0
R = 2 —a F— 55(19.8) 3 (L.D) 0 37(132) 2 (0.7 0
SRR 15 (5.4) 1 (0.4) 0 13 (4.6) 1 (0.4 0
KAMEREE = 2 — 18 F— 31 (112) 0 0 36 (129) 2 (0.7) 0
BER L URTHERES
BERE 126 (453) 1 (0.4 0 100 (35.7) 3 (L1) 0
% 5 EIE 29 (10.4) 0 0 15 (5.4 0 0
X5 , 28 (10.1) 0 0 20 (7.1) 0 0

2 . AFIBEC BV CRIE MR 14 51 (5.0%) . KBge - BEEO TR 14 6 (5.0%)
MIRIEE (XT v - NU—EGERY) 5546 (19.8%) . FFHSEEREE 26 1 (9.4%). . AR
JEHSREREE 31 6] (11.2%) . TRAMERE 26 (07%) . BigEEE (ROTHEE
‘L) 64 (22%) KU infusionreaction6 il (2.2%) BB LTz, Ein, BEDK
BlEE (REEREER, ST, ERAAS) | RIS, 1 BUERR. B
Jo. i - RS RARIE, EUEMEESRE, M - BEBA, BY OBk, LK. R
/R PESEEER . R I OSFRIFERS IR bR b o 7o, ARIWERRERI
HEEES (BRREEREESD) 2EUERELTT.

GERRILFFIHERR (KEYNOTE-042 7ER)

HEESIIAKIEE 610/636 51 (95.9%) K UMLEEIER 606/615 #] (98.5%) 127D 5
N, VBREL ORRBENEETERVWEERRIL, TNTH 399/636-61] (62.7%) K
1V1553/615 il (89.9%) IZ38% biviz, WINOBETRILEN 5% LORIERIL TR
DEBY THoTz,
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£10 TR0 CRIRN 5% EOBER (KEYNOTE-042 BRER)  (R2{EARIT#4H)

FERKSIE (SOC: System BiEx (%)
Organ Class) AFKIRE bR HRIERE
HAFE (PT: Preferred Term) 636 %1 615 Bl
(MedDRA ver.20.1) 4 Grade Grade3-4 GradeS & Grade Grade3-4  Grade$
£EWEA 399 (62.7) 104 (164) 13 (2.0) 553 (89.9) 246 (40.0) 14 (2.3)
MR LY 3 REE
Hifn 35 (5.5 4 (0.6) 0 229 (37.2) 80 (13.0) 0
B I BRI fE 10 (1.6) 0 0 35 (5.7) 10 (1.6) 0
SF P ERBAE 5 (08 1 (0.2 0 88 (14.3) 46 (1.5 0
M NRIBAME 3 05 1 (02 0 56 (9.1) 10 (1.6) 0
P IREE
PR AR RETOHERE 37 (580 1 (0.2) 0 1 (0.2 0
FOR BRHAEIE T AE 69 (10.8) 1 (0.2) 0 2 (0.3) 0
BHBEE
&4 8 (L3) 0 0 68 (11.1) 0 0
TH 34 (53) 5 (0.8) 0 46 (15 1 (02 0
B 31 (4.9) 0 0 184 (299 7 (@D 0
AR% 7 (1.1 0 0 31 (5.0) 0 0
Mg 15 (2.4) 0 0 97 (158) 2 (0.3) 0
% - REEER IR S ORIE
Figatind 27 (42 3 (0.5) 0 60 (9.8) 10 (1.6) 0
S 50 (7.9 3 (0.5) 0 102 (166) 8 (1.3) 0
HRARE
. ALT3#m 45 (1) 9 (1.4 0 53 (8.6) 5 (0.8) 0
AST Bhn 41 (6.4 4 (0.6) 0 42 (68 2 (0.3) 0
S ER SR 2 (0.3) 0 0 86 (14.0) 54 (8.8) 0
o/ MRER D 2 (0.3) 0 0 64 (104) 20 (3.3) 0
A mEkED 3 05 0 0 71 (11.5) 32 (5.2) 0
AR X USFRREE
BRRIER 40 (63 5 (0.8 0 109 (17.7) 9 (1.5) 0
HERARB L USRS
RAEE 27 (4.2) 0 0 46 (1.5) 0 0
ARk 20 3.1) 1 (02 0 50 (8.1) 0 0
HIRREE
KM= 2 —m RF— 1 0.2 0 0 50 (8.1) 5 (0.8) 0
R = = —a F— 3 (0.5) 0 0 41 (6.7) 6 (1.0) 0
REIRER, RIS X OVERRREE
Pfikigige 43 (68 19 (3.0) 1 (0.2) 0 0
KR X UR T MRS
BtBIE 2 (0.3) 0 0 136 (22.1) 7 (L.1) 0
% 5 FERE 46 (12) 2 (0.3) 0 15 (2.4) 0 0
5 46 (712) 3 (0.5) 0 27 (4.4) 0 0

Tpds AFIBET 35V C VR HEAGEEE 49 61 (7.7%) . KABZ - EHE O T4 10 51 (1.6%) .
BEORNEE (REHERIRERE, SO, EXEES) 16 (02%) . HRES
(T v« NU—EGEHSE) 16 (02%) . FFHEREEE 76 6 (11.9%) . FIRIREERERE
E o2 ] (14.5%) . FEAEHEREE 3 6] (0.5%) . BIBHEERE 3 6 (0.5%) . BHE
EE (RAEMEEBRE 36 (05%) . BEX 146 (02%) . LEHE 16 (02%) K
TN infusion reaction 6 ] (0.9%) 2338 bz, £, 1 BIFERRF. K - BB RMRE.
EREFRIENNE, Bt - B, 5 & HER, St/ MURDHEERETR, BFitEEd &
URIFEERBE LD bR d oz, ARWERARBURILIIBES S BAREEREE 2ET)

R OLRIEREZTT,
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[ - Fd]

AR OBEMBEYBEBEFAZAALEYI 2 b—Ya it k), A& 200 mg %
Q3W, 400 mg % 6 HEIREME (LT QeWi &), ) Xik10mgkg (FKE) % 2 B
B (ULTF TQwl L5, ) THRE LEBEOAFOMEPRESKRIT SN, €O
BOAH 400 mg & Q6W THE LEZBEOAF O EFIREBIZIIT 2 FHmEPRE (X
T [Cavges) £V, ) 13, AHI200mg % Q3W THRE LIZEED Cogss EEELT 2 & FHI
Ntz (TH) . £, &K 400mg & Q6W THRE LE-BOFAF OB ERBIZRIT 2%
BB FWEE (AT [Comes) £V, ) 1, &K 200mg & Q3W THE LIZEED Conaxss
LHB L TEBEEZTTEFRSNZLO0, BAABE BV TIEENHEB ST
5 - B THHAH 10 mgkg (KE) % QQW THELE L72BRD Cuaxss & HEE L TR
EERTEFRENT (FTHR) . b2, BHRRAERE ZXRICAA 400mg % Q6W
TR E LA EMRER (KEYNOTE-555 3RBR) L V& b= RlEIcE-S < gk
NRGA—=FF 32— g XD FPRIL-EYBIREART A —2 LBE L (FR).
Mz T, BEOBIEIZR T B BERAREEICESE, ARNOBRBEE L TR EM
L OEE 2R 2RBERIST T VNEBE S, AHF 200 mg 2 Q3W Xid 400 mg &
Q6W TG L-BORER L AN UIEEM L OBRBEIZ O VW TR SRR, b
RO - AROB TEDMERORESMICHBERER T2V E TR S,

# 11 FHOROWEAF 2 —5

ma-mk | om) | o | g | gD | Ggen | gD
200 mg Q3W! (58-55?'519.7) (27.%/?38.1) (17.18?'11 8.3) (91.97?;‘4.1) (49.51;(,)?1 0) (30.35(,)'391 4)
400mg Q6WT | ¢ 12;,2?24) (32.?)??2.7) (10.:1?'16 0.8) (142,411;49) (50.51(,)'57 13) (19_%;(,)'230,9)
40€£%§J1QE§W (1351 fs610 31 6.4) N (14.1:.?;4) NA NA NA
10 mgkg Q2W! (21?,2(2)23) (14;,4‘1145) (1 1;1 ?21) (42:,2233) (272,7382) (19;,9;00)

T:n=2,993, 1000EDYI 2 — g Ak D BEHEW S FHEDOFRE (2.5%,97.5%/R) .« Cmax : FEHEE
EHORBEIIEPEE, Cup: MIEREEOFHMBEFBRE. Con: FIEREHR (P 712 REH) OREDHE
RIBE . Crnoxss | EFRIBIZ BT 2 REMEFIRE., Copss : EFRBITIT 2 FHMBBPRE, Crinss : EFRIRIC
1) B RAS ML PR EE

156 BIORTEHME (95%(ERXMH)

§ : 41 PIOMEIE (95WIFRXH)

NA : #4720
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4. HERRIZDWVT

AFIOBEMBE SR LT, AREML L L THERBERE (&fI#E) AFeohTtn
BIEND, UHRELZEVICERECTE MR THOINERDH D, £O LT, EXRY
x&mﬁ#@ (RMP) 1275 %, AF| D EE[HLZEMERIF~DOB IERIR H 5 i
ThoT, AEORENREE2BEZDZH - FEL, AROREICIVEEREIEREZ
HRULBICINT 2 Z BB BERD, LTOO~Q@DFT XTI THRICHBVT
BRI HR&ETH D,

O mBRIZHOWT

@1 TEo (1) ~ 5) OWTNNCEETIHR THDZ &,

(1) EAFZEBRKENEET D5 AZFEEIL RS @B RS ASREEILRRERT.
g A3 A S B BERL R, M AR RR IR R &)

() FFEMRERPT

(3) HEFRIMENBET HHBABRELEREE (BSABREEREERPL, 23ARRERE
BB, B ARRIREEHEERP 2 &)

4) SKRALFRIEZEZRE L, AREFACFERIEZFE 1 U RIEF L FRIEZ R
2 OREREMEIR D B ETT> TV S HER

(5) MEMBEEROASFBEENBEOKREEICHRIBHEZIT> TV 5 HER

@-2 B OLPRIER ORIERR IR OGS4 7258 & R 2 R oER (TRO
WTIVNZRES T D ER) 23, YEBRBOFFCHETIERORERE L LTRESh
TWHZ L,

&

o EMARFRER 2 FONHPHMERIET LB 5 U EORAIRROBRKRWHE %
TFoTWBZ L, 5b, 26X, PARYEEEZ L LEBRKERFOWESL
ToTWBZ &,

v ERGFEEER 2 FOMPIPHELET Li2RIC 4 FULORKERZAL TWD
Tr. 9h, 3FELULER. FEORARYREL S DIFRESRFEORATHEZT -
TWBsZ L,

@ BRADERMEHREROKHIZONT

EXRMERERIIHFTHFEENRE SN, BEREEPLOFRER, AoE - &
SHEIFOEROEFER CEMFICH T 2 FREME, AFFRVRLE LSS ORE
(B, ERECHIATON I EKHIBE->TNDH T L,
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® BWERA~DMIRIZONT
®-1 MRz % B

MR BRSO ERRBIEASRE LIS, 24 HEBRERIOT, YUk
TOBEHEMER I\ T BB LZBIERIZE U TAREERRE O CT £ 0RIER OERIZ %
ERREOKENSY AFIZE LR, BEbICHSFARZERNPE S TVWEZ &,

@2 ERREHCIIAFESNCET2EH

NABRICED AEAN AR VSR L AT ERREEENEVERE=% YV v 7
REDEEBEDAS Y —=r V2TV ERE L ERERE TE 2 F— 2EREHINE
BT3Bz k, 2B, BHEEGICHOWT, BABE LZOFRKRICHRICBAMENT
WwWaok,

®-3 BIERORECHINCELT

BIYER (MEMMREICMEZ, KB - DBK - EEOTH, BUERFSE - FFA£ - B
PRI - FFZ¢ - B LMEARAE Zt, BMREREE (RMEMEMER L. RREBLAE) . A
HWEE (TRABERE., PIRIEERE. BIBMERS), 1 BIERA. & &5 Bk,
R - BREUGRMARIE, MR, BEEORMNEE (PEMEREGRFTMAE, BUMHIRARLE R
B, SWHBE, |REES). infusionreaction, %k - BHIRAK, BEIEMEAE, EEE
(T« NU—EGERS) . LK. ERRMKEE Gt/ MR ERBHR.
B L, FRIFEOE, WEREVES). EEOFRL, MERAREGRE. BE%E) <X
LC, Y%z B E RSB O FFME 2 3 5 EAD L EHE L (BIER ORBRETORG
B L THREROXELZZITONARMFICH DT L) | EHICHETRAEN TE 564
BESTNDHZ L,
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5. B#ENRLALIBE
(B2 B3 2 %R] _
O AROBEMBEEIITROBEIZBNTABERRIN TS,
o ALERIEROR, EGFR BinFERREM, ALK @A BEFRER O PD-L1 B
. (TPS=1%) DEIRARERETT - BROIE/IMIEAHEBE
o TIFTRA RS LERIER YA T 5 PD-L1 BiE (TPS21%) OUIRTHER
LT - BROE/NMURMERE (2B, EGFR BETFERBE XX ALK @AE
EFBEOBRETIX, T FH EGFR Fu ¥ ¥ —PREFIT ALK F1
o F—VYHREAMNOBERBL AT HBE)
B, TPSIERA7ul) X<7 (BEflBz) oar =3 2R kR4 -
PD-L1 IHC 22C3 pharmDx [# =] ) #ZHWCTHRIET S Z &,
@ AHNOMOMEMIESH & OHARSEIITROBEZBOTESMERTEA T
B,
o RRARUEF¥ FROUTSFF8HLOHRARS | (LFEREROR, EGFR &
EFERBERD ALK A BERTREOUIRTIERETT - BROIERFELR
FE/ NIRRT R
o HINRTIFTFURVNZ Y ZXE)NRiTnab-37 ) F AL DHARE (b
IR O 72 W RE R ETT - BRORE _ EERIE/NRAREBE
@ (LEHRIERED 72WIELT - BR O/ NI SSE X, PD-L1IKRE T PD-L1E (TPS
Z1%) ThHhiLX, AR ORMBEEE2BETIE ThD, £, EEMFRIEITH
T AHRREICRER RN EE X BN ABEICK LTI, PD-LIBBURRIZ 106
. ZNENOMMENC K U CHEE)Z2BEERIE L OFHRESEBRTHZ L
TE 3, 2B, AFOBREIZHTe> Tk BRI A F7 14 v (AXREESM)
LRBRTHIE B
@ TrRIZEYTIBEF T AARBNOEREROMERFIEC OV T, AFOFHHER
X INTRLT., AFORERFRE LRV,
o TR FEBNERYE
o QTHEFOEENRT EN TRV OFLEMEER & OfRRE

ED g2 12, BEBRYA KAV (BARMEEER) KBV T, K74 A—REFERMRERME D
@®ECOG Performance Status 0~1 %2 = 75 LI L, XIiZ@ECOG Performance Status 2 &2 DBEFTIX, %3
HRBBA (KEZx3Er%) OBARENMERIATEY, 20 L5 RBE T, EBLERIEICHT
ARRUECRERLZ LEZ LIS,
E2) o4

ECOG @ Performance Status (PS)

Score E#E

0 | <ML ERTE S, BRAMLFEL B EEESHREATLS,

1 PIREICE LUEBNIRIR S 2 23, BTARET, BIERCE - TOERIRITI Z &R TE S,
fl - BWERE, BHEX

BONTZESOHFDEY DI & LMNTERY, BHD 50%U 2Ry FABRFTBRITT,

W

28TV, BADEOEY DI LA TERY, B2y FIARFTRIT,

22"

BATARE TR OFOEY O Z L X T N THREEMEEIITE RV, BFD 50%LL Eid~y FATRI T,




[ZatizBd+ 5 FR]
D TRIEEYTIRECOVWTRAFIORENERE ISNTWEZ LD, BREEZTT
Nz b,
o AFIDORSICH LIBBUEOBEERD H 5 BE
@ BEROFTHIZB VT TRICEYTRFIC OV T, AFORSITHES L2
. MOBFRIER 2 VEAICRY . BECAHEERT S L2 EETX D,
o HEMMERBOAHXIIEEOHDBE
o MIEEGRE CRER 2R 5 BE R OTEEIE O KU o BRGLME it &
LD REEELR B DNDBE
o HEASEEBOALE UTIBMEARE L IXERMED B DASRBOBEED
HHRE ,
o JEBBHE (EnSHMRBEEEZS) ObLBRE
s BEOBEXIIKEEZETIAE
*  ECOG Performance Status 3-4 &2 D BH
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6. |EICELTEETREEIHF

@ FWACEZICMZ, RERTTER PRS2 EREICE S E AR O R UNEIER
OO HERERE+SICBB L THLERTHZ L,

@ JRERMRICESY L, BENRZTOFRKRICADIEROEREEZ +ABA L. RELXH
Thbo&ETHZ L,

® TFhREMWEROD=XY AL MZOWT

REMMERR S bbNBZ ERNHDBDT, AFOREIZHT- - Tk, FIEE
W (B, FRREEE, W) OmREUEE X BRECEKSE, BT
SEITH Tk, Fin, MBS UTHEE CT. MiE~—b—SD0WRELZFEHET
5T &, :

infusion reaction 733 H b5 Z L 23% B, infusionreaction BFE HILFZHBEIT
X, BEIRLAEBEZITO L E bz, EERAEIET 2 E THREOREE 012888
TBHZL,

FERIRSREREE . TERABERERVBIBBERERH DI ERH LD
T, AR O EBHETR R SHR PIXERIC AL WEERE (TSH, b8k
T3. bE8 T4, ACTH, i aF Y —VEORIE) 2FEETHZ &,
BUERFR. FFAL, IFHEEREE, R, BIEEBREARSH LN DZ 23D 5
DT, AF O GBRIMERTR O SR P I ELIRICAF#EERZE (AST, ALT.
v-GTP, Al-P, YU LB UVEDORIE) #ERTHI &,

AEE IR (EARMTCERBEELEZE) SOEERBREERH bbvd
TERHBOT, EHMCIROBREOFEEHRETHZ L, £z, ROERENR
B LNEHEARITE, EONCERKBELZZZ T 2L 5B8F2RETIZ L,
AFIOBREIZL Y  BEOCRERMIERT 5 &5 x b diks REBORE
Vbbb Z PR3, BERRODLNHAITIE, BELEZFRIISUE
BP0 L R & O ER LB LU GESZRERIRZET 21TV, BEORE
BUSIZ X BBRIWERBEDN 2 BETIE, ARIOKRE TP, RUEIERE R
NEVRIOREGSE2EBERTHZ L, 2B, BIBREFRNEOREIC LY EIE
RAOWENBD LR VHAITIE, BIBEEFRNVE LS OREMHIA OB
LEETHZL,

BRERT R, ZEMD O ARBLTrLRHERABRERT 22 LB HBTw,
ARDOBERTHRICHEHERORBBRIZ+RICERTHZ L,

1 BUBEERYR (BME | BSERB 2 a) BNdbbbh. BRFEES v TV F—v R
KELZZERHZOT, OB, B, BHEOEROFBHCMMBEMD EFIZ
NEBTHZ L, 1 BHERAMEDNZGACRERSEZFIEL, AR ) V8
B oOBEEDOEIRLBEITHI Z L,

@ AFIOEEFRRABRIZIY T, KEYNOTE-024 3B & ) KEYNOTE-042 A8k Ti3i% 5.5
a6 9 BT L2, KEYNOTE-189 BBR CIIk &5RtENS 6 BARG 12 A, U
MEIX48BEETORT L, 0% 128 7L 12, KEYNOTE-407 AR Cii#& 5 Bah
nH6EB., RBERKRCISEE, UMIX4SBERETIRIT L, Z0R 2EIL
WCEEDFEMEIT-> TV Z & 2BEBIL, AFREPIIEHNICEBRE THR
DOFERBEITH Z &,
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KEERHEETA 54
Ra7al X+7 (BEFHERZ)
(784 : A bA—F KIEEE 100 mg)
~EERAE~

Pr2 9428 (4449 AT
EAYEE




Bk

1. 1L P2
2. AEIOFK, 1ERBF P3
3. ERPREAE P4
4. HERIZOWT - P18
5. B5xtgLinBE P20
6. BEICELCEBETREEHE P21



1. ZL®IC

EEROFIE - REMDOHR O DITIX, T CTESZE SO TOBERERIKD
bhd, SBIT, TEFEORFEMOESRICL Y, MAERLZ & OFHA /25 /E R
FERMPEABINDIP T, INLOEERMLZEICHERBEICREET 2 2 L B3RO
B L 2o TR Y REMBOEY & SREDEAF #2016 (Frk 28 4 6 A 2 AMIZHRE)
IRV TH, BHNERSMEOEROREEERZRSZZL L Sh T3,

FRERABFERERT, KRERARPLEEET a7 7 A VBEFOERR LA LR
RBZLBDHD, 20D, AHERVREHICET 2RI +0ERT 2 ETOM,
UREEROBELZMIZT I L BMFESNIBEICH L THERTS L L bIC, BIE
ARRBRLZBRICHNERRGZ & 22 L BRARER—E DB 2 /- E R
FTRLENEETHD,

L7eBoT, KTA FTA4 Tk, BARBEELINETIIB LN TV AESEEREY -
BPRMRMICESE UTOBRRMOBRERFERHZHET BN OLERENS, £2
FROEEREZRT,

BB, RITA R4 0%, MEIATBREAEE M ERBESRAIE, ABHMAEARAR
RARIERTS, —RAAEAN B RBERABES R OARHREAN B RAEMRIEEOHH
Db EER LTz,

MBRERDERESD : ¥4 M—F REHE 100mg (—R4% : *A7n) =7 (#ifs
THAHZ))

RBLRAIPEINR - BiERANE

HNBELRDBERVHE : B%. RAKKIZ, a7 v ) X< (HEFHERz) LT, 1
[5] 200 mg % 3 & EIFESIX 1 |l 400 mg % 6 BREIEIFRET 30 4/
2T TRIGEHET 5, 7272 L. WERMBIIKIEDOES T, B4
X122 WAMETET D,

E R R ¥ F  MSD KA




2. ARH 0K, TERT

FA M—F REHE 100mg (—R4E : a7 n ) X<+ (@B T K
#l) £\ 5,.) X, PD-1 (programmed cell death-1) & Z DY F ¥ K T& % PD-L1 KU PD-
L2 & OB ZEEMRET S, € MbigGs £/ 7 a—FLHiETH D,

PD-1 $RB& 1T T MRS Sa e BEAHE > b B B 72 0012 23 AR 2SR 3 5 72 R 2 il
AA v FC, PD-1 1%, RERREBICEBOTHEER T MikoMiaRm R L, HOR
ERS S RBEULARI R RER G ZHET 5, T72b5, PD-1 XY T FLiE
EFAZLICEVHESAEKICL D VST VEERAICHIET 2R ERTH S, PD-LI
OEFMBRICHIT AHBRITDTNTH D, ZOBAMBRTIE T MBS 22
DI C@RCRI LTS, BAKIREIZIIT S PD-L1 OEFEHIL, SHME. RIS,
FFHRREE . SREURE. FE/NEATRE DR R BATTRARERTFTH Y, BVAEFRS
OEBHER#RE STV,

B DN A DRI F# & PD-L1 RHEOMEMEN S, PD-1 & PD-L1 OREITNES
DEEERHT BV CEELRBREIZHE S Z LATRENTEY, Hil R RABROZER L
LTHRIR W3,

A#li%, PD-1 & PD-L1 LU'PD-L2 DY H v FOMEAZMET A Lick Y, BEE
BUNBET OEBSROMBEEE T V2 8RE2E b X8, JUEERE BRI
TAHZ L CHRIEEDRLBET S,

AENOVERBEFIC K-S BEORERIGIC X 2BERSRH b bh, EEXUIELTIC
EARREENRD S, AFOREDRUORERICIT, BEOBREZ 21TV, BRERR
B BB, BB LIS U PR 505 L B A RO ER L8R L TR
GIRERIBIT 21TV, BE DRERGIC L BEIERAN DA BAIIT. BIBRESNV
E L HIOBRELZEDE2GBEITO LERD B,



3. ERIRAEE
BEMERAEOARBFICGEHM AT -2 BERRRO KL~

[HzhiE]
OEME b3 (KEYNOTE-041 3X58)
{EFERERDO2WIIA Y <7 BEFEH#RZ) UTIAEY AT E05,)
ZEERN2 VIURAVETOLFRERZE T 5 IRIGURTF BB AESRE 42 6
(AT RIS 37 B) 2RI, AHF 2 mgke 3 BRIER CLF TQ3wW] &\ 5,)
B’ E5DHER E&Uﬁémniﬁ—}énta 2B, EGEHE TREETRRD bS8
REBETE TR TERIBD b 2WEDOBEERMIZZE LT\ 5 BE T, /klﬁlulsw)@
BEHE CTRBETHRED N5 E TARORE S MET 5 2 L XTFREL Shi-, TEF
flEE T BEHE[RECIST A KT A > L.1RRIZES S PRYEIC L 55885 (CR)
XidERHZE%h (PR)] 13X, 24% (95%EHRXM : 12~41) ThHotz, 2B, FRNCREL
T-BEIX 10% TH - 7=,

O/ E MRS (KEYNOTE-002 3RU5H)

AE) LTI R DBRRBLH T HRIGUOBRARERBUHROERE 2XRIC, AH 2
mg/kg QAW R E R TN 10 mg/kg Q3W BEDH MR LEWMN, (LFRIE (Fh Y
U TEY IR, AINRTTFU RXTVEXRARIIINR T T F o+ ) 7%
B, BUF TICCH#] LW H,) 2RBE L TR SN, 2B, BRI CREAETH
R ENHEI, RBETZ R TERSRBD bRV EDBRNIZEEL TWSAE
T, REILAE O ESREHE CRBETARD b D £ TAR O E # kT 5 = & 237

E& Eic, EEFEEBITEEFHRM CITF oS] &5 ,) ROEESEEAFIR (UL
T IPFS] &vv5,) & &h, ARFNIEREL B LT, PFS ZARICEER Lz,

#£1 APMRM (KEYNOTE-002 3AER)

Al 2 mg/kg A#l 10 mg/kg #2375
Q3W Q3W
(180 41) (181 f51) (179 %)
g [A] 13.4 14.7 11.0
(95%CI) (11.0, 16.4) (11.3, 19.5) (8.9,13.8)
0S | ~N¥F—F7 0.86 0.74
(95%CI) (0.67, 1.10) (0.57, 0.96) -
P& 0.1173 0.0106
hE [A] 2.9 2.9 2.7
(95%CI) (2.8,3.8) (2.8,4.7) (2.5,2.8)
PFS" | N¥F— FH™ 0.57 0.50
(95%CI) (0.45,0.73) (0.39, 0.64) -
P f&" <0.0001 <0.0001

Cl: fE#X M. *1:RECIST HA FZ71 Y L1 RIZES AR ERCIEESEMEIC X 351,
*2 1 BRI Cox LI NY — FEF /I & AEEIE & DBk,

*3:@RIa T IBE




100 -

90 ——— &M 2mg/kg Q3W
80 i — ZM10mg/kg Q3W
70
R 60 -
E 50 i
# 40 -
30
20 ]
10 -
0 T T T . . o . T T T T
0 3 6 9 12 15 18 21 24 27 30 33 36
at risk#¥ M R
% 2mg/kg Q3W 180 131 95 70 61 1 0
2310mg/kg Q3w 181 138 99 79 67 12 )
{La% 179 115 80 60 48 9 0
1 OS ® Kaplan-Meier gh#r (KEYNOTE-002 3k)
at riskay SHNRSEFNIM (A]

ZM2mg/kg 3W 180 153 74 53 26 9 4
Z#10mg/kg Q3W 181 158 82 S5 39 15 5 1
{Laesos 179 128 43 22 15 4 2 1

* [©2 PFS @ Kaplan-Meier #i# (KEYNOTE-002 )



O EMAEABR (KEYNOTE-006 FAHR)

AV LTI EABERBRORVWIIA ) A TEEERN 1 LY AVETO
FREBZHT2RIGURTREL2BHRAERE ZHRIZ, AH 10 mgke QAW 5%
W10 mghkg 2 BHEIMRR (LT TQ2W) & 9,) BEDFMIERTRL2MN, 1) A
v 7 EXRE LTRSS, 2B, BERFHH CREBETIRD bhBaic, KAk
TRARTIERBFRD bNARVWEORRKRIICEE LTV % BE Tk, KB LA O B
THRBETEBOON D E TARORE 2T 2 Z L BAREL S, EEFMER
12 0S RNPFS & &h, AFNIA LY A=T L HE LT, OS RU'PFS 2 ARICHER L
77

#2 A% (KEYNOTE-006 BRER)

AFl 10 mg/kg ZF| 10 mg/kg A L=
Q3W QW
(277 1) (279 #1) (278 1)
hfE [A] NE NE NE
(95%CI) (NE, NE) (NE, NE) (13, NE)
08" | NHF— K™ 0.69 0.63
(95%CI) (0.52, 0.90) (0.47, 0.83) —
P fE"™ 0.00358 0.00052
hifg [A] 4.1 55 2.8
(95%CI) (2.9,6.9) (3.4,6.9) (2.8,2.9)
PES*™ 5 | MNHFf— FH™ 0.58 0.58
(95%CI) (0.47,0.72) (0.46, 0.72) -
P " <0.00001 <0.00001

Cl: 58X, NE : #EART, *1: BRMITEOT—% 1 2015F3 H3 B0y h47, *2: BRI
Cox [bBINY— REFMZKBA L) AT L OB, *3: BRIw ST Z7#RFE, *4 : RECIST 7
A RT 42 L1RRICE-S ML L BERRBIE R OWEREMEIZ X 27, *5 : PRGOS —
# (Q14F9A3B v bF7)



100 ==

90
80 -
70
¥ 60 -
B 50 -
ﬁllo-_
30
20
10 -

——— #P10mg/kg QW
- A10mg/kg QIW
—_— PULT T

2 4 6

ML RAGALARAAI ARAALASLAN LELERLARLS

8 10 12 14 16

AR A AL SR ar s el CRL e e AR EEEald AL

18

at risk®¥ &M (A)

FR10mg/kg QW 279 266 248 233 219 212
#310mg/kg Q3W 277 266 251 238 215 202
AEULYT 278 242 212 188 169 157

67
71
51

177
158
117

19
18
17

B3 OS ® Kaplan-Meier Bi#t (KEYNOTE-006 3R)

100 -
90
~ 807
X 70
“‘60—_
ﬂiso—
B 40 -
gam
20 -
107 1
|

=== 4 10mg/kg QIW
— — — AM10mg/kg QAW
— (PULT S

at risk#

FA10mg/kg QW 279
#R10mg/kg QW 277
AEULTT 278

231
235
186

4 PFS O Kaplan-Meier B (KEYNOTE-006 3ER)

14

—



@EBRERFEIFERE (KEYNOTE-054 35%)

FREREORT VM ® oEMBAERE (AAAN15FZ2E) 2R3, #f
BABRIE & LCAH 200mg QW B EDHMERNEEMR, 7F e RZHEL LT
mEt& i, EEHEEBIXEFRAFY™ (LT IRFS] £W),) & Sh, FAXT
FERLHE LT, RES 2 EBICEE LT,

#3 AHi¥MEBH (KEYNOTE-054 3REk)

#1200 mg TSR

Q3w
(51441) (5054%1)
rhovfE [A] NE 20.4

(95%CI) (NE, NE) (16.2, NE)

RFS* NPF— L2 0.57
(98%CI) (0.43, 0.74) -
P " <0.0001

Cl: {E8EXR. NE: H#ERT., *1: PREHREDOT —& 2017F 108280y b7, *2: 8
B Cox LbBINF— FEFNMT L Z TR E OB, *3: BRIv 5 7 E, Q3W : 3 EAEMH

MR s

100 -
90
80

& 70

ﬁsoj

4 507

ﬁ40—_

g 30 -
20—_
10'_
0

— AH200mg Q3W
—_— ISR

o 3 6 9 12 15 18
HEEREFRRA]

514 438 413 392 313 182 73
505 415 363 323 264 157 60

at risk#}
ZAAI200mg Q3W
TSR

5 RFS @ Kaplan-Meier #i#f (KEYNOTE-054 38

21

15
15

24

D) AJCC (American Joint Committee on Cancer) JREASIE (B 7hR) WCESFHE, 27— VWA TIXY »

PREN BB 1 mm BOBRBEDH,



GEELRBIIERR (KEYNOTE-716 RER)

ZAYRRE O AT —VIB TIC B2 oEMBRAERE (BAANIFZET) %
R, WAL LTAHR 200mg Q3W #REDHEMER L 2MER, 77 &R
ERIBE LRSI, TEFMBEERIXRFES &S, AENXT TR LB L T,
RFS * HRICER LT,

#£4 AEERE (KEYNOTE-716 3RER)

AA200 mg 7R
Q3w
(4874) (489%1)
g [A] NE NE
(95%CI) (22.6, NE) (NE, NE)
14E RFS £ (%) 90.5 83.1
RFS"! (95% CI) (87.1, 93.0) (79.0, 86.5)
SN — RE2 0.65
(95%CI) (0.46, 0.92) -
P fH" 0.00658

Cl: E#EKM. NE: HEERW, *1: 1 EE O FRAFREOT —F 12020 F 12 4By FE T,
#2 1 B Cox tbBINY— REFNMC L AT TR L OB, *3: BRIn /T 7HRE, Q3W: 3
bl ] R

100 -ﬁw S
90 Hg{'*h-m..m.
80 - ""'llmnm%
g 70 L
B 60
& 50 1
40
&30
20 | —— am200mg Q3w
10 ——~ r5en
0 . : ; . SRS ; ; ;
0 3 6 9 12 15 18 21 24 27
at risk24 WMEREFEMIA]
A#200mg Q3W 487 465 401 340 249 149 71 21 1 0
ISR 489 475 400 336 229 149 77 27 1 0

K6 RFS D Kaplan-Meier fi## (KEYNOTE-716 3BR)

®2 AJCC (American Joint Committee on Cancer) A% (B 8hR) 2 E-S< §¥M.
9



[Zei]
OENSE Ib#H3k (KEYNOTE-041 35R)
AEHERIL, 41/42 8] (97.6%) TRH b, BHREL ORRBEENEETCERVWEE
BRIX, 34/42 6] (81.0%) ICB®H bz, FEREN SBULDOBHERHIXITRO LRV T
Hotz,

#£5 RERNS%UEOBUER (KEYNOTE-041 BRR)  (RL2MMATHHSRIME)

FEBIKSIE (SOC: System Organ Class) 5 .S (éli)vﬁi
HEAFE (PT: Preferred Term) mgﬂggj
(MedDRA ver.20.1) 4Grade Grade 3-4 Grade 5
LEHER 34 (81.0) 7 (16.7) 2 (4.8
| NS AR ML R AT € R D SR )
'F“W@ﬁgﬁ??ﬁ () i g N
Tﬂtl 3 71 0 0
R EREER SORERMoRE T O e o
BRI 5 (11.9) 0 0
R A R e e S B R R T S
AST 31/ 3 (7.1 0 0
GFEREREE N 3 (1.1) 0 0
RO R R R S R T
% 5 FEiE 6 (14.3) 0 0
PO B REE S 6 (14.3) 0 0
XAk 3 (7.1) 0 0

2B, FEMEMRBR1H] 24%) . KBK - BEEOTH 26 (4.8%) | AFHRERES 3
B (7.1%) . TEAEKERE 2 4 (4.8%) . FRBERES 6 # (14.3%) . infusion
reaction 1 5 (2.4%) BROVR Y 5L 1 6] (2.4%) BB DHOLNE, T, HREE (¥5
o NU—EGRE) | BHEEE (RETHMESEERASE) | BIBER. 1 2ERA.
BEEORMEES (BRWHIRIRERR, SHAN, BEREES) | Bk, B - Sma
fRRE, EREFFIESE, B - BENRESE, DR, SRt/ MR M SEBRTR, YA MR
BORFRBIIFR® bivieh oz, RREERRTRRIBEERFSR (BRAREERY 2
) ZRUEHBRETRT,

O/ FE I RER (KEYNOTE-002 &5k)

AEHERIT. 2mg/kg Q3W B 172/178 1 (96.6%) . 10 mg/kg Q3W ¥ 178/179 1 (99.4%)
ROICC # 167/171 Bl (97.7%) IZRD BN, BBREL OREBRERBTETERWVWEE
BRI, ThEh 121/178 6 (68.0%) . 133/179 f (74.3%) K O* 138/171 fl (80.7%)

RBO LN, WTNIROTREEN 5% EORBIERIITRO LB Thotz,

10



#6 WTNHOOHTRIERN 5% EOBWER (KEYNOTE-002 BRER)  (REMEATHT A 4 M)

723, 2 mgkg Q3W BER N 10 mgkg Q3W BEITRWTENE, FEMMEE 1 6
(0.6%) KO4 ] (2.2%) . KIEJ - BEDOTHI1H (0.6%) RU6 4l (3.4%) . FHfE
B (X5« NUEREHS) 260 (1.1%) R0 B, FFHERESE 13 6] (73%) &
15 ) (8.4%) . BHREREE (RMEMEMRBLSE) 16 (0.6%) RU1H (0.6%) .
FTRASHAEEE 1 ] (0.6%) B3 6 (1.7%) . FIRIRSEEREE 14 6] (7.9%) KRUV1S
%) (8.4%) . infusionreaction2 ffl (1.1%) KO3 H (1.7%) . EEORBEEREE (KK
FERRIEBERE. STEHEE, HRAEES) 14 (0.6%) KU1 61 (0.6%) . FE% 141 (0.6%)
KO0 B, EREGEE OFRON B (0.6%) . BMZE - BEREZ 0 BIRON 1 # (0.6%)

11

. . Bk (%)

FEBASI (SOC: System 2 mg/kg Q3WHE 10 mg/kg Q3WEE ICCRE
Organ Class) 178 451 179 ) 171 45l
BASE (PT: Preferred Term)

(MedDRA ver.18.0) 4 Grade Ggacie Grade 5 4 Grade Grzaie Grade 5 & Grade G;aje Grade 5
2EIER 121 (68.0) 20 (11.2) 1 (0.6) 133 (74.3) 25 (14.0) 0 138 (80.7) 45 (263) 0
MR LYV 5RME = R AR PR AR 3
Hifn 5 @28 1 (06 0 7 (3.9 0 0 3505 9 (53) 0
A I BRI E 0 0 0 0 (0.0) 0 0 14 82 6 (35 0
HF P ERBUAE 1 (0.6) 0 0 1 (0.6) 0 0 14 (82 6 (35 0
/R HE 2 (L1 0 0 1 (0.6) 1 (06) 0 16 94 4 (23) 0
R B RE IS TAE 9 (5.1) 0 0 13 (73) 0 0 0 0 0
WibhEE . S 3 el 8 i g il
B 5 (28 0 0 9 (5.0) 0 0 14 82 0 0
T# _ 15 (8.4) 0 0 19 (106) 2 (1.1) 0 14 (82) 3 (1.8 0
Bl 8 (4.5 0 0 16 89) 1 (0.6) 0 56 (32.7) 4 (23) 0
og 2 (L)) 1 (06) 0 10 (5.6) 1 (0.6) O 26 (152) 4 (23) 0
R REWERL ORI ORIE ' E bt
i IE 6 (34) 1 (0.6) 0 8 (45 1 (06 0 10 (58 1 (0.6) 0
P 40 (22.5) 2 (1.1) 0 52 29.1) 1 (06) 0 62 (363) 8 (47) O
LB 6 (3.4) 0 0 11 (6.1) 0 0 8 @7) 1 (06 0
FRARIRES v L i
NE e 0 0 0 1 (06 0 0 13 (76) 5 29 0
AR X ORI i 2
RARIIR , 8 (4.5 0 0 17 (95) 2 (1.1) 0 26 (152) O 0
BEERR L URARRES - :

S 13 (7.3) 1 (06) 0O 12 67) 1 (06) 0 9 (53) 1 (06) 0
75 P9 9 (5.1) 2 A1) 0 7 3% . 0 0 10 (58 1 (06 0
HRARE o e s

K=z —aF— 2 (L1 0 0 0 0 0 14 82 2 (12 0
SRR 1 (0.6) 0 0 2 (1.1 0 0 11 (6.4) 0 0
L4 PERSOVANEL s S 5

JEHE 5 (2.9) 0 0 1 (0.6) 0 0 35205 1 (06 0
dr R 9 (5.1 0 0 9 (5.0 0 0 2 (1.2 0 0
5 FEE 37 208) O 0 42 235) 0 0 6 (3.5 0 0
R 21 (11.8) 0 0 18 (10.1) 0 0 8 (4.7 0 0
BER R 5 (2.8) 1 (0.6) 0 10 (56) 1 (0.6) © 0 0 0
SEMEEH 10 (5.6) 0 0 9 (5.0) 0 0 2 (1.2) 0 0



W EE SR 0 FIRO 2 ) (1.1%) BRD LNz, £7-. BIBEE, | BERRK,
R - BRECARRAARAE , DAhA. SsBthi/ MR SRR, A M2 d J OGRS ERES 1T
BOOLNRoT, KEWERABBERIBESESR (BEAREEEEZ2ED) 230EH
BRERT,

@?ﬁ%%m*ﬂ%‘itﬁﬁ (KEYNOTE-006 #5%)
- HEFRIT. 10 mg/kg Q3W BE 264/277 $1(95.3%) . 10 mg/kg Q2W B¥ 275/278 4] (98.9%)
R OVIPL #¥ 239/256 1] (93.4%) IZRD L, IBRE L ORRBRENEETCERVWEESE
BIX, TNFH 202277 B (72.9%) . 2217278 B (79.5%) R TU* 187/256 f] (73.0%) IZ
BOONT, WTFNDLDORETREERN 5% U EOBIERIITEREO LB Th-o Tz,

KT WTHPORTHERAEY 5% EOBMER (KEYNOTE-006 3R8)  (REMATH&E)

sae B (%)
Orgafucjlzsjﬁ (S0EgSyster 10mg/kgQ3 WEE 10mg/kgQ2 WHE TPIRE
HEAFE (PT: PreferredTerm) 277451 27861 25641
(MedDRAver.18.0) 4 Grade s Grade 5 %Grade G;a:le Grade 5 %Grade G;a;ie Grade 5
2EIER 202 (72.9) 28 (10.1) 0 221 (795) 36 (129) 1 (04) 187 (73.0) 50 (19. 5) 1 (04)
Wﬁ}iﬁ‘ﬁﬁ e : 7 e 52 NI W SR A el B AR e R '1-A L AT
?kﬂ%&%sumﬁr 7 (2.5 0 0 17 (6.1) 0 0 6 (23) 1 (04) 0
w}:}ﬁiﬁ ﬁTF nY ,2..1,. (76) 0 0. 25 (90)’ 1 04 0 2 (os) 00
ﬂEF 5 (1 8) 0 0 10 (3 6) 0 0 15 (59) 0 0
KR 8 (29 5 (1.8 0 4 (14) 4 (14 0 19 (74) 16 (63) 0
TH# 40 (144) 3 (L) 0 47 (169) 7 (25 0 58 (227) 8 (3.1) 0
[mEsf 11 (4.0 0 0 20 (7.2) 0 0 1 (0.9 0 0
B 31 (11.2) 1 (0.4) 0 28 (10.1) 0 0 22 (8.6) 1 (0.4) 0
MR 5 il 8),“ 0 0 10 (36) 1 (04) 0 14 (55 0 0
M EEESLOREHMORE S AL A A
% e 31 (112) 0 0 32 (115) 1 (04) 0 16 (63) 2 (08 0
wE x 53 (19.1) 1 (04) 0 58 (0. 9)_ 0 0 39 (1523 (12) 0
BBESBRAR 7 5 i R S NS S R S S R Tl e I PN
AsT#m 6 (22) 1 (04 0 14 (5 0)_ 0 0 6 (23) 2 (08 0
RMELORREE G R LSS e R o s A S YA I .
 BARBOR 18 (65) 0 0 1? (6 1) 00 2 (78 0 0
BRERSORSMMEE (DN T e SRR e
RB&hsE 32 (116 1 (04 0 26 ©9.4) 0 0 13 (5 2 (0.8) 0
sl 6 Y 0 0 19 (68 1 (049 0 5 (200 1 (04 0
B & O AR Fr N AR £ e 2 3
Z 5 ERE 39 (14.1) 0 0 40 (144) 0 0 65 (254) 1 (0.4) 0
52 ' 37 (134) 0 0 41 (147) 0 0 37 (145) 2 (0.8) 0
BEEAR 31 (11.2) 0 0 25 (9.0 0 0 4 (1.6) 0 0

728, 10 mg/kg Q3W BER TN 10 mg/kg QW BEIZBWTENEh, MEMMES 4 4
(1.4%) BB (0.4%) . KiB% - EEOTH 10 4] 3.6%) RUN13 451 (4.7%) . #F
BEE (X702 - SU—REFERS) 260 (07%) R0 6, FHEEREE 14 6 (5.1%)
BOr23 B (8.3%) . BHRERES (RMBEMEMERE) 2461 (0.7%) RO 161 (0.4%) |
TEAHAEREE 1 4] (0.4%) &U 161 (0.4%) . FUIRRRSRERES 28 41 (10.1%) KUY 33

12



B (11.9%) . BIBEEE1# (04%) RO24) (0.7%) . infusion reaction 7 1 (2.5%)
BOS B (1.8%) . 1 BUERAG 161 (04%) KO0 ), EEOKBEE (RERIRE
RE . STUHLEE. RMEEZ) 0 BIK U1 61 (0.4%) \ BESE 1 61 (0.4%) ROt 1 41 (0.4%) |
F54 « BREUTFRAAREE 1 0] (0.4%) R TR0 B, AMZk - BRI 0 BIR TN 1 41 (0.4%) | MK
R YSEL3H (11%) RO 6 (04%) RO BN, £, BEMRENE. L
g6, St/ IMRIRA ESEBEE .. Wl I R OFRSFERIB LR ® btk olc, ABIE
FARBLRRIIEESES (BRREEREZED) 280EHFRETT

@E BRI F AR (KEYNOTE-054 #5R)
HEBERIIARIBETIT 475/509 F] (93.3%) 12, 77 B REETIX 453/502 B (90.2%)
WWRHA Lz, IBRELORRBEABTE TE RVWAFFRIL. FRHBETIT 396/509 B
(77.8%) 2. 77 & RBETIL 332/502 6] (66.1%) WCRI LTz, W OB CRER
N 5% EOBHERIITRO LB Tholz,

#8 WThAORTHRREN 5% EOBWER (KEYNOTE-054 BB  (Z2tEART xR

25 K458 (Ssoc _ FEx (%)

SystemOrganClass) AKITE A i 53

#AFE (PT: PreferredTerm) 50941 502481
(MedDRAver.20.1) 4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4  Grade 5
EIEH 396 (77.8) 74 (14.5) 1 (0.2) 332 (66.1) 17 (3.4) 0
I L e o T o O AT R

F A R RETLE T 49 (96 1 (02) 0 4 (0.8) 0 0
R MR AR T E 73 (14.3) 0 0 13 (2.6) 0 0
T 94 (185) 4 (0.8) 0 82 (163) 3 (0.6) 0
Bl 58 (11.4) 0 0 43 (8.6) 0 0
RS RS EOR SIS D R e
\NIE 48 (9.4) 0 0 34 (6.8) 0

Y 143 (28.1) 4 (0.8) 0 135 (269) 2 (0.4)
R e B S e R T S A R S R R
ALTHEM 26 (1) 3 06 0 16 G2 1 (02 0
T PO s L L N i TG i i
BaEE 51 (10.0) 3 (0.6) 0 47 (94 0 0
fERTE _ 26 (5.1) 0 -0 15 (30 0 0
EREE B LGB T P Y 2 L N T R D
SRR ' k 37 (713 0 0 33 (66 1 (02 0
RS, MESLOMREES b 0 E SIS T
PO ) 27 (53) 1 (0.2) 0 14 (2.8) 0 0
R & O A L S R S DS RS R e S e
D EE 85  (16.7) 0 0 49  (9.8) 0 0
k32 49  (9.6) 0 0 32 (6.4) 0 0

723 . AFIBET RO CRIEMEIERES 15 41 (2.9%) . KB - EEO TH 23 # (4.5%) |
FTHSBEREE 46 1 (9.0%) . BHUEEREE (RMEMEMERBRS) 26 (04%) . TEELR
BepEEE 11 4] (2.2%) . FRBRAEAEREE 105 61 (20.6%) . BIBHSAERESR 5 #1 (1.0%) .

13



1 BURERRIA S B (1.0%) . S ESIRK 26 (0.4%) | Fhde - BRBURMIRIE 1 41 (0.2%) |
fEd 2 Bl (0.4%) . EREMHESE 1 61 (02%) . 0L 1 (02%) W TNT infusion
reaction2 f] (0.4%) MFBH LNz, T, WREE (X7 - NV—EREHE) | 5E
DREEE (BREHIEIRIEREE, S, HERRES) | Bk - fR%, St
HRIRD MESRBESR . VA I B DR ZFEREE 13580 b e do 12, ABIVERAR IR ILILE
HER (RAREERER2ED) 230EHERETT,

GOEBEIXFRF MR (KEYNOTE-716 ER)
BFEERIIAFIFETIL 461/483 B (95.4%) &, 7T EREETIL 444/486 1 (91.4%)
WHBE Lz, ERELORRBEBRBIEETELRWVWEESRIT, AFIBETIT 400/483
(82.8%) 1=, 77 B AREETIE 316/486 B (65.0%) KRB L7z, WTFNMhORECTHRER
2 5% EDORIERIITRO LBV Thotz,

K9 WThh O CREREN 5% U ELOBIER (KEYNOTE-716 BE) (R2tAgirn &)

FBEBIXSHA (SOC: System %k (%)
Organ Class) FHRE ' 77 kAR
FARFE (PT: Preferred Term) 4834 486f1
(MedDRA ver.24.0) 4 Grade Grade 3-4 Grade § 4 Grade Grade 3-4  Grade 5
_ZEER 400 (82.8) 82 (17.0) 0 316 (650) 24 (4.9) 0
Aok : % ; = Tl e
FOR RS RETUHESE 48 (99 1 (02 0 6 (1.2) 0
RIS RE I T E 75 (15.5) 0 0 14 (2.9 0
FiRBREE | SR _
TH 90 (18.6) 5 (1.0) 0 55 (113) 1 (02 °© 0
B % a9 0 0 3 @68 0
R SHRER LGRS ORE : L TR S e .
T|IE 45 (93) 1 (0.2 0 4 (9.1 0 0
¥ 102 (211 1 (0.2) 0 88 ' (18.1) 0 0
ALT #/n 38 (79 4 (0.8) 0 23 @ 1 (02 0
AST #470 . 30 (62 1 (02 0 2 25 2 (04 0
| EBRRR LURARRES , BRI
)RR 78 (16.1) 2 (0.4) 0 39 (8.0) 0
P ) 32 (66 2 (04 0 17 (35 0
B LU FAAEEE : ; : AR
% 5 FEIE 117 (242) 3 (0.6 0 51 (10.5) 0 0
%5 76 (157) 7 (1.4) 0 36 (74 1 (02
BER BB RE B 35 (12) 2 (0.4) 0 8 (L6) 0

B, FEFECB W THEEMMES 8 6 (1.7%) . KB - /MNEK - EEOTH 22
Bl (4.6%) . BEEOCKEEE (PTHEMERLEEMADE, KREHEREGER, SIAH,
FRBEZE) 16 (02%) . HREE (F7v - SU—EEHS) 46 (0.8%) . BIE
FF%% « FFARA - FFSREREE - FT2¢ - ABALMERRE 2% 59 6] (12.2%) . HRRARMEEEREE 101

14



Bl (20.9%) . TEMAHAERE 1261 (2.5%) . BIBWREERES 1241 2.5%) | 1 3R
W28 (04%) . BHEEREE (RMEMEMEER, RREBTRE) 36 (0.6%) . BER
18 (02%) . 54 « BELUESRMARIE 581 (1.0%) . EEMENE 26 (04%) . €D
fEizs 1 4] (0.2%) . infusionreaction2 B (0.4%) RUESZRMIKEE (Gt MR
DMESRBIR, MR, FRIFERES, WERRIERES) 1461 (0.2%) BB LNT, FT,
RS - BRSO, BEEOBRX, MRAREEHEUREZITEO 2P oT, &
EERRBRNIIEETS BRERAMEE2EL) 230EERETRT.

15



(R - fk]

o RIGUIRARE B BAEBRE T4 & LS ERRE (KEYNOTE-002 AR K
U*KEYNOTE-006 3RER) DOfER. 2 mgkg Q3W, 10 mg/kg Q2W K& T* 10 mg/kg Q3W
DWFTHDO A - ARICBWTHAFOFIMER CEEEICEZRITRBD bz o
7o

s FAHOREFEDBBHET ORR, BERAEREICRIT S 200mgQ3W HERFD
AUCq e (EFIRRBIZIIT 5 6 B OREE-FERT AR T M) ©PRM [10%5, 90%
A1 mg-day/mL) X 2.16 [1.45, 3.04] mg-day/mL T3H V., 2 mgkg Q3W HEHFD
AUCq; 6wk (1.32 [0.722,2.06] mg-day/mL) &3E{L L, 10 mg/kg Q3W & 5-RFD AUCqs goic

(7.49 [4.32,11.3] mg-day/mL) % TE-7z,

o BHRAERAZARLE LIEAR ORBERICHNT OFRER. Bt sh = RiE - Ak 2
mg/kg Q3W 5., 10 mg/kg Q2W 5 K& U 10 mg/kg Q3W #&5-) DB T AUCs 6wk
EAEPMERORZEM L ORI BEEIIR D bhieh ok,

o AFOBEREYEREETAEZRA LY I 2 b—va iz kb, A#H 200 mg &
Q3W. 400mg % 6 @RI (LT TQ6W] &\ H,) XiX 10mgkg (KE) % 2@
FFR CAF TQewl &5 ,) TRE LEBEOARFOMEFIRESR S,
ZOREFR. AHK| 400 mg Z Q6W THE LizBROARK|D EFE IR 5 LB MiE
FIE (BUT [Cagesl EVV9,) X0 &K 200 mg % Q3W THE LIPRD Cavges &
BT 2 & FRIENEZ (FR), El, A 400 mg % Q6W TG LIZEOARF D
EFREBICBT2RBMEPRE (AT ICuhes) £V 9,) X, A% 200mg & Q3W
TERELZBED Couss E B L THREZ T ETRIENZ 0D, BAABEIZR
WTRAEMERHER SN TV B - R ThIAK 10 mgkg (KE) % QW T
B U72BED Coaxss & R L CTIREZ R T & FRIES N (FR), bz, ENRANE
BE B X RITAA| 400 mg 2 Q6W TS L iz i/ B IFERABR (KEYNOTE-555 3iR)
FVELNEERFECESSEYERE AT A—FiX, VI 2b—va ik TFil
L7 RMBIRE T A— & LB L (TR), M2 T, BEOBECS T 2EHRER
BRAARICE S & | AFIOBRBE L A IIREM L OBRE L RN T 3 RBRIGE
TODBEE I, A 200 mg 2 Q3W Xik 400 mg % Q6W TRE LEZROBRER
LRSI REME L OBEIZOWTHRET SN RER, ERRoRE - AEOBTH
DR OVZEMICARRZRITIRW L FRISNE,
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R10 AROKEHBB AT A —F

uem— Cor Cos” Con o Cones =
(pg/mL) (pg/mL) (ng/mL) (pg/mL) (pg/mL) (pg/mL)
200 mg Q3W! (58.55?.519.7) (27.27’,7.298.1) ( 17.;?.118.3) (91.3?;;4.1) (49:;(,)';1 1.0) (30.35??1 4)
400 mg Q6W' | 12%24) (32.%??2.7) (10.11(,).160.8) (142“1;49) (50.51(,)'57 13) (19.?;(,)'230.9)
40(°£“§IJ?1§6)W (1351 2610 ; 6.4) Na ( 14.1:'265.4) - ks b
80 mgkg Q2W! (21;,2323) (14;:“1‘45) a 1;1 ?21) (423,2233) (272:7382) (19;,9200)

+:n=2993, 100 DY I =l —a ik D EHSNBMESEDTRE (2.5%R, 97.5%R) « Cmux : FIE
BEROBBMEPBEE, Cu: VERESROFHMEPBRE, Con: PIERER (A 702 BEM) OFKEM
FERIBE. Craxs | ERIRBICEIT ARBMIEPEE, Cogs : EFIREIZIIT 2 EHMIFEFRE, Crinss : EFR
REIZ R 1T 2 BlR M yE IR E
i 56 BIOBTEHME (95%EHRXM)
§ - 41 BIOBTEHE (95%FRXF)

NA : #Z474 L

17




4. BRIZHOWT

BIGEIRA B R BRI T 2 &AREH & L THABARRE (£FFRE) »e
ENTWAZ b, YEAELZBUIICERTXAMBR THAINERDHD, FDOLT,
EIRML Y 27 EEFHE RMP) ([ZES& | AFIOERGKHZEMEETIEE~D W I KH] 23
HIMRTH- T, RFOBRENFN2BRELZZH - FEL. AFOREICIVEER

Hﬁﬁ%%ﬁbt\uﬁﬁ?éc&ﬁ%%&tbvuT®®~®®T&T%%k?ﬁ%
WCBWTHERT A& THA,
@ HmERIzHOWVWT

@1 TiEo (1) ~ 5) OWVWTINEYTIMRETHDZ &,

(1) BAFSBRESEET 508 ABFEEL NS GREFRD ABRESEIL IR,
Huk 23 A RS FREHE B AR, HUEY A RBIRR R &)

(2) FrEHSREIRPE

(3) #EFRAENEET 208 ABFEERE (BARREERERPL. BSARRES
WAERbE, NABREEREEREE A &)

4) ARALFFEZE A RE L, S RIEE L FERIEZ R | I RIER L ERIEZ R
2 OEREEIR D BHEIT-> TV SR

(5) NMEMEBAQAGERMEOREEIRIBEEIT> TV A HER

®-2 BEHRAEO(FEERER ORIERRBREO IS5 72 56k L Rk % 7O ER
(FROWTNNICEY T ZIERM) B, HZZ2EROAKICETHROREEL LT
BEXNh TSI L,

*

o EMMGBIFEEE 2 FONPTHEERZET LTI-RIC 5 FL EORAIRROBEBERIHER
ToTWBZ L, 95, 24U LT, DARMRELZ XL LI-BRIEEZOMEL
FoTWBHI L,

o EMRIFIER 2 FOMMPHMELET LIcRIC 5 FEU LOREEEEREZE O
KRBRERLTVWBZ L,

@ BNOEEMEREBROKHICONT

ERMEREHRCEETIEEENEE S, BECENLOBFREBD, A&
EMEEZHOFROETRK VEMEICHNT 5 EREE, AEEFRNRAE LR 0OHmE
R, ENESHIITONBEHBE->TWEZ L,
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® BEHER~OHRBITONT

®-1 BWEARBBEREOMISEHICET 5B E
MEMMEREDEERBERNTA L-EEIZ, 24 FMREREROT, Yk
IREEMEER TV T, BB LEZEWERICRE U CAREEK O CT £ 0RIERA 0N &4

HLRREOHKHENY BFIZE LN, BEbICIGTRRRERSE-TnaZ L,

@2 EFRMNFEEICLIAFFRISICTETSEML

NAZRICED ZEMN M E OB RE2E T IEREEEVRRERE=2Y 7
EEDIERDOAZ Y —=V TRITOERE L FRELE TE 5 57— A EREHHE
fBEhTnWaZ L, i, Bkl nWT, BRABE L FOFRKRIZ+HICAMINT
WwaZ e,

®-3 BIEROBRECHINIZEAL T

BIVER (RIEMMRBICMEZ, KIBK - DNBK - EEOTH., BUER% - FFA2 - IF
HeREREE - fT4¢ - TLMERE &, BMERES (RATEEMESL. RRETRE) | W
HWEE (TEABERES, FRIMSERS, BIBM8ERES) | 13ERKB. SEIIR
K. % - EBGRARIE, Bk, EEOKMNMEE (PHEMEREEMATE. RMRIRR
SEERE, TR, EABIES) | infusionreaction, MMZS - B, EIERGEIGE, &
BEE (X7 - NU—EERS) | LR, BEELMKES (Gt m/ Mgt
BO. VMR, AREERRE, EERIEES) | EEOBE L. MERAREGER. HiE%)
W3t LT YREHERR SUE B E RSB OB R F 5 ER LY L (RHWEROBEe
SHSICB L THIRERURBEZITONAIEFICHD L) | ELICEHDRLERTE 5
KENEESTNBEZ L,
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5. B#EXNRLREBE
[B#hEIZ BT 2 FE]
@ TROBEEZBWTAHDOESERRIN TN S,
o ALFERIEBRO RNV R MEERIERD b 5 RGBT Bt R A ERE
o ERYBR#EORAT—VIB, IC ®2 Yixm &Y oEMBEEAREICRIT 5T
“ARBhRE
72¥. BRAF B TFERZETHHRFITB W TIL, BRAF AEAIIC L 215FLER
THZL,

@ TRICEETIHAAORE R OERFIEIZ OV T, AR OFMES LS TR
5%, AROBRERRERLR,
o fLOFEBMEER L AL REShOBE

[Ze&tizB+53H]

O TREZYTIAFICOVWTHARORENZEZ L SR THWBEI N, BE2IT
bRrnz e,
o ARSI LIRBUEDBEERED & 5 BHE

@ HBEROFHIZB W TTRIZKY T 2BEIC OV T, AFOBR SR IR
23, MLOBFORIRE B RWVIFAICRY . ERICAREZFERT I LEBETE 5,
©  FEMHRBOGHIIIBEEDH 5 BE
o MEGRE CRER R 5 BE K OTEEIE O BRI O m Yt b 4%
LOMICREREB A BND BE

»  HOERBEREBOAOE SUXBMARE L IXERMEo B AR KRBOBEAERED
H5BE '

o JHERBHE (EnEBMIEBHEEZES) OHLBE

. REEOBRUIEEEZETIRE

+  ECOG Performance Status 3-4 & D@ %

3) ECOG ® Performance Status (PS)

Score EE

0

2L HERENTE S, BRAERAL ARERRFIRZRITL S,

PRI E L OEBNIRIR S h 2 23, BHTRRET, BIEREE> TOERITI Z LR TE S,
Bl BORE, FBIEE

ROENEZASOEDEY D& LMTERY, AFD S0%UEEZy FBRFTRIT.

B W] -

LB, BADHDOEY O Z x££ TR, BRIy FIRFCRIT,

20
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6. BEITRELTHETNEHER

©)

o

®

WATSCEE TN 2, BEIRFERE MRS 5 BRI IC R 3 & ARF O R USEIE(E

AT HEREREZTDICEBLTHILHERT LI L,

BRBRIRIC ST D, BENIXT OFEICAIERERELZ+ABA L, REZE

ThbEToz e,

ERBHERHD<RX T A Y MMZ2WT

o REMMEBRBRHLDLRAZLNHIDT, AEOEREIZH > Tk, FIHVE
®(BE0H, FEREEE, W) OMBRUHE X BREOEHS, Blgz+
BT T &, £, BRERZISUTHE CT. MiF~—V—F0mREL T
BT &,

+ infusionreaction 233 Hb B = L 23%h B, infusionreaction 23FE D L ILIZIHEIT
X, WEARLEETO L b, ERAEET S E TREOREL +HICEE
TBZL,

o ERIMSREREE, TEAMERESERORIBHERERHODLONLIZERH LD
T, AKOBREBEHTR RSB P I ERNICALSWSERE (TSH, L2
T3, WEHE T4, ACTH, P aLFy— L SDRiE) #EmTHZ L,

o BUENTZ. AL, FFHREREE. k. BLHEBEEREHOOND VDD
DT, A O EBEAT R RS I ESBICAHERE (AST, ALT,
y-GTP, Al-P, YU AVEVEDORE) 2EMTH &,

o BEOBER (ITEARMIEEREREZET) FOEERMEERH LbND
TERHBIDT, FEHNBROBRFOFREHERTI L, £, ROERERN
ROONEBAITIE, BN CEFRBELZR2 TR IBEEZRETLI L,

o AFOHBEIZLY . BEOHRERGICRET B EE X BNDERL REBOMIER
NbHobdZenbd, RENEDONEHAICEK, BRLUEFLRIIG L
B 72050 & R A B AT & B U CGEYIZERIZET 2TV, BEORE
RISz X 2BIERANEDLN B HBAITIE, AFOARFEIPIE, ROBIBRES
NEVRIOBRELEREZERTHZ &, 2B, BIBREFRNVEOREICXY BHE
FOWRERRD bNRWEAITIE, BIBRERNVE USSR EMTHA OEM
LEBTHZ L,

o BEHRTH. RN OE ARALTHLEWERBRER T Z X H 572D,
AHNOBERTHRICHBWERORBRICHDITERETH 2 &,

o 1HUEERIE (BUE 1 BUERBEET) bbb, BRAEAES FT Y F—U R
CEBZENHZDOT, BB, Bl IBHEFOEROFERLMIFED EFIZ
SEBTHZ L, 1 HERBEREDNZBAICIIREERIEL, 12D VR
FOBELEOBEE)RLEEZITH Z L, '

RIS AR B BB RS IERT BRI, AROBRKRRICBNT, &5

BESEH O 3 W AU, ENLARE, BERMA D 1 F/MIX 6 B Z & ITHIMEDRE

MEIT-> TV Z & 2BEBI, AFBREFIIEHNICDHROEREZITI Z &,

SR % OB B AEBRE ~OWTRMEREL UTHEAT IRITIE, AR DEKRK

RBzBN T, HEHEPORBERET R BRILT 6 VARZ LICADME
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DFEEIT > TV Z L 2B EC, AR OREFIIEMCHROBREITIZ L,
7B, WRMEE L LTHERTAREICIE. AFORESEIX 12 VARETE
THIE,
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BoEEREET A FF4 v
Ra7nY X<v7 Bz
(R4 : 4 PVv—F [ HE 100 mg)
~HHREEI XY Vo E~

Yrk2 94118 (ff44E9 AT
B A A



Bk

N e S 22 12 5

XU ®IT

AEIDRR, TERHF

K& PR R

HEERIZDVNT
BEXRRERHEE
REIBELUTEETN&FHE

P2
P3
P4
P7
P9
P10



1. XL®IC

ERLOFINE - REMOREROTDIZIL, TFASTESCE SO EEERER KD
bhd, IHIT, ITFEOREETOESRIC LY, REEIRRR & ORI 2RI
FERGHPABENDIF T, INLOERERZHIILERBEITRIE TS 2 L ARED
L 2o TRV BREMBOEE & O EAT £ 2016 (ERL 28 456 A 2 BEERE)
KRBWTH, EFMNERREOHERAORELEEZREZ L LI TV,

FIRERAMEEERLIL, KBEASEEN e 7 7 A VBBEFOERL LA LICE
RHBZLBHB, Z0D, AIMEROREMICETIHERI+4ERET 5 £ TOM,
UHERBOBEZMZIT A2 ENHHFIN2BEICHLUTERTS L LBIT, BIFE
FANRRE LB HERM G E & 5 2 & BARER— 8 OEM &= 7 ERIERE T
THZLREETH S,

LizBoT, BRAA FIA4 Tk, BAREESINE TRELN TV IEFIEEM -
BENRAMCESE UTOERGOEE R FERZHET 2R b LERESR, B2
FROEEFEEZTT,

BB, AL FIA ik, MIIITEIEAERDERSERAHE, ARtEEARER
BRIEEZS, —REFEAN B ABRABES R O—RLEAEA B ARLRFER OB
b LERL LTz,

SR L RHERN ¥4 MV—F KREE 100mg (—f%4 - a7l Xv7 (#fs
THAMEZ)) ,

HRERAPETIIHAE - BRIIHBEO TR VX ) VN E

WNBLRABERVAER  BE. RAIIE, a7 r) X~7 (#BExFEHkmL) LT 1
[E] 200 mg % 3 R 1 [B] 400 mg % 6 BFEREFRE T 30 5
T CTRBFHET 5,

g R R ¥ H - MSD H&tt




2. FRO®KE. 1ERBF

FA M—F REEE 100mg (—R4 a7 u ) Xv7 (MEFERZ) ., BT IER
A & 5,) iX, PD-1 (programmed cell death-1) & %D VY ¥ FT&H 5 PD-L1 RUPD-
L2 & OREAZEHEMET S, & MulgGs £/ 7 a—FAHEKETH S,

PD-1 REK 1T T MRS EE RS O N 5 72D 12 3 AR SR 3 5 22 ez il
ZA v F T, PD-1 1%, RERQRBICBOTHESER T MEOMIREZIICEEL, BEA
ERGE S ANE X GTRR R RER G2 HIET 5, T7hbb, PD-1 XYV FEHE
ETHZ LI VRREZERCL D VI INVEEZACHBT 22 AETH S, PD-L1
OEFHRBRICBITZREBRITDTNTH I, E<OPAMIRTIT T MiDBHE M2
HIFEBRICHERBR LTS, BAMBBICEIT S PD-L1 O&EFEHIT, SHIRE. BIRES.
FRAREQHE . SREUE. F/NIaltE 2 & O 4 B A TTFRARBERFTH Y, EOAEFR
& OHBEMESHESh TN,

BEORADBRKATH & PD-L1 EBEOFMBMEN S, PD-1 & PD-L1 ORFREITIIES
DOHEERICIBWTEERREZHE Y Z ERRBRINTEY it RBABROER &
LTS h TS, - R

AL, PD-1 £ PD-L1 BOPD-L2 OF Y H v ROMAEMET 52 Lic kY. BB
BUNBE D OEESRAMESME T VU ReEm LS8, FERGE 2 BEMHEL
T5Z L THEENRERET S,

AE|OEFBFFICESCBEDRERISC X 2BWERER S bbb, ERUIETIC
EL MY H D, FERIOBREPRORERICIT, BEOBELTSTTV, BFEIRE
H bR B EITIL, T L FRITIE U7 PR 255 & RR 2 R o =R & 8 L Tl
22 EERIRB T 21T\, IBEDORERGIC X 2RIERBEDN 2 HAIIE, BIBEESV
ELHROREEDEIRVEET O LER D D,



3. ERERARE
BREIBBEOTRER X ) v EOARRRICE 21T - e ERBRABRD
AR E R,

[Hzhtk]
ERRIE RIS T AHER (KEYNOTE-087 #A5R)
BEREOIEEEOTRNEOF ) o ERE 210 41, BARAN 10 FIZET) OLUT
D 3OO aF— b EFRIC, AHK| 200 mg 3 BERR CLT Q3w &), ) B#ED
BIMER RSN RIT SNz,
- BEEMEMABERITRIC, Ty yFi~s RFFUICXBBEREZITT-A
# (adr—1Hh1)
- BFEMBMRBREIERICTHY . o LY F~Ts RRFUICLDEEE
R BE (2k—12)
- BEEMBBRBIEBITRIC. Ty yxv<d RRF UL BER (—RBEX
IREERED—BLLTOT LYY F T RRF UL FHITERIISER
W) BFZITTVWARVAE (ak—h3)

728, G TRBETHRED bLEHEIC, RAETZ R IERIRBD b ivan
ZLOBRERMICEE L TW5 BE TIL, REILIEOEGFME CRBETHIBOONLET
AN ORE MR T D5 L BNTREE Shie, TEHEER THIEMEK (KFT IWG
criteria (2007) 123 < FRY)EBIZ L 555288 (CR) XixEoES (PR) 0FlIA) i
£1DOEBYThHotz, 2B, FRICREINEZRESRDEIL, WTFhoak—ib
20% T -7z,

1 HERBS (KEYNOTE-087 BAE)

ak— b1 aFR— F2 a7R— B3

(69%1) (814) (6041))

2% (CR) 15 (21.7) 18 (22.2) 13 (21.7)

J— #5528 (PR) 35 (50.7) 35 (43.2) 27 (45.0)
(%) ZE (SD) 13 (18.8) 9 (11.1) 13 (21.7)
#4T (PD) 3 (4.3) 17 (21.0) 7 (11.7)

RaiEN: 3 (43) 2 (2.5) 0

2% (CR+PR) (%) 72.5 65.4 66.7

(95%fE 8 X [) (60.4, 82.5) (54.0,75.7) (53.3,78.3)




[Z24tk])
ERRIEFSE AR (KEYNOTE-087 k)
HEESITRBRAA T 202/210 £ (96.2%) 258D b, BIVERIX 144/210 B (68.6%)
ZEB® bz, RERN %L EORERIEF 2 DLBY Thot,

22 REEN %LU LEORWEA (KEYNOTE-087 BB  (R2MARNr i &4E)

BERMKSR (SOC: System Organ Class) ﬁ;?& ;A;;
HAEE (PT: Preferred Term) 21081
MeIDRAUNET 0N ‘ £ Grade Grade 3-4 Grade 5
2RIER 144 (68 s} 23 (11.0) 0
P 2S B o SRR, S e A i T 7 2 S R S A Sl
BFRIRBPIE P 1 (5 2)
LR T N B,
i ﬁﬁwmﬁeiﬁﬂi _ 26 (124>
fi'ﬁﬂ#ﬁﬁ% R R s A= K IR
15 (7 1)

F'L Moo e o e e e a2 S (GlT)
GRS aRE R FURE R o T AT
HEH 19 9.0)

LR 2 0s) |
UWRERREE A BRI OV S R R R
. — B o Dl _____ll __0_
R RS RN T TR S R e
. SR S SRS SR ¥ NSIRI 1Y) N [ ©s | 0
BELY, SRR I G e MR o L A MU S A M D SN (P
B2 16 (7.6) 0 0

¥, MEMMERIT 6 6] (2.9%), Kk - BEOTHIL 3 F) (1.4%). WiRREE
(FT v« NU—EFERRE) 12161 (0.5%). ITHRERSIL 8 6] (3.8%). FIRIREHER
=11 29 41 (13.8%) , FF 4 - BRBCAFRRARAE 1% 2 4 (1.0%) | infusion reaction iX 17 4 (8.1%) .
RESERIT 26 1.0%) BROLBRIX 16 (0.5%) TROLNhL, £l BEEORN
M (RERIEIRIEGR, SMALRE. BREES) . TEAMERE. BIFMERS. 1
RUBEGRA. BiAEREE (RMEMEMEERS). ik, EEMHEIE. MK - MRE. £
T /RIS AMMESRBER . IR M K R EBRIB IR b o 7z, zliﬁlmsﬂi%ﬁ
KWRIZEESES (BRREEREZ2AD) 280EHBREZTT.



(A - A

AR OBERAEDBRESNEZFIFA LY I 2 b—Ya itk &4 200 mg &
Q3W, 400mg % 6 MMM (LT TQ6WI &5, ) Xit 10 mgkg (FE) % 2BH
BRE (OLF TQwl &5, ) THRE LEZEOAF O MEPRENRF SNz, £0OH
F, AFAl 400 mg B Q6W THRE LIBROARH DO EHRIBIZIS 1T 5 EH MiEPRE (B
T (Cagssl VD, ) IE. KA 200 mg % Q3W TERE L7ZBED Cuygss & BRI 5 L TFHI
Ehi- (FHR) . £7-. AH 400mg Z Q6W THRE LI-EBOARR 0O EHRBIZEIT 58
BILEFRE (AT MChss! V5. ) X, A% 200mg % Q3W TRE LT2FRD Craxss
CHBRLUTREEZRTLTFHINZLDOD, BAABEICRBNTAFMEPER ST
R ARTHHAHE 10 mgkg (FE) %2 QQW TERE LTEERD Coaxss & HER L TIE
EERTEFRHSNE (FR) . &b, BHEEAERSE ZXIRITAHA 400 mg # Q6W
THE LIz EHERE (KEYNOTE-555 RR) X 015 b /- ZRIEICE S < KpEhig
RIA=HZ, VI ab—va k) FPRILZEDBREARS A—F ERBLE (TR,
Mz T, BEOBIEIZ BT 5 ERABREEICE S & AR OBRER L GHEITEME
L OBEAZRFTT ABRBRGTT VREEIN, AH| 200 mg % Q3W X 400 mg %
Q6W THRE L-EEORER L A IIZEM L OB OW TR SR, Lk
SO - RO AR ONZEHICHRZER TV LTRSS,

3 FHRDEHBB AT A —F

k- AR Cinax Cavg Crin Craxss Cavg,ss Conin,ss
(pg/mL) (ug/mL) (pg/mL) (ug/mL) (ug/mL) (ag/mL)
200 mg Q3W! (58.2?'519.7) (27%?58.1) (17.2'11 8.3) (91.97?.:4.1) (49.?;(,)? 1.0) (30.35(,).39 1.4)
T (125??24) (32.?)?;‘2.7) (10.1:,)';S 0.8) (142?749) (50.51(,)';/ 13) (19.?;?50.9)
40(0%511%5‘” (1351.2,6.103:6.4) NA (14,12 ‘?55,4) NA NA NA
[Pt (21352(2)23) ( 14;?‘1145) (11;,1 S1’21) (42:,2233) (272;7382) (19:13,9;00)

t:n=2993, 100 MDY I 2 —va ik Y HHSNBMEHEOFRE (25%R,97.5%) . Crax : PIEHE
ERORBOEFRE. Cup: HERSEEROTHMBEPRE, Cud: FIERER (VA 702 REM OREMFE
[Pﬁg\ Cmax,ss . ﬁ:’ﬁﬂﬁgﬂﬁﬁ 5%f§m?§¢:ﬁ§\ Cavg,ss . ﬁﬁﬁﬁﬁllﬁﬁéﬁﬁﬂﬂ%@?ﬁg\ Cmin,ss H ﬁ"%‘ﬁﬁb:
B 5 REMFPRE

1 : 56 BIDOKMTIHME (95%EREXH)

§ : 41 BlOBMEIE (95%IEHERE)

NA: 472 L



4. HERRIZOWT

AREM L UTHERABENE (£FRZ) MRELOATVE I L0, YERAELZE
MIZEETE DR THIUNERD D, TDLET, KR OKRENEE2BELBU - F
EL, FROHREICL ) ERRBWEA 2 RHE L BRICRIET 5 Z L BBERTD, LT
DO~@DTRTEZMWETHRICBVTERT & TH D,

@ mERizoVWT

@1 TR (1) ~ (5) ODWVWTFRNCEETIHR THDZ &,

) EEFBREFEET 50 ARREEILRIRESE (FREFRS A RREHEIL IR,
HiEAS A RS ROEEEBLAURRE,  HUE S A RIRRRE AR &) :

(2) FFEHEERRETE

(3) FENRMENRRET HBABREHRET (WARFEREERR,. BAZRKEE
WRbE, DA BREESHEE R L)

(4) ARACEFRIEEZRE U, SRERLEFERRE | U kIER R RiE2 R
2 OIEREERDBHEIT > TWD R

(5) PUEMREEAILS EBRMEOMREE IR I B EIT> TV D HER

@2 HHRARDF ) UANEOERER CRIERARBEBOSHRNC 42 & &
BEEOEM (FTEOWTNNTEYTHERM) 2, Y2 ENOAFNCET 158D
BEEELTREEShLTWEZ L,

#

o [ERMGRIFFIES 2 FOWMMTHELZIET LT-%IZ 5 F£U LD AIBROBKRFE L
ToTWBZE, 95, 2L LR, BDARDERERZEE LEBRBEREREFZOWHER
ToTWVWBARZ L,

o [ERIGRFFEG% 2 FEONHEERZET LizRIC 4 FLUEDBEKRRZA LTS
&, 9B, 3ELU R, EMEREEEE OB ARDRE Y & UBRK LR EOWE
BFoTWBI L,

@ BREADERRFHRERDOEMHICOVNT

ERGEREBRNEETIEEEPRE SN, RELCENLOFRBQ, FoE - &
EHFEFZOFROTHEHR CEME AT 5 HREMR, AEERPBELZESOHSE
EB., FRELNITON KRBTV DH T L,




® BIERA~DORKRIZONT
@-1 HERRAHICEET 5B

BEMERRBEOEERRBEANRAE LI, 24 BEDEERIO T, YR X
IEEE MR I IS\ T, FE L BWERICS U CABYSER O CT £ ORIER DERIC 4
BRREOHERPE BPICB LI, EDICHIGFRRGHPE> TS L,

@2 ERAEELRC L IEEESNRICET 5 ES

RABECEED 2 EME R DMK OB AT 5 EREFEENRIERE=4 ) v/
REDEERORY Y —=V FEITOERE L E8EEE T& 55— AEREH N
HEIhTWBZ L, 28, BEREHICOWT, RABRE L ZORKRICHMCADINT
Wwaz e,

®-3 BIER ORBT-CRINITEL T

BIfER (MEMMERBICINAZ, KB - MEK - EEO TR, BHERFX - iFR2 - T
WEREREE - FTZ¢ - BLMARE K, BieERE (RMEREMEL, AREBLAE). A
HUEE (TRABRERS, FIRIRREERS, BIRKERES) . 1 ERR. &L 5 Rk,
g% - BRECRARARAE . R, EEEDORGEE (HEMRBRIEMATIE, B R IRARAE {5
B, ZALEE, KRS, infusionreaction, M7k - BHIRAL. EREMEE, MRS

(X7 v - NV—EREE), UK, BERE2OEES (G MR EREER,
BRI, ARIFERE, EPERIES). EEOCER. MRARERRF, FEE) o
LT, SR ST EREBE 0T 2 A9 5 B0 L8 L (BIEA ORET-CXIR
CEHLTHEERVOXEEZRITONDRMICH D Z L) | EHITHEGIRAEDN TE 2 M
BESTNWDBHZ L,



5. REHMLRLBE
(AZhiEic B3 2 FH] .
O AFEhEMRBEICERMESUIRMHA O BREIIEEEO ERNR DX ) &~
HNERE B TAROFTHREIRENTV D,

@ TRICHYET2BE T 2FFORERCERFTIEC OV T, AFOF RN
BLSNTELT, AROBERFR L RLIEV,
o (EFERERBROBE,
o fLOTUBMIERR & OHFH.

(T2t 2FE]

O TRIEZYTIBEFZOVWTUIFRFOBRENER L INTVWEZ b, BREZIT
bRnwC k.
o AEIDOESITR VBBREDKEREEO H 5 BE

@ BERIOFMICB O TTRICKRE T 2BEICOVTL, AFORFITHER N2V

25, OTRFREIRER R VIFEITRY , BEEICAJEZFER T2 L 2BETX 3,

o HEMEMERDOEHIUIBFEOHZBE

o HHEGRE CHIER 2RO 5 BE R OTEBYME D B #7280 B Gu i &
ZEOMICREUEB RN D BE

o HOERERBOAG, LB RE L ITERED B s RBOBEFERED
b % BE |

o [ERBHEE GEhaRBEELZED) OH5BE

s WEOBPEIIBEERAET 2 BE

e ECOG Performance Status 3-4 ®V B

(&1 gCOG ¢ Performance Status (PS)

Score | B

0 | <M ESTES, BFiLFALREEBESHRRIITLS,

AR LVEBNIRIR S 528, SATRIRET, BIERSE - TOERIITI 2 LN TES,
Bl - BVRE, FHER

1

2

3 BONTEZOHEOERY DI L LMATERY, BHD 50%ULEZRy RIKFFTERIT,
4

2<BTRV, BHEOFOEY OZ L322 TERY, BRIy FAHF TR,

BITRARECE DD HEDEY OZ L i T~ TARIESEZILTERY, BHFD 50%UA LiZ<y FACRZT,




6. BEIZRLTHET IR

O WAXEFITMA, BLERTEER HRECT 5 EEFITES & AA DR K B IEE
ROTDICUERERE+DICERLTCHOERT S L,

@ JREBAMBICEN D, BEXIIZOFEICAEDEREREL Ho3A L, REZE
ThoETHZL,

® ERBUERDO-XY AV MZHOWT

MEMERERED bbb ERHDDT, FEDORETH > Tid, FIHE
R (B, FERERE, 2% ORBROWT X BREOEES., BEL+
SIATH 2k, Fhe, BBISCTHE CT. MiF~v—b—S0ORELERT
BT &,

infusion reaction 23% H b 5 Z L 2d% 5, infusionreaction 358D LN HAIC
. OESRAEEZITS & &b, IERAEET S TREORELZ +oICBE
THzE, :
FORIRMSREREE . TEAMEBRERVBITHEEER D OONDZLRHHD
T, AFNOKREBIAAT A OB ST I E RN SR RE (TSH, B
T3, E#E T4, ACTH, M anFy —VEDREIE) ZEETHZ &,
BUERFZ%. AL, IS, R, BEERERRSLNEZ LBH D
OT, AR OB ELATR OB SR R IELSAICHT#RERE (AST. ALT,
¥-GTP, Al-P, VUL EVEDRIE) #EETHZ L,

SR (AR MIEEREKREET) SOEBRIEREERH b2
TERHBHOT, EHNCROREORELHRBT S L, £z, IROEEDR
B HLNTHEITIE, BONCERBEEZZZ T2 L 0BEZHEETIZ L,
AFNOHEEIC LY BECRERIGCERET S &5 2 b b ke REBCRE
BHEONBEZENHD, RENBDONEHERIE, BELEFRIILLE
BT & RBR A RO ER & B L CGERYRERRZITE TV, BEORE
R & 2 BIERS DN D BAITIE, AFOKREIFIE, ROBIBEE R
NEVRORESELZEZERTHI L, B, BIBRESNVEVOREIZLVEIE
ROWERBD bNRWVGEEIZIE, BIFRE R NVE LV UAOREMHEIF OB
bEMTDHZ L,

BERTH, BEM»SE I ARB L THLREIERRRER T Z BB 0,
AHIOBERKR TR HBIERORBRICHRICERT L2 &,

L BB RR (BUE 1 BIFERAR 2 &) Rbbbh, FERRES F 7Y F—v X
KELZENHDDOT, AE, Bl BHFOEROFEHCMAEED LI+
HEBTHZ L. 1 BERBAEDNZEAICIIHREZHRIEL, AR Y V]
RO EEDOFEN2NEHITH> Z &,

@ FROHBKRARIIBNT, RERBE,»S 12 B L KAHEOTHMELIT> TV
EEBE, AHBREFIIEHCESRRE THROBELITO Z L,
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BEERHEETA R4 v
RA7rY X<7 (BFE®RZ)
(RFE4 : %4 hA— RIEHE 100 mg)
~PR¥& L B~

Y2 9%12H (ff449 A%kED)
JEAEFEE



B

X U®IT

AEIOR, (ERBF

i PR SR

HisR Iz oW T
BExtg LR bBE
BREZEBELTHEETREEH

N R w N

P2
P3
P4
P8
P10
P11



1. L®iC

EEHOFIE - REWOHER DT DITIE, TATEZICESWEBERERRKD
BB, S LIT, IEORFEEROERIT LY, UEEIER R & OFEFN2FHRIERRE
FEERNARBINIFT, INOLOERGHZEICKHERBEICRET 5 2 L B3EED
ML 2o TR BREMBOEE L WEDOEAT S 2016 CERk 28 456 A 2 A KERE)
EWTYH, EFNERLEOBAOREHEELZREZ L SN T3,

FRERSFER ML, FRERCELM T 7 7 A VABRFOERL L AL NCR
RBIERDD, DD, ARMEROEZEMICETIERN+EETHETOR,
WHERMOBELMIZITZZ LN INIBE I L TERT L LHIC, BIE
HARREE LB LBRNE LD Z ERFABAR—EOEGZMmI- T EREE THER
THZELENEETHS, .

L7zdo T, KHA FTA Tk, BBREESLINE TR TV A EFEEFH) -
BEHRMICESE | DTFOERRORERMERE L HET SBA b BEREN, £
FRUERFEE T,

R, RITA BT A 0%, MIATEIEAERLERBESRRGIEE, A8EEEARAR
MRRERYS. —REFEA B ABRRNBES R O—RAEREAN B RWBRBRFSOH
Db LB LT,

XRERBERSE  FA FA—F RHHE 100mg (—R4E : RaTn) X< Gl
THEMEZ))

HELRDETUIBE « 2 AACEIRIER IS U2 IRTREIBR G722 R BE - B

HELRARERVEER : @, BARE, a7 ul) X<7 (GBEFHE#Z) LT, 1
[B] 200 mg % 3 MR I 1[5 400 mg % 6 BRI T 30 53
2T CRIEEET 5,

B IR 7E ¥ # - MSD &4t




2. AAIOKE. 1ERBF

FA M —F KREEE 100mg (—iR4 : AT r ) X7 (BETHA%Z) . ST IE
Kl £vvH,) i, PD-1 (programmed cell death-1) & £ DV F L K Téh 5 PD-L1 LT PD-
L2 t ORFBAREEMET S, & MbigGs £/ 7 a—FAHETH D,

PD-1 FRB 1% T FR So i BE RS 5> & 2K B 7o D IT 28 AR SR FE 3 B 2 2n S il
ZA v F T, PD-1 1%, RERREBICEOTEEE T HiRoMiRRBIZHIL, BHEKL
BRGSO AMNETBRI 2 AERIS 2 HET 5, T2bb, PD-1 XY H FEfs
BTBHT LI XV RRZAERC I BV T VEEZAKIET 2% 5K Th s, PD-LI
DEFEBITIITERBIDTHTHEHN, ZLOBAMIBRTIE T iI0BE 2
AIELCBEICRE LTS, BSAMBICEITS PD-L1 O@EREIL, B, R,
FFHRREE . DB, FE/NARIRRE 2 & O 2 R RATCTFRERREFTHY | EWAEFR
& ORBEREHE STV,

BEOBADERKF#% & PD-L1 BEOMBEMEM S, PD-1 & PD-L1 ORRRITER
DHEERICIBWCTEERBREIZH S Z LIRREN TRV | HRBRATRROER &
LTHIfFF S T3,

AHEiZ, PD-1 & PD-L1 ROPD-L2 Offj Y H v ROFREEERET S Z &k V. ER
W NRS P OB ROMIEEE T Vv S REBEE LS ¥, FIBERR 2 BEED
T35 L CRIBEDRERET S,

FEOERFICES GREDRERIRIC L 3RIERERH b b, ERUIFETIC
ELAREMERD B, AFOREFROEERITIT, BEOBREL LTV, REHRR
» HIVEBAITIE, BB L FRITG U BRI i & R & R o IR0 & E# L Ol
ENRERIRMT 21T\, BEORERIGIC X 2BHERREDh 2B6 3. BIBRESV
EURIOBREFEOETZINBZIT I MBERD B,



3. BRPERR#E
B AALERER ITHEE U2 IRIBYIBRA 2 R B ERE OARRFICFHM 2T~ T E 72
BERARBRO KB L RT,

[B%hiE]

EFRIEFRFEMAAERER (KEYNOTE-045 3U5#)

75 FFHE 2 E L RRIERET 28T 5 RATETE IS0 RE ERERE
542 ] (AARN 52 Bl &te) 2RI, A 200 mg3 BRI (LAT TQ3W] £ 5,)
BREDOHEIER NEEMN, (LFEFRE (37 ) FXEV, FEH FE/V U vinflunine)
2ENRE LTRM &N, 2B, BRI CORBETARD DB, REBET
ZRTERNED bR WEDRRKRANCEE LTV 5 BE T, KIE GO B & T
RRETHBRD LN ETAAOBRE LMk T 5 Z L BAREE Shiz, FEFMEERIX
LA (0S) ROMEREAGLRE (PFS) L Xh., AFII LiE & B LT, 08
FEBICERLE EFIERUHID ,

1 FIFF A SR (—RIBH) RICRBETEROLAE, RUTIFHUMEED
TESERREEIT & B AR - IR MBMLERIES 12 0 A BINICES L BESEAAN bV,

*) : AFTIX vinflunine IZRABTH D7D, N7V ZFEALE FEFZFELOWNTHNERIRL
s



# 1 KEYNOTE-045 BRER DA SRS

AF) 200 mg (€22 37
Q3W
(270 ) (272 )
ostf HofE [A] 10.3 7.4
(95% = HE X ) (8.0,11.8) (6.1,8.3)
N — Rt 0.73
(95% 5 X ) (0.59,0.91) —
P fi$ 0.002
PFSTI hffE [A] 2.1 3.3
(95% 1238 X [H) (2.0,2.2) (2.3,3.5)
N — R 0.98
(95% (5 X [#) (0.81, 1.19) -
P fH3 0.416
t. RO —& (1 20164E9 R 7TH VY VT
1. BRI Cox AT — REFIIC L BRI & O bk
S BRIu ST U RE
I : RECIST HA KF A4 > 1.1 BRI ES sz b s @
100 1
90-1
80-1
70
£ 60
50..
# 407
%0 Mw-u—u
20 ] —— ammomgow
101
O T a6 8 10 12 14 16 18 20 22 24
at riskey S (A
F#200mg QW 270226 194169147131 87 54 27 13 4 0 O
(LM% 272232171138109 89 55 27 14 3 0 0 O

1 OS ® Kaplan-Meier fi#f (KEYNOTE-045 338%)




[zZ4i]
E R FE B MR (KEYNOTE-045 3ER)
B EBRITIARFIRE 248/266 B (93.2%) K OMLFEFIERE 250/255 #1 (98.0%) TR D
. BIERIZENEh 162/266 B (60.9%) KT*230/255 Bl (90.2%) IZFB» bz, &
Fl#E CRIAED S%ULOBERIXTROLBY Thol,

2 FRARHE S%ULOBWER (KEYNOTE-045 BAB)  (RLHEARNT XS E])

I 0,
FEHIKSE (SOC: System Organ Class) miﬁu(g;)
HAFE (PT: Preferred Term) 26641
(MedDRA ver.20.1) % Grade Grade 34 Grade 5
ZRITE 162 (60 9] 3% _w@y] 4 a3
YL R e e e
Wtﬂﬁ#ﬁﬁﬁi&?r 15 (5 6) 0 0
§ S R AR TRt (L Ty
ﬂ%ﬁ‘ B R e S A A Tt s e | s g

24 9.0 | 3 @y
29 (10. 9) 1 0.4)
AT e S F

15 (. 6} 1 0.4)

37 (39) 3 (1.1) 0
17 (6 4) L B
B ftﬁﬁa.l;tﬁﬂé&ﬁ% e AR P R P RO S R
ABE 23 (s 6)
e B TS R TR T R R L ot [ A A ey o e e T o S
Z 5 FEIE . o RIS 52 (19.5)

T 1 22 @3

E. AFIFICB W CTRE MRS 10 6] (3.8%) . KIBR - BEEDOTH 74 (2.6%) .
REE (X7 - NU—EEHS) 16 (04%) . FF#EESE 14 61 (53%) . BFRR
HiREREE 23 B (8.6%) . EIEHEREREE 161 (0.4%) . EHEREE (RMEMELEETX
%) 14 (0.4%) K0 infusionreactionl 5l (0.4%) BB bz, T, BEOKERE
F (RERIRIRERRE, WAL, EREES) . TEEEEREE, 1 BRERRK, KK,
Fhok - BRVUGRMEAE . EIEM AR, DR, MK - BEIER. S Y5 IEE. SRt/
R HERBER ., MR M ORFRBIIRD b o fo, ARIERRBURILIZEE
HER (BRREERELZED) 2 30EMBERELTT



(B - &)

AR ORERAEYBRES NV EZRA LY I 2b—Y a2k b, AF 200 mg &
Q3W, 400mg % 6 AR (LLTF TQ6WI &5, ) Xit 10 mgkg ((KE) % 2 M
B LT TQew) &5, ) THRE LZBEOFRF O mEPRESRE Shiz, Tk
B, AHl 400 mg & Q6W TRE LR OARFI DO EFIRBIZI T 2 FHMmiEFRE (X
T (Cavgssd V5, ) 1%, AFI200mg % Q3W THRE- L72BRD Cavgss EEELLIT 5 & FHI
Az (FHR) . 70, A& 400mg & Q6W TIRE L7-BOARK D EFRBIZBIT 5 5%
BERBRE (LT (Chaxss] EVV9. ) 1, AH) 200mg 2 Q3W THE L72BRD Craxss
LU L TEREZRTEFRISIRZLOD, AARABEICBWTASESER I TY
HR% - FRETHDAH] 10 mgkg (KE) % QQW THRE L7ZBED Craxss & LLE L TR
BERTETFRSNREZ (FR) . Sbic, BUERAERE ZXIRITAHK 400mg % Q6W
TG L/ 5 1MEER (KEYNOTE-555 38R X 0 &b /- ZAIEICE S < Kok
RIA—FE. VIab—va k) FRILZREYBIREAT A —% LRE L (TR,
Mz T, BHROBIEICE T 2 BRRBREEICE S, AR OBRE R & AL
L OBEEZ RN T ARBRISETANBEI N, AA 200 mg Z Q3W Xik 400 mg %
Q6W T#RE LT7-BEORBER &AM IIREM L OBEIZ >W TR SRR, £
ROAE - ARORB TEDER ORI AR EZR TRV E FRIS T,

£3 FRORHMBE T A —F

PR e Cove Cin o= Cavg.ss Corinas
(pg/mL) (pg/mL) (pg/mL) (pg/mL) (pg/mL) (pg/mL)
200mg QW <58-55?.519.7) (27.%7?.298.1) ( 17}3811 8.3) (91 .3?;;4.1) (49.58(,)? 1.0) (30.35(,)?1.4)
SOOI (12;,2?2_4) (32.?)??2.7) (10.11(,)'16 0.8) ( 142:“:49) ' (50.51(,)'57 13) (19.28(__);0.9)
40(O£iﬁgu1?a6)w (1351.2,6.103;6.4) NA (14.1:,151);.4) e B NA
10 meke 02 (2123,2(2)23) (14;:“1145) ( 1;1 ?21) (423,2233) (272,7282) (19;,9300)

t:n=2,993, 100 @O I 2 —a XV EHINRTESEO PRI (2.5%48,97.5%8) . Cmax : PIEHE
BB OBREMIETIRE, Cup : MEREHOFEHMEFRE, Cun: MEREE (A 2702 BERH) ORIEMTFE
IR, Cmss | ERIRIBIZBIT ARBEMFEPRE. Cups 1 EFRBIZBIT 2 FEHMBEPRE. Cuins 1 EFIRBIZ
B B RIEMLTEPIRE

1 56 BIOSTESME (95%{FHEXM)

§: 41 BlOSBMEE (95%EEXMH)

NA : %72 L




4, HERIZHOWT
EREM L L CHEARERE (SFRE) NRELN TV Z Lhb, YHHELE
PICERTE BWERTHILERD S, €0 LT, AFOBREIEE R BE LW - 1
L, AFORFIC LY BRZBIER LR LRSS 5 2 L B ERTD, UT
DO~QDFT_RTEMITHRICEVTERTIRETHB,

@ mRIZONT

@1 FRED (1) ~ 5) DVFHNCHEYTHIHERTHDZ L,

() BEFBREFEET 2 BADRELENRREE EEFRIAR ﬁﬁ%ﬂﬂﬁfﬁm
HUIRAS A SRR BEILRURRE,  HURAS A RRbE R &)

(2) FrEHRERbE

() EERFRMFSEET D BASHESE R (B ARRESREERT, 25 A2 REE
BARbE. S ARBREERERR L)

(4) AFRACFIIER R RE U, SSRBBLRRRED AR | UTSSRIEIH L SRk 2 okt
2 DERELEITR D EH 21T > TV SRR

(5) PUBMREREANS EEMEOMERIENEICLR S BH 1T > TV 2 HER

@-2 [REE EBOR OLFRIE R OBIMER R BT O SR 443 R 50 & BB & FF SR
(FROWTINITHE T HERM) 2, LESEBOFMCET2RROTEEL L
TREsh TS Z L,

x

o [EEMGRFIFEER 2 EOMMHEZET LizBIZ 5 EL EORABROBERMEYL
ToTWBZE, 595, 29X, ﬁnh%%ﬁ{f%ik L 7= R R Z O E L
fToTWBRZ &,

o EARIFREE 2 FOMPMPHELZET LzRIC 4 FL EOWRIFHF O BRKIHE
ZIToTHEY., 55, 2FURIT. REEREORAEMFIEL SRR ATBROMRE
KRHERIToTWBZ L,

@ BRAOERMLBFEHREROEHIZONT

ERRERERICEFTIHEEEPRE S, REAENLOBFRBO, A - &
EMEERFIFEROFER CEMESICHT 5 IHHRRME. FEFRBRE LLBEORE
EE., ERBOLITITONLEHIRESTNHNEZ L,




® BUWERA~ORIRIZ2WVT
®-1 MBI EET 5 BEM:

MEEMERSOEBRBEIERAMARAE LICEIC, 24 FFHEBRERIO T, Lk X
IOEEERERR TN TL BB L 2BIERIZIS CTABREE R U CT S DRIEM OERIZ 4
BERREORERPY BRI/ LI, EHIHSARERRARSE-THDHZ &,

®-2 ERFEFEEIC L H5FHFFRAISICHTLEH

BDABRICED 2 EMNRMBROREL AT 2 EREFE PRIERTE=F ) v 7
EEDEEROAY ) —=v FR#ITVERE L FRZ LT TE 57— LAEREHINE
HIhTWwaZ L, 28, BEEGITOWT, BARBRE L EORKRICHFITAMENT
Wwaze,

@-3 BIfEA oW ICE LT

BIfER (RIEMRRBRICI %, KBZ - Bk - BEO TR, BUEFFS - IFR4 - BT
HEREREE - FF4 - TR LMERRE 2%, BEES (RMEHEERR, ARETAE) . A
SrBREE (TRAMERES., FRMSEEE, BIBMEES) . 1 BERK, 5 5 R,
s « BRECRIRLARAE, Mk, EEORMNEE (PEMERKEEMAE,. BOWNREIRER
B, ZIABE, FRMEES) . infusionreaction, N - BEIRZL, EIEMMESE, MREE

(XT 2« NU—EFEMHS), LR, ERZMKRES Gt/ MOR SR B
Wi, FRIEEE, E|ERERES), BEEOBL. MIREREER. B%) oxt
LT, Yk XU B E RS OB 2 A 2 ER L8 L (BIER OO S
WHELTHRERUIZBEZZITONARMICHBZ L) . BEHITEERNEN Tx 544
BELSTNWBZ L,



5. REXNBLRDIBE

(F2hiEIC B3 2 5IH]

O 77FTHEAEETCERIERE AT 2 RETETHEITEBEO R LB B
FHIZBWTAROEEPRIES LTV,

@ TRICHYTIBRETHT 2AMORERERFECONTIE, AFOFZMES
LS TRLT., FAOBREXR LR LR,
o TIFFIRRIEETEHEREIC LB IRRBEORVBE,
o FHFOMBIRE,
o fhoREEERA L OG-,

[Z&HIZBET 2 %FHE]

D TRICEYTHIBRECOVWTRAFRORENERE SN TWAZ L, REZT
bRnwz &, :
o AFIOFRSITR LRBREORERED H 5 BE

@ BERIOFHMICE VT TFRICEY T IBEICOVTL, AFOHEEITHRE S L2V

B, MOIBFRRFE D RWIFA IRy HEICAFEER TS L2EBETXD,

o MEMERRBOAGHIIBEEDOH 5 BE

o MIEEGRRE CHER 2R D BE R OTEEHME D B BRI <R G it 7%
EDORCRIERELR AN D BE

o HCREEBOADE ITBHEMZRE L IXFRED H AR RROBHERED
b5 BE

o [EBRBEE SLBRMRBHEELZEST) OHOBE

o MO IIEAEEAETAIRE

¢ ECOG Performance Status 3-4 &V D B#E

(&) ECOG 0 Performance Status (PS)

Score | E&H

0 | 2<HER<EBHTE S, BFRALFELAEEEIHIRRITXS.

|| AR LOEBIRIR S5 25, BATATRET, BRSO/ - TOERIIITH Z LR TE B,
Bl BORE, EHER

WATHRETHADEDEY O S 3TN THREEMEZIITERY, BFO 50%A EIE~y FATRI T,

RO BYOHOEY DI L LNTERY, BHFD S0%ULEEZRy FARFTES T,

AW

2BV, BHAOEOREY OZ LT TERY, B2y FIBRFTRIT,

10




6. BECRLTHRETNEHTHR

O WTXEFTMA BUERTERE P RIET 2 REFICE D5 AR O ER NEIERE
ROTDICLBIFRE TR L THBHERTL I L,

@ WERBRICELD, BENITORRICEIERERIERZ+HRAL. REZHE
ThoRETHZ L,

® ERBWEAD<RXT AV MTOWT

BEMEMEBR D bbb Z RS 5D T, AHOEEIZH T - TiE, VIHE
W (B, PRREEE, ZWE) ORERER UK X SREDERE, SEL+
SATO 2 L, E, BREIZSCTHE CT, MF~v— A —E0REZEH{
Z R

infusion reaction 233 S5 Z L 3% 5, infusionreaction 2338 LIV TH AT
i, BB EITS & &bz, ERBSEHET 5 E TREOREL +0IBE
T3zL, ~

RSB E . TERAMEBRERVRIBHREREERLbbNEZ LBHED
T, AFOEERRIAATR OSBRI N OWSREMRE (TSH., b
T3, ¥EHE T4, ACTH, lFaNF Y/ —VEORE) 2EET 22 &,

BUERT . A2, IFMEEE. R, BeHREARH Db Z LRSS
DT, AAIOREREATR OB S P I ERRICT#EERZ (AST. ALT,
y-GTP, AP, ¥ Y LVEEDRE) ZEHETEZ L,

S EIRRK AR CIEERARRZET) FOEEREEERH bbb

BB OT, EHRTIROREOREZMRT S L, £, IRORFEHR

B ONIHRITIE, BONICERBELZZ2TL0BELRETL L,
AFNOBEIZ LY BEORERIGICERT S LB 2 b dFEe REBOFE
BHLLNDIIENHD, BERRDONZHAITIE, BRALEFRIIS L
B FR R ik & R E F5 O & B U CE B2 IR 21T\ BE DR
RIS & 3 BWERBREDI 2 BACIE, ARIOKRET I, ROBIBRER
NEVRIOBREE2ZERTHZE, 2B, BIBKRERNVEOREZLDEIE
ROWENRRD DNRWEEIZIE, BIBRERNVE VSO GEIHIF OB
LEETH L,

BEXRTR, BERM» GBI ARB L THLRHERNRRAT I LR H D7D
AR DR E-ETRICHBFRAORERICTRICEETHZ &,

1 BUBEIR (BUE 1 BIFIRF 2 &) Kb bbh, FERKEMES TV F—v X
KEZZLBHI0T, BE, B, BHFEOEROFERLMAEED LRI+
DEETHZ e, 1 BERBR DN EGEITIIRGEFLEL, 412D VU
RoORE5EDOENROLELZITH Z &

@ FHOHEKRRBRICENT, RERHPD 9@%‘ ENLARBRIIR SRR 6 1 I
6 EEIHIMR. &G G 1 FLUET 12 BEBR THEEOFMEZIT> T\ D
EEBEIL, FRREFIIEHNCEBRE THROMBZITI 2 &,

11



BOEEFHEET A FF A v
Ra7u Y <7 (BREFHERZ)
(BR74 : ¥4 M—F K#EHE 100 mg)

~MSI-High ZF7 5 EEH (EENL2ERSEERBSICRS) ~
~MSI-High 283 5% - ERE~

YRk 3041 2H (ffn44 9 BED)
A B EE



Bk

X UBHIZ

AR O, ERERF

IR PR AR

)i (Aol ANE
BEXIRL I DEE
BECELTEETREEH

R

P2

P4

P14
P16
P18



1. XL ®IC

EHROFME - REMORER O DI, B XESTESWOEERERSKD
bbb, E5IT, SEFEORFRHFOEAIC LY | FIKERR L L ORI FTHERR
FEELPEARINIHT, Wb 0ERMZEICHELRBEICIRIET S Z L BERED
BB L7205 TRY REMBOEY L E0EAFS 2016 (FRL 28 4£ 6 A 2 A MR E)
KBWTY, EFMNERREOERDEBLHELZRS L ESh T3,

FHERBEER R, BBERCREH /0 7 7 A VBBEEOERS LB L MR
RBZERHDB, ZOH, EORROCEEMICET S ERI+HEHET 5L TOM,
UBERROBELM I3 2 L AMFSNIBFICHLTERT S & L b, BIE
FAMNRER LB nEBaxtisy & 32 & Nate/2—E DB % - T ERgEE o5
TEHENEETHS,

Lo T, KHA FFA Tk, BREMCINE TIBELNL TV AERFEER -
RHERRHICESE | PUTFOEERORERMERZHET 2 BEr b EREMR, £2
HRUOBEREHEETT,

BRI, AHA RFA UE, BIATBIEAE R G EFSRR A, ANHAEBEARA
ERIEEYS, — Mk A B ABRABES R O —REAEAN B AABRRESOH D
DY EVERR LTz,

WL IR DERR XA P —FEAHFE 100mg (—%4 : XAaT7 ) Av7 (#E
THEHA %))

ARERDHEIHE 1. BACERER I TEE LET - BROREE~A 7T
A4 MREEM (MSI-High) A7 2@EHE (BRERZRIBRIE
HRBAICRS)
2. RRUIBRFEREIT - BROBHEE~A 70T 34 P RE
EtE (MSI'High) 2H 3 5405 - HER

HBLROABERVCAR B, RAR, Ra7v ) X<v7 (lfzFH#z) LT, 1
[E] 200 mg % 3 WEHFEIUE 1 [E 400 mg % 6 WEIFEFE T 30 oM
D CRIREET B,

B 5 BR B ¥ #  MSD B4t




2. XREIOBHE. EAREF

XA P A—F I 100mg (—B4 : AT r ) XvT (WEFEBRL). UT IR
| £ 5,) . PD-1 (programmed cell death-1) & Z® Y 4 K Té % PD-L1 2 O* PD-
L2 b OB EHERETS, b MuigGd £/ 7 u—FAHRKTH S,

PD-1 R M 1L T MHRQ5 S B RS s B Yk 5 7o DI S A KIS FI A 3 5 2 fe e il
A4 vFT, PD-1 i1, RERZREBIZEONTEER T MROMRKREICHEIA L., BHEK
ER S E S ARAVE BRI R AERIGZHET S, T7hbb, PD-1 XY Rk
BTAZ LI VHRRSEAEIZL AV IV GEERAICHET A ZAERTH S, PDL
DEEEBICBIT AERITO TN THEI0, L ORAMBETIE T Mao@ 2mx
BIECBRENCRBR LTS, BAMIIZEIT 5 PD-L1 OFREIIT, B, B,
FFHmpasm. SR, JE/ N & O R BATFERRETTH Y EVAFR
L OHBEERREINL TS,

BE DR A DEREKF% & PD-L1 IO S, PD-1 & PD-L1 ORREKITIEE
DORBEREIC BV CEERFEILES Z L AFRENTEY , File 2B ABROERN &
LTHfFFESn TV 5,

AFKIiX, PD-1 & PD-L1 KO'PD-L2 DY H > FOEEEZMAET I &ICE Y| ER
e/ N IR D O NEEA RS EM T V) o3 R2EM S ¥, TUERRE Z BEE
T5Z & THEBDRERBET S,

AR OEREFCE S BEDORERIGIC L 2BHERERH b b, ERXIIFELTIC
ELEEEN D B, AFOBERROERERIIL, BEOBREL DTV, BEIR
» BRI, R L BRI U B2 MR & R & 1o = &8 L CE
BIRERIBIT 21TV, BEORERISC X 2BIEAREDN 2 HEITIX, BIBRREASV
EUHIOREEOBEY 2B ERAT O BBV H D,



3. ERIKALTE

[ AACERIER IR LT - BROBHE~A 7 0¥ 7 74 M LEEH MSE-
High) #AT5EBE (EENRGEIREREEICRS)) RO NEEYIRARERE
17 - BROBHEE~A 70V T 74 NAREM (MSIHigh) A 58 - EREl ©
AR 21T o T ERBERRROAR E =T

7B, BEE~A7aY7T4 MREEM (LT IMSHHighl &\ 5,) 26758
F1ITELT, IPCRIEIZEL Y MSI-High MBS 72BE] 2BNT 556 (E®) «
% [MSI-High (PCR ) 2B T5RE] LREL. DNA I A~ v FEBEBEOMIED
HhAERBERTABE (L), 77205 PCREIC X Y MSI-High X TRy
& (LUFMHC) W 5,) Ik ) I X~y FEEBEORIA LT TdMMR] &\ 5,)
LHIESh-BE) 2BHT 5841213 IMSI-High 2 F 1+ 58%) &KLk, HCE
12 X5 MMR #% & PCR 5T & 5 MSI ED—ERIL 96.6~98.7% &V THE Z L%
BHEIN TS,

(A %hiE]

< DS AACEIRIERR T L2 84T - 5% MSI-High 28 5 B (MR IBERN
RERIGRITRD) >
OEEERE TR (KEYNOTE-164 3k, =24— bk A)

7o) I PVURREBEERER, AXV Y T FUROAL Y I T h EBREKTY
i & BACFERERE D & 5 IR BB/ ST - RO dMMR it MSI-High (PCR i)
@) 2HT LG - EEAE 61 B (AARANTFIZETL) ZXRIT, &K 200mg3 B
IR (AT [Q3W) &\ )H,) RE5EOFMERVCEEMENRE ST, B, EEF
M TRBETHRD bNBAIC, RRET 2R TERSRBD bR WEDORKNICE
E LTV BRE Tk, RELAKEOEGFEM TR ABETRFR® b d £ THREIOR G % i
T A ENTREL S, EEFHMEER THHE%HE [RECIST VA FF7 4V 11K
IZES S hRYEIC L B5ELES (CR) XiTEHES (PR)] 2oV T, ARBRIZER R
Eh 6l PIDKERZIRIR1DERY ThoTz,

1) [ indor Naralane M et al.: J Clin Oncol. 2002; 20: 1043-8, Bertagnoli Monica M. et al.: J Clin Onicol. 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

#2) peprenghin s 5T, HCHEIC X Y I A~ v FEE# L 37 Tibh % MLH1, MSH2, MSH6 X i PMS2
OWTRHIDORBENHD b RVIEAI dMMR, PCRIEIZE Y 208 kD<A 70T 54 bv—H—T
I BBEFEOY A AOESHRHENHAI1C MSI-High (PCR#E) LHESIhE,
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#1 RERAVNERVESE (KEYNOTE-164 B, =H— b A)
(RECIST ver.1.1, XAV BEMLE, hRE, 201742 10 BF—F vy b3 7)

PR BIE (%)

RBHREZR 61 " 39 B2
E2%E (CR) 0 0
4325 (PR) 17 (27.9) 9 (23.1)

ZE (SD) 14 (23.0) 10 (25.6)

1T (PD) 28 (45.9) 18 (46.2)
HEEARRE (NE) 2 (3.3) 2 (5.1)

#=%h (CR+PR) 17 9
(FE$hE [95%EHEXHE?] (%)) (279 [17.1, 40.8]) (23.1 [11.1,39.3] )

*] . BT RER, *2 AT N SRERD 5> 5 MSI-High (PCRIE) & AH T2 8%,
*3 @ IEMEIL

Q@EPEEFRS TR (KEYNOTE-158 35R)

—RIBHR & L TIEEEN ML FHRIER O H 216 IR T E 2 81T - RO IMMR XX
MSI-High (PCR %) ®2 2 FT 3 BEHmAEE & 2RI, 551 200mg Q3W KE5DFH
PR OEEEPR SN, B, BRI CRARETRRD b Baeic, RaE
1T % RTERNED SN ARVEDOBERANCEE LTV 5 BE TiX, KIE LA O B S EHE
THRAEITHRD LD E TAFIOR S k5 = L BARR & Sz, FEFHMEHERB
ThHhABEHR [RECIST HA FT A > L1 BUICESS PRYUZBIC L B25ELFZ (CR) X
W4y ELY (PR)] 122V T, MSLhigh & 2Hr S RICAKRARICBRE SN 83 BI%

(A —FK) OFERITER 2. ARRICBRE S Nz 94 FISITRIT 2 BER OFERITR 3
DEBYTHoT, : 5
- R2 RERAPRECEHR (KEYNOTE-158 RER, 71 —7K)
(RECIST ver.1.1, HEhEMATNRMERE, PRYIE, 201744 B 28 BT —F Vv b3 7)

T Bl (%)

R BHRAEE 83 "t 28
5E2%%) (CR) 4 (4.8) 3 (10.7)
#8453 78%h (PR) 25 (30.1) 8 (28.6)

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

#1717 (PD) 24 (28.9) 9 (32.1)
HETREE (NE) 10 (12.0) 5 (17.9)
#=%h (CR+PR) 29 11

(FEh=E [95%EHXE] (%)) (34.9 [24.8,46.2]) (39.3 [21.5,59.4] )

1 AMEREAT R RER, *2 - FAMEMATXIRER® 5 b MSI-High (PCR ) 2H T 5BHE.
*3 ;. IERETE

(B3) gps = Lo A~T 153 T2 Z — 7 R O MSL-High OEfTEERE 2R AN/ V—T K b
BEh., Z—7 A CIIIIPE RELERE). Z7v—7 B TiiBERE (BEEBRUCEEORE), =7FL
77— 2 —REEERS . SN —7 C T, BE, M. . EBR O SR OMER S UE
B (B BT AR N ASWIEE) . 7 —7 D TIRFENEE (ER OCEESEEELRL).
IN—T7ECRIEEE BELER). SV—7F CENRE (RELERE) . ZV—7 G TR
#. JA—7 HTIRFRE, ZN—7 1 CIRPREME, ZA—7 1 CRERRE (AEXHZEEER
B<). ZYA—7 K TiE MSHHigh #83 2 BHM (R - EBELR) AEMELALLRE, SV —
7 A~TICRGR SN BE D MSLHigh [2 W T, Vha R0 54 TRERICE VHESh,
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3 MSI-High 243 3 BUEOHIER DZESHER (KEYNOTE-158 RR) v
(RECIST ver.1.1, FEMEARTARIEES, PRYAUE, 20174E4 A 28T —F Vv b3 7)

B (%) #%h (CR+PR) B (%) #=%h (CR+PR)

i d B GEBE (%) | 0p7 | (EHR (%)
F5 i 24 (25.5) 13 (54.2) 11 (28.2) 6 (54.5)
=E) 13 (13.8) 6 (46.2) 7 (17.9) 4 (57.1)
N3 13 (13.8) 4 (30.8) 6 (15.4) 2 (33.3)
e 10 (10.6) 1 (10.0) 1 (2.6) 0
RHIE I 9 (9.6) 2 (22.2) 4 (10.3) 1 (25.0)
Bl R E 3 (3.2) 1 (33.3) 0 0
Rz i 3 (3.2) 0 1 (2.6) 0
/N B B 3 (3.2) 2 (66.7) 0 0
FESE 2 (2.1) 1 (50.0) 2 (5.1) 1 (50.0)
AR PN WA 2 (2.1 0 0 0
R R 2 1) 0 1 (2.6) 0
R E R 2 (2.1 1 (50.0) 1 (2.6) 0
AR RE 1 (LD 0 0 0
ORELE 1 (1.1) 0 0 0
B SRR 1 (1.1) 0 1 (2.6) 0
#% NSRS 1 (1.1) 1 (100) 1 (2.6) 1 (100)
M 7 PR 1 (1.1) 1 (100) 1 (2.6) 1 (100)
A& 1 (1.1) 1 (100) 0 0
EREE 1 (1.1) 0 1 (2.6) 0
FRYEIE 1 (1.1) 1 (100) 1 (2.6) 1 (100)

*1 BRI RER, 2 AMEMITRIREM O 5 B MSI-High (PCRE) AT 5 HBHE

<IBBYIBRTRE/R AT - T3 D MSI-High 2 BT 5 %505 - EIGRE >
QHEBRIERFBMERER (KEYNOTE-177 #A%k)

{LEFRIERE O 72\ W IR IR RE /2 1T - BR O IMMR XX MSI-High (PCR %) &2
RET 5 - ERREE 307 6] (BAAN 22 fleEte) ZRRIT, %] 200 mg Q3W
BEOBEMEROEEMN, HYEMOBIRT 2LFRE [Trde v T n (BIT 15
FUJ W5 ,) KRV F—bIAT DA BT RV F—F] W5 ,) - FXHVTI5F
v#ElE (AT TmFOLFOX6] &\Y5,), mFOLFOX6 R UMY X< GlfnFHA# %)

(BT [RRAY X< L0H,) Xidtrxi <7 (EEFERZ) CT ysy
<7 EW D), 5FUKYF—b AV )T h Rk ERE (BLF TFOLFIRI)



LV H,) FOLFIRI RUNRAY R T NI Y F<7 1@ 2B & L TR S,
728, ERFM CREETHIRED bBAI. KRBETZ2 R TERSRD Bi’p?‘;b\’%
DEERENCRE L TV % BE T, REICIEOBERHME CRAETHIBOOND X TE -
RO E 5 RT 5 2 LR RE L S/, T EFHME B 2 EEAFEHRM (LT [PFS)
D) ROEAFHIM L Sh, ABNIHMePRE L B L CPFS 2 ARICER LT (R

4 KO 1),
#4 HYMRR (KEYNOTE-177 RIER)
A#1200 mg Q3W 7=
(1534) (15441)

gfE [A] 16.5 8.2

(95% 5 ) (5.4,32.4) (6.1,10.2)

PFS™ | /NF— RH™ 0.60

(95%(5 X ) (0.45, 0.80) -

P fE"™ 0.0002

*] : RECIST ¥ A F5 A LIURICES  MSZHRHBE, *2 : Cox WY — FET T L H1LFE

Wik OB, *3: a7V RE, ARAE (FRD 00117

G0 frgekn & LA VIITO LB Y 85 Lk,

mFOLFOXE6 :

FFY Y 75 F 85 mg/m?, F Y T — F400 mg/m* X L ARE Y F— 200 mg/m?, 5-FU 400 mg/m? (BF

#E). 5-FU 2,400 mg/m? (46~48RERREMmRAHE) Z2BMMRE TRE L,

FOLFIRI :

AY ) F 9 EEBE KT 180 mg/m?, Y F— b 400 mg/m? X it VAR K U F— b 200 mg/m?, 5-FU
400 mg/m? (AUHFFIE), 5-FU 2,400 mg/m? (46~48BFRIFRRANE) Z2BEMBRTRE LT,

RNV X=T

5 mg/kg Z2BFER CTIRE L,

VFIeT

WE X 400 mg/m?, 2 [&] B BAMEIE 250 mg/m? % 1 @EFER TRE Lz,
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90 —— FAmg QW
—

% 30 .
e Ty

10 ': r \-l—‘———e—i

0 e ——ep—— T v v v g ™
0 4 8 12 1620 24 28 32 36 40 44 48

at riskist SRINREETHNRT L]
4H200mg QEW 15396 77 72 64 60 55 37 20 7 5 0 O
2 3 154100 68 43 33 22 18 11 4 3 0 O O

1 PFS ® Kaplan-Meier fh# (KEYNOTE-177 3R)



[Z4tE]
< B AACEEFRIEAS | HITE U T2 XE1T - %60 MSLHigh 257 2 BB (YR 2 Tas st
W2 B AICRS) >
OE IR TR (KEYNOTE-164 3R, 24—k A)

HEESIL 60/61 5 (98.4%) I, BITERIZ 35/61 Bl (57.4%) Wi bifz, B
2B S%LLEDRIERIXITRD LBV ThoTx,

£5 RBARN S%UEDOBIERA (KEYNOTE-164 BB, =— 1 A) (REMEATHSIRE)

BB RIS (SOC: System Organ Class) % (%)
HAZE (PT: Preferred Term) . 61 41 |
(MedDRA ver.20.1) 4 Grade Grade 3-4 Grade 5

_ 35 57.4) _ 14.8)

% 5 PElE

k. BEMMER 16 (1.6%), BEEOREEE (RMHEBEIREREE. SHIH.
HERREE) 10 (1.6%). FTHEBEREE 3 6 (4.9%). FUIRMRMSREREE 2 41 (3.3%). FE
%3 (4.9%). Bids - BESURERARIE 141 (1.6%) . MM7¢ - RIS 161 (1.6%) B@BHH
Nz, Eio. KB% - EEOTH, MREE (X7 NUERFS) . TERERERE
= FIEHAEREE, | BIRERR. BMEEE (RETHEEBAS) . EEFHEE, L
. SasEt i/ MRIBA SRR, Wi m ., FR3FEREE, infusionreaction R N& E 5
BRI bR h o e, ARIERRBRMIIBEERS (BRREBEFEZID) 28
DEHERETT.

@EELFRE TR (KEYNOTE-158 #%R) '
HEHRESIT. 9194 4] (96.8%) 1Z. BIEMIX. 58/94 # (61.7%) IZ@RDbhiz, FHH,
TR 5% EORWERIITED LB ThoT, '



#6 FBHEENS%ULLEOEWER (KEYNOTE-158 BB (RSN SME)

#ERIA44R (SOC: System Organ Class) BiE (%)
FEAFE (PT: Preferred Term) 94 1) |
(MedDRA ver.20.1) 4 Grade Grade 3-4 Grade 5
2RI 58 (617) 2 (128 0
9 96 1 (L) F
8 (8.5) 0 0
5 (5.3) | 0 0
8 (8.5 1 (L1 0
11 0

(11.7)

2. FMEMRRE 46 (43%), KIBK - EEOTHIF 3.2%) . HRESE (¥7
v NV —SEERESE) 2 B (2.1%) | FFHEREREE 8 1l (8.5%) . RUIRIRIEREREE 8 1 (8.5%)
1 BOBER 1 6] (1.1%) . infusionreaction1 il (1.1%) @B LTz, T, BEEORM
BEE (REHIERERRE., SN, \XAEES). TEAMBERE. BITMEES,
BHEEE (RMEMEMETRSE) . BR. HX - BIEHRAHE, EEGHENE. 0H
P, Bk - B2, St/ MRIBDHRBER, BRI, RIFRBROSE S ER
IR b o To, ARWERBBURIIBEESS (BRREEREZ2D) 2304%
HERE T,

<IBHGIRRARREZR AT « 36D MSI-High Z2H 1 5115 - EIBE>
CEKEIFRFMMAR (KEYNOTE-177 Rlk)

BEFRIT, 149/153 ) (97.4%) 12, BIWERIZ. 122/153 B (79.7%) IZBH bhviz,
WP DOBETRRIRN 5% U EORHERIXITRDO ERBY ThoTz,
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27 WPhrOBCRIARN 5% EOBHER (KEYNOTE-177 RER) (R2MARHT HSIRE)

BENXSE (soc g (%)
System Organ Class) AHIRE _ (L FRIERE
HAZE (PT: Preferred Term) 153 % 143 )
(MedDRA ver.22.1) £ Grade Grade3-4 Grade5 2 Grade Grade3-4  Grade §
2EER 33 (21.6 65.0)
1l Ay ; : : x . i "
1 9 69 2 @13 0 17 (119 7 (49 0
1 PRI EE 0 0 0 30 (21.0) 22 (154) 0

[=R =T =R~ i = =R I -]

0 0 i 5 0
3 0 ' 3 0
KERE D RIE 4 2.6) 0 0 25 (17.5) 1 (@7 o0
FeB 11 (7.2) 1 07 0 49 0 0
0 0 3 0 0

RN

ALT 310 0 / 0
AST 380 17 (LD 2 (13) 0 7 (49 1 @07 o
i ALP 3470 12 (7.8) 1 07 o 3 Q1 0 0
BRSO =1 .7 0 . 0 33 (23.1) 24 (168 0
/iR 2 1.3) 0 0 6.3) 1 @07 o

3 . 0 0 ! 0 0

1 0 0 6 0

4 0 0 0 0

RRERE 2 a.3) 0 0 13 @1 0 0

KM=z —a R F— 1 0.7 0 0 25 (17.5) 1 07 0

KRR =2 —aF— 0 0 0 29 (203) 3 (@) 0O
BB LUORKES

EER 2 . 0 0 10 ! 2

Amm 0 0 0 20 (140) 0 0



BEMNKSE (socC: BIE (%)
System Organ Class) AKIF [t =373 3
HAFE (PT: Preferred Term) 153 ' 143 4
(MedDRA ver22.1) £ Grade Grade 3-4  Grade 4 Grade Grade 3-4  Grade

BiESE 5 (33 0 0 28 (196) 0 0
BREER 7 (4.6) 0 0 100 (700 0 0
F& - BERRMERLIERH 0 0 0 25 (17.5) 1 07 o
% 5 EE 21 (137) 0 0 7 (4.9 1 @071 o
323 17 (111) 1 (07) 0 1 @amn 1 07 o

rooen 10n o 5 63 6 @2 0

B, FEMERERER S 6] 3.3%). KBK - /MNBER - EEOTH 14 6] (9.2%). Fhk
BE (FT2 - SU—REREHS) 1461 0.7%) . BUEFE - FFR2 - IS - FF% -
BEALPERRE %% 25 B1] (16.3%) . FRIRMSAERE S 18 41 (11.8%) . FERAMEAEREE 2 5] (1.3%) .
BIEHEREREE 2 B (1.3%) . BHREEE (RMEHEEERS) 26 (1.3%)., ik K
AR RARLE 141 (0.7%) . infusionreaction2 1] (1.3%) . &% 1 4 (0.7%) »BD LT,
Fie, BEEORMEE (PHEMRLESCMAIE, REHIEIRERRE. 2B, EXE
BE) . 1 BUREIRYA. R, EEMEE,. MK - EIER. S YO BRK, Lk, EBR
MRS Gt/ MR YESERER, EmvEam, FRERE, EEREES) RO
RAREFEFIIR® bihviah oz, REEARBRRIUIEESES: (GRREEREEE
) ZECEHERETT,
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[ - B

AR OBEFEDBEEFAEZFRALLZY I 21— a gk, & 200 mg %
Q3W. 400mg % 6 BRI (LT [QeW) &5, ) Xik 10 mgkg (KE) % 2B
B CAF TQw) &5, ) THRE LIZBEOAKOMEPRESRF SN, £0ORK
B &K 400 mg & Q6W THRE L7zBEOAK O EFRBITE T 2 EHmFHiE (U
T MCavgss) EVV5, ) i, &K 200mg % Q3W TEE LIZERD Coyges LFUT D & TFHI
Ehie (FF) . 7. A% 400 mg & Q6W THRE- LIZBROARF O EFHIRBIZRT 2%
BEIETRE VT (Coasl V9 ) 13X, AF 200mg % Q3W THRE LT2BRD Craxss
LB LTHREZTT TSN bO0, AAABE TRV TEAESHER ST
B - BETHIAH 10 mghkg (KE) % QQW TERE L72BRD Craxs & R L TIK
EZRTETFRENE (TR . Sz, BHEEGEREZARICAH 400mg 2 Q6W
TERE LS EIERER (KEYNOTE-555 38R & 0 18 bh iz RAMIIZE -3 < RpyEhik
NRTA—R I v Iab—va VXD FRIUEEYBIE AT A—& LEL L (TR).
Mz T, BEROBIEIC BT 2 BERBREEICESE, AR OBREBRE A IREMH
L OBEE BT ARBRIGETNVBEE SN, A& 200 mg % Q3W XiX 400 mg &
Q6W THE L-EBOBRER &AM IR LML OBEIC W TR SRR, £
SEORY - BROBTAYDBRUCLZSHICHBEZREZR TRV PRI,

#8 FHORYBIM AT A—F

B - R Crnax Cavg Chmin Crmaxss Cavg,ss Chnin,ss
(pg/mL) (pg/mL) (pg/mL) (pg/mL) (pg/mL) (pg/mL)
200N (58-55?'519.7) (273?58.1) (17.::,;‘118.3) (91.%?54.1) (49.?5(,)? 1.0) (30.35?§1.4)
b QSR (12;32724) (32-?)?2‘2-7) (10-11?‘160.8) (14221;49) (50.51(,)'57 1.3) (19.%3(,)'230.9)
40(2?;”%6)“, (135133610; 6.4) R (14.1:,'?55.4) = NA Lk
10 me/kg Q2WY (21?;,2323) (14;:“1145) (a 1}/1 ?21) (422,2333) (27§,7382) (19:14,9300)

t:n=2,993, 100 BN I =l — 3 ick Y EHSNBMELED PR (2.5%R,97.5%m) . Crmax : FIEH
E#OBEMBETERE, Cup: FEREZOEYMFERRE, Con: FIEREGHE (34172 BEF) OREMLTE
B . Craxss | EEIRIBICHIT 2 RBMBETIRE. Cops 1 EFRIBICIIT 5 FHMIEPRE., Crins : EFEIREBIZ
BT B BRI P E

156 BIORMTEE (95%{ERKH)

§ 1 41 FIOSTEEME (95%IEHXH)

NA : %21
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4. HEERIZDLNT

ABEML UTHEARETICRIT 2R - BB ZBR< MSI-High %87 5 EFHRIC
st A EARERERRE b T3, ARELED, EERY 27 EHEEE (RMP)
I ES < AF D ER B L SMERIEB ~O BN EE2 5 B Th - T, AFIOFEMN
EE 2 RE LD - BEL, AROREICE Y BELRBERERA LEBICHST 3 2
LRBERD, UTFOO~QDFT RCEMETHRICBONCHET2&Th 3,

@ MRizoOWVT

@1 TRO (1) ~ 5) PVTHhRHELTIERTHDZ L,

(1) EABBRERIRET 5 5 A DFEHILARESS R RTR S A D ROEEEIL AR,
HIIER DS AR B ML AURRE,  HUIEAS AU RBIRIR IR 7R &)

(2) HEEHREARE

(3) FERFRIFNPIRET 50 ABRESERE (B3 ARBFREEEEERPE, 23 AR RERE
Wb, S A B RREEHEERR )

(4) AR(MFREEZRE L. SRER CFRIEZRE | IS RIES L RS2 ROE
2 DR EEBEIR D BH E1T > TV 2 MEER

(5) DUEMEMEBEAINGEBEME O EREITR S BHEIT > T Bk

D2 AR L2DEIETCOEREROCRIERREBIRE O+ 725050 & BR A2 B
SERi (FROWTHhIICHEY T B EM) 25, YR OARICET 2 18ROEE
FLELTEBEShTWSZ L, '

F BACERERICHE LI-ET - BROBHEE~A 70V T 54 NREEM (MSI-
High) # A3 2@EFE (EENRIBRSRERESICRS)

o [ERRHFREER 2 EFONMHELZET L2%IC 5 £ EORABEROBIKRES
ToTWBZE, 95, 2 T, PAERYRELZE L L-BRIBEBZOWESL
{ToTWBTZ L,

o EMGRHTRES 2 EONPTHERZET Le®ic 4 EU EOBKEREPE LTS
T, b, 3EL R B E R BEERRTONAKMREZ S TR ATRRD
BRHE R ITo TN B D b,

F BB TREREST - BROBHEE~ A 7 0 YT 74 VRREM (MSIHigh) %F
I 5 HEM - B

o EHNRFIEB®R 2 FONBFERET L-RIZ 5 FULORABROBRIME R
ToTWBZ L, 55, 20X, BAEMERER2 XL LEBREEZOWEY
TToTWAZ L,

o EMEFFIEBEL 2EONMIFHELZET L-RIZ. HILBRBROBAEYEREELET S
FEL EOHELBABRZDEREZITo TS D é:u
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o ERGRFERER 2 EFOMPBMERZET LcBIZ 4 FULEOBRKRERZA LTS
Zl, 9b, 34FEMEIE, MR E R DEERRTONARYREL S D0 ATRRO
RRFHEZIToTWVWD T &,

@ BRNOEXRMHBHREBOAKHIZOVWT

EEAEREHIIEETIEEENREBE SN, NESCENS OBRED, At - &
M LEROFEE CEMS IS 5 EHRMt, AEFRBRELZHE0ORE
L, ERFLLITITEONLEHBESTNEZ L,

@ BUWER~DOXIZONT
®-1 MigRAHIZ BT 5 B

MEMMEREOERRBIEANREAE LI, 24 FEZREHROT. SR
PREEEMRR IRV T, BB LEMERICE U TABRBER O CT £ ORITERH O&EHRIZ &4
BERREORKRENY BHICHE L, ELITKHSTRBRERBE-STHnDHZ L,

@2 EREWEIC L IFEFRNLICHT BN

BABIRICHED 5 EMNLARE R E AT 2 EREFEVEERT=2 ) 7
EEDEERDORY Y —=v TV ERE L HRE A TE 5 F - 2EREHIGE
HEn TV L, 2B, BEkHIcONT, PARE L ZOFRICHICAMSNT
WwHZ ek,

®-3 BHERAORETLHITELT

BIfER (REMMRBICIMA, KBR - MNEK - EEOTH., BUEREX - FA2 - BT
HREREE - AT4C - BLMERIRE &, BERE (RMEREERR, REFEBERE). A
SRS (TRAHMEREE, FRIBMERES, BIHMERSE) . 1 BERKE,. &L 5 RE,
i - BESUGRIARIE, B, EEORMEE (NEMREBEMATE. BERIRIRE®R
B ZIAIBE. BRMEAS), infusionreaction, AMZ% - BEIRZ., EIEFMME/IE, MRESE

(FF v« NU—ERERE), LiFk, BEERMKREE (GR&H R/ MRS SRR,
WM, FRFEHRE, EEMHRES) . EEOFLA. NIREARIEREE, FEE) T
LT, YR I B E RSB O FPE 2 A 5 R & B L BIERORBETRRS
CELTHEROXBEZITbNAEHCH D L) EHITHEERIGLEDN TE DK
NEESTNEZ L,
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5. BENRLLLEE
[FHZhEICBE§ 5 E]
O TROBFICBWTAADADMNRINTNS,
o DPALFERERICHEE LZET  c BROBEE~A 7u¥T 74 bARREM
(MSI-High) #A ¥ 2EHE & (BN RBRSEEREAICRS)
o HBUIBRTRERELT - BROBHE~A 7 nYT 74 MREEM (MSI-High)
ET LM EBE
728, MSIHHigh BT 2ARFDa v =4 ZHEEE LT, MSI REF v b
(FALCO) . FoundationOne CDx 23A% /) A7 117 7 4 /L, Guardant360 CDx %3 At
fB5F/3F NV, N FF OptiView PMS2 (A16-4), ~X/ ¥ F OptiView MSH2 (G219-
1129), ~X & F OptiView MSH6 (SP93) KU & F OptiViewMLH1 (M1) 237&
RENLTWE WTHhHRTL).

@ TRITEYUTLRE T 2R DR E R OERFIEC OV TIX, AFIoFZhELHS
X SINTELT, AROBERGRLRLR,
o FFOMBIEE
o fOTUEMERER L AL TRESNLDBE

[ZeticBd 2 $E]

O TREZEUTIBECOVTHABORESERE SN TVWEZ LD, REEIT
bianz k,
©  FADRSICH LIREVEDBEERD H 5 BE

‘@ REAIOFHHICB W T TRICES T 2BEFIZOWTE, AROBREIHRE I 1AW

23, MOBFRTEA R WIESICRY |, BEICAREZFERTIZLEEBRTE S,

« MEMMEBROSHUIBEEDH S BE

RNEGRE CHER LR 5 BE R OTEEHE O HBUR SRS -G i 2%
FOMTRIEMBER O 5 BE

s HERERBOAO XIXBMHAZE L ITEREED B DR A OBEERED
b5 RE

o [BRBHE (ShBMEBEEZSL) OboBRE

C o REORBENEIBREEEZETAIAE

(%5) MSLHigh #8545 BRRBREO—IT) L FERBTHS = L REE SN TS (Latham Alicia etal.: J Clin Oncol,
2018; JCO1800283)
16



¢ ECOG Performance Status 3-4 &6 D f#B¥

(#6)) BCOG ¢ Performance Status (PS)

Score | TE#

0 S MPR{EHTE 5. BRATL AL BRERVHIRRITLS,

BEMICHLWEDR BRSNS M, BTTRT, BIERCES TOERITI 2L TEs,
Bl BVWR¥, BHER

—

FAAETEGOEOEN O LIZT<THREMERITCERYV., BHRO S0%UEERY FATRIY,

RENTEEXDEOEDY DT L LATERVY. BFD S%AEERy RPHTFTRIT,

&l

LMV, BADHOEY O LREL TERY, By RARTTRIT.
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6. BEICIRLTHEEITREEHE

O BHACEZIOMZ, BUERFTEE BRET 2 BRI EE D & &K O fe it R OB ER
A0 HERERE +HICEBR L THhOERTAZ L,
RRBMBICENL D, BEXIITORKICAEDEREREL 23R L, REZHE
ThbRETHZ L,

ERBERO~R YA Y MZOWT

)

®

BEMEMRBRRH bbb Z LB HEDT, AROBEIZH Tz - Tk, FIHYE
W (B8, FERREE, Bk ORERK U X BREOERSE, BEL+
FTATS Z &, Fhe, BEZL U THRE CT, WF~— 7 —%0RELERT
¢,

infusion reaction 233 H b5 Z &M B, infusion reaction 3FEDH LB EIZ
X, EYIARMEEITO & & bic, ERPEET S TRAEOREL +SICBE
THIE,

FORIRREERE S, TRAMEEERVCRIBHREES LN Z MR HDHD
ﬁ‘$m®&5%%%&0&5%ﬁwiﬁ%m T ISREIR T (TSH. e
T3. i T4, ACTH, M anFY —VEORIE) ZEET5Z &,
BPEFFS, RS, PGS, k. BEREARSbbh2 I ERh5
DT, AFOBEBRMAETR O S HFE HIZERRICITERERE (AST. ALT,
v-GTP, AP, U NAVEVEDORIRE) 2EHETHZ L,

L9 (P ARIIEEHRERZET) SOEERIREER D LD
TERHEOT, EHHCIROBREOHELZRERTHZ &, 7=, ROEERN
RO LNEHAITIE, EONICEREEEZZ TR OBELRETL L,
AR OHEIZ LY BEORBERIGIZER T 5 LB 2 b dfkx REBLOAE
BHobhdZtRldd, REPEDONEHBEITE, BRLEBRICS L
MR 2500 L BRBR 2 FEOERM L U CEt R @R 21TV, BEORE
RISz X D RIERB LN 2 5A1TIE, AFIORIEIHFIE, ROBIBRE R

CNVEVRIORELSEZERTEZ L, B, BIBRRERVEVOREIZI Y EIE

AOBENRD bNRWEEICIE, BIBRERNVE VLSO REIHIZ OB
bEBTHZ L,

BEKRTH, BEM»CH I AR L THrbRERANEERTIZ 8D 57D
AR OBERTHRICHBERORBRICHICERT D 2 L,

1 BIBER (BIE 1 BRFR 2 S ) b obh, BRAEES b 7Y F—v 2
WKEHZLBHZOT, NE, B, BHEOEROREERLOFEHED LRI+
SEBTHZ L, 1BERFARDNZHEAICTREZTIEL, AR Y VHY
OB EEOBEENRLNBEEZITOZ L,

AR OEERABRIZ BT, KEYNOTE-177 R Tk 9 BRI =& . F7/-. KEYNOTE-
158 FRBR KL N KEYNOTE-164 3R (=& — k A) TR EREB» S 1 FERIT 9 8

=,
e

1T 12 BRI S k_ﬁﬁﬁmﬁﬁ&ﬁofwt_&&a% . AR

EIEHNICEBRRETHROEREITI Z &,
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BEFERHEET A FF 1 v
_Ra7n Y <=7 (BEFHE#Z)
(BR74 : ¥4 M — ¥ RE#BE 100 mg)
~ R e 3 ~

SFxE1 28 (Ff449 BYED)
JBA T BE




A&

g% th S IS

X LI

AR OFH. 1ERBF

B AR AR

ERIZDOWNT
BREXMNG LR DBE
BREICELTEETREFE

P2
P3
P4
P15
P17
P19



1. Uiz

EE OGN - BEMORRO 7 DITIL, FATEEICESWEERERNRD
b, &bIT, IHEORERROEBRIZ LY, FUKERR R ¥ OBH 25 1Ak
FEERGVEBINIF T, ZNOOEERMZEICHERBHICRET S Z LR
RELR2-oTREY BREMEBCEER L WEDOEAFE# 2016 (FRL 28 4 6 A 2 AMEBRE)
KRWTYH, BFNERRSOFRAOREHBELYRDLZ & L Eh T3,

FRERSFERRIL, BBERRCEEE T 07 7 A VBBREDERL AL NCE
MBI EMRHD, DD, AMEROESEICETIBERAT+0ER TS ETOR,
WMHZEEGORBEZRZITIZZLPPMBFINIBEICH LTERTL L &b, BIE
FARREBR LB LB 23N E & 5 2 L BT RE e — B O Bt & 7= 7 EE R R o6 A
TAHLENEETHSD,

L7zl o T, BAFA FTA4 Tk, BRERSLINE TIBELRTWAEZEER -
BERRAMICESE, UTOERROFEBERERE2HET 2B RO MNELREY, EX
FROUEBEEFEZRT,

BB BIA BT A 08, MIITBOE A ER B ERBERAEE, AREEEABRAR
MRS YS ., —BHEAEAN B ABERABES R OC—RHEREA B ARRRBAESOH
J1DH LERR LTz,

XBRERDERR XA M—F RFEHE 100mg (—fE : Ra7 v ) X+ (s
THAMLZ) )
HELRAMENTHG  RIGUIRTRE X iR o B
AR I T B AT AR Bh R IR
HELRDRERORAE « <RVBVIBRARESUIERE 0 B Al i >
fhOMEHERE| & OFFRICB VT, B%., AKX, A7
Y X<=7 (BfEFMHE#EZ) & LT, 13200 mg % 3 BRIRBIRY
13 1 ] 400 mg % 6 BREIFIRR T 30 R0 TRIGHET 5,
< BHERE IV BT R B >
BE. RAIKR, A7) X+v7 BEHEEZ) LT 1
[ 200 mg % 3 BRIEFEIE 1 B 400 mg % 6 R T 30 2/
NI TREFET S, REMEIX 2 VAT TLET5,
: MSD B4t

bt
[
=
o
b3
D




2. FFIORK, 1ERBF

FA M —F REBHE 100mg (—R4E - b7 ) X<+ (fEFHRRZ) . BT IR
#l] &\15,) iX, PD-1 (programmed celldeath-1) & &MV H 2 FTéh % PD-L1 R T* PD-
L2 L DA T HEHEMRETS, b MLIgG4 £/ 7 n—FAHETH S,

PD-1 #R¥&IL T ARRRSIS BRI D> &k 5 7o DI 28 AMBRRASFI A - 5 3272 Se Be il
ZA v F T, PD-1 1%, EELRBIZBOTHESER T HEOMIRREICRE L, BCA
BRSSO ARAUNEULBR 2B RS2 HET 5, 372-bb, PD-1 XY H FEH#
ATHZLICEVRREZAERICE B VI MEERZRICHET 2% 85 ThH 5, PD-L1
DEFIBICIITERATDTHTH IR, ZLOBAMBTIE T AROBE ZMA
AT VBRI RKBLLTWAD, BNAHIBRIZIIT S PD-L1 OEFEHIL, BHbRE. B,
FFAERGRE. SRELE. FE/NRRRRIRE R & O e RBATTRRAREFTHY | RWAEFR
& OHBEIRE STV,

BEOBADBRITH% L PD-L1 BRHOMEMES S, PD-1 & PD-L1 ORRIINER D
BRIV TEERREZED Z L RFREINTRY  FiaBABROERN L L
THHFESh TS, '

A&FliZ, PD-1 & PD-L1 RU'PD-L2 Ofj ) ¥ ROBEAEAET D Lick v, @S
e NEEPOBESBRMIRESENE T U o S RE2EE LS, fEERE 2 BIEH
T35 L CHIEESDRERIET 2,

AR OVERSFC S REDRERIGC X 5RWERE R & b b, ERUIETIC
ELAREMNN BB, AR OBREGFROEERITIT, BEOBELTFITTV, RHBR
H b PAITE, R L BRI U MB2 milk & SRR 2 RO L8 L TE
ENRERIBET 21TV, BEORERIGIC X 2RER BN 25BE8IIE, BIBRESRV
EVRIOREGEDOBYRDBZT I BERD D,



3. ERPREGK .
IRIBEIFR A RE RIS M o0 B AR Fe OVB AR (2 38 ) B TR Ml Bh i O AR R I
T E 1T o e ERERABRO KB L R T,

[Fzhik]
O HEERILFEFEMAERAR (KEYNOTE-426 %)
{C2ERRIERE O 72 O RIGYIBRR BE SRR ME ™ D s BA MR R AL B i B 861 45 (B A

A 94 4

ZED) AR, RA=F=7 Y IBE (UTF (R=F=7] L5, ) 2%

MBELT . ARETHFOF =T LOARE UT (FB/TXvF=T]) ), ) "
DEDHEROEEMBRET Sz, TEFHEBIZ2AEHR LT fos) &3, )
BOMERBEAFSNM (BT TPFSI &5, ) &N, KF/T XV F=71F, A=F=
TLHELT, OS RUPFS 2 ARICER L (1, M1 KRUX?2) .

*1 : American Joint Committee on Cancer JREAZ 31 25 < J/HAIV -
*2:50mg 1 A 1 [E 4 BRERE% 2 ERIKE
*3 ; AAK 200 mg 3 ARG (LT TQ3W] \WH, ) THIRFIEEL, 7F3F=7%35
mgl B2E (MUF MBID] &), ) BARELE, THLF=7ORERIL. Smgl
B2EITCERETS2a3—R (6BF) AEBEMRHY. Grade 2 28BX A7 FF=
TORWERBRRD bT, 2-oMEAN 150/90 mm Hg U FIZE B EN7=BE. 7mgBID
~OHEBETREL L, EERBKEOELEZ AV, 10mgBID ~OBEEL T REE Lz, 7
FUF=71%, BEROER, EEESICN U THAEIRE (3 mgBID, KRIZ 2 mg
BID) bAlREL L7z,
#1 AR (KEYNOTE-426 3B
R/ T HVF=TH# A=F =T
(43245) (429%1)
PRiE (B) NE NE
[95%CI] [NE, NE] [NE, NE]
0S™ | N¥— KHe"? 0.53
[95%CI] [0.38, 0.74] -
P fE" 0.00005
hRfiE (B) 15.1 11.0
[95%CI] [12.6,17.7] (8.7, 12.5]
PFS™- ™[ /\4F— FEp*2 0.69
[95%CI] [0.56, 0.84] -
P{E" 0.00012

Cl: EHX[. NE : #ERT, *1: DHEMTEOT —F (20184E8824R v rA7) . *2: B
B Cox BN — FEF M X DR =F =T E O, *3: BRIu ST > 7 BE, *4: RECIST
HA RS LIRIZES S BRT RS P RE



100 -

o T FH200 mgBWR U T FLF=T

70 A -t 14

- | A==

X 60 - :

§ 50 1

§ 401
30 1
20 A
10 1

TRTTTTTTY T TITITT T T T YT T

0 4 8 12 16 20 24

2t risk =)

F#1200mg Q3W KU
PEYFT 432 417 378 256 136 18
AZFT 429 401 341 211 110 20

X1 OSDHRIAENTE DKaplan-Meieri#f (KEYNOTE-426338%)

100
90 -
80 -

R 70-

B 60 -

g ]

340 -

£30- . I.?

200 mgBWRUFPHFLF=T

20‘_
10
P I S
0 4 8 12 16 20 24
at risk® miaEEEEIB]

AH)200mg Q3W 432 357 251 140 42 3 0
BUPFYF=T
AZF=T 429 302 193 89 29 1 0

B2 PFSO IR O Kaplan-Meier #i## (KEYNOTE-426308%)



@EELMFZMFRAER (E7080-307, KEYNOTE-581 :5#)
{LZERERE O 72 W IRIGUIBR A RE S =B M O kAR BB AR E 712 1 (AR
AN B HEEL) ZRHRIZ, A=F=TE2GHRELT, AFELVUARAF=T AV VER

BT IvoRnFz=F) 05, ) offR#EE CUT IR/ vonF=7) L), )
BOEYMER R EENRFT ENT AF/ v o nF =3, FEFEE B & S iz PFS,
BIRFEMERE D—2 L SN 0S 2, A=F=T7LHBRLTARBIERLE (F2, X

3RV 4) .

*1 : BRI BV TRRZEN SUIMRZMICRAMESHER SN BERIR L Shik,
*2:50mg1 B 1[0 4 BRRE% 2 BREIKIKE
*3 1 AKFI 200 mg Q3W TEHRNIRE L, Lo _F=7%20mgl B 1 EROFKRE LT,

#2 AZMRE (E7080-307,/KEYNOTE-581 3Rl)
AE/ VU NF =T A=F =T R
(355%51)) (35741)
g (R) 23.9 9.2
[95%CI] [20.8,27.7] (6.0, 11.0]
PFS™ " NP R 039
[95%CI] [0.32, 0.49] -
P fE* <0.0001
hRfE (H) NE NE
[95%CI] [33.6, NE] [NE, NE]
0s* NP — 3 0.66
[95%CI] [0.49, 0.88] -
p{E™ 0.0049
CT : TEHRXTH] #EEW‘I *[:RECIST A F7 A VIIRICEES  BIR T IR P HE,

*2 : 20204E8 A28 2
*4 . @Rlla s 7

A7)

rAZ. *3: BRI Cox ttWJ/\ﬁf*—l\‘ET/W\_J:Z)Z—iF 7 & DLk,

ﬁﬁha‘: 5P (W) .

*5 PRSI O T —

¥ (202048 H28H 7 v b




wema KA 200mg QAW RV w8 F 2T

gg L 0
07 - o
W 06 -
g
& 03 4
02 -
01 -
0 4
0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 51
atrisk & ReM (A)
KA 200mg BWRY 355 342 338 327 313 280 253.222 188 129 66 26 10 2 O
;:;":;7 357 332 307 280 264 236 207 186 160 112 60 25 7 2 2 1 0
K3 OS®DKaplan-Meiergh#t (E7080-307,/ KEYNOTE-58133%)
10 . -
09 - e KA 200mg QIWRUL VAL =S
seess RzFzF
08{ "\
W 07
06 -
05
04 \.
| -
03 - M
02 Ry
0‘1 4 | PR VR T TR
o k. L] L] Ll T L] Ll Ll T L) L) L T L] L} ¥ L] L L] L] T T
0 2 46 8101214161820 22242628 30 32 34 3638 40
Bm (A)
ik W
M 200mg GSWRY 365 321 200 276 259 235 213 186 160 16 126106 % 56 D M 6 3 1 1 0
i BT IAI07 B 69 &2 49 42 R 6 9 3 2 1 0

4 PFS @ Kaplan-Meier BifR (E7080-307,/KEYNOTE-581 #RR)



CEELFFIMHEATR (KEYNOTE-564 RAHR)

ERERHT SUIRE 2 UIRRINE OB/ U 2 7 A5\ HBA AR B M A A 994 41 (B
AN Bl ET) xBIc, WEMBIIRE L UTAR 200 mg QW BEDHEIMER W
REWR, 77 R EXRBE L TR SN, TEFMBEB ERAEFPR (LT IDFS)
EWH, ) LEN, ARBNI T TR LB L TDFS 2ABICER L (3 RUKNS) .,

L UTo (1) X (i) oBFEMERAANLNE,
(1) 9% ORBRBZHZENIC XV TROWTHICEY T 5 8% (Grade i Fuhrman 73%8)
- pT2. Grade 4 iIRERELEMFS . NO 2> MO

- pT3/4, Grade R, NO A>> Mo

- pT 33", Grade B3, N1 5> MO
(i) M1 no evidence of disease (M1 NED) TH Y., REBREUEREBE L b2, BHERH

RERSUTBIERITE 1 FEUNOWT RO R CRETRTETH - 1 BE

£3 APERMK (KEYNOTE-564 3R)

AHK#E AN 5
(49641) (498151)
PRfE (H) NE NE
[95% CI] [NE, NE] [NE, NE]
24F DFS & (%) 77.3 68.1
DFS™! [95% CI] [72.8, 81.1] [63.5,72.2]
NP— FHE" 0.68
[95% CI] [0.53, 0.87] —
P fE" 0.0010

Cl: XM, NE: #EARW, *1: FEMEIFEFOT —& 1 2020412 A 4B H v bF 7 (DFS
IRIRBRI S AT & B EHE) . *2 : [@BI Cox WA — REFMC L BT TR & OBk,
3R ST U RE

100
90 -
80 1
% 70 1
w60 -
ESO 7
i 201
8 30 1
201 A200mg QIW

10— ysex

0 .

0 5 10 15 20 25 30 35 40 45
at risk% RREFHREA]

ZHI200mg Q3W 496 457 414 371 233 151 61 21 1 0
PA=A 498 436 389 341 209 145 56 19 1 0

%5 DFS ® Kaplan-Meier Hi## (KEYNOTE-564 3A%)

8



[Zait]

OEBLRFMAERER (KEYNOTE-426 FER)
HFEERIIAK/TXF =78 422/429 B (98.4%) KRR =F =78 423/425
(99.5%) IZRH b, WREL DRRBERBETERWEEERIL, THEN 413/429
Bl (96.3%) X 415/425 il (97.6%) TR bz, W HORE TRIREN 5%LL £
DOEHERIITRD EBY ThoTz,

#4 WTHhINORTREER 5%UEORER (KEYNOTE-426 BB (22T S 44M)
FHENRNE Bl (%)

(SOC: System Organ Class) AR/ 7 X F=TRE A=F=TH
HAFE (PT: Preferred Term) 429 425 %)

(MedDRA ver.21.0) & Grade Grades 3-4 Grade 5 4 Grade Grades 3-4 Grade 5
2BI{FR 413 (963) 269 (62.7) 4 (09) 415 (976) 244 (574) 7 (16)
MmEE LRY 3RS

#in 12 (28) 1 (02 0 69 (162) 13 3.1 0

A I BRI E 5 (12 0 0 37 (8.7) 6 (1.4) 0

T RERE 6 (14) 1 (02) 0 79 (186) 28 6.6) 0

/R BE g8 (19 0 0 94 (221) 22 (5.2) 0
Sy isE

FRIR BB RETOESE 52 (12.1) 4 (0.9) 0 14 (33) 0

AR IR R T 135 (31.5) 1 (02 0 119 (28.0) 0
BBHEE

e 23 (54) 3 0.7 0 16 (3.8) 0

B 31 (72) 0 0 29 (6.8) 0

TH 210 (49.0) 31 (72) 0 175 (412) 19 (4.5) 0

K SRR 17 (4.0) 0 0 2 (52) 0

HILR R 12 (28) 0 0 48 (11.3) 1 (02) 0

HAE YR A 6 (14) 0 0 34 (8.0) 3 07 0

B 91  (212) 2 (0.5 0 1 (26.1) 4 0.9 0

RPN 61 (142) 3 (0.7 0 86  (20.2) 9 2.1 0

N 34 (7.9 1 (02) 0 56 (132) 3 ©.7 0
—i% - EHEFE L UCREHIORE

®E 50 (117) 6 (1.4) 0 54 (127 12 2.8) 0

By 130 (303) 10 (23) 0 142 (334) 21 4.9) 0

FERED JAE 55 (12.8) 4 (0.9) 0 9 . (212) 7 (1.6) 0

FEB 16 (3.7 0 0 24 (5.6) 0
FRERRRE

ALT #§/m 102 (238) 52 (i2.1) 0 54 (127 1 (2.6) 0

AST /M 97  (226) 29 (6.8) 0 59 (13.9) 7 (1.6) 0

w7 V7 F =8 24 (56) 0 0 30 (7.1) 1 0.2) 0

1A AR R VE 1 2 (5.1) 0 0 2 (52) 0

HF BRI 3 07) 1 (02 0 48  (113) 29 6.8) 0

/MRS 14 (33) 1 (0.2) 0 76 (179 31 (7.3) 0

ERD 41 (9.6) 6 (1.4) 0 36 (8.5) 0

A i BRE D 1 (02 0 0 37 (8.7 11 (2.6) 0
Rtp L URRES

RARBGE 9%  (219) 9 @1 0 106 (24.9) 2 (0.5) 0

&Y BRILRE 6 (1.4) 2 (05) 0 26 (6.1) 11 (2.6) 0
BHEKRRB LU EHERES

BagEH 52 (12.0) 3 (0.7 0 15 (3.5) 2 0.5) 0

HRE 23 (54) 0 0 16 (3.8 0
R REE

BRERE 40 (9.3) 1 (02) 0 129 (30.4) 0

s 35 (82) 3 (0.7 0 33 (7.8) 1 02) 0



SEKRDH Bl (%)

(SOC: System Organ Class) A/ T X F=TH R=F =T B
HAFE (PT: Preferred Term) 429 4 425 {5
(MedDRﬂer.Zl.O) 4 Grade Grades 3-4 Grade § £ Grade Grades 3-4 Grade 5
BB IURKEE
BRR 66 (154) 11 (2.6) 0 39 (9.2) 6 (1.4) 0
PR, BoshE L ONERRREE
Rk 32 (1.5) 1 (02) 0 12 (28 0 0
REEE 98 (22.8) 1 (02) 0 12 (2.8) 0 0
272 85] 3 28 (6.5) 2 (05) 0 16  (3.8) 2 (0.5) 0
S 19  (4.4) 0 0 32 (15) 0 0
BB X R THaRREE
BRI 27 (6.3) 1 02 0 35 (8.2) 0 0
FE - REXRFOMERASEGE 119 (277 2 (1) . 0 168  (39.5) 15 (3.5) 0
% 5 FERE 53 (12.4) 1 (02) 0 18 (42) 0 0
RE 46 (10.7) 1 (02 0 38 (8.9) 1 0.2) 0
mEEE .
v 1 E 179  (41.7) 91 (21.2) 0 184 (433) 78  (184) 0

B, AR/ TXVF TR CHIESERE 12 5] (2.8%) . KK - DMEK -
EED TR A0 4] (93%) , HREE (X5 « XL —ERRE) 246 (0.5%) . FFkkse
BE (ALT R U AST 8072 & OFF#BBREMEE 2 &) 150 #1 (35.0%) . FRRE
BEFEE 165 41 (38.5%) . TEMAHSREREE S (1.2%) . BIEHREREE 10 41 (2.3%) .
1 BUBERRIA 1 1 (0.2%) . EREEE (RMEMEMERE) o6 (2.1%) . ik - &
KARRRARSE 4 B (0.9%) . EREAFIESINE 4 6 (0.9%) . LE%E 281 (05%) . SEHK
%18 (0.2%) KN infusionreaction2 # (0.5%) W3R bT-, T, BEEOENEE

(REFSISEREMRRE, S, HEREES) | Bk, Bk - Rk, EERLRES

(SafE i/ MRIRAD ESRBER . Mg L, RIFFRE, MIBRERES) | MRARER
BROWEIGRE® b 2ho T, ARWERARTRRIVIBEESRR BAREERE 23
EEDEERE R,

10



@E R FFE IFERE (E7080-307,/KEYNOTE-581 3U#k)

HEREBIIAK/ VI NAF=TRE 351352 B (99.7%) BROAR=F =78 335/340 fi
(98.5%) IZ58H b, IBBRE L DRRBEENREE CE RVWAFFRIL, T L 341/352
Bl (96.9%) KOt 313/340 f5) (92.1%) IZF@BD bz, WL DFE CRIEN 5% E

DEWERIXTRO L EBY ThHoT,

#5 VWPROORTRER 5% EOBIVERA (E7080-307/KEYNOTE-581 BU)

(R2MARAT X BIME)
BERIKSHE B (%)

(SOC: System Organ Class) AR/ Vo RF=TRE R=F =T B
FAFE (PT: Preferred Term) . 352 %) 340 4)

(MedDRA ver.23.0) 4 Grade Grades 3-4 Grade 5 £ Grade Grades 3-4 Grade 5
2BHER 341 (96.9) 252 (71.6) 4  (1.1) 313 (92.1) 200 (58.8) 0
MEB LY i REE :

#Hifn 20 37 3 (09 0 4 (1290 11 (32) 0
A M ERBAE 4 (1)) 0 0 21 (62) 7 (2)0) 0
FF PR E 8 (23 1 (03) 0 42 (124) 18 (53) 0
tf /SR S 13 @37 1 (03) 0 51 (1500 18 (5.3) 0
WIS
R IR R T A 22 ¢ (6.3) 0 0 8 (24) 0 0
RIS TR 150 (426) 4 (11) 0 79 (232) 0 0
HEES
R 39 (1L1) 4 (LD 0 12 (35 1 (03) 0
fEf 24 (68) 1 (03) 0 20 (5.9 0 0
TH 192 (545) 29 (82) 0 151  (44.4) 15  (44) 0
R AR 28 (8.0) 0 0 100 (9 0 0
HERR 26 (74) 0 0 42 (124) 0 0
B AE iR A 8 (23) 0 0 26 (76) 0 . 0
B 9% (267 6 (17 0 9% (276) 2  (0.6) 0
b1z 113 (321) 6 (17 0 127 (374 71 Q1) 0
AL 56 (159) 5 (14) 0 45  (132) 3 (0.9) 0
—f% - 2ERER L CRFHORE
B IRE 71 (202) 16 (4.5 0 54 (159) 11 (32) 0
EH 113 (321 11 (3.1) 0 109 (32.1) 13 (3.8) 0
AUV RE 17 @48 1 0.3) 0 17 (5.0 0 0
FeB 16 (4.5 0 0 18 (53) 1 (03) 0
FRIRIRE
ALT ¥/m 34 9.7 11 @30 0 30 (88 6  (1.8) 0
75 —EHmMm ’ 53 (151) 26 (74) 0 26 (16) 9  (26) 0
AST #3/m 33 (94) 9 (26) 0 30 (88 2 (06) 0
A7 V7 F=Hm 23 (65 1 (03) 1 (03 17 (5.0 0 0
i AP FR R BRI A V8 N 38 (10.8) 0 0 17 (5.0) 0 0
Y R—E1in 50 (142) 34 (9.7 0 34 (100) 24 (7.1) 0
TF P ERYOR 8 (23 6 (L7) 0 39 (115 19  (56) 0
/MRS 20 (57 3 (0.9 0 57 (168) 18 (53) 0
KERDS 70 (199) 21  (6.0) 0 19 (5.6) 0 0
A M EREE D 10 @8 1 (03) 0 30 (88 6 (1.8) 0
Rifits X USRS
BARROE 123 (349) 12 (3.4) 0 84 (47 5 (1.5 0
& VAT v/ VIE 18 (1) 1 (03) 0 2 (06 1 (03) 0
BRY 7)Y NlfE 30 (85 10 (2.8) 0 23 (68) 14 (41) 0
HERRB L UEAEREE
BaEhE 60 (1700 4 (1.1 0 22 (6.5) 0 0
v 38 (108) 3 (0.9 0 8 (24) 0 0
PIERIEE
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BEIKSE P (%)

(SOC: System Organ Class) AH/ Vo NRF TR A=F =T
HAFE (PT: Preferred Term) 352 i 340 i
(MedDRA ver.23.0) 4 Grade Grades 3-4 Grade 5 £ Grade Grades 3-4 Grade 5
e 8 (108 1 (03) 0 88 (259) 1 (0.3) 0
b 38 (10.8) 0 0 280 (82) 1 (03) 0
B8 I URBEE
EaR 97 (276) 26 (74) 0 41 (121) 10 (29) 0
FRIRER. PR K UWERIEE
BB 19 (54) 0 0 8 (24) 0 0
REEE 87 (24.7) 0 0 9 (26) 0 0
W% P 23 (65 4 (1) 0 11 (32 1 (03) 0
£HM 18 (5.1) 0 0 30 (8.8) 0 0
Jitifg e 18 (1) 6 (17 1 (03) 0 0 0
B LU THEMRE
id) 7] 17 (4.8) 0 0 21 (62) 0 0
FH - RERFOEALERER 9 (281 14 (4.0) 0 122 (359) 11 (32) 0
% 5 EEE 47 (134) 1 (0.3) 0 19 (56 1 (03) 0
BE 77 (219 12 (34) 0 37 (109) 2 (0.6) 0
BER BB RS 24 (68 4 (L1 0 5 (15) 0 0
BERN 0 0 0 1 (9.1) 0 0
M REE ,
L 184 (52.3) 89 (25.3) 0 133 (39.1) 61 (17.9) 0

B AH/ VoRFoTHICRBOTHREMRRR 1961 (5.4%) . KBS - /MR -
HEOTH 366 (102%) . EEORMES (DEMEREZEFEMARE, BHEBIRE %
R, ZHEE. BREES) 24 (0.6%) . BUERFK - FFAE - FFHERERES - TR - &
{LHERRE & 79 #i (22.4%) | FURIRSREREE 156 B (44.3%) . THMAHREREE 3 4

(0.9%) . BIRSHAEEREE 18 41 (5.1%) . 1 BUHERIR 1 41 (03%) . EHREESE (R
ERIEMHER R, REREBERE) 8B (23%) . BEXSH (2.3%) . FHsk - SR RLARAE
341 (0.9%) . EFEFHESAE 1 #1 (03%) . Pz - BlfRZE 3 B (0.9%) . L% 3 #

(0.9%) KUt infusionreaction5 ] (1.4%) BB LNz, o, HEEE (FF - A
CL—REEMYE) | S EOBEKA, ERDKEE (GREMED/ MR RN, BtEE
., FRIFEREE, WPERHES) | MREBVEGRHROREZIIRBD b2 oT, FEIE
RAESERRIIEEFS BRREERELZED) 280EERE TR

12



QERBLRF MR (KEYNOTE-564 7RER)

BHEBERITIAKIBE 470/488 5] (96.3%) KOT T & REf 452/496 ) (91.1%) IZRDH 5
. IBRIEL ORRBENBTETERVAEERIT. T TN 386/488 f (79.1%) KW
265/496 ] (53.4%) XD BNz, WTFNLOFETREAED 5% LORERIITRD
LBy Thoiz,

#6 WPNLOBTHEEN 5% LOBIER (KEYNOTE-564 3B) (Rt )

BEBASE Bl (%)
(SOC: System Organ Class) AANRE 772 EE
HEAE (PT: Preferred Term) 488 4 496 1
(MedDRA ver.23.1) 4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
£RIER 386 (79.1) 92 (18.9) 0 265 (534) 6 (1.2) 0
jl. mﬁwﬁg . . s ; - -. 2 = 3 . I..- ; I-: 5 :-- ; :Z_ - ‘ b .,.',. _I- '_. 5 et i Sy
PR B RE ToAETE SO (102) 1 (0.2) 0 0 0
. HUREMREAEIE T AE : 8 (176) 1 (02) 0 13 (26) 0 0
CEMRBEET SR S BT R P
THI 77 (158) 8  (1.6) 0 51 (10.3) 0 0
B 39 (8.0) 0 0 23 (4.6) 0 0
SR EHEE S E ORI ORE | e SRR S
BAIE 28 (57 1 (02) 0 23 (4.6) 0 0
pdd 99 (203) 4 (0.8) 071 (143) 0
(B R LOReMREE T SR A Rt R e .
RafhE 46 (94 1 (02) 0 43 (8.7) 0 0
PR 30 61 1 (02) 0 200 (4.0) 0 0
Z 5 FERE 91 (186) 1 (02) 0 57 (11.5) 0 0
%5 73 (150) 4 (0.8) 0 36 (1.3) 0 0

7E. AABHC W CRIEMIRR 1161 (23%) . KIBK - MER - EEDOTH 15
Bl 3.1%) . BEOKBEE (hEEREEFLMATE, KRR, ZHE,
ERBEEZE) 16 (02%) . PREE (T - NU—EREHS) 14] (02%) . BUE
BF4¢ - FER4 - FFRgReREsE - B4 - B L IERRAE 2% 45 51 (9.2%) . FRIBMEREREE 106 £

(21.7%) . FTEAHAEREE 2 4] (04%) . BIBHERS 104 (2.0%) . 1 BHERR9
Bl (1.8%) . BifelEE (RAMEMEMEE %R, REREBRE) 861 (1.6%) . K - &
UG MRIE 2 ] (0.4%) . BIERFEENE 2 61 (04%) . Bigk - BEIRAK 2 B (0.4%) . L
45 155 (0.2%) . infusionreaction7 ffl (1.4%) RUOEERMIEEE (So/@t /MR
PSRBT, WML, FRIFEREE, EEBAIERAES) 1 4] (0.2%) BR® LI, Eik,
BEA . B85 Ak, MERERIERERRER ORZIIED bh kb oTc, ABWERFERARILT
BHEEs (BAREEEFZED) 2 3DEERETT,
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(R - AE]

AR ORERNEYFHEETAZHALES I 21— a kb, A% 200 mg %
Q3W, 400mg % 6 EMIEIRE (LT TQeWl &5, ) XiX10mgkg (KE) % 2EM
B (LT TQew) &5, ) THRE LEZEOAF OmEPRENRN SNz, Z0ORK
B AH 400 mg B Q6W THRE L-BOAFOEFIREBICKIT 3 EHmETEE (U
F TCavgss] £V, ) 13, A 200mg &2 Q3W TERE. LIZBED Coyges LT 5 & T
ANk (FR) . £, A5 400mg % QoW THRE LIZEOAR D EFIRBIZEIT 5 &%
EMIEFHE (AT [Cuaxss] V5, ) 1, AF 200mg 2 Q3W THE L7ZERD Craxss
LB L TREZ R T ETRHIEIN b0, BAABEICBWTESMRHER ST
LR - HETH 54 10 mghkg (FE) % QW TRE L7T2BED Cuaxss & LB L TIK
HrRTETFREINE (FR) . 52, BHRAEREZXRITAH 400mg % Q6W
TRE Lz E IR (KEYNOTE-555 RBR) &L VB bh - ERIEICE S KipEhik
RIA—=FZ VI ab—va ek ) PHIL-EYBEE T 2 —% LB LK (TR,
Mz T, BHOBEIZRIT AEERREE I CE S, AR OBRBR R & A TR M
L DOREEZ BT 2RBHSET VAREI L, A 200 mg Z Q3W Xt 400 mg &
Q6W THRELRORHER L A IIRLME OBREIC VTR SRR,
RO - AROM AR OV E2MICHBERZER TRV EFRIS I,

87 FAORGEINE T A—H

[e—— Crex (o Cria i Shen s
(ug/mL) (pg/mL) (ug/mL) (ng/mL) (pg/mL) (ng/mL)
20me B! | (555597 o) | a8y | o790 | wsasio | 6oss4
L RO (12;,2:1;24) (32.?)?';2.7) (10.11(,)‘16 03) (14211;49) (50.51(,)"57 1.3) (19,::;?'230.9)
40(°£iﬁgu1?ﬁ6)w (1351.1,6.10 ;6.4) NA (14.1:, '?55.4) NA NA NA
10 mg/kg Q2W (21%,2323) (14;?‘1145) (11;,1 ?21) (42:?333) (272,7382) (19;,9200)

t:0=2,993, 100 BN I = L—v 3 VX D HHE N BB FRE (2.5%8,97.5%/8) . Crax : FIEIHER
E#HORBMIFEDPIRE, Coyp : AEBEROTLIMIEPRE, Coio : IERESR (A 702 BE5H) OREMTE
FRE, Cruss : EERBICKT 2 BEMIFPIRE, Cugss 1 ERRBICHIT 5 FHMBEPRE. Crinss 1 EFRIBIC
BT B BARMIE PR

1 56 BIOKBMFIME (95%EFE )

§ : 41 BlOMMTEHIE (95%IERRE M)

NA: #&%7%2L
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4, HEERIZHOWT

EFD Y R 7 EEEE (RMP) IZES5E, AR OERKMEZLMEERTEE~OH 15
NHBHRTHo T, AFIOBEN B 2BELZH - BFEL, FFOREICLVER
REWER 2 RB L BIcsie T 3 2 E RBERZD, MTFTOO~@D T T &I HE
RIZBWTHAT ARETH B,

@ MRRIZoWT

D1 FEo (1) ~ 5) OWFRILTHYUTIMRTHEZ L,

(1) BEAZBKEREET 55 ADFEEILS RS (EEFR D ABROEEILIRBE.
Mt AS A BB L SRR, HUR DS A RBRIRRE R £

Q) FeERRERPT

(3) EEFFRMERIBET HNADREERER (NABREEIETRE. SABRES
W, MSARREENEERRE R L)

(4) A RICFFRIERLZRE L, SSRESLERESRE 1| IS RIER L2 Rob
2 DREER AR DM Z 1T > TV D HEaR

(5) PUEMEEAINS B ERMNE ORI siféﬁﬂj%ﬁofb‘éﬁﬁ&

@2 BRI OLERE R OB AR R OIS+ L R e R oEm (T
FOWTHPICELS T HEM) 2. YBHAOAFKICET 2RORESE & L TEE
ENTNBHZ &,

®

o EffRIFRES 2 EOFUBFHMELET LiRIC 5 FLUEORARKROBRIHE Z
FoTWAZE, 5b, 2L EIX, BPAEYREZE L LEBREREFEOHE 2
fTToTWAZ &,

» EMGHERE% 2 FOMMMHELET L7ABIT 4 4ELL EOWMRERZ D BERTHE 21T
STEY. 55, 24ENU T, BHIEGEO R A FYRIEL & 0N AMBROBRIHEZ1T
STWAHZ L,

@ BRNOERMEREROEMHIZONT

EEAISRERICHEF T 3 FEESRBE SN, BEAENLOFRED. AL - &
SHSELHEROEER CEMSICT 5 FHEM, AEERRRALE LB OMSE
R EREOHITONAEENEoTVWEZ L,
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® BEMER~DHBITONT
@-1 MR AT 5B Y

Fﬁ:‘iEriHﬂi%%%@E’%fxaM’ﬁﬂfmn%ELt%b;\ 24 FFEIRERAEHIO T, é:ﬁﬁfﬁ
ILESE MR B T, BB LBWERICR U CABREER O CT %@@H’Eﬁﬁ@ﬁﬁu_z\
BELRREOBREPY BPIELN, ELHICISARERERNE TR Z L,

®-2 EM%%‘LJ: A FHESN T 3 EE

BABRICEL S EMANRAME L2 E T2 EREFENBERT= 5? Vs
EEDREERORI Y —= T 2TVWERE L FERE IR TE 2 F— AEREKHINE
HEhTWBZ L, 2R, BlEkEIzoNWT, BABRE LZFOFRKRIZHHITAMENT
W3z &,

®-3 BIEAOREPMRIZEL T _

BHWER (MEMMRBIINZ., KB - /MNEk - EEOTH., BUEFE - AL - IF
HERERES - P - BE{LMERRE &, %"%ﬁ%ﬂﬁ% (RAEREEER, REREERE). A
SWEE (FTRAMEREE ., FRIBEERE. BIBMHERES) . 1 BERK. &£ 5 BR,
B - BRBCThRARAE . S, Elﬁ@iﬂﬁl‘ﬁ (HPEMERBTEIEMARE, FNPREIRARE B
B, ZABE, BREESS) . infusionreaction, MK - BEEK . BEEMEE. #hREE

(X7 v« NGRS, L%k, ERZOLKRES (ﬁBé’E'ﬁﬂudWﬁiﬁ’)'EﬁEﬁHﬁ\
WintEE M, FRIFEREE, MERRES), EEOFRA. MRARIERE, BEF) |
LT, ¥R OLEBERSEOEMELT AT ERM L EE L EWERDRZ %H’?TM?
RKELTHRERVOIBEZITONZRHFICHD L) | EBIZEYRAENRTE 545
NESTWBH I L,

16



5. REXNRLRDBE
[HzpiticBI$ 2 FE]
O FFOMOFIEMEEFEAR L O ARG I TROBE BV TADMER RS T
%o
s TEVF=TNIVUAT =T L OFRERE  LEREEO 2 WIRIGEIRT R
XidEEBHOBEMREEE

@ AFOBEMBEIITROBE BV TAMEN RSN TV,
R 27 OV EREOHTRBE

® TRICEYTIAFORERUHERFIELCOWTIE, AROFDMEPIHEILSN TR
59, AFOBRERNRL 2BV,
o fRBAFICHT A MOTEMEER & OtRRS
o TR IUFTNRVIAF =T LN OTIESIERHR & OIS

[Z4eiicEET 5 5HE]

@ FTRICEYTHIAEFCOVTHRARNORERZERL ShTWEZ b, BREZIT
blrnz &,
o AFIORRSICR LIRBUEDBEERED H 5 BE

@ WHBEHOFMIBV T TRICEY T 2 BE IOV T, AR ORETHE RN

3. MLOBFBIRER RVHAICRY . HEKAREERTIZL2BETE S,

o BEMMERBROAFXIIREDH S BE

o JAHEGHRE CRIER 2R D BE K ONEBIIE O MR A Rk Mt A
LEOMICRIEEER A DN D BE '

o HOABEROAD XTEBMHARE L IIERMEO B RS R B OBERED
hHoHBE

o  [EBRBHE (EnSBERBEHEERZED) OboAE

s REEORENIEEEETIRE
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o RIBYIBRAREIIEEBE O B KHRIZ 331T 5 Karnofsky Performance Status 70%

i (#1) 0)%%&

D Kamofsky Performance Status (PS)

Score

RERR

EFOEBRFRE, HHLEBBLER,

100

E#H. RECHT2EBEOFR2BIRV., BRERR L,

90

BV EBRARAERIISH 223, IEFTEBN AR

80

R Y BRARIER 233 543, BH L TIEE OIEEIFAE

FHTHZLIIATEE, BETEETET, F
EIZ LA CLBANRBERIZLEE LD TH S,
e RRREONBENELT S,

70

B BEOMEFIXTE 20, EEOIEE - 5@+ 5 LiXARTEE

60

BRDICHBERILIZTEDN, LS EENBBLE

50

WREERLI-EH#E L OESNRERITANLE

FOEY DI L EHSTTERY, HERHB W
RO E# L MEOEEEVEL T, KR
PDEBICEITL TV A EEMERD B,

40

B, BURERE L CEESLE

30

<87 T. ARPLEENERLSI LEE o TR

20

HEICEE, ABRPKECTEANRERPLE

10

FEHIB-TND

3E
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6. BHEIZELTHEETREHFH

@

)

®

AT STEEE TN %, BUOEARTE A DMR U 2 BRHE I 23 & ARF| O Rtk R VB IEfE
A HEREREZ+DICEBM L THOERTHZ L,
TRIRBIRIC RS D, BE XX Z ORIRICADIER a2 o0 L, REZH
ThoEETHZ L,
EREERDO=F YA Mo T
o FIEMREBRRHODbhDZERHDDT, AFOREITH o Tk, FIE
w (B9h, MR RS, %) OREBE ORI X MREOEKS, B8R
SIATH Z &, ¥io, BEG U THE CT. miF~—r—%0REEEhT
B L,
* infusionreaction 23% HPN B Z LR H 5, infusionreaction BFRWD LNTZFEIC
i, WEIRAEERITO & &b, EERVPEIET 2 E TREORE L o008
1B,
R, PR E R OCRIERAERER D LDND Z L RHE D
T, KA OEEBRMART RO SR P ERICAN S WEERZE (TSH, b2k
T3, ERE T4, ACTH, M anNFY — VEDORIE) 2EMTHZ &,
BIERTZ¢. A2, IS, IFk, BEHERERR S bbb L 3H D
DT, AFI OGN ROR S DI EHICFEEERZE (AST, ALT,
¥-GTP, Al-P, ULV EVEDRIE) 2EETDHZ &,
AL HEE TEARIIEERELEZAT) SOEBRBRESENH bbILD
TWRBHBHOT, EHNCIROREORELXMRT AL, £in, BROEEN
ROLNZHBAIE, BONCERBELZSZ2 T L BB LHEETLZ L,
AR OREZ LY BEORBERIGICERET S LB 2 Lhaikx REBLRE
NhHobNEZERHD, BERRDLNEHEITIE, BRLEFRIIE U
HPRRY 7 0k & IR A O ERD & U CRYIZENZET TV BE OR%E
RIS X BRHERREDLNL B HEIIE, AR ORE TP I, RUBIEEE R
NEVRIOBRESRERT O L, ol BIBREFRNVE L OREIZLDEIE
A OBENBD LNRVHARICIE, BIBRERNVE SO 080
bEETBI L, |
WEHKRTH, BCARSEVABB LT LEWERANRBRT A EBH B0,
AROBERTRICHBEVERAORBRIZHSICEETIZ &,
1 BUERRIR (BUE | BUERB 28 MRdbbbh, FRFEY b7 F—v X
WEDZZERDHHDOT, OB, Bl IBEHFEOERORBHLMFEED LRI
DERTHZ L, 1 BERRAEDN IR EEPIEL, AR Y V8
R oOBELOBEERLBEZITO 2 &,
AR DEERABRIZI VT, KEYNOTE-426 RERTIIHR MM S 12 WA, DIBEIX
54 BBET6RTE. D% 12T &, E7080-307,/KEYNOTE-581 R Ttk &
Bta D 8 BB T L ICERMEDFTN 21T - TW\We Z & 28 EC, AFIRESEHITEY
I EBRRE CHROMERZITOZ &,
BRYVAZOBVWEMRBRE ISR 2B MREL UTERT 2 RITI,
KEYNOTE-564 RERICIW T, 12 B = L IHIMEDFE 21T - T\ Z L 2B E
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i, AR OB EPIIELNCHROMBLITO Z L, 2B, ARORSHIMIX 12 4
HETETHI L,
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EERAHETA FF74 v
Ra7u Y <7 (EicFHERZ)
(RFE4 : ¥4 PA—F RJF#E 100 mg)
~ SRSHERE ~

SFTELI2H (BF45E9 AKED)
A 5




Bk

LB

RAIORE. 1ERMF

e PR BAR

HERRIZ DWW T
BREXRERDBE
BEICELTHEETREHE

AN S D By

P2

P4

P12
P14
P16



1. [ XLBIZ

EIHOBFME - BREMOHEFRD DT, B IESICESWCEEZRFERSRD
bihd, S5, EFEORFETOESIC L Y, EERM R & OS2 HRERE
FEEGMPABINDIP T, ZNOOEEFZEICVNERBEICRMET S Z L NRED
BB L 2o TR BREMEGEE L REDOEASE 2016 CEEK 28 45 6 A 2 AMZERE)
WEBWTH, EFMEEREOERORBILHEZRZ Z L LT3,
FHRERSFEERDIL, ERERRCREME T 7 7 A VHRBEFEOERL L LMICR
RBLERDHDB, ZOD, APMEROEEEICET A ERS+0EET S E TOM.
UHERMOBELZMI XTI LAHFINIBE I L TERT S L &b, BIE
FARRR LRI HEBRX N E & 5 2 L N —EOBEM 2T EREE o H
THEZLEREETH D,

- L7eBoT, BUA RTA Tk, BAREBCLINETIIBELNTVWAEZESZY -
BRI ESE, UTOERRORBERERZHET 2B A0 OLEREHR, 2
FROCEBEFEEZ T,

BB, KTA R7A4 ik, MIEITBIEAERGHEFEHRGHE, A%AFEBEARAR
RKEEYS, —RAEFEA B ARBERABIES, —RAEEEAN A AR 2GR 2SR O
NiEfEEEA B AR DBARZES OB IOb L 1ER LTz,

MR ERDERES : ¥4 M —F REFHFE 100mg (—4 : AT n) A~v7 (#is
TR Z))

B RIMENINE - BREULERREGS A T 5 EAERE

AREROPERVAR : B, RAIZIX, RA7n) X<7 (@ETFHBRZ) LT, 1
B 200 mg % 3 WRHEIFEIFAX X 1 Bl 400 mg % 6 WM T 30 2/
T TRBFHET 5,

& & R 7% ¥ & . MSD %XaH




2. AAOKE. (ERARF

FA M —F BRIEEE 100mg (—if4 o7 v ) X<7 (@EFERL). BT IE
] £V 5,) X, PD-1 (programmed cell death-1) & ZD Y &> FT& 5 PD-L1 XU PD-
L2 L DRAZEBEMETS. © MbigGd £/ 7 u—F ik TH B,

PD-1 fRB&IT T AR EARAEAE H DN B T2 IS AR DI 5 5 Rzl
ZA v F T, PD-1 1%, BERDRBIZREOCHESEE T MIROMBRREICHKE L, BOR
BRI EEOAVEUIER 2B H#ET 5, T2bb, PD-1 XYV FefE
BTAILICEVRREZAERCL SV S INVEERZRICHET 2R/ KTH S, PD-LL
DEFMEBITIBITBREAITDLTLTHEN, ZLOBAMBRTIE T MEROBX 22
I LBENCRBL LTV S, BAMMIZIIIT S PD-L1 OFERIIT, Bk, Kk,
FFHRRRE. SREE. FE/ NI ZR & D2 RBATTFRARKFTHD . BOEFR
& OEEBMER#E ST 5,

B DN A DRI T & PD-L1 FEEHOFMBMED) S| PD-1 & PD-L1 ORKIZIEE D
S ERC B W TEERFREIZHES Z AR ENTEY il BABROERNE L
TS5,

A#FZ. PD-1 & PD-L1 XUXPD-L2 DY H v FOEEZAETAZ LIcX Y., BE
O NBRE R OEES REMREENE T VU BRE2EE LS. UEBRR % FiEHEL
T 5L THBEFNREEET 5,

AR OVERBF IS BEORERIGC L 2BIWERSR H b b, ERUIETIC
ELAREMERH 5, FHOREPROEERITIT, BEOBELZ T/ITTV, BRESR
» BN TZFAITIL, B LI BFRITIE U= PR 405 & B 2 R DR AT & #E L OF
E2RENBE 1TV, BEORERIGIC L 2BRIEMR RO 2BEICIL, BIBRERV
TUHOREEOBYRNBETT I BERDH D,



3. ERERBLER
B3 UIERER 28 3 5 BEETE O KBRS 217 o 7o 2 BRI 0 A& %
Y,

[F2hik]

EFRILRIB MR (KEYNOTE-048 3R)

LFRIER D2, RFEEAL R, F - TIHER OMEOBR ILERESE 287
HIEAR T LR 882 B (BAN 67 flegte) Z2X&MIC, EYFU~T (#
EFE#Z) CUTF MevyFv<7] nwd,), Zriuysin (BT [5FUl &
5.) ROT 7 FTHADHMES (LFRER) 22xRe LT, 5FU L7 T FTH
F ORI T CAKIR S (RFIGFRE S8 ° RUAH] 200mg % 3 BREMR (CAT Q3w
EWnWH,) gE (RFBEMBER) OBMERCEZEMPREF SN, FEFMER O
—o ¢ IhE2AEFHE CF Tos) &vd,) o\, ITT £MiciWT, ARG
BRI FERE L B L TARICER Lz, £, AABEMEEIEFRE L i L
T, ITTEFICEBWT, OS I3IELHM%E 7R L, combined positive score™ (LAF [CPS) &
Wo,) B 1UEOBREEMIZBWT, 0S DERRIEENRRED bz,

*1: REFOREICHRT 1A E L THEEREZ SRR RBE I TV BE Tk, Y%A
HOBKIBRENPL6T AU ERBAL TWBEAE., HAANTREE Shiz (ZEL,
LBRE T %64 AUNICRBEST LB AL,

¥2 Y F w7 (FE400 mg/m?, 20 B LAE250 mg/m?) . A7 T F 1100 mg/m2 it A
WRF5F 2 AUCS (mg = min/mL) R UM5-FU 1000 mg/m¥day (4 B RIEHG: AR E)
DIEIC QW (Y F <7 0L LARMBEMR TRA6a—RXEEH, Y% ~7250
mg/m?% 1B REkE TR 5 Lz,

*3 : AFI200mg, VAT T F 100 mgm2XII I NIRRT T F 2 AUCS (mg * min/mL) J& T%S-
FU 1,000 mg/m%/day (4 B FIRFRERIERE) OIEIC QAW THR A6 — R 5%, AF200
mg % Q3W TS5 L7z,

*4: PD-L1%Z 2 Uiz filik (BB, ~ 7 u 77 —Y R V58R) #REEMKE T
BRL., 100% 3 C 7=,

#1 FHRGFREEOFZMERE (KEYNOTE-048 3K

AR ORI 58 {LFpRERE
(28141) (27841)
g (A) 13.0 10.7
[95% CI] [10.9, 14.7] [9.3,11.7]
os™ NP R 0.77
[95% CI] [0.63, 0.93] "~
P fi" 0.00335

Cl: 38K, *1: PHEMTFOT—4% (20185681385 v FA47), *2: BRI Cox Kl Y —

REFMZ L A{CERER L OB, *3: BRIC IS U7 BE




100 |
0]
'\\\
80 J§:\\
70
;\? 60~ \1\ : A#1200mg Q3W, 7 7 FF WKk US-FU
i W
o \.\l /
ﬁ 40“ / | Uy "
30 X
'"“ Mty T TR
| ﬂl
D wvxyv7, 7IFFHRRUSFU M- iy
100 Mttt
0—— T T T T T i T \
0 5 10 15 2 25 30 35 40
AR [A]
at risk3 "
A#200mg Q3W, '
75 F AR USFU 2 207 169 122 75 40 10 1 0
IRy < 7“‘ 278 227 147 100 51 20 8 1 0
75 F K| R OS5-FU

X1 AFIGEAEED 0S OFEEHTREO K;plan-Meier fi% (KEYNOTE-048 R)

£2 FHEMBEOHZERE (KEYNOTE-048 RAER)

AHK B 57 {LZERIERE
R 30141 3004
FRiE (A) 11.6 10.7
: " [95% CI] [10.5, 13.6] (9.3, 11.7]
ITTRE | 08”1 Fhe™ 0.5
[95% CI] [0.71, 1.03] =3
P " 0.00014
iR 2574 25551
HmRfE (A) 12.3 10.3
CPS=1M os™ [95% CI] [10.8, 14.9] (9.0, 11.5]
BEEH NPF— K2 0.78
[95% CI] [0.64, 0.96] =
P ff" 0.0086

CI : EHE X,
REFMT X BCERIER & OB,
VIRE (EHEMEP E)

*1 : AT DT — & (20184E6 B 13B W » 2 7).
3. BRIR V57 mE (FELMEPE).

*2 : J@B Cox ol Y —
*4 . BRIa /S



- "\‘x
|\
80— |\\.‘
Y
70 s .\\
60 ) Ni\ A& #)200mg Q3W

ks m
\ Wiy
30+ ) i|||| 1y

D wvrv~s, 7F3FFWHRUSFU

EFE (%)
g

m """"””ll -
-

10
0 ] T T I 1] I 1 T T
0 5 10 15 20 % ) % 40
A [A]
at risk#%
A#200mg Q3IW 301 225 172 125 81 a7 18 2 0
ggi;gégiktﬁsm 300 245 158 107 57 % 10 1 0’
100 |,
B
90| N
80 Iy
70- \\
g 80 {f\ A#|200mg QIW
50 g
X \!
i o gy
T Ny Wy il
ol LRCE T (P
EYRYTS, T IFFMARUSFU ||""'II'|"1'1‘I"|"'I\
f0- Ty
0 T T T T T T T T
0 5 10 15 20 % 30 3% 40
AR [A]
at risk3%
AH1200mg Q3W 257 19 152 110 74 34 17 2 0
EYXVVT, 26 207 1A 89 4 2 8 1 0
77 F A R US-FU

R2 AFBMEBE O 08 OHHEENTEO Kaplan-Meier Bi#3 (KEYNOTE-048352)
© (EE:ITT#E, TH : CPS210BE4£R)



(PD-L1 ZIRR LD D F i)

E Rt [F & AR ER (KEYNOTE-048 3R ICHAAN DN BEOT —ZICESE,
CPS RN 21T o Io B3t (BRI 2 a1) RUOR2HOFRIUTOLED

VG&)’DTCO

AFULERE A OB 2B LT, CPS 28 1 Kili DF-AILFRIERE L 1IZFER D

wRThoTz (F3. K3),

AH| B 5 DA ZMEIZ R LT, CPS 2MEV T b RIERET 5T 5 A Bk 53t
DO NP— FHERKE < 2B EMBED b, CPS 28 1 RIGOHAITEANAY— FIER 1%

ERlo7e (R4 KROE4.

723, PD-LIOEBRRICL ST, REOREMET 07 7 A ViZRAKTH -T2,

3% 3 KEYNOTE-048 BRI 3317 5 A FH LA mEEBF AR 0 CPS BITD 08™

PDALI 3%, Bt gy TRIE DSl A
st hamem o wrmerss M7

1=CPS<20 *ﬂggﬁ;ﬁ :;f_ 1;‘; [[89_';’ 1115_‘53]] 0.75 [0.57,1.01] 0.25
CPS=20 74:?222&5;# ﬁg i‘:; 50231;():5] 0.69 [0.51,0.94]

CI: (EWEEM. *1: PRBITEOT—% (2018486 B 13 B Ay A7) *2: 3EEH Cox Hfiin#F— KT
S (LRFRMIEEAT) . *3 : ECOGPS (0, 1) RTCHPV B (Bik. &) %BRIRT & Liz Cox Wiy

— FETV
100 |, 1004 . —
%0 \m\ [ F I ‘\
ol N\ of
B
N \ A H1200mg Q3W, 77 FIHUHMRKUSFU Y &vws, 7TFHNAKUSFU

EFE (W
&

- ™
I
2 . g B
2 / .'fﬂlin .

';_‘LI‘
7
o e,

EFEE (%
8

0] TYFYYS TTFHURRUSFU “]‘lll"if1+|:-| 1_1 10+ AA20mg AW, 77 FIHRRUSFU |
0 T T T T T T T T T 0 T T T T T T T T
0 5 155 2 3 BN B 4 0 5 10 5 2 25 B 3B
at risk¥ ﬁiﬁ% Fﬁ [ﬂ ] at isk#% Eﬁ% ﬁaﬁ [E ]
7200 Q3 W, AH200mg QIW,
z.;zg;fﬁw_w 242 197 14 18 & % 9 1 0 g?:”g,’mm‘m » @ 5 " s 4 ‘ 0
75 F -SRI US-FU 235 191 12 83 42 18 5 1 1] 75 %5 BB USFU 43 25 17 ] 4 ] 0

3 KEYNOTE-048 BRI 1T 2 A# 0B 580 CPS BITo 08 D RRIARHTRF O Kaplan-Meier HifR
(9 : cps=1 oBEHR, AKX : CPS< 1 DEHKR)



# 4 KEYNOTE-048 RRRIZ 31} 5 AH| MMy 50 CPS B ¢D 08

ol [95%CI] ~PF— N REEAD
PD-L1 3%E BER Bl (hA) [95%CI] o fil
K HA R 58 44 7.9 [4.7,13.6] .
i LSRR 45 11.3 [9.1, 15.9] E3rgiossa2ol
AR B 5 124 10.8 [9.0,12.6] o —
1=<CPS<20 Y - 101 [87,121] 0.90 [0.68,1:18] *2 0.028
AMEMRERE 133 14.9 [11.6,21.5] o
@3=0 (L R HETERE 122 10.7 [8.8,12.8] 0.61 [045,083]
ClL: ERXM., *1: PRENEOT—% QI8E6H 13RI vy b4 7) %2 : FEBACoxLBINY— REF NV (R
FROFEHT). *3 : ECOGPS (0. 1) RUHPVEES: (Bik, i) ZBRET & LiCoxtkfil Ny — FEF NV

100- 100+ 2
g
- k\ 90- 3
N by
80 kB 804 ] \
- - E
@ @ Y ¥v~T . T FIHHIRUSFU
s @ N e OB & /
% 50 E ! %- 50+ "l_
t pad ﬁ - / b
- 0+ T
4 N /\"‘i ™ Il| 1 |||||m||| -1 o - ”i |L']{”” "
7 I 200mg Q3W
o] ETEFVST, 7'7??%!#]&05?0 1 104
0= T T T T T T T T O T T T T T T 7 T
0 5 10 15 2 % » % ] 0 5 10 15 2 % 2 B Q0
- A4 [A] . LA (A
TS 5]
Z#200mg Q3W %7 1% 152 110 74 34 17 2 0 A#|200mg G3W 4 2 20 15 7 3 1 [ 0
;;’;fé] s 2 a7 18 8 @ 2 9 1 0 ';;*;_?’ma& UHU & 3 27 18 o 5 1 0 0

4 KEYNOTE-048 RRBRICI31T 5 AM BB 588D CPS Bl TD 0S D EIARHTR O Kaplan-Meier IR
(£H : cpsz=1 0BFEMEA, AR : CPS< 1 DAEME)




[ZeH]

OEBRERFEMEABR (KEYNOTE-048 FUR)

HEFRIIAKIGERBRERE 271276 # (98.2%) . AK| B 58 290/300 1 (96.7%)
T OME SRR EERE 286/287 i (99.7%) 12380 b, KBRS & DRRBHEBEE TE RV
BEERIT. FHhEh 263276 B (95.3%) . 175/300 £ (58.3%) ROt 278/287 # (96.9%)
WWED LI, WTFNOORE CTREAZIEN 5% U LORIERIITERDO EBY ThoT,

£5 VThAORTERBAN 5% EOBHER (KEYNOTE-048 BRE) (REMARHTN RIMKE)

HERKRSE (SOC: System B (%)

Organ Class) FHOFRR S8 A Bk R 5 {LEERtER

HAFE (PT: Preferred Term) 276 B 300 %) 287

(MedDRA ver.21.0) 4 Grade Grade 3-4 Grade 5 £ Grade Grade3-4  Grade 5 4 Grade Grade 3-4 Grade 5
£EIER 263 (953) 196 (71.0) 10 (3.6) 175 (583) 49 (163) 3 (1.0) 278 (96.9) 195 (67.9) s-%
Mg LY v REE -
=yi} 133 (482) 52 (18.8) 0 12 @0 2 (07 0 118 (41.1) 42 (146) 0
RPN ERBAIE 21 (76) 21 (7.6) 0 0 0 0 12 (42 12 @42 0
1 Bk D 5 34 (123) 8 (29) 0 2 (07 0 0 38 (132) 16 (5.6) 0
SFHERBDE 91 (33.0) 50 (18.1) 0 3 (1.0) 0 0 90 (314) 59 (206) 0
M /NI RE 75 (272) 24 (8.7) 0 4 (13 1 03 0 63 (220) 24 (84) 0
BB LUK IEE .

HWg 15 (54) 0 0 0 0 0 16 (5.6) 0 0
WA IBREE

BRI ASRR A T AE 35 (12.7) 0 0 39 (13.0) 0 0 1 (03) 0 0
HiAEE

& 28 (10.1) 0 0 9 (3.0 0 0 31 (10.8) 0 0
T 49 (178) 3 (L)) 0 16 (53) 1 (03) 0 75 (261) 5 QA7) 0
B 124 (449) 15 (54) 0 12 (40) 0 0 131 (456) 16 (5.6) 0
A% 67 (243) 22 (8.0) 0 2 (07 0 0 69 (24.0) (3.5) 0
M- 75 (2712) 71 (@25 0 7 (@23) 0 0 64 (22.3) 1.7 0
—# - @EEER X UREFHIORE

9% 1E 33 (1200 & (29) 0 7 (@3 1 (03) 0 30 (105) 6 (2.1) 0
T 84 (304) 19 (6.9 0 43 (143) 3 (1.0 0 83 (289) 11 (3.8) 0
AN 18 (6.5) 0 0 4 (13) 0 0 9 (3.) 0 0
FERR D RAE 77 (279) 26 (9.4) 0 g8 @7 2 (07 0 76 (265) 14 (4.9) 0
FEh 16 (5.8) 0 0 10 (3.3) 0 0 12 (42) 0 0
BRER L OFAERE

INE:DS 0 0 0 0 0 0 33 (11.5) 0 0
BE, PERIULEBEIHE

FEANIZRES BUS 2 07 0 0 1 (03) 0 0 16 (56) 3 (L0) 0
HRRRE

ALT #§/0 10 (36 2 (07 0 7 (23) 0 0 15 52 2 ©7 0
s v7F=vEm 30 (109) 1 (04 0 2 07 0 0 15 (52) 0 0
HFRERER D 46 (167) 28 (10.1) 0 1 (03) 0 0 54 (188) 35 (122) O
/R ¥R 51 (185) 14 (5.1) 0 1 (03) 0 0 46 (160) 9 (3.1 0
kERD 21 (16) 2 (07) 0 9 (30) 1 (03) 0 30 (105 1 (0.3) 0
A MR oL 36 (13.0) 15 (54 0 2 07 0 0 43 (150) 22 (1.7) 0
Rte L USERE

RARHGR 62 (225) 12 (4.3) 0 16 (53) 1 (03) 0 62 (216) 8 (2.8) 0
) v AmE 16 (58 8 (29 0 4 (13) 1 (03) 0 36 (125) 11 (3.8) 0
&~ 72y T AEE 29 (105) 4 (14 0 3 (LO) 0 0 95 (33.1) 11 (3.8) 0
&+ Y ¥ A 23 (83) 10 (3.6 0 9 (B0 6 (0 0 20 (700 9 (@31 0
&Y B iE 6 (22 2 (07 0 1 (03) 0 0 19 66 5 (17) 0
HEREE

TREE Y 16 (5.8) 0 0 6 (2.0) 0 0 15 (5.2) 0 0
KGR E = —n3F— 15 (54 3 (L1 0 1 (03) 0 0 @n 2 (7 0



FERKRSIE (SOC: System B (%)

Organ Class) A& G FHIEIMIRE B {LFRRERE

EAFE (PT: Preferred Term) 276 I 300 & 287 fl
(MedDRA ver.21.0) £ Grade Grade3-4  Grade 5 4 Grade  Grade3-4 Grade5 4 Grade Grade 3-4  Grade 5
HB LURRHEE
DHEBEE 15 (54) 4 (14 0 4 (13) 1 (03) 0 6 (1) 1 (0.3) 0
KB X O TAREEE
SR 1 (04) 0 0 6 (2.0 0 0 82 (286) 6 (2.1) 0
Jid 17 5 (1.8) 0 0 6 (2.0 0 0 27 (94 2 (00 0
Ei P RERFART A 4 (14) 0 0 1 (03) 0 0 20 (700 2 (0.7 0
% DR 14 (5.1) 0 0 21 (7.0) 0 0 24 (8.4) 1 (.3) 0
373 2 (80) 1 (04 0 25 (83) 2 (07 0 101 (352) 17 (59) 0
BEAR 2 (07 0 0 0 0 0 36 (12.5) 0 0

B, ARGFREEGHICBWCHEEMEMRE 1368 (4.7%), KBk - /MER - EED
FHRIO Bl (3.3%), MREE (5L - NL—EERE) 941 (3.3%). FFHEEREE 27 6

(9.8%) ., FIRBREAERESE 40 B (14.5%) . TEMAHEREREE 1 4] (0.4%). BHEES (R
HMEREMEBRE) 21 F] (7.6%). LB 141 (0.4%) KON infusion reaction3 1] (1.1%)
PR b, £, BEORMES (REHRIEFERR. SWAKR, EXAES).
RIBHAEREE . | BUBEIRIS ., MR, MRk - BRI RLARAE, BUERF IR AE, AMA% - BERRA.
S L5 REKk, ERZMKREE (@t MRIB RN, WntER ., RIFERE, &
TRRIERIES) . MERAREFRMR IR D bhihoT,

AF B SR B W CRIEMEMR S 16 6] (53%). KIBXK - /NB%K - EEDOTH 4
Bl (1.3%), EEOKERE (RMHMRIREGRR, SHAK. ERERES) 14 (03%).
FPHEREREE 15 41 (5.0%) . BIRIRMESREREE 42 4] (14.0%) . THRAEKEREREE 1 61 (0.3%) .
BIHEREREE 1 B (0.3%). BHERES (RMEREMEERSE) 56 (1.7%). Bk - 5
P 16 (03%), SEIER 16 (03%), L2 H] (0.7%) KT infusion reactionl 1]

(03%) DR LN, £z, WREE (72 « NU—ERBES), | BERRB. &
K - BRI RMERE, ERERTEE, LK. EELMIERMEE (RN M/ MRIBAMESRBE
W, iR, ARIFERES, EEBRERES) . MEREREFERR ORZITRD bhian
oy

ABIERBETRIIBEEER (BRREERFZE0) 28 0EMRERETT.
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[ - HE]

AR ORERAEDBEETNEZRALEZY I 2 —va ik, K& 200 mg %
Q3W, 400 mg % 6 AR (LAF TQew) L5, ) it 10 mgkg ((KE) # 2 @M
FifR (AT TQaw) &WwWH, ) T&E LEEOFRA O MFEFRESKRM SN, £ Ok
R, AH 400 mg % Q6W TERE LBROAF| O EFRIBICRIT 2 Iy mERIRE (2L
T Cavgss] EVV5, ) 1%, &AHI200mg & Q3W THE L72BED Covges EHELT 5 LTl
Ehie (FHR) . £, KH 400mg % Q6W TIRE L-EBoAK O EFIRIBIZIIT 25
BUEPRE LT [Craxssl V5, ) 1X, &AI200mg % Q3W TERE LTZEED Cuaxss
LB L THEZRTETFRIINZHOO, BARAABFIZBWTERHERER I T
DR - AETH 24K 10 mgkg (KE) Z QW TERE L7EED Craxss & H#R LTI
BERTEFRESRE (TR) . S, BHERAEREZHRITAH 400mg % Q6W
TEE L7/ E1HERER (KEYNOTE-555 3R L v B b= ERECE-S S EKyBhke
NWIA=FF V2= a0 FPRILEEEDBIRRANT A —F LEEI L (THR).
Mz T, BEROBEICR T 2BRRBRBECESE, AROBRBEER LA UIREM
L DBEZRFTT 2BBISET VBBE S, A& 200 mg 2 Q3W ik 400 mg &
Q6W TEELLEBOBREER L AU IILEL OB I W TR SRR, L
ORI - AROM CAEDMROEXSMICHAERERIIZVW EFRIS L,

26 AROKHMIB S A—F

m¥£ . Fﬁ E Cmax Cavg Crnin Cma)gss Cavg,ss Cmin,ss
(ng/mL) (pg/mL) (ng/mL) (ug/mL) (pg/mL) (ug/mL)
T 59.1 279 18.1 9238 50.4 309
e (58.5,59.7) (27.7,28.1) (17.8,18.3) (91.7,94.1) (49.8, 51.0) (30.5,31.4)
123 0.4 106 148 50.7 203
f h
400mgQ6W! | (15 124) | (320,327 | (104,108) (146, 149) (50.1,51.3) | (19.8,20.9)
400 mg Q6W 136.0° 14.98
(ERME) | (135.6, 136.4) I (14.4,15.4) s e e
220 144 119 428 279 197
-
10mghkg Q2WT| (515 993) (143, 145) (117, 121) (424, 433) (276, 282) (193, 200)

t:0=2993, 000DV I = b—¥a /XD BEHESRBAESED PR (2.5%4,97.5%8) . Cmex : HIEHE
LS#%OBRMIBEPRE, Cug: FIEREEZOFMFEFRE, Cun: HIERESR (4702 BER) ORIEMLE
*ﬁg\ Cmax;ss : Hﬂ:’ﬁlﬂf%llﬁﬁéﬁﬁmﬁ*%g\ Cavgss © ﬁ:’ﬁ%ﬁllﬁb‘}'émi‘glﬂlﬁmﬁfﬁ\ Chnin,ss Eﬁ%%&c
BT 3 B Mg iR EE )
1 : 56 BIOBRMEIHE (95%(EHRXM)
§: 41 BIOBMIEIE (95%EHEXM)

NA : 372 L
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4. MERRIZHOWT

AR OBRENBEO2BELZH - BEL, FHOREICL Y EEZRBEREZRER L
BT 5 2 L BMERED, UTOO~QDFT T THRICBWTHEHET S
RETHB,

@ mRiToOWT

@1 TFED () ~ 5) OVTUNRKHEYTIRRTHEZ &,

() BAFBRENEET 2 BASFEER RIS FERF IR A B REEIL PR,
HiEe s A RSB IS HLARRIE . HU S A RBIRREE R &)

(2) FEEBEREMRPT

(3) FEMRRMEIEET 2 BABFEERLE (BABREERERB, SA DR
Bk, BSABRREEHEERLR P)

(4) ARACFRIEZEZRE L. SRIEBCFRIEZRE 1| U REB LS RIES R R
2 ORERREEICR D BHEIT > TV AR

(5) PIEMEERLSERMEOMEREREIR D BHETT > TV 5 R

D2 FEESEEE OLFRER ORIERARRBE ORI :+/\f;%ﬂ%&ﬁ%%ol§ﬁﬂix
REBER (FROWFNNCEY T2 EMUIERIER) 23, Y2 ORIz
THEREOBRMEEL LTRBENLTWAEZ L,

*

o [ERRIFEG®E 2 EOMMHMERET LI-RIZ 5 FELUELORABROBRIFE YL
ToTWBZE, 596, 2EM T, PAERYRELZ L L-BEEREZOWEL
fTToTWBZ &,

o ERIRFFEER 2 FOMMPHELET LRI 4 £U L0 F SWEEREIRO MK
HHEZAT->TEY . 55, 2H8ULIX, BARWREL S CHRBHEEEREZRO
BRARBHEZIToTWVB Z &,

o [ERMRFFIIERHEMGFIUGE OPHIFHE Z BT Lz%ic 5 FLLo nEsAR

DEEFRIMEEZIT>TEY ., 25, 2L IR, PARMREZEDOREARIORA
BROBERIHEEIToTWB Z &,
B, AN L B2BERCBVWTCIEWERSOLFNEREET 5720, BREDIRRE
2% 7z ZWRHERM X EOROW TR T REE R T TERM GESEMEOLFR
EROBHERRBR OIS0k & BRREFOEM) & OBREREEDL &
WRETAZ L,
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©® BRENOEXGHFHREHOMKHIZONT

EELBHEHICRETAEAENRB SN, RECENSOFERED, A&
SHEFLHFROFER VEMS I 5 BRI, AEFENBE LB EORE
I ERFONTONBEHRESTNE T L,

@ BHER~DHIZITONT
@-1 Mgz Bsd 5B

REMMEREOEERBWERANRAE LIZERIZ, 24 REDREHOT., YiZHEHRX
TREHEMGERIC IV T, BB LBERICE U T AREEE D CT £0ORITER OERIT 4
EHLREOKRPYAPIZBEON., ELICXHGARERARNE-THWDZ &,

@2 ERFEEECLSHEEENRCHET 5 EE

RABEICHED 2 EMR R MR R AT 3 EREEE AR E=F YV v
REDEERDA Y ) —= F BITWERIE & B84 34 T& 3 F— AERARE 15
BEnTVna oL, 28, BEEEICSONT, BARE L ZOFHEICHAICAMShT
Wwasz &k,

®@-3 BIfERORZErHINIZBEEL T

BIER (RIEMMRBICIMEZ, KIBK - K - EEO TR, BIEMX - A2 - iF
HEREREE - FT48 - TRLMEARAE 2. BeEREE (RMEMEMER. AREBRE . N
SkEE (FTRAREESE, PREERES. BIBBERS) . 1 BERR. 5L 5 Rk,
f54% - MU RAREE, BER, BEEOHEREE (PEMERBIBRMATE, BMHEIREIRES
BE. ZIUHEE, FHREIAELS) . infusionreaction, M/ - BEEAK ., EIEME/E, MRES

(X v « NU—EERS), Ok, BEELIMREE (B MMRIBAESRBER.
Bt ., RIS, ERREES), EEOBR, MREREENE, BEE) o5t
LT, YR ULEBERSEOEMM 2 AT 2 EM LB L (RIFERAOBZERCRIL
RELTHRERVOXBEZTONA3S&MGEH D Z L), BEHICERAEN TE 5 &
NEESTNBZ L,
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5. #EXNRLRDBE

(FZhMEC BT 2 5IE]

O (LEFREEOR2VERLRREB LY AT 2 HEHMRAT LEERE IR T, &F
BB 53 CNCAF, 5-FU RO T FFRF O ARG OFHERRIh TN 3,

@ FAANIERRERPEMAERER (KEYNOTE-0483ER) o8B\ T, £@AERici\TE
VX w7, 5FUROT 7 FFRAAOHAKRE L B LT, &K, 5-FU ROTZ
FHRAN O R G R OCARBEMBEDOFIMEN TSI TS, 7272 L, PD-L1¥
R (CPS) WLV ESMERRRZBERNRTRINIBEELIB LN TWDIE (p7
~8B M) 725, CPS"bHER L7e L TAABE DRI EDOHIMiZTH5Z EREE LU,
CPS BIKMHTH 2 Z L ARRINEBEF TR T, KRS OEBRIRE L E
&35, ‘

* ;KK OZUIR L LT, PD-L1IHC 22C3 pharmDx [# =} (JRFE4) MRARESHh T
%

@ TRIEYTIHEFIANTIAHAOREROEHAFTEICOWTIE, AFIOAFZES
MLENTELT, FHORERR LR,
o IR ERBIRIE
o OTAHIMENTRENTWRWMOREMEEER & OftFRS
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[Z&ticiE+ 5 FE]

O TFTREZYTIEEFCOVTIEHARNORENRERE SN TS T b, BEZT
Llrnz &,
o FAH DR TE VIRBEOBEEED H 5 BE

@ HRAMOFHICIE N TTRICHYT 2BE IOV, FFOREIIHEES L2

B, OEFRCRIRENR 2 VERICRY | HEICAKEERATIZLE2EZRTE S,

o REUMERBOSHIIBEEDOH B BE

o BEEERE CRIER 0D 5 RE R OTEBIME O KR BRI R R i 2
LD REMEMRH LD BE

«  HACREBRABOASH. ITBENZRE L IXHERED B CAERE OBEERD
HHBE .

o  [HBRBHE (EnRMRBHEEZET) OHLIRE

s REBOBYRXIIKEERTIEE

¢ ECOG Performance Status 3-4 &V 0@

D BCOG O Performance Status (PS)

Score EZR

0 | 2<MEEREBTE 2, FRalL R L AEAEESHRRITX5,

PRI LOEBNIIRIR S WD 23, BITAIRET, BEERSME > TOMEEIRTI 2B TE S,
Pl BV, EHEE

BATAETH S OHDEY O Z L i3 F X CRBBESERITTE 2V, BHRO S0%LA LRy FATE T,

BLh-BESOHEORD O L LATEXRY, BHO 50%U L2~y RARFTRIT,

2w

2L BT, BODEFOEY OZ LiEEL TERY, BEEy FARFTRTT,
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6. MEITERLTHETNEER

)
)

®
@

BASCES I &, BEIRFEEE MR T 2 B RS 20 & ARK 0 itk R OSE IESE

AD»ibBRFRe+oIcBELTHrOERTAZ L,

TERBRLRICESL D BE NI T ORIBICHEDER MaEREEZ +oUHA L, BELZS

ThogRETHZ L,

CPS L#ERE L7z LT, AEIOBER B LYW T2 Z L BEE LW, CPS 3B T

XRWBATI, AROEAOBRE 2 BN L EcRETHZ L,

FRBERO~RX T AV MZOWT

o FEMEMEBEHLDLNDZ ERHDEDT, RKEOEREIZH 2> Tk, HIHHE
W (B, PRREREE, M) OREREOMWE X SREO RS, Byt
SEATHZ &, Fhe, VESCTHE CT, MiFE~—V—F0ORES EH$
3k,
infusionreaction 233 H b5 Z & 23% 5, infusionreaction 2358 b LT HAIC
i, BB EITS & L b, ERBEET S E TREOREBE HICBE
THZ L,

o FRRIMEREREE . THRAKERERVCRIBHMEBERS DN LBH DD
T, AF O 5BRMAETR OS5 HR P I EHIRIC N WRERZ (TSH, 2Rk
T3, 8 T4, ACTH, P avF Yy —LVEDBIE) 2EHTH &,

o BUERFR. AL, SRS, T, BEEREREHLDLNDE 2R H D
DT, AF| O S HREAE O 5 1M F I ERNICITHEERZE (AST. ALT.
y-GTP, Al-P, IV NLVEVEDORIE) #EBETH &,

o BEIER (ICBARIIEERGELAEZEL) SOEBERIBEERD OIS
ZEBHBZDOT, EWHCROBREOFELZWR T L, i, ROEFEN
RO LNEHRITI, BONCERBE2Z2 2L BE2HETLIZ L,

o AFOFEIZLY, BEOCRERIGIZERT S LE X LI AL KRB E
BHLLNDZERDD, RENBDOOLNHEAITIE, BERUEFRIIS U
BRI &R 2 FEOERD L EE L CEE BRI TV, IREDRE
RISIZ & DBIERAB LN A HEITIE, AEIOEREITFIE, R URIRRER
NEVRIORESE2EZEETAZ L, 2B, BIBREHRNVEOREIZLVEIE
B OHERRD bRWEAITL, BB RE R NVE VU OLEMHIF OB
bEETDHZ L,

o BRERKRTH.EEBIOBEIARBLCHLEMERASRRATAZLBH S0
AR OB ST RICHBWERORBRICH oI EET S 2 L,

o 1EERE (BUE 1 BBRFZET) Bdbbiv, BREES b7 F—v R
KEDZZERDHHDOT, OB, B, m&%w&&w%%@mﬁﬁwkﬁ’+
NEBTDHZ L, 1ﬂ$ﬁrm%bnt iR EEHILEL, A2 Y B
FOBELOBENRMEZITH Z &

AH DEERABRIZB N T, E#ﬁ%m%9ﬁﬁ BT 1EBET6RIE, 20

% 938 Z L ICEHEDFHEZ 4T - T2 Z L 2B E I, ARSI ERNICES
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BEEREET A YA
NhaT7n ) X<w7 (BREFHEBRZ)
C(fR5E4 : ¥ A MA—F RIREHEE 100 mg)
~ R~

STM2HE8H (FFf44 9 AET)
A5 BhE




B

SN S

LI :

AR DORR, 1ERHF

K& PR RiR

HEERIT DOV T
BRERMRLRLBE
BREICRLTEETREFE

P2
P4
P5
P14
P16
P17



1. IXL®ic

EIRFOAZME - ZMORROTDITIE, RATESICESWEEERFERRD L
nd, SHiC, EEFEOREEIMOESSC LY | FUKERRR L OB FHRIEREFE
EKEPERENSPT, ZhoDERDZEICHERBEITIRMIT 5 2 L AREROMEL 2
S TEY ., BFHHGEE & TEOEATE 2016 (BRR28F6H 2 A BBRE) 1BV TYH,
BFHEEREOHEAOKRIHELZRS Z & L Eh T3,

FOATEFFFER R, REERRZ 2T 1 7 7 A VBBEOERS EALNTRR S
ZEWHD, TDH, FAIMEROZSMICEET 2FRP+0EMT 5L TOM, YKERK
mOBEEBZIT B RGN BHEICH L THERT S L &b, BHERABHEH
L7z BRI E & B 2 E WA —EDOBEM 2T EFRESECERT I LR
BETH 5, '

L7z oT, KIA F74 0 Cik, BREMPLINETIHEON TV IEFIFH -
PR ESE | UTOERMORERER 2 HET 28R b L ERES, B2F
ROEEFHEZRT,

BB, BHA BT A 0% M TBIEANER R ERESRA OIS, AR B AR
RIEFEFS, —BAEEEA B RERABESR O EHREFNEENEAN B ARBEROW
Db EIERR LT,

XHREIRDERS : A M —F JREEI0 mg (% : a7 v ) X~7 (#BisT
HH#Z))

NRERAPEIIIPR : RIBEIRT AR EST - BRORER

HRERDPERVRE : FAVA 0 YT VNVRBVATZF L OHRIZBWT, B%E,
BACIE, Ra7u) X+7 (BEFEBRZ) LT, 1H
200 mg% 338 FEI PR X 13 1[E1400 mg 2 638 FE] B R T304 f 2T T
HWEET 2, BAFRIERICHEE LZPD-L1GME OIRIGEIER
FEEAEST - BRORER T LRBICH LTIk, AL Hm#E
5452 bTES,

B R T ¥ E  MSDHKREH

(3%5)

INFa D7 INVOHBIIE, RERVAE

ZHRESIIZNER « LUT O EMRERIC T 2 th O HUEMEEA & O R RE

BRSRERAE. ROEm

REROVHE - thoREMEEA & OAREICRWV T, 8%, RARRZAVAe oL LT

1B1000mg/m? (ARMEME) T TE., 4~SAFER TRFEAFT S, BE5E2HRVIRT

BRI 2L Eb3EMU LORRE H1F CRET 5, AABMRBEDBEITIX

PrA&ERFCHEL 5,

R, Fip, REORERLICIVEERET S,

VAT TF U OEE IR, AERVCHE

ZhEESLIIZhER : REE

BAERVHE BB, BEZEENRE - AEE L. BEORREBIZE VAEEZEIRT 3,
2



Al VATFTF UL LTI5~20mgm? (BREME) Z1B1E, 5B BEkERE L.
i L b2BEKET S, Thzl17—nk L, BEERVET,

B : VAT FF L LT50~T0mgm? (RREH) %1B1IEEREL, Diad b3
BREKRET S, chxziz—nrt L, #E5EL2BVIET,

RB. KA, ERICXVETERT S,

BARRBICB T 5 ERAO R - AEX 3. BRI OB’ P5~) &M



2. FEIOKEK. TERBF

XA M—FEREE 100 mg RS : a7 e ) XwT7 (@ETHERL). DT K
#lI v 5, ) i& PD-1 (programmed cell death-1) & #® VY H > FTH5 PD-L1 KO PD-
L2 L OREEEERET S, b Mk 1gG4 /7 7 u—F Ak TH 5,

PD-1 RB&IT T MAASEEARBAE D YN 5 72 DI S AMRRSFIR 3 3 A2 il
AA v FTC, PD-1 1%, BERRBIZBWCEER T MiloMmiRkmcegiL., Ak
BRG% B ARABLEXGIBR 2 RE N EH#HT 5, T72b%, PD-LIXY TV FEfE
ABTAZ LI X VHRBESEKICL AV S FVEEYAICEBET 2ZR/ETH B, PDLI
DIEFHEIZBIT 5HBUIDTHTHH23, 2 OBRAMIRTIE THROBE 22 5iZ
CBRNCRBL LTS, BAMIRIZIIT S PD-L1 OFRIIL, Bk, S, Tk
HE, URBUE. FE/NMBRRRERETR & DR e B A TTFERARBRRTFTH Y, EONEFERL O
HERHE T3,

BEOBADRERETHR L PD-L1 B0 G, PD-1 & PD-L1 ORISR D
RBERRENIB W TEERZEIZHES Z ERRRINTEY ., 2B AREROERE L
THIfF S TW3,

AFNiZ, PD-1 & PD-L1 KU PD-L2 DV H¥ FORBAEAETIZ L2k, EE
W INERIE R OREEA BAGIRSEEME T V) o BRETEM L & &, FillSsE 2 BiEEbT3
Z L THNESIRERET 5,

AR DOV ES I REDRERIGIZ L 2BIEFRASR H bbb, BERIFLTIC
ELAREMN DD, AROBREFRUBREHITIT, BEOBRE+MITTV. RESRBD
HIICBEITIE, B LI FRICS Ul BMR 2 & R e Ko BERT & U Gtz
EARBEZATV. BEORIEIRI X 2 BWFRP RO 25T, RIBEESNVE A
DEEEDEYRNBEBEIT 5 HERDH D,



3. BEPRAU

OB AALFHRIER ITEE U7 PD-L1IB M O RIGEIR R REREST - BRORERYE L
B B OO B D 72 W ARIEUIBR A RE 2R AT - BRORERE OARRICIHb 21T
ST ERBRAROBE L T

(B zhit]
OEELERBIIHEABR (KEYNOTE-18138k)

—RIBER L L TIEEN R RRIER O b SRR RER2ET - BRORERYELK
BERORERERE 628 ] (AARAN 152 flEEte) x5, A 200 mg 3 BEHFR

(BT TQ3W] &5, ) REDHMER VRSN, {b¥FRE (7 VFFEA, F
EEXEARIIAN I TAYV) BRRE LTRE SN, 2B, BRI CRBETH
B bIIEAIT, REEITEZRTERSTRD bR WEDBRRIICZEL TWHEBET
X, REIPAE O ES M TREET IR b b E TAFIORE kR T 5 Z & NFREL
iz, FEFMEEBITSAFHR T fos] Lwd, ) &&h, EfTaRe LT
BEShiz () PDLIBE (CPS'=10) 4£M. () RFELEEERAKRT (i) ITT £H
IZBITD 0S DRERITER 1 DEBYTHY, WTNOERIZBW CHEINCRESI N
HEEEWMie S adoTl, _

*: PD-L1 2 RE LMl (BB, v/ 077y —JR0Y V58 2 REEMRETHRL, 100
R UI-E,



#1 iﬂﬂﬁﬁdﬁ& Ehi-BEERIZBITS 0S DR (KEYNOTE-181 3R)

AV TRIE ~F— T P
BEEH ?&%ﬁ Il (%) [95%CI] [95%CI] (A1)
(ZA)
Al 200 mg i 88 9.3 [6.6,12.5]
CPS=10 BW (82.2) 0.70 [0.52,0.94] *'  0.00855"
(2 115 © 103 6.7 [5.1,8.2]
(89.6)
ZFi 200 mg 198 166 8.2 [6.7,10.3]
RV LB QW (83.8) 0.77 [0.63,0.96] ™  0.00894"
(R 203 182 7.1 (6.1, 8.2]
(89.7)
Al 200 mg 314 271 7.1 [6.2,8.1]
IieE QW (86.3) 0.89 [0.75,1.05] " 0.08431"

284 7.1 [6.3, 8.0]
(90.4)

L E 314

Cl: E8EXMH., *1: #llk (FU7, £oft) RUHEBE (RELEB. B 2BRRFE LB Cox BIE,
W HUE (FP7, Tofh) ROWHSE (RELERE. ) ZBRIETF & Lic/ER logrank RE, AEAME (F
) 0.00853, *3: gk (77, Toofh) ZERIATE LB Cox BN, *4: Huk (FO7, 2ofh) %8
BET& L72JEB log-rank BB, AREAE (FRD 0.00766, *5: Hillt (77, £0fh) RUOMEE (RELKE
., ) ZRBRIRTF & L7725 maximum weighted log-rank #E, AEAKHE (FAD 0.00772



—7., PD-L1 BBt (CPS=10) o RFELBROBE 16761 (BAAN 77 flzEL) I
BOTUTORDERER BN (R 2 KO 1) . 2B, YUEATERISRE
SN ANTIRER TR, REROMBTRERTH 5,

#2 ASERM (KEYNOTE-181 3RER)
(PD-L1 Bt (CPS=10) 2o RELEBOBE, RENLRBITER)

ZA#200 mg LFERE
QW _
(85 #1) (82 i)
FRfE (H) 10.3 6.7
33 [95%CI] [7.0, 13.5] [4.8,8.6]
NYP— R 0.64 3
[95%CI] [0.46, 0.90]

Cl: EKM. *: B3 Cox LfINY — FETMC X DALFRRIE & DB

A% 200 mg Q3W

o
20 - - ALFERE

-

01T T =1

0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30
Number at risk Time in Months
A&|200mgQ3W 85 79 70 56 51 43 40 30 27 21 11 7 4 3 1 0

{LFHRIE 82 74 54 42 34 23 18 14 10 8 4 4 3 2 2 1

1 OS @ Kaplan-Meier Bi# (KEYNOTE-181 #)
(PD-L1 Bt (CPS210) 2 oRELEBMOBRE. BRENLRBITHSR)



OQERRERFMABRER (KEYNOTE-59050%)

{EFHERE D 2\ VRIGEIRTREAREST - BROREMBE 174961 (BARA14161%E 1)
EXRIZ, AH 5-7Fur T (BF 5FU LW, ) ROV AT TF 4
E2ORNER OZR2ER, 7T R, SFURRV AT TF U HRRE 2B E LTR
MEhie, YATFFFUVDOREITRKR6T—AETE Lk, 728, BERFHE CRBETH
RO DNTHRIT, REBETZRTERBRBD b RWEORKMICEE L T\ 5 BHE
THE. REILIE OB TG CRABEITRRD b5 E THE ESFURVTY R T FF D
PR E X IIAK OB 5 2T 2 = & 3R & Shiz, FEFHME B IX0SKk UME
WEATFHE CLT PFS) L5, ) &S, KA SFURVV AT T F o FHRRRER

(T [HEBE 05, ) BT 78R, SFURNSC AT T F U BFRRERE UT 17
TEREE] 25, ) LHERLT, OSRUPFSZABICER Lz (&3, RREUE3) .
1 REORFELEBRUBEBEL CICRETHEAE (Siewert?3 ¥ Rtype ) ORBEENNR L &
niz,
*2 1 AF200 mg, AT T F 80 mg/m R INS5-FU 800 mg/m¥day (5 B RIRHGERIEIRE) DIEIZQIW
Tox—RFEH%, AHFI200 mglk U5-FU 800 mg/m¥day (5B RIREAERE) 2QWTHESHh
7.
*3: T TER, YRATTF 80 mg/m Kk U5-FU 800 mg/m¥day (5B EFARRE) DIEICQ3WTE
a—2AREH%, 77 ERRUS-FU 800 mg/m¥/day (5B MRHLAERS) 2QWTREShE,

#3 AR (KEYNOTE-590 3R

AF 75 REE
(37361) (37641)
i (A) 12.4 9.8
[95%CI] [10.5, 14.0] (8.8, 10.8]
0s*! NP — RE? 0.73
[95%C1] [0.62,0.86] -
P fE" <0.0001
hdfE (A) 6.3 58
[95%CI] [6.2,6.9] [5.0, 6.0]
PFS*! NP — R 0.65
[95%CI] [0.55, 0.76] =
P {E" <0.0001

Cl: (EHEKXM. *1:2020567HA28 % v bA 7 (PFSIXRECIST 1.1% AV 7= 7850 Y Eic X 2 5EM) .

% : JBH Cox KBNS — REFM LB 7T ERBEL OlEE, *3 : BRIR 75 L 7 RE




100 -
90 -
80
~ 70“
% 60 —
a 50
: B
g 40
30
20 = K,
4 7 F 2R lll'H'ﬂ"--I-I-I-Ii|.|.i}_,.l;H“I
10 B =S
E L4
0 T o T ' I T T ¥ T v T T E T L] L ] T
0 3 6 9 12 15 18 21 24 27 30 33 36
Time in Months
Number at risk
AR 373 348 205 235 187 151 118 68 36 17 7 2 0
VA Y -3 376 338 274 200 147 108 82 51 28 15 4 1 0

X2 OS? H EIARAT B D Kaplan-Meier fi#ft (KEYNOTE-5903R8k,
20206E7TH2B  y A7)

100
90
- 80
& ]
: =
E 60 -
w
8 1
& 50 —
D ]
a 40 -
E 30
20 —
E e %
1079 75 RE —m—_y,
5 — e — —+
4 T g T T 1 1 1 I ] T I 1
0 3 6 9 12 15 18 21 24 27 30 33
Time in Months
Number at risk
373 289 210 96 79 55 45 25 17 4 2 0
75 REE 376 278 172 62 36 22 14 6 2 1 0 0

3 RECIST 1.1% JAV 7= 1a BR#R X4 B BT O 7AiM 12 255 < PRS D B AEARMT I D Kaplan-Meier i
# (KEYNOTE-5903RBR, 20204E7H2B 4 v b2 7)
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(4]
OEEE*ERFIHERER (KEYNOTE-18158)

PD-L1 it (CPS=10) D ORFELEBOBFICBWT, FEBRIIALIE 81/85 4
(95.3%) . {LFHIERE 78/82 Bl (95.1%) WD B, BRE L ORRBHRNEBETE
RVWEEHESRIX, ThEh 5585 B (64.7%) KOt 67/82 fl (81.7%) b dilz, W
FTHLOBETREEEN S%ULOBWERIZITRD LBV ThoTz,

£ AVWPHANORTREN SN 5% EOBEWER (KEYNOTE-181 3AEK) (RN 4UR)

BEBIKSE (SOC: iz (%)

System Organ Class) AHRE {LAERRIERE

EAFE (PT: Preferred Term) 85 %1 82 41

(MedDRA ver.21.0) 4 Grade Grade 3-4 Grade 5 £ Grade Srade 3-4 Grade 5
é&ﬂﬂiﬂ? 55 (54 7) 19 (224) 1 (1 2) 67 (8L 7) 32 (39 0) 2 (24)
£ 4 (4 7) 2 24 0 2 (6. 8) 7 8.5 0
FEEEST BRI RE 0 0 0 8 9.8) 8 9.8) 0
ﬁ?*‘»‘kﬁ&ﬁf 0 0 0 6 (7.3) 5 (6.1) 0

m“@hﬁf N e i 1 RS \
___Fbtﬁ&&ﬁﬁﬁﬂﬁ _

E’ﬁﬁ‘"“ s LRy
ﬁ?%kwﬁ/) 20.7) 7 (s 5) 0

(122) -

i 6
FtE = 2 — R F— 1 1.2 0 0 5 6.1) 1 1.2)
*%ﬁ@ﬁ::—un%— 2
PR, S KO Fﬂiﬁt;
%ﬁﬁ

. (34 1) 0 0
0 0 6 (13) 0 0
BOR SR BB 2 2.9 0 0 6 (7.3) 0 0

10



728, AR CRIEMMER 8 6 (9.4%) . EEOKMEE (PHEERKREL
FIARE, FEHEIREGRE, SN, EREES) 14 (12%) . HEEE (¥F7 2 - A
LU—REEREEE) 20 (24%) . ATHSREREE 9 ] (106%) . HIRIMEREREE 741 (82%) . 1 HUlE
W‘ 161 (12%) . fhdk - BABURIARIE 141 (1.2%) KO infusion reaction 1 %1l (1.2%)

wbantcih\k%& <R - BEDO TR, TRAKRERES, BIFMREREE. B
BEREE (RMERHIEMERRS) | Bk, EREFEGE, MK - EA, 5L 5K, b%%\
BELMKES (Gt MRIBA SRR, WA n, RIS, BEAERES) | n
ERERIEGEIER ORISR b o7, ARIEARTURRIIEESS (BRARREER Y
2E0) 2 EUEHERETRT.

OEKLERFEMARFRER (KEYNOTE-590745%) _

{LFEFIER O I W RIGEIRREE R EST - BRORERBEFICBV T, AEFLRITAFA
370737041 (100.0%) . 77 EAREE368/3708] (99.5%) IZiBW biv, TEERIK & DFE R
BREETERVEEFERIZ, ThTh364/3706] (98.4%) K U360/37061 (97.3%) 127
Doz, WTFNHhORETREAFIAENS% U LORMERIZITRO LR ThHhoTz,

# 5V PO TRENAY 5% LOBWER (KEYNOTE-590 BB  (R&MEARFT SMME)

HBERIKRSE (SOC: System Organ Class)

EHAEE (PT: Preferred Term) i )
(MedDRA ver.23.0) AHIBE 75 R
370451 370 451
£ Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
£FHER 364 (984) 261 (705) 9 (24) 360 (97.3) 248 (670) S5 (14)
R D R S B ey s A S s S i e e T P D R
i 143 (386) 46 (124) 0 162 (43.8) 54  (14.6) 0
A ML BRBAE 24 (65 6  (16) 0 28 (76) 11 (3.0) 0
HFPERIA RE 96 (259) 53 (143) 0 88 (23.8) 60 (162) 0
mmwayr 25 (68 5 (14) 0 33 (89 10 (7 0
i Sk Z__-‘; Hi -‘%k 3% 2 g gk

LC

(1.9)

0 220 (59.5) 24 (6.5)
0 93 (25.1) 14 (38)
; 0 9 (268 18 (4 9)
e 2 a AR FCRERoRE e Y R A
12 (32

& 0 35 (95) 4 (L)) 0
EH 23 (62) 0 107 (289) 20 (5.4) 0
Bk 2 (0.5) 0 39 (105 4 (LD) 0
FERRDRIE 12 (32 0 65 (176) 13 (3.5) 0

11



EERIKRSIE (SOC: System Organ Class)

HAFE (PT: Preferred Term) g b
(MedDRA ver.23.0) ARIRE VAR
370 4 370

£ Grade Grade 3-4 Grade 5 £ Grade Grade 3-4 Grade 5

FARSHURT I hovAT=T—2Hm 18 (49) ©8 o 51) 2 (05
mf 7 v7F=8m 67 (181) 5 (1.4) 0 70 (189) 1
Y v BREE A 21 51 7 1.9) 0 20 (54) 5
fFPEREORD 135 (36.5) 84 (22.7) 0 109 (295) 62
i /NRERD 61 (165 7 (19) 0 56 (15.1) 17
*EHD 43 (116) 4 (11) 0 47 (127 8
A fu BRI 89 (41 32 (86) 0 69 (18 6) 18
(B RO SR R N g SR
BAREOE 145 (392) 13 (3.5) 0 119 (322) 16
T Bk 20 (54 8 (22 0 16 (43) 8
BB/ #N i End 34 (92) 17 (46) 0 41 (L1 19
B~ 7R 7 AlGE 21 (57 2 (05) 0 14 (38 3
owall RPN i 32 (86) 20 (54) 0 40 (108) 20
R A S : TR
BRERE %.2) 0 0 32
A= 2 - RF— 86) 1 0 32 0
AEERE =2 —a F— 9.2) 1 0 29 1 0.3) 0
P RS RORREE R A AR SR
Lol Y (10.8) 0 0 33 0
Pl 20 (54) 6 (16 1 (03) 0 0
RS RO TR SREREC) T £ AR
BiERE S1 (13.8) 0 0 39 (10.5) 0
% 5 EEE B S (%)) 1 0.3) 0 8 2.2) 0 0
523 29 (7.8) 0 0 18 (4.9 1 0.3) 0

B, ABBECB W TRIEERRS 22 6 59%) . KK - NB% - EEOTH 20 £
(5.4%) . BIRERTZ « FFAA - FTHEERESE - AT - BE(LMERRE R 45 B (122%) . BHRERE
E (RMEHEEBERSE, REREBLE) 18 f] 49%) . TERIBHEEEEE 3 4 08%) . P
IWISEEREE 50 B (13.5%) | BIBHEEEREE 4 4 (1.1%) . 1 BUBERIS 146 (03%) . fhdk -
BESUHRAREE 1 61 (0.3%) . BER 2 6 (0.5%) . #HRREEE (XT v - NL—EREE) 2
] (86%) K Nnfusion reaction 6 ffl (1.6%) WO ENT-, Fi-, S IER, BEEDOKE
EE (PENRAEERMAE, REHIEREER, SR, EREES) | BEEREIE,
DR, ER2MEREE (Gt / MBI EEREER, WmMEgm, RIFHE, EEREE
%) | MERARIEEBR OHEIIRD bhikhroTc, ABIERRBURIIZBEEES (BEHR
EEREEZED) 2ELEMERETT.

12



(R - AE]

AR OBEAEYBERETNVEZAALEY I2b—vaizk v, A4l 200 mg %
Q3W, 400 mg % 6 EREIFME (LIF TQ6W] &5, ) XiX 10 mgkg (FE) % 23EM
RIFE (AT TQ2wJ &9, ) THELEBEOAF O MEPRENRF Sz, TORK
B, AHK| 400 mg # Q6W TRE LIzBOAF O EFRIBIZR T 2 EHMEPRE (LT

[Cavgss] EVVD, ) 1%, AFH 200 mg & Q3W TEE L7BED Cavges LT 2 L THIS
Nz (THR) . £z, AH 400 mg & Q6W TRE LI-BEOARF O EFIRIEBIZE T 285
MEFRE (LT [Craxssl V9, ) 1, 4K 200 mg & Q3W TIRE L7BED Craxss &
L TEEZFTEFRIENEZbOD, ARABECBWTIEFERMEEIh T3 A
% - AR CHH4K] 10 mgkg (KE) & QQW TERE LIZBED Cuaxss & R L TIEfE %
FTETFRIESNE (THR) . bz, ENRANEBEZHRITAH 400 mg # Q6W T
5 L7z B1M800R (KEYNOTE-555 3BR) & 0 1§ bz BAMEIZ S < K~
A—Fi, YIzb—va AL FRIL-EYENR T A& LERILE (FTR). Mz
T BROBIEICH T 2 HHRARERICESE, FHOREE L AT e L O
BRI DIRBELUSET VHEE S, AH] 200 mg 2 Q3W X 400 mg ZQ6W TH
5 L-BROBRBE L AIEIIRENE L ORI OV TR SN R, ERRoRE -
AEOB CTAMMER REMICARER T2V E TR,

£ 6 ARORBBMR T A —F

FEY;E . Fﬁg Crax Cavg Chmin Cmax.,ss Cavg,ss Cmin,ss
+ (pg/mL) (pg/mL) (pg/mL) (pg/mL) (pg/mL) (ng/mL)
591 279 181 928 504 309
t . i
200mg Q3W! | (555 59.7) (27.7,28.1) (17.8,18.3) (91.7,94.1) (49.8,51.0) (30.5,31.4)
123 324 10.6 148 507 203
N
400mg Q6WY | (199 124) | (320,327) - | (104,10.8) (146, 149) (50.1,513) | (19.8,20.9)
400 mg Q6W 136.0¢ 14.98 .
(SEHUE) - | (135.6,1364) - (14.4,15.4) i i i
220 142 119 228 279 197
t
10mghkg Q2W! (515 23) (143, 145) (117, 121) (424, 433) (276, 282) (193, 200)
+:n=2,993, 100 DY I 2 b— 2 Vick D REH SN FESHEO PRI (2.5%8,97.5%R) . Coax : FIEER

EHORBMIEPRE, Cug: AIEREZEOEMPBEFRE, Cun: AIERER (170 2 BE5H) OREMF
HMEE . Coms : ERIRIBICR T 2 RBMETIRE, Cops : EFRIBICH T 2 EHMIFPMRE, Cnns 1 EFIKIBIZ
BT 5 RAK M IE IR EE
1 S6 BIDBMTINME (95%FHHKMH)
§ : 41 BIOBTEAME (95%BHEXMH)

NA : &%z L
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4. HEERIZHOWT

AR OB ER B2 BEZZH - HEL, FHOREICL Y EERBIERZRE LK
WX 5 Z EBUBERED, UTOO~QD TR TEHLZTHRRICEWTERT 3
& Tha,

@ ﬁﬁ?ﬁlu’)b"c
D1 T?@(DﬂvG)menm SUT AR THB &,
(1) EEFBRERRET D PADREER RS @ENRRBAR %@%ﬁ& SRR,

t&mw%ﬁ@%mﬁr B2, HUmAS AR L)

(2) HEMSRERPT

(3) FENRMEREET DB ALHRERE R (BARFEEREERM. 23ARRENE
B, DA RBREEHEER R L)

(4) SRILFREELRE L. SRIEE{LEREB RN 1 m;t%%}i@%ﬂ:%ﬁff SR} 2
DHERRFEYETHR D EHEZAT > TV B HERR

(5) PEBMEEREALSEERME DR EEICR S B Z1T> T\ D sk

®-2 ﬁﬁﬁwﬂﬁ%ﬁﬁi&@@”’ﬁm%ﬁﬂ#@ﬁf Vo iR b R A R OERT (FROD
WTNNITERYE T HER) 2, YEREROARCET 2RROEREE L LTEEBESN
TWasZ &n

®

o EMARHFREER2EOWMPFEEZET LizRBIZSEU EDORARKOEERIEZ
ToTWBZ &, 96, 28U LIZ, PARYREEZ T L LEBKRESFEOWHEL
fToTWBZ &,

o EEISRFFBUSRUEDMMBHELET LcRiC, HLRBORATEMRIESY &S5
FUEDHIEFNABZDERZT>TND Z &,

o [EETREFEREE2 EOVEIHEZ & T LI-RBIC4 EU FOBRIEREZELTWA D &,
56, 3L LR, BIEHRBOPAEYRELZSOHELBREDERD
BEEITo-TWVDHIZ L,

@ BENOERLFREBOEHIZONT

EXMERERIEF T 2EENRE I, REAENLOFREND, A2 - &
HEEFHFROBEER VRSN T 2 FHIRME. AEFRERBE LB OREES,
ERERCHIITON D ERINESTNEZ L,
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® BHER~DRIRITOWVWT
@-1 MRz B2 B

RIEMEREREDEEZBIEMANIA LBRIC, 24 FRREEROT, SR
PR IC BT, RBELEBRHWERIISE CTABREEK O CT F0ORIEROEAINTHER
REORERNPY BPICBLN, BEHITGrEREHNE-sTNEZ L,

@-2 EREHE L 5AFFRAISCHE T BN

BDABRCHED 2EMNRMBERVEKELFT 2EREEZFRIFRE=F) 7
EEDRERDRY ) —= TETVERE L FREIE TE 5F — 2EREHINE
HERTWAHZ L, 2B, BHEERIZOVWT, BABE LEZOFRRCHFTAMITH
5T L,

@-3 BHER ORBTRIN B LT

BIWER (REMEMRBIIMZ., KBS - /MBK - EEO TR, BUERF% « FFA2 - iF
MERERESE - T - BRLMARE . EHEEEE (RMEMEMEERS, RREBRE). A
HUEE (TREREWRERE. PRIMEERS. BIFRERS) . 1 2HRRA, 52 55K,
gt - MRBCUTTMATIE, M. EEEORNIEE (PEMEREERITRARIE, BMPREBHIRAE R,
SIALBE, FERAELE) . infusion reaction, A%k - Bk, EEMMEIE, HiEhEs (¥
Vo NSUEGRRESE) . DR, ERRMENEE (Rl MERESREER, TS m iR,
RIFERES, SRRERES)  EEO B R, MERAREGRE, BE%) O L T, SkERX
IOEBEEFSB O EFME LB T SRR L EE L BHER OB ICE L THRERD
XBEEZTONARMFICHD L) | EHITHERLER TE SEFPIE->TVD D
e

15



5. BEXRLRDBE
(F2hiEiz B+ 5 %1E])
@ TRICEYTIBREFICBNT, AAOFIERBEES L TW3, -
o DBAALFRIERICHEE L7PD-L1GHE" (CPS=10) DRIBUIRTREREST - BROR
HRYELRBOBE (FRABEREE)
*rARRIDa L R=F B L LT, BRFE4 : PD-L1IHC 22C3 pharmDx 4 =2 BEARBIh T3,
o EFRERORVRIGEIBRARERET - BRORBEAE (FF. SFURDNVRTT7F
v DHFREE)
@ TRIEZUTIBRE T 2ERAORERCFERFEICOWVTIE, AFOFZHEN
ﬁﬁéhfﬁ%f‘ﬁﬁw&éﬁﬁkkaﬁwu

o FiFOmBhERE

[Z4MIzBE 3 53] _
@ FTRICHEMTIBEZOVWTIIAFOBRERZED L ANTWAZ b, BERTh
RWNT &,

o FRIDOBSITR VIRBREDBHERD & 5 BE
@ BRATOFBIZB VT TRIZEY T BEF IOV TIR, A OREIHER IRV R,

L DIBHERIVEL D RVERICIRY | HEICAREZER T2 L 2BETX 5,

o HEUEMRBOESHIBEDH D BE

o BEEGRE CHMER LB 5 BE KR OTEBIE D HUN R o Y&
LOMICRIERE R B LN D BHE

BCOAEEROSH. Xid@BHrRE L IXEREO B CRERBORERED S
5 BE

o EBRBHERE GhBMRBERELED) OboRE

o REORRIBEEEZFTHEE

*  ECOG Performance Status 3-4 ®V DB H

(D ECOG ® Performance Status (PS)

Score | EZE

0 | £<MERIEHTE S, BMElE AL REEENHRRITZ 5,

|| AEEICE L WEBNIHIR S D 85, BATARET, BIERCE > TOERIMTS 2L TE s,
Bl BORE, FHER

WATAE CHAOH ORI O Z L3 X TABENERIITE R, BHD S0%LL Eix_y FATRIT,

RONTCEZOHEDEID DI L LATERY, AFRD 50%ULERy FR/FTRIT.

SlwinN

ZL{BTR2V. BROFOEY DI LT TERY, BRIy FARKFTBRIT,
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6. BEITELTHETREIE

O WRASCEZCMZ, SEARFTEE SR 2 BRI 5D & 4K O Rt R OSEIESE A
DD HLERERE+ICEB L THLERTS L, ‘

@ TEEBAMAICES D, BEXIIFOFRRICAENIEROEREZ HARAL, RELZHT
NoRETBHI L, '

@ FERBHERD<RY AL MZONT

o RIEMERRDHLDNE I ERNHDEDT, AROBRETHIe-> Tk, PIHVE
Ww (B, FEREEE, W) OMBRUME X MREOCERS, B+
JTATH L, e, VEWKSUTHE CT, IF~—V—%0REZER Y
5T L,

o infusion reaction 3% BN B Z LM 5, infusion reaction HFEWD HIVIZBEIT
T, EERMEEAT O & &b, EERBENET 2 E TREOREBE oICBET
5T,

o FRIBHAEREE. TERABEEERVCBIBRERENHODLNLILBRH LD T,
AFI 0¥ 5 BRAART R O 511 P i @I N W REAR . (TSH., MERET3, i
BET4. ACTH, M anFy —V%DfIE) ZEMTEZ &,

o BERFA. RS, FPMEEREE. Ik, BIEBRERPHODNDZ EBHDHD
T AFIOBR 5 BEETR O S HIR P SRR AFSRERE (AST. ALT. y-GTP,
Al-P, BULVEVEDORE) 2EBTDHIL,

o BEOEE (CBARMICEERERL D) FOERRIREESHLOND T
LRBHBEOT, EHRICIROBRFEOFEEZMRTIZ &, £z, IROEFNFED
DIEBAITI, FehERBEEZ2 T L OBELRETLZ L,

o AFIOBEIZLYD ., BEOCHERIGIEET S & &2 b bike REBSWREL
HobhdZibsd, BENIEDONBAICE, BEALLERIL U-EM
BO72 5058 & RBR R KO ERT & U Ol R 21TV, IREORERIGT
L BEWERRSRELN A BEIZIL, ARIOEREITIE, RUBBRERVE VA
DRELERE/THZ &, B, BIBREFVEYOREIZLYBIEROBED
b 5N RVESITIE. BIBRERVE VLS OGEMEEIOBN b E/T5 2
&

o BEHKTHR, BRI ARB L THLRIERARRETAIZ L13H 5D, K
R OBEETHRIZHENERORBRICHIITERTDZ L,

o 1 BUERIE (BIE | BSERBZED) Rbbbh, BREES FT YV F—U R
WKEHZERHBHOT, OB, Bl BHEZOEROFR-CMEED ERIT+47
BEETAZ L, 1| BERAREDNZHAICITREEZFIEL, AR VA
DRELOBEYRLBEEITO Z &,

@ AFIOEFRABRICINT, REHE1SL 9 BRMB TEMEDOFEETT> TV Z

LEBEIC, ARRERITERNICEBRRE CHROMBEITI Z &,

17



BoEfEHEET A RT3 A4
RATr Y X< (BEFHERZ)
(R4 : 1 bA—4& :ﬁiﬁﬁ'ﬂi 100 mg)
~FLHE~

ST3E8H (Ff449 A%E
B A S EhE




B

XU I

AR ORE, TERBT
HERRIZHOUNT
BrREXRLERDBE
BEIELTER T N&EFHE

Sl [ st T e

P2

P4

P14
P16
P17



1. [FL&HIZ

EIRFOBIME « BRMEORERDOT-DITIE, TSESITE SO BEERERRD bha,
EHIT, IEFEORIEBINOERT LY | FUlEIRRR & ORI R e FERS RGR S
N3P T, INbOERLFEICHNEZBETIRET 5 2 LAEROMREL 2o TR Y. AREME
W L BERATTEE 2016 (R 28 48 6 A 2 ABIERE) 2BV TH, EFNERRZD
FEROBEBHEEZRL Z L L IhTW3,

FHREAREERSIL, BRERARRLE T 7 7 A VEBEOERR LN ERD
ERDB, TR, AIMERUESMICET A8 +AERT 5 ETOR., UZERLD
BEZBZT B SN BE IR LTERTS L L bic, BWERARE LRI
HERNINE LD N —EOEMEH T ERBECHER T ZEBNEETH
%,

L7 T, KFA FF7A4 Tk, BAREMESINETIZBON TV S EFEFEDN - #
FHRMICE-S&, UTOERROGEFER ZH6ET 280 b EREHR, EXHFRUE
BFEETRT,

BB, BTA RTA A%, ISATEGENEIESIEREEEAHHE, A5 tEA B AR
BrE, BIEA BAMRRNRHES RO — B IR BARE SO0 L1ER LTz,

KB LIRBERERS : ¥4 M —F RHHE 100 mg (—&4 : b7 vl X<7 (it

P L))
AR ERAWEIHE : PD-L1 B O FNE U ZFEAEERM D> HER2 MO FHFREEXIX
BRI

VT VRAERRNEDD HER2 RIETHREE Y 27 OBITHRIT
AN - Wik SRRE

A5 RBAERCAE : PD-L1 D V% 245K 2>0 HER2 YD BIR AR A XX
BB
L OFEMIEER & OFRICRBW T, BHE. RARIZ, a7
YR+ GREBFHE#EEZ) & LT, 118200 mg % 3 MAIMINE X
18 400 mg % 6 ERIKIET 30 5R121F CARWEHET 5.,

FIVE VZREERMEEDD HER2 BRETERE Y 27 OWEITBIT
DRI - e K RRIE

BHE., BRACK, Ra7r) X+v7 (#fifzF##Ez) LT, 1
& 200 mg % 3 @RI 1 8 400 mg % 6 EREIRIFE T 30 432
JTREHET S, BEEFL. 3 ARERERSOBEA. AT
WHREIT 8 BIET, EREMEIEIX 9 BE T, 6 RREMEBRED
Ba. WRTEMRRIEI 4 BIE T, WREHRE 5 BETET
B,

B & R T ¥ F : MSD BER &4t




2. FEIOHE. EARF

FA M —FREHE 100 mg (—4 : a7 n ) X~v7 GhETFHE#RZ) . UT

FAK] &5, ) ix, PD-1 (programmed cell death-1) & ZD Y H FTHS PD-L1
BEUPDL2 & OREAZEEMNETS,  MLigGd £/ 7 u—FNHkThH S,

PD-1 #R¥&1: T HERS SR B EERRAHE DS Dk B T 9 128 AR SR I3 2 722 ez il
AA »FC, PD-1 1%, REZRBICEBOTHEER T ROMIBKREICRIL, AR
BRSSO RMEXILBR R AERIGZHET S, T7bb, PD-1 XU F FLH
ATAILICEVHRZERCL AV S VnERACHET 2%A8KTHD, PD-
Ll OEFEEBIC BT A3HBHRITL TN TH IR, ELORAMIBTIE THIROBE M
ZBIEVBRICKALTVS, BPAMIICEIT S PD-L1 OFEFEIL, B, Hh
. FFARARAE. SRELE. FE/NVBRATRZ K Ok x R BATTFRARRFTHD . B
CEFREOHBESRESNL TS,

B DM A DOBRRE T & PD-L1 RE OB 6. PD-1 & PD-L1 OREITERHE O
SRR B W TEEREEEZEY Z LRI TRY ., FRBARROERN L
LTHfFshTW5,

A#NiZ, PD-1 & PD-L1 RU'PD-L2 DY H ¥ FORKEEMET D itk v, EE
B O JEENE REOMIREEME T U S RE2FEESE, NEERE % FiEHL
T5Z L CHRIBEDHRERET S,

AENDIERFICESBEDCHRBERISICE 2BIEASR S bbh, EREXIIEL
KELAEERD S, FFOREFROELERICIT, BEOBEL+RICTV., BF
NED HNEBAITIE, KB L TR U BFMM 2% & B L R oER &
L CEEZERNZW 21TV, BEORERIGC X 2EBHWEARREDNL S HEITIE. BIF
BERNVEVRIORSSEOBEDRIVEZIT O LEXRDH D,



3. BRERALAE
PD-L1 BBHEOFVE U ZREREE O b ERIEAERF2AE 2 (LLF THER2] &

WH, ) BEEOFERAREIIHRIB R OGNV E 2R AR HER2 B CHEHER Y
A7 DIFEITIST DITHT - iR FYIRIE ORGBRIZRHD %217 - 7o B2 FRRRBR O AR % T

R

(k]

OEBRLRFEMBERER (KEYNOTE-355 2R/ <— F 2)
B - BRILEBICNT 228 ORNERE D2V R VE VSRR DD HER2 &

HEDOFMARUIFFHRIAMAE 847 ] (AARA 87 Bl Eie) #XRIC, AFl 200 mg
3 EBEER CAF TQwl 203, ) BEHEFRE" (Farv el UUTF
(FATvEEL] 20D, ) ROANVRTTFo, N7 U EFEAINRT ) Xk
N (T IVBER) (LU Tnab-%2 D Z %0 W5, ) ) ORKREDCE
DR CER2EN, 77 R HERRE? (FAVIEVROAINRTTF o, XY
V& X ENitnab-"7 Y ZFEN) EBRE LTRET SNz, 2B, BRI TR
BETRRD ONIBEIT. KRETERTERIRD b R2WEDOBKRMICEE L
T3 BE T, REILIEOERFHME CRABETHIFRD bh b E TRE 05 2 Hkk
THILRTREL Sz, FENEB ENEAEHR (AT TPFS] w5, )
ROEATFHR L Sh, AFHEEREOIFRBIEILT 7 & R HERRE O O ARk
LHER LT, PD-L1 Bt (CPS™=10) OB#E 323 6l (HARAN 28 fl&2&ET) IZBWT

PFS 2FBICEE L (F1ERUN1) ,

O

*) :

£3

AF| 200mg Q3W & AT (bFERE (HYEMIBREZ LICRR) 26ALE [FA
VHEY 1,000 mg/m? R HNVRT T F 2 AUC2 mg « mi/mL FA¥E (1 =—X 21 H
M, &a—20 1, 8 BAIKEE) | "7V FXEA 0mgm? (1 23— 28 B, &
a—2Zn 1, 8, 15 BEIREE) Xifnab-,X27 U ¥ F¥/V 100 mgm? (1 =—2 28 A
M, £a2—2ZD 1, 8, 15 ARIEE) ]

78R QAW LLUTOLFEiE (AYEMABREIT LICBR) 20fALE [(Fayv
# ¥ 1,000 mgm? RRANVRTFF AUC 2 mg * min/mL fHY4E (1 =—X 21 H
ﬁ\%:~x®1\saﬁn&ﬁ)\Nﬁvaktnﬁmmmza:~jzsﬁﬁ\%
a—2AM 1, 8, 15 B BICHEE) Xit nab-/%27 Y ¥ ¥¥&/L 100 mg/m? (1 =—R 28 H
M. £a—2A0 1, 8, 15 BEIC®RE) ] .

:PD-L1 ZFBE LAY BEEMR, ~27 o077 —CRO0N V38R 2 RIEEMR

HTBRL, 100 2FU-H



#1 AR (KEYNOTE-355 38k, PD-L1 Btk (CPS=10) DBFE)

AH|+ bk 75 R +H{LERE
(220 ) (103 1)
o [A] 9.7 5.6
(95%CI) (7.6,11.3) (5.3,7.5)
PFS™! NF— R 0.65
(95%CI) (0.49, 0.86) -
P " 0.0012

Cl: 238X, *1: RECIST 4 FF 4 ¥ 11 fRICES SR TSI AFRHEE, *2 : BRI Cox Luf
ANF— FEFARR L 7SR HERRE L OB, 3 BRu /7 7RE. AEKE (A
) 0.00411

~— ZM00mg QIWHLENGE
——— TS

0 3 6 9 -1.2151821 24 27 30 33 36
at riski% BB (R]

FM00mg WHERSE 220 173122 96 63 52 44 37 25 12 5 O
FS5t+{b%¥#% 103 80 41 30 18 15 12 8 8 7 3 1

X 1 PFS @ Kaplan-Meier #i#2 (KEYNOTE-355 338k, PD-L1 % (CPS=10) DRHE)



@. EREFAFMARER (KEYNOTE-522 3ER)
RNVE RFEEEMEDD HER2 B CEER ) X7 0BT OLBAE 1,174 6
(BARAN 76 BlaEte) ZXBIC, MAIRWRIEL L TORR &ILFRE L O A%
%, ROMEEDFTE L L TORRBERFIEOFIER NZEMED, HTRIRMIRE &
LTOT TR ELFREL OUFRRE, RONREDREL LT T erEE%R
XRE LTRSS, EEFMER O— 2B X FVEFRM (BLT [EFS)
EWH, ) tEN, AFBEXT T RBL LB L CEFS 2FRICER L (R2ED
2) .
*1 : TR ATRIORE RICR W T, ERBW UIRKRZHIC L Y TNM 8T Tle
2 N1~2, XX T2~4 52 NO~2 ICEM T2 EREB LA LR2VBERRNEL &
Niz, 28, TNM DEIZOWT, BREMTEES 1 K TIX American Joint
Committee on Cancer (LA, TAJCCl] &35, ) B 7 KA, I1BREHHEERTE
2 FCAREIS ATCC & 8 SRS AW B vz,
*2 0 Y - BRI, eCIOINR T TF U RONRT Y ZXE0 4 A4 7NV EDFRTE
#] 200 mg X7 7 ¥ A% Q3W T 4 EFRNEEHR, FX YAV VERBEIIT
EAE Y UERELY 7 u kX T 7 I RAF (BIF. TAC XU EC) 205, ) 4
YA 7N OFFHTAR 200 mg X7 7 ¥R %E Q3W T 4 EFFIRANIRE, ROHI%
IZAA] 200 mg X7 7 2R % Q3W T 9 EFFIRMNFEE Shiz,

2 A3 (KEYNOTE-522 3B

AF| B VA ALY 3
(78445)) (39041))
34E EFS & (%) 84.5 76.8
(95%CI1) (81.7, 86.9) (72.2, 80.7)
2Ry N R 0.63
(95%CI) (0.48, 0.82) v —
PfE" 0.00031

CI: EHERKM. *1:202143 8 23 BF—# v bA 7, *2: @R Cox il ¥F— FEFVIZ L
57T 2RBEE OB, *3: BRI ST RE. BREAKYEE (FAD 0.00516941




20 ] mon0mg QIWHLSSGE AH200mE Q3W

101 —_ ISR HLERE TSR
0 3 6 9121518212427 3033363942454851
ARV MEFAM [A]

at risk#

FANmg QAWHLEEE/ |
A8200mg Q3W - 784781769751728 715 702 692 681 671 652 551433303165 28 0 0
FSttHEEEE/F5tM 390 386 382 368 358 342 328 319 310 304 297 250195140 83 17 0 0

B 2 EFS ® Kaplan-Meier fi#t (KEYNOTE-522 RKR)



[Z2ik]
OEBR&ERFIMARR (KEYNOTE-355 #5%)

PD-L1 BBt (CPS=10) MAFIZRIT B REMMITXIERE] 219 FlicBW\WT, AEER
IXAHIGHREE 216/219 P (98.6%) . LAEFHERE 100/103 # (97.1%) 1B b, B
LDRRERBBETERVWEETERIL, £veh 212219 # (96.8%) KTt 97/103
Bl (942%) WZRBD LI, WPhHOBTRATIAN % LOBERIITROLRY
ThHol,

£3 WThP OB TRANAHN S%IULORHER (KEYNOTE-355 RED  (REMARNT X HIMH)

BEBIKSIE (SOC: System Organ Class) i (%)
H¥,A43F (PT: Preferred Term) AFIGFHRE o305 2
(MedDRA ver.22.1) ! 219 43] ! 103 4
' £ Grade Grade 3-4 Grade 5 £ Grade Grade3-4  Grade 5
£RHER 212 (968) 155 (708) 2 (09) 97 (%42) 67 (65.0) 0
TERB R AR T =
ZifL 107 36 (16.4) 0 48 (46.6) 13 (126) 0
B Bk i a1 25 (114) 0 2 (214) 11 (107) 0
FFPERIRA 87 68  (3L.1) 0 40 (38.8) 31 (30.) 0
.IID./J mmp;ﬁ ‘ 41 : ) 0 22 (214 16 (155) 0
meﬁﬁﬁﬁ?ﬁ 39 0.9) i 0 2 ?iﬁ) i ) 0
i Hwﬁ# SRR s Sl 5 ‘.:_ S ' : Lo
R 0 15 (146) 0
TH 0 10 07 3 (9 0
HERR 0 6 (58’ 0 0
B 0 39 (379 1 (10) 0
=P 0 7 (6.8) 0 0
Mg Rt 0 10 ©7 3 (29 0
R e oRaowe LT AN ol S e R
EHE i1 (142) 1 0 13 (126 1 (L0 0
it 64 (292) 6 0 2 (214 3 29 0
2591 12 (55) 1 0. 7 (6.8) 0 0
RAYMEIRIE 13 (5.9 0 0 4 (39) 0 0
S 22 (100) 1 0.5) 0 0 @7 1 (10 0
ﬁ*&i aen ; AR R —- > 3 Sy ‘v S Mp s :.':3":{..-' : S
75=u7 3 / FSrxT 5 —ftﬁm 47 (215 16  (13) 0 17 (165) 5 '(4.9) 0
TARGRUBT I/ bFUAT=T—EHM 39 (178) 9 @.1) 0 15 (146) 3 (29) 0
mEp7AH Y wRT 7 &7 —EHhn 9 (R} 0 0 7 68 1 (10) 0
SF R EREOR A 52 (237) 41 (187) 0 20 (194) 15 (146) 0
s RER S 41 (187 19 (87 0 14 @136 9 (87 0
kBN . ‘ 12 (55 1 0.5) 0 3 (29 1 (10) 0
A 3R> . 39 (178) 21 (96) 0 20 (194) 13 (126) 0
R EURRRE e R R
RARWIR 40  (183) 1 0.5) 0 10 97 0 0




B (%)

BENAKSIR (SOC: System Organ Class)

EAFE (PT: Preferred Term) AFIGERBE {LEEFRIERE
(MedDRA ver.22.1) 219 4 103 4
4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
e T L TR R e L e S
(103 25 (114) 4 1.8) 0 9 3.7 1 (1.0) 0
15 (6.8) 0
é — .(; I
18 0
FEE= 2 — N F— 25 0 17 (1635) 1 (1.0) 0
RKEMBH =2 —a/F— 17 : 0 0

(DR £ U

2 0
16 (1.3) 1 (0.5) 0 8 (7.8) 0 0
36 (16.4) 2 0.9) 0 1 0.7 0 0
R EZBREE 11 (5.0) 2 0.9) 0 2 1.9) 0 0

BB, AHGERARCIOTREMMER 3 61 (1.4%) . KIBK - /MER - EEOTH 5 Fl
(23%) . PIREE (X¥T72 - NU—EGRRS) 256] (114%) . BUERFR - iFA4£ - FbaE
R - - BILMERRE % 65 I (29.7%) . RUIRIRBSRERETE 43 81 (19.6%) | BIEHREREE 2
B (0.9%) . BHAEEE (RMEMEEER, RAREBLE) 2 6 (09%) . KX 1 6
(0.5%) . fhde - MARURRRMARAE 1 1 (0.5%) . BMZk - BEIEZR 1 B (0.5%) . RE SRS 141

(0.5%) . D% 141 (0.5%) XK1 infusion reaction 10 ] (4.6%) @b obhiz, £7=, H
EoRBEE (hHEERKERMRE. RMERIRERNE, SHAR. BXERES) | TH
RkgReREE . 1 RBERE, BEGENRE, ERMIREE (@i MR SR, ¥
MM, REFHE, ERARES) | MRERERBEROBZITRD bhRhoTc, KEIE

FARBERIBESS RAREERTE2ED) 2ELEERETT,



@ ERLRFEIREAR (KEYNOTE-522 k)

REMANTXRE) 783 Bl T, AEFRIIAFIRE 777/783 B (99.2%) . TR
B 389/389 B (100%) ICFB®H b, BBRELORRBHEBREETERVWEERRIL, £
HEI 774/783 B (98.9%) KU 388/389 Bl (99.7%) TR bivi, WTFHADHETH
REIEH 5% EOBIERIEITRDO LB Thotz,

£4 WPhIAOBCRARAN 5% LOBWER (KEYNOTE-522 Bil)  (REMART S5 H)

Pig (%)
et L e
(MedDRA ver.24.0) 783 41 389 4
4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
2BHER 774 (989) 604 (77.1) 4 0.5) 38 (99.7) 285 (733) 1 0.3)
i 429 (54.8) 141 (18.0) 0 215 (55.3)
SERELT P EREA R 144 (184) 139 (17.8) 0 65 (16.7)
i i R 33 (42) 0 49 (12.6)
GF R 270 (34.5) 0 185 (47.6)
i/ fE 0 16.7) !
PR IRBRRRIE T E 105 4 (0.5) 0 19 4.9 0 0
W e e e
W ' 65 2 (03) 0 2 67 |
LREEE 39 0 0 2 (57 2 0.5) 0
TEfA 188 0 0 85 (21.9) 0 0
TR 238 20 (26) 0 98 (25.2% 5 (13) 0
=) 7] 49 0 0 20 (5.1) 0 0
HERR 71 1 0.1) 0 39 (10.0) 0
HRES RS 41 0 0 24 (62) 0 0
Bl (34) 0 245  (63.0) 6 .5) 0
A% 1.4) 0 55 (141) 1, (03) 0
NEM: 24) 0 86 0
Y T _ 66 0 02 @262 9 (@23 0
W (3.6) 0 151 (388) 6  (1.5) 0
BEORIE (1.0) 0 45 (116) 3 (0.8) 0
FRANMEE I 0.3) 0 21 (54) 0
FE (1.0) 0 41 (10.5) 0
Mﬂ“é’*ﬂkrfﬂlﬁﬁﬁ Sabor e e B RIS W SRR

EARHES Kie 73 (9.3)' 8 (L0) 0 235' 6.4) ‘2 ©0.5) 0

FTI=VTI) hFURTT—PHM 204 (26.1) 43 (55) 0 98 (252) 9 ' _(2.3) ' 0
TRARGHVBT ) hFrAT7=T—PHM 157 (20.1) 20 (2.6) 0 63 (162) 1 (0.3) 0
7l Y FAT7 7 Z—PHEm ’ 29 @37 2 0.3) 0 20 (1) 2 0.5) 0
FF BRI 185 (236) 146 (18.6) 0 112 (288) 90 (23.1) 0
/NI 74 (95 21 Q@27 0 4 37 4 1.0 0
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i (%)

HEBHKXSEE (SOC: System Organ Class) — e
HAEE (PT: Preferred Term)
(MedDRA ver.24.0) 783 4 389 )
4 Grade Grade 3-4 Grade 5 £ Grade Grade 3-4 Grade 5
A M EREHA 108 (138) 60 (7.7) 0 52 (134) 20 (5.1 0
RERRIB 153 (195) 6  (0.8) 0 57 (147 1 0.3)
RS R R b

S

AN

EEMED EV 61 (78 1 ©.1) 0 29 (13)
BRERL 124 (15.8) 0 0 49 (126)
T 100 (128 2 (03) 0 2 08 1
Kt = = — N F— 154 (197 15 (1.9) 0 84 (216) 4
SERETE 45 (57 0 0 28 (12)
KEMRBHE = 2 —nF— 148 (189) 11 (14) 0 72 (185) S

23 (5.9 1 0

! 41 (10.5) 0 0

BEE 411 (602) 0 220 (56.6) o 0
SRR 45 BT 2 (03) 0 10 (26) 0 0
a7 47 (60 1 ©.1) 0 20 (5.1) 0 0
A, 48 (6.1) 0 31 (8.0) 0 0
% 5 FERE 116 (14.8) 2 0.3) 0 38 (9.8) 0 0
57 196 (2500 12 (1.5 0 66 (17.0) 1 0.3) 0
BEIR BRI 50 (64) 12 (L5) 0 23 (5.9) 0 0
1ETH 55 (10 3 (04 0 45 (11.6) 0 0

2B, AFBICBOTHEEMES 13 6 (1.7%) « KBK - MBK - EEOTH 31 4
(4.0%) . BEEORBEE (PEMRKIEEMARE,. RIEBRIDERE, SHAM. FXERES)
4 Bl (0.5%) . PHREE (¥TF2 - NUEERE) 154 §] (19.7%) . BIEERTX - FFRE - T
BEBEE - FFZE - BMLMERRE & 271 ) (34.6%) . FORERSREREE 137 61 (17.5%) . TEAHAER
156 (1.9%) . BIBHREREE 18 41 (23%) . | BURERYS 4 61 (0.5%) . BHEERE (RAE
IR R, REREBLE) 16 B (2.0%) . Bk 5 6 (0.6%) . Hisk - BHHRAEE 3 6
(0.4%) . EIERFEESEE 141 (0.1%) . IR - BEIRZK 3 B (04%) . B SBRK 26 (03%) |
DR 5 5 (0.6%) . EEDEHLK 2] (0.3%) . infusion reaction 122 ] (15.6%) KR UNEEZ M
KEE G/ MRIBAERBER, WM, RIFRE, MELIERES) 2 61 (0.3%) %

11



Whhi, £, NRASERHRORZIIRD bR ok, REWEARTRIIEESES
FRFEREBEERE 2T 28D EHEEL =T,
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(R - AE]

AR OBEMABYBRBEANEZAA LY I 2 b—Ya v ic kD, AK1200 mgZQ3W,
400 mgZ AR ULT [Q6W] &5, ) XiX10 mgkg ((RE) Z2BRIFME (LT

QW) &5, ) TRELEEOARKOMEFRENMRF Sh, TOBR. FH
400 mg% Q6W TR E Lz BEOAFI OEFRBIZE T 2 FHMFPRE (UUT [Cugss!
L9, ) id. AKI200 mgE QW THRE LIBRD Cays EFARIT 2 L FRISH T2 (T
#) . Eio. AF400 mgE Q6W THEE L7 ROAH O EF NIRRT 2 K@i hiRE

(BLF MChaxssl VD, ) 1%, AHI200 mgZ Q3W TR E- U7 B 0D Conan s & HEE L C
ERTEFRASNEbON, AAABEF RN TARERRERSh T2 HE - BT
HBAHN0 mgkg (KE) QW THRE LIBRD Coaxss & B L TIEEZ R T & FRIS
N (THR) . &b, BERAEREZXIRIZARA400 mgk QoW TR E LiEsF 1
FERBR (KEYNOTE-55538) L0 &L -EZAMEICE S EYBHEART7 A—FiX, ¥
Ralb—va k) FRLZEPBREAT A—F LRAH L (TXR) . MAT, B
DB AR B BEEABERICESE . AFORER L AT LEM L OBER
BET 2RBRIGET NVBEE S, AAI200 mgZ Q3W X1X400 mgZ QoW TH & L 7=
BEOBRER L AUMEIREM E OBFEIC SV TR SNEHR, LRRoRE - AED
B CASMER VR B2 R 2V & FRIS Lk,

# 5 FARIOEHBR T A —F

JﬁYf : Fﬁ% Crnax Cavg Crin Cmax,ss Cavg,ss Cmin,ss
{ng/mL) (ug/mL) (ug/mL) (ng/mL) (pg/mL) (pg/mL)
200 = 59.1 279 18.1 92.8 504 30.9
mg Q (58.5,59.7) (27.7,28.1) (17.8,18.3) (91.7,94.1) (49.8, 51.0) (30.5,31.4)
123 324 106 148 50.7 203
g
400 mg Q6W (122, 124) (32,0, 32.7) (10.4, 10.8) (146, 149) (50.1,51.3) (19.8,20.9)
400 mg Q6W 136.0F 14.95
(ZRIE) (135.6, 136.4) e (144, 15.4) s NA B
220 144 119 428 279 197
t
10 mghkg QW | (515 293) (143, 145) (117, 121) (424, 433) (276, 282) (193, 200)

t:n=2993, 100D I = b— a3 ic k) BHESHEBRMEEED PRI (25%, 97.5%R) + Cmax : FIERES
HBORBEMIEPRE, Cup : DEREEOFHMEPRE, Cun: MEREHR (Y4 70 2 BEH) OFEMFEDLR
}E\ Cma&ss : ﬁ:”%‘%ﬁ?h’-ﬁﬁé%%lﬁl?ﬁqjﬁﬁ\ Cavg,ss : Eﬁﬁﬁﬁblﬁl‘féqzﬂﬂﬁliﬁq’ﬁlﬁ\ Chrin,ss : i#%ﬁ;kcﬁbj
B RiRmE FIRE

i 56 BIOMELHME (95%FHEXRH)

§ : 41 FIOBTERME (95%EREXMH)

NA : &H72L

13



4. WERIZHOWT

EERB) X7 EHEEHE RMP) KESE, AFOERHLZEMERFH ~0HHE
B H HHER T o T, ABROREINENRBE LU - HEL, AROBREIC LY BE
REWERZ R LB RST 2 2 L BSRER D, UTFOO~QD TR T i3 sk
ICRWTHERT 3 _&Th 3,

@ mERIToONT

@-1 FRo (1) ~ 5) OVThPTEYTIMRTHD T L,

(1) BEAFBXKEIEET 2R3 AR REEILRRIRSE EOEF RS A REEILRRET.
Hges A2 RS LRI, HUkAS A RIRRRE 2 &)

(2) HERERRRPE

() FENRMELEET 2BALRESERE (PADRESRERD. AR5
WRbE, 03 ARHREEHEERR A L)

(4) SO HRER AR L, SRR 2Rl 1 SIS SRIER s ek 2 o
TERX B AR B R Z24T > T A ERR

(5) PUEMENEREAIL S EEME ORI ELEIC IR 2B HEIT > T B HERR

©-2  FBOLFEREKR OBHERRETIS ORI A0 720 & R E R OER (FROW
THNTEE T DERM) 23, SRR OARNC BT 2 IHROBEE L LTRBEshTna
Z&,

3

o [ERMGRIFEREE 2 FOPHEIHERE T U282 5 2L OB ATBROBGRNHE 21T -
TWaZ L, 56, 26U, BAEYREYE L LEBRERFZOMMELIT- T
WAZ &,

o [ERTGRIFIGE 2 EOVEIHERET LI-RIT 5 U OO R A EKYRE S St Y
JRIEES 2 DERRIHME 2T o T\ B Z &,

@ BEHNOERMFHREBEROMKMHIZOVNT

ERLERERIET T 2 HEEPER SN, BEECENSOFRE N, A - ©ek
FRFEROBTER CEMEICT 2 HERIE. AEFSRRELGEOREEYE. &
DRI TN D EFINE > TNE T L,

14



@ EBHER~DMISITOWNT
@-1 HERRAHlizBE 5 B

PR B O B R BMER S RA LBz, 24 BRIRRAHIO T, SR
FHEESHIRRIZ IV T, SR LZBWERICS U CABREER O CT Z0ORWER OB LE 2
BEOHERN/YBPIELN., EBICKGFIRERERIBE > TND 2 &,

@2 EREHEECLIAEFESRMNGICETSENY

BABRICED EMNRABE OBREEZET 2 EREFENEWERE=2) 7
FEDIERORY ) —=r ZRITOERE L FRE AR T 257 — AEREHIHE
HBENTHBZ &, 238, BiREHICOWT, BAEE L ZOFRIRTDITAMINTND
Nl

®-3 BUEAORBWOXINCEL T

BWER (BIEMRRBICIE, KBk « INBK - BEOTH. BYERTE - T4 - BF
BREREE - BT - LR &, BMRERE (RMEMREEBER, RREBLE) |
WAEEE (FERAKERE, FIRSERES, BITHREESE) | 13HERK, 585
B, fhde - RABUBMRIE, Ik, BEEORMEE (PEURKEFEMME, R
[EERERRE. ZTEALBE, |RIEIES) | infusionreaction, iM% - BEARZC, BEREMNESIGE.,
MIRFEE (X5« NU—ERBE) | Lk, EEROKEEE (et Mrsid
PSRBT, WmAER M, RIFERE, WEAERES) . EEOFR. MREARERR.
FERAEE) TR LT, YREMER U DEBERSE OB AT S EM L EEL BHERO
ZWrodNCE L TIRER VOB 2 ZITONAIRGIEH D 2 L) EHITHERLEDR
TEDERINESTNWE L,
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5. BREXMBRLRZBE

(B3 5% HE]

O B% - BRALBIIXT 225 ORNERED 22\ PD-L1 Bt (CPS210) OFNVE
VRRRIEME DD HER2 AN O FIFFRRE I B R ILBBE BT, AF LILFR
E (FAVEEVROAINKRTTF o, R7 ) ZHFENAIE nab-237 ) Z X&)
L DHFRBE TEDMEN RS TN,

728, CPS IZBT3AFDa v R=4 2L LT, BkFE4 : PD-L1 HC 22C3
pharmDx [# =] BABIN T3,

@ FNVECZRERMEDD HER2 RETERE Y 27 OHBREICBWT, TRy
Wikl LTAR L bpgiE (N7 ) ZXeAROINART S F o OEH. AC Xk
EC #&5) LoOfFREKE, ROMEERIE S U CAABMRBIEORDMNTRINT
W5,

@ ORUV@TAFIDASMEIREN TV RV OFESEEA & OERKRSIZon
TiX, AAOBERHL SN TR LT, AFORERFRL R B2,

[Z£Mici+ 2 5FE]

O TRIECEYUTIAREICOVWTIEHAFORERERLEENTVWE I G, #E5%
Thirnwz &,
o ARSI LIRBUEOBEERED 5 5 BE

@ BRATOFMIZB W TTRICEY T HBEICOVTIX, AFl OB G THRI LR
WA, L DTEEERIREE R 2 WIB/ICRY , BERAKZERTI L 2BETE
%,

« MEMRRROABUIBREDH 5 RE |

. FEHEGRE CHEE R0 5 BE R OVEEMME O SR CIB G R % D
M QIEMTA LA B D B

- HORBEEBOGHE XTBMALE L IERED B EAERBOBRERD H
bRE

- HBBEE GEnHMRBEELZED) ObsRE

s REEORSSUISER AT HBE

»  ECOG Performance Status 3-4 &V D @BE

1) BCOG ¢ Performance Status (PS)

Score | EF

0 S MEREBTE S, BHMELAL R RAEESHRRIAITLS,

PRI LW ERNIHIR S D A, STARET, BIERSE > TOMERIITO &M TE S,
il BVEE, WHEER
SR TEZOFOEY O Z L3 TXCAREEAERITITCE AR, BFPO 50%U L~y FATBTT.

N o=

BonizBHOFOEY O & LATERY, BHO 0% EEy ROABTFTBRIT,

w

2L WT 2V, BAOHFOED DI L2 TEAR, B2y FAKFCRIT,

-
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S

BETHRLUTHETR&EH

WA CES ML, MESRFTEERPREET 2 BRHE IS & A O Rt R NEIE
ERODICHERIERE +0ITHEL TH Bﬁﬁl'ﬂ‘é: e

TRRBIRAIC SR b, BE XX TORRICEDMR OERIEL +oRBH L. AEZ
BThoRETHZ L,

ERBHERO~RX TP AV MZ2NT

BEMRERR S DRI BH B0 T, AFOBEILHTZ > TiX, MHER
(B0, FERIREE, W) OMEERUMS X MREOEMSE, 8L 54T
5z &, ¥, MBS U THE CT, MiF~—I—S0REZERTSZ L,
infusion reaction 233 H L5 Z LA %, infusionreaction 23588 LI ZBAITIX, B
PRAEEITH & L bic, IERSEET AL CRAEOREL +SICBETLZ L,
FORIBHEREREE . TEABEBRERVCRIBHREEERH Obh2ZERHZDT,
AH D% 5-BRREHT R O 5B FIXE MRS N WHSRERE (TSH, EHE T3, f2hE
T4, ACTH, s avFY —VEDRIE) 2EET5Z &,

BUERTZ, FFARL, MRS, Ak, BEBRERRH OB Z LH DD T,
AR OB 5 BEHTR R S P IX BRI TR E (AST. ALT. y-GTP. Al-P,
U AL UEORE) EEMTDHT L,

S EIELE (IEREIIEEREREED) FOEERREF NOLDONDLZ L
NHDDOT, EHMICIBROBRFEOFREHERT I L, T, ROBENBDLH
TEBAITIE, B ERBEEZZ T2 IBELRETL &,
AFOBEIZL Y, BEORERIGICHEE TS LB X b dike RRBLRER H
bbhsZ bbb, RESEDLNLEEEITIE, BB LCERIIS CFEMR2
S L RRBR & O E AN & EHE L GRS RERZE 2TV, BEORERIGIC X 58!
ERBNSELN B HBAITIE, AROREIFE, RUBIBEREFRNVE VRORES
BEETZIZL, B, BIBREFRNVEOBREIZL VEEROWRENRD b
WA, BIBRERNVE Y UNOREMHFIOBMLERT S Z L,
BERTHR, JORMALEVARBLTALEWERARRRTAZ LBH B, K
R OFBERTHICHEWERORBRICHHITERT A Z L, v

| B RIR (BE 1 BUERF 2 ale) Nb bbb, ERFLES TV F—VRIZES
TeRHBOT, AE, B, EHZEOEROFKBOMEED LR C+HERT S
Z i, 1 RERBEREDNZHAIIIREEZTFIEL, 42 ) VR OREZEDREY
RLBEEITOIT L,

AF| OPEARFRBRIZ BT, KEYNOTE-355 RER IR SBMAH» 5 24 B E Tid 8 B
TL. DK, B0 1ERIX BRI LT, £0%iX 12 88 I L I AMEOFHE %
ToTWEZ %85, AFBREFIIEHMICEBRE CHROMRELITI Z &,
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® FNEUZEFERMEDD HER2 B THERR Y 27 OWLBBE TR DH7ET - #%
Wik UCHEBATBEIZIE. KEYNOTE-522 REXIZ BV T, A0SR ERTIZE
BHCHER 2V EHER L, VECS L TEBRE 21T L CREDTAIE ¥
WL TWeZ L 23EIL, AFOERERHEOTREZRITEZ L, 2B, A
Ko EEHIL, QW REDFE, HiATFHRMEIEL 8 B T, EEWREIL 9 E
ET. Q6W REDRFA, TATRYIREIL 4 Bl T, HEEMIREIL 5 BE LT
v
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REFEHHEET A FF4

RAaTn) X< (BEFHEEZ)

(R74 : ¥4 b —F REHE 100‘mg)-
~TF B~

SM3E12 A (T 44E 9 AKED)
A S fdh A

>

=

%10




B

1. IZUic P2
2. AR O, 1ERBF P3
3. FRIRRHR P4
4. HERRIZOWTC P10
5. ERGBLLRBE P12
6. MEIELTHEETREEHEH P13



1. LI

EERMOFE « EMOMRDOT DI, T SGEEICE SO OBERERRD b s,
IbIT, EFEORFHGFOERC LY . GURERS 2 & OB TR EE RS RR S
NBEHFT, ZBDOERRZEICHERNBEICHRET 5 2 L 0WEROBEL 2-TEY .. #REME
R LU RAT #2016 CERR 28 4F 6 A 2 BMIERIRE) BV ThH, EFNERMED
FERORBELHEZRSZ L L Ih T3,

YNSRI, B EAR R T a7 A VHBHEDERER L AL B2 T
ERBB, ZDRD, APMEROEEMCET AEMO+0%ERT 5 ETOM. HRERMD
BEZHMZITD 2 EPMHIF SN BHITH L THERTS & &bz, BWERARER LRI
VBRI E LD ENFARBR—EOBEGEM- TERBECTERTIZENEETH
%, ‘

L7e3o T, KUA T4 Tik, BIREMERLZNVE TIBELN TV A EFIFZ - #
FHRHICE DX T OERMOREEREZHET 28R b LBEREH, B2 HFRUE

BFELZTT,

RIS, BHA RTA 4%, MAATEENERS ERSEE AN, ASHENEA BAERRIE
A, WG B ARRNAES R UATSHTREN B ASARIREZE OB Db & 1K
L7z,

MR LRDERKSD  F4 M—FRRFHFE 100 mg (—&% : RATr ) X<7 (|
fmFHakz) )
B RDMEIPDR . B AACERIER ITHE U IR ET - BROFEHE
HRELRAPERVRE : Lo NAF=T A VABE L OBIZBW T, BH. BRAX
Ra7n) A<w7 GhflFH#z) & LT, 1E 200mgZ 38R
BIFEIE 1 [B 400 mg#Z 6 BHMRAT 30 A0 CRIFEET
B
¥ IR 78 ¥ A& MSDEXE&H
(B%5)
LVoEw TN dmg, RATENL10mg (—4% : LUNT=T A VLVERE) O
PREX IR, AERUAE
BHREIIZh R « N AALFRIER ICHEE L EIRRREER 1T - BROTEKE
RAERVHE : RXa7n ) X+v7 (BETHEEEZ) offRICBWNT, B%. RA
WiV R_RF=7¢ L T1 A 1620 mg Z&ORETZ, 728, )*
F ORI X ) BERET 2,




2. FROE, ERBF

XA M —&F SEEHE 100 mg (—B4 : a7 ul w7 (HiaFdkz) . ST
(A# &5, ) 1%, PD-1 (programmed cell death-1) &Z DV > FTH5 PD-LI
RUPD-L2 & OfEAZEHEBET 5, & MbIgGs £ 7 n—FHETH S,

PD-1 #RBIE T ABRL S EEARMAE 0> b ik B 72 012 28 AMIRE ASFI A 9~ 5 72 So & il
ZA v F T, PD-1 1%, BEZRBICEBWTEES T ROMIBREICRIL, BOA
BERGE & ABEXLBR 2B RIS EH#HT 5, T72bb, PD-1 XY FTV MLk
BTAZ LIV HREZEER LBV I VinERACHBET 2ZAKTH B, PD-
L1 DEFEBRICBITBZRERITOTNTH I8, £ ORAMIETIE T MiROBEX 2
2 BIEPBRNCERLTWS, BAMIKIZEITS PD-L1 ORRBEIL, BHIRE, R
W&, FFHERERE. SPBEME. FE/NBMAIREZR & Offx 2B A TTFEARAREFCTHYD ., EWV
EFRE OMBERRESINLTVS,

BEOBADBEERETFH L PD-L1 EBROMEMEN S, PD-1 & PD-L1 ORKIZERE D
ERRICBWTEERREZHEY ZERRRENTEY, FHRBABRRDOIERN L
LT h w3,

A#Fi%, PD-1 & PD-L1 RU'PD-L2 O\ Y H v FOKAEZBET I LIcX v, BB
HUNBRER OEBESRAOBREEMN T VU RE2EE LS., FUEERE L2 BIEHEL
T5Z L THIEBHREZREIT 5,

AR OERAMFICESS BEORERIGICLZ2BERAS D bbh, EEXIIET
CELARMERD 5., AFOBREFROEESHKITIT, BEOBEL+HITITV. £F
BRH LB, BERLEFERITE U BN R0 L RRZ RO ER & EE
L CEGZRERZE 21T\, BEORERIC X 2BIERARREDLNSBEICIE, BIF
REHRNE ORGSO RILEZIT 5 LERH S,



3. BRERGK

D AALEERRIER I IR

TR ERARRR OB 2R T,

[AZhiE]

ERIE RS MRS (KEYNOTE-775,/E7080-309 3X5R)
77 FHRR B ETCFRERE D H IR RERETT - BROTFERERE 827 fi
(AARAN104 Bl ZETe) ZRBRIC, AF)200mg3 BRERR (LT TQ3W] &5, )

BELLVUARF=T 20mg 1 B 1 BREOHFARE AT [RE/vonF=T) L

Wi, ) OFERCZEMEN, LERE (FXIAVEUIR27 ) F%EN) %

ARE LTRSS, TEFMERIX2LFEHR (LT fos] &), ) RUE

WEARE AT [PFS) &), ) &, KA/ VA"F=TX, {LFREE

HEELTOS RU'PFS ZARBICER LT (K1, M1 EUK?2) ,

L7 UIRRARAE 2 YEAT - BROFEARBORRMICEHMERITo £

£1 HiHEK (KEYNOTE-775,/E7080-309 3Ek)

AEl/ Vo F = TN (L FRIERE
(411 1) (416 1)
o [A] 183 11.4
(95% CI) (15.2,20.5) (10.5, 12.9)
0s™ AN R 0.62
(95% CI) (0.51, 0.75) -
P @’ <0.0001
Pl [A] 7.2 3.8
(95% CI) (5.7,7.6) (3.6,4.2)
PES™ " AP I 0.56
(95% CI) (0.47, 0.66) =
P " <0.0001

ClL: 838K, *1 : &%) 200 mg % Q3W, L A_AF=720mg (BA) # 1B 1@ATRE L,
2. FFYLEYY 60mgm® % Q3W, Xid/ /X7 V) ¥ F &/ 80mgm? %% a2—R (1 2—X28 A
M) o1, RIS BHICKEE Lz, *3:2020F 10826 BF—% b v bA47, *4: BRI Cox tt
BINP— REF AT L BEFRE (FRYAELUUIAZ Y 28 A) LD, *5: Bhx
75 7 RRIE, *6 : RECIST H4 K74 ¥ 1.1 BUCE-S < EMR TS HblE



100

90 X

80 - N
70 - 4,

L 60 - *

# 50 - \t.

§ 40 e

30 1 "h\“‘w»ﬂﬂh
20 1 _ o PP,
10 i FH200mg Q3W RULVI\F=F
1 ——=— ek
0 3 6 9 12 15 18 21 24 27
S1FHBR [A]

at risk#

AH1200mg Q3W BV

T 411 383 337 282 198 136 81 40 7
{L25E 416 373 300 228 138 80 40 .11 3 0

B 1 OS ® Kaplan-Meier Bi#t (KEYNOTE-775,/E7080-309 k)

100
90 | — H200mg Q3W RULYNF=T

80 - ——— (LR
& 70 - \

B 60 - N
& 50 \
40 - Y
= 30 B N
20 1 ‘\"’H‘_‘
10' _“'-\-—""'—h-i-—\_

0 T T T T T T
0 3 6 9 12 15 18 21 24 27

mgBEFAAE A

at risk#

FFI200mg Q3W RU

LYNF=F 411 316 202 144 86 56 43 17 6

[ 5 416 214 95 42 18 10 4 1 1 0
2 PFS @ Kaplan-Meier fi# (KEYNOTE-775,/E7080-309 3AE)



[Z4k]
EpREFFMAAREE (KEYNOTE-775,E7080-309 3R5R)
BEBRIIARA/ Vo NF =78 405/406 B (99.8%) | {LZFHEIERE 386/388 1 (99.5%)
RO bh, BRELORREBEENTETELRWVWEEERIX, Th2h 395406 fi
(97.3%) K1*364/388 B (93.8%) IZFBH bivlz, WO TREAZNEGD 5% U LD
BIERIITROEBY THoTz,

#£2 WPhPORTRENSN %L EORER (KEYNOTE-775/E7080-309 BiE)  (R2tEARIT &)
BENKSEA (SOC

System Organ Class) R (%)
ﬁ r;ﬁ & (PT: Preferred - —
(MedDRA ver.23.1) 406 f 388 4]
4 Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5
2EIER 395 973) 314 (713) 6 (1.5) 364 (93.8) 230 (593) 9 (. 3)
e T e e A e B S
57 (14.0) 8 (2.0) 0 150 (38.7) (11.6)
FERMELT P ERRBAE 1 0.2) 1 02) 0 21 (5.4) 21 (5.4)
B M BRI FE 20 4.9) 0 0 48 (12.4) 27 (7.0)
Y v BRI IE 15 3.7 2 0 26 6.7) 11 (2.8)
FHRERBRAE 24 (5.9) 4 0 129 (332) 96 (24.7)
md%ﬁiﬁf)r 33 (8.1) 4 0 22 G.7 4 (1.0)
e : g R R

AR B L 2 03)
(54.7)

O

N MR
34 (8.4) 4 (10) 0 13 (3 4) o 0
29 (7.1 0 0 12 @3.1) 0 0
36 (8.9) 0 0 53 (137) 0 0
1M (42.1) 26 (64) 0 42 (108) 3 (0.8) 0
34 (8.4) 0 0 10 (2.6) 0 0
158 (389) 12 (3.0) 0 157 (40.5) 4 (1:0) 0
70 (172) 8  (20) 0 46 (11.9) 2 (0.5) 0
98 (41) 10 0 60 (15 5) 7 (1.8) 0

SRroksREowe T
76 (18.7) 17

3 (7.8 15

R RAE <17 (11.6) 6
L 26 64) 1

ﬁﬂi&i’: = L i 4, 3-; ,n. “% : P ! : :
F5=V7I/)RFUR )

o S B 66 (16.3) 12 (30) 0 14 (3.6) 2 (0.5) 0
7 5—EHEm 22 (5.4) 6 (1.5) 0 1 0.3) 0 0
TANRSGEUBT I ) b

SR T = 5B B 62 (15.3) 12 (30 0 12 3.1 2 (0.5) 0

_m_l‘;:g;;"” VERZTS 6.7) 4 (1.0) 0 5 1.3) 2 (0.5) 0

t;’;; PRRABELEY (103) 0 0 ] ©.3) 0 0



#BENXYE (s0C P (%)

System Organ Class)

TR e ARV AF =T B s S
(MedDRA ver.23.1) 406 ) 388

4 Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5
Y S—BHEh 36 (8.9) 20 (49) 0 2 0.5) 1 0.3) 0
Y BRI 10 2.5) 3 .7 0 23 5.9) 14 (3.6) 0
fFPRREED 17 42) 7 17 0 93 (24.0) 82 (21.1) 0
/MRS 44 (10.8) 7 /%)) 0 20 (52) 3 0.8) 0
B> 91 (224) 25  (62) 0 7 (1.8) 0 0
A i BRI 0 0
(RmEEReEE e, 3

RBRBIR

BV ZYEY FME 23
EVV*/ﬁAmﬁ

Bﬁﬁﬁﬁ
LAY
I Fe v
TR
RRAE
T 55 (13.5) 1 0.2) 0 14 (3.6) 0

*ﬁ%ﬁk—-n~m\?— 9 @2 0

B T T

D <L

REEE 77 0
i 26 0
ﬁﬂh%tﬁ&ﬁﬁﬁlﬁﬁ I"E'.L GO e ; T , l: l i
BiEE 17 0 0 117 (30.2) 2 (0.5) 0
;{:ﬁ REZFARTE o @7 0 3 (0.8) 0 0
29 0 0

o A
el N

(1.0)

AT

249 (61 3)

BB, AAVUAF=TRHCEBOTHEMEMER S 6 (1.2%) . XIB%X - /NMNBR - &
BEOTH 50 4 (123%) . EEOREEE (PEMRERMAE. BMHIRIRE B,
STABE, BRAEES) 4 B (1.0%) . HWREE (¥F7 v - AV—ERHE) 9 6

(22%) . BIERF - FFAR2 - FTHSERREE - IR - BE(RMEIEER 109 41 (26.8%) . H
RIRMERRREE 237 4] (584%) . TEAKEMESE 2 4] (05%) . BIBMERSE 4 4

(1.0%) . 1 BUEIRIR 3 B (0.7%) .. BWREEE (RMEMEEER. AREBTLSE)
136 32%) | Bk 46 (1.0%) | Fi%k - BRBUHEARE 2 41 (0.5%) . EEMFENE 1
B (0.2%) . BMZE < BEIRZ 1B (02%) . SESEKE3IH (0.7%) . OLFZ% 161 (02%)
X W infusion reaction 5 5 (1.2%) @bz, Tk, ERLRMEEST (G&EEL/IMR

7



WAESRBER, WM, RIFRE, BERHIES) | MRARERMNR ORI
B oo, ARIERARBBRRIIEEFSR (BAREERTLZED) L E RS
RERT,



[ - HE] ,

AFNOBEMAERYEBRESNVEZFIH LY I 2b—Yaic kv, K& 200 mg %
Q3W, 400 mg % 6 HHEEM (BITFT TQeW] &5, ) Xik 10 mg/kg (BKE) % 2 @R
iR (LT TQawl &3, ) TRELZBOAFOMFEFRESRMN I, O/
B, AH 400 mg & Q6W TG LI-BEOARADEFHREBIZRIT 2 FHMFEFRE UUT

[Cavgss] &V, ) IX, AH 200 mg % Q3W TIREG LI2BED Coyges L LT3 & FHI X

e (FR) o £72. KA 400 mg 2 Q6W THRE L-EBOAFIOEFIREBICBIT 2 &S
MFPBRE (LT [Craxssl VNI, ) 1. AAI200mg 2 Q3W THE- L72BRD Craxss &
L CREZRT L TFRSNZb00, BAABEICBWTARERERIL TS
R - AETHHAH] 10 mgkg (FE) 2 QW TEE L72RED Cuaxss & LB L TIEA
AT ETFRESRE (TR) . 3bic, BEHBEGERE ZXRIZAH) 400 mg  Q6W T
BE LS5 1R (KEYNOTE-555 RBR) L0 &Lz EAEICE S BhEhE
NWIA=ZEZ, VI2b—vaViZXYFPRILERYERBAAF A —FZ LHLULE (T
) . M2 T, BEROBEIZE T 2BKRRRRICESE, AFORER L AT
REW L OEEZRTT 2RE-RIGETNVBIEE S, A4 200mg 2 QW XiZ 400
mg & Q6W T 5 LR OMREL & BRE X T5e 4t & OBEIC OV TRE SN RER,
EROAE - AROBMTEMMER Rk RER IRV EFRIS I,

3 FRORVBIR T A—F

A - AR Crnax Cavg Cmin Craxss Cavg,ss Cnin,ss
(ug/mL) (ug/mL) (ug/mL) (ng/mL) (ng/mL) (pg/mL)
200mg Q3R (58-55?g9-7) (27-27?38-1) ( 1713811 8.3) (91.97?'54.1) (49,1??1.0) (30.35?§1.4)
400 mg QEWT (12;,2 i,24) (32-%)?.;2.7) (10.11(,).16 0.8) ( 142:“1;49) (50.51(,)'571.3) (19.?;(,)30,9)
40((;?;1?@6)‘” (1351.2,6.10316.4) NA (14.14;‘,‘?55.4) NA NA NA
BT o | aton | wees | eeom | usso0m

t:0n=2993, 100 BN Y I = L— a3 XY B IR FISEO PRI (2.5%R, 97.5%8) | Crax : FIEERSE
% ORRMEPRE, Cop : PIRREHOFHMBERRE, Cun: OIEREE (FA 7 2 BEFH) ORELTEPE
g\ Cmnx,ss H ﬁ‘:#ﬁﬁé&cﬁbjéﬁgmﬁq]%}g\ Cavg,ss . ﬁﬁlﬂiﬁgllio‘ﬁé:lztﬁm@qﬂﬁi\ Cmin,ss . Eﬁ%ﬁgbcﬁbj
ARELFFRE

1 : 56 BIOMEHME (95%(EHEEM)

§ : 41 BIDMTEHME (95%FHEKX M)

NA : &% L



4. HERIZOWT

ARIDORENEG 2 BELZZE - BEL, AROREGICLVERRBIEMA I LB
IZXRT 5 Z L BbERTED, UTFOO~@DT R TEFHTHRICEBWTRERT 5 &
ThH b,

@ HERITONWT

@1 FTmo (1) ~ 5) OVWTFNRICEY TR THH L,

(1) EAEFBREIFRET 5B ALHEEILRSE @ERERFIR S AR IR,
HitslS A RO PGHLIEHL AR, Hisids ARBIEIRBE R &)

(2) HEHERERRbY

() HERFRMEBAIEET 2 VARFREERR (BABROEERR TR, SABREYS
Bk, A ADRCEE R )

@) SSEFREEEERRE L, ARG SRR | U3 RIEg LiEe et 2 o
MEEREEVE IR D B 24T > TV D%

(5) PUEMRERAILI EEME O EEICR D BH Z1T > TV SR

@2 FEREOERERUBWERRTRBEORRIC 472505 & B2 R OEM (TR
DOWTNNICREYS T B ER) 23, Uik HR ORI BES S RHOIES & L CAE
ShTnasz e,

*

o [ERiGRHEIEE 2 EOMBIMELET LT2RIZ 5 F£LL L0 R AIBROBERIME 217 -
TWAZE, 9b, 2FEUEET. BAERYRER2 XL LEBKERFEOTMELIT> T

o EMGIFIIER% 2 EOVIHIWHELZET LIERIC4FEU LOBERRZAL TWAZ L,
55, 3 FEUEIR. BAFHERORAFEMREZ SN ABROBERWEZIT> T3
Al

@ BAOERMBREROERIZONT

ERMEREBIEF T REE NSRBI, BECENCOFRED, Aok - B2t
LRFFROTHER CEME I 2 15, AEFRBRELREOREEL. %
BN TON A EFIRE-S>TNEZ L,

10




@ BUER~OHIRIZSNT

®-1 MERRHICBET 2Bl
MEMMEBREDEELRBIERNRAE LB, 24 REZREH OT, YUkl X
IBEEHERRIC I T R LIRWERICS U TSR O CT S 0RIWEMH OERNIC LB

REORER?Y BB LI, EHICHR IR AE 23> T3 Z &,

@2 EREEHICLIAFESNGCETIES

BABRCED 2EMNRMMRE KL T2 EREFENBIERE=F ) 7
EEDEROAY ) == TRTVEBE L IFRE A TE D F — AERFRIGE
I TNDZ &, 228, EERERIC O VT, _BSAUBE L EOFIRICHST ARSI TS
e,

®-3 BUEROBELRINICE LT
EWER (REMMERICMZ, KIBE - MK - EEOTH, BEERFRX - FFr£ - iF
WEEREE - Pk - B LIRS 2%, BHEEE (RMEHMEMER. RAREBXS) o
N WEEE (TRAHERS, FRREERES, BIBRERES | 1 3HERAKE, 55
B, fRdk - BB RARNE . FER, BEORMEE (DHEURKEFEMAE,. BN
JERRAERRE, ZTALHE, FHARRIES) | infusionreaction, %% - BERZL. HERERMIE.
HREE (XFT7 2 - AU—EFERE) | Lk, ERROKREE (Gt n/ M
PERPER, EmAEE N, FRIFBRE, MEARIERES) . EEOFHKX. MIREREFER.
) Ik LT, YURERSULEBERBEORM LT oEMmEEH L RIFAD
BRI L CHREROIEEZZ T ONIEHFITH D2 L) | EHITHEYZRLE
NTEHERFINESTNDZ L,

11



5.

BExH L2 BE

- [FakicBd 5 =E]

®

©

75 FF K BB e S AL ERIERICHEE U YIBR R RE R 1T - BROTFERRR
FIZBWT, AR L LoNRF=T AUNAEBE L OFRRE CHEIMER RIS TN S,

TRICEY T2 BE T 288 0RE ROERFIEC OV T, AR OFZhED
FELENTRL, AFDOBRERNBRLRE2R20,

o (LFFREIC X ATRERED OB

o OTAFOAENT I TV W DO FLEMIERR & OBk E

[ZeticEd 2 HH]

@

@

TFTRIZEYTIBRFICOVWTHARIOREREZR L INTVWAZ L, #EZ
Thiwz L,
o ARIORRG R UBBUEDBEERO & 5 BE

RERATOFHEIZ B W T TFRIZEY T2 BF TS VTR, FROREIHRS LR
WA, L OIRFERIRES R WBEITIRY . RECAFRZERTOII L 2BETE
65

© FEMEMRROEHFIIBEDH 5 BE

o FIEEGRE CRIER 2R 5 BE R OTEBE O BRI CRA M R E D
R RIEMZACD B 5 B

. HERFRBOADE, XUTBHAZRE L IXFERED B DRBRRBOEREOH
HRBE

- BRBHEE GEhBiMRBRELSt) ObsBE

s REOBRENIIBEREZETIRE

+  ECOG Performance Status 3-4 ®0 D&

®D BCOG ¢ Performance Status (PS)

Score

EE

0

L EREHTE 5, BREERA LB EEEIIRZ TS,

PIRRIIC I LW EBNIHIR S L3 28, BITRIRET, BIERERE > TOEEIITI Z &R TE B,
Bl - BWFRE, HEEE

BATRIRBCEADHEOE Y O Z 21X~ TRIREEAEEIXTE 2V, BHRO 50%L Eid~y FATIBITT,

BONBODFORY O & LM TERY, BHD 50%U L2y FARFTRIT,

HlW[IN| =

LT RV, BODOEOEY OZ Lide& TERY, BERXRy FPRTFTRIT,

12




&

BREZBELTHETREHE

WA SCES T ML, BUERFEEE DIRET 2B SIS & AF O e R O IE
FEROEDIZNERFERE TSICEBELTHERTAZ &,

BRBEMA I h . BREXIIZFOFRIEICEDEROEREY +oRBAL., A%

BThroRETEZ L,

FERBWERD~<R T AV MTOWT :
MEMRERRH OB ENHEDT, AROBREIZHT- - Tik, FIHPER
(BEIn, FRREEE, M%) OMREUEIE X IREOERESE, BEr+01
7528, Fle, REZECTHECT. iE~—V—S0RELERT I L,
infusion reaction %3 Z‘b bbbz &2RH 5D, infusion reaction NFE D BB AITIL,
WERMBEITS & L bic, EBRPEET2ETREOCREBLHOICBET L Z
L,
FIRIRMSREIEE . TRAKERER VRIBHERERH LN Z EB8H B DT,
AFN O 5 BIAHT R O 54 I ERAIC NI eE R (TSH, HEHE T3, i
B T4, ACTH, =L F Y —NVEDRIE) #EET5Z &,
BIRERF 25, FFAL, FFeeREE, AR OBEERERRH LI LHRH DD
T, AFOF BB R OB SR PRI IFgaERE (AST. ALT. y-GTP.,
Al-P, BV NVE U EDRIE) 2EBTHI L,
SALHER (EARILEEREREZET) SO0BERREFIOODONZ L
BhHEOT, EHNCIROREOFELHRT LI L, £, IRORFELIRED L
NIBEE, BOORERBEZS2 T2 X 5BER2HEETI L,
AFOFBEIZLY | BEORERISICERT 2 LB X b dikc REBIWER H
bbnaZiNbd. BESRODOLNEHEITIE, BRLUEZFRIIE CEMY
TRENF: L RER A R OEM & U CEY R ERIRET R 1TV, RE ORERINT K
HRIERABEDLN2BAITIE, ARORIEIPIE, RUBBREASNVE VHD
RESE2ZEETDZ L, BB, BIBRESVEOREIZLDRIEROYEENRR
»BNRVFEITIE, BIBRERVEVUSOGENRIFIOBMLEE TS Z &,
B TH, SRMOELARB L THLEIERARRERT I ENHHD, K
BOBREHETHRICHORBIERORBIHSICERETHZ L,
1 BUBERR (BIE 1 BERIR &) Bbobh, FERFMES b7V F—YRIZE
B ENHBHOT, BB, Bl, BHZEOEROBRLMIFEED LHIZ+HSER
TAHZ L, | BERFENEDNZBAICHEREZPIEL, 1R ) VEBORES
OB EITH Z &,

@ AKIOEEERABRICIBV T, KEYNOTE-775,”E7080-309 RER TIXEMELBIFITND 8

CEMZE (RERMICHERERITLVER) CEMMEOFHELZITo TV eI L 25

Bz, AFBEPIIEHNOICERRE CHROMBEITO Z &,

13



2% 11

BEERAET A 51
Rh7u ) X+7 (BETFHEBREZ)
(R4 : %1 hb—5 KB 100 mg)
~BVESEETERE (TMB-High) 247 % EME~

SM4E2H (EF44 9 HKE)
EAR@E



B &

AN

LI

AR, EREF

I PR R

MRz DWW T
BEXRLIRDEBE
BEIZBELTEERETNEEFH

P2
P3
P4
P8
P10
P12



1. ILHIT

EIGLOAME - REMOBERDOT-DIZIE, T XEZSCESWZEERFEARRD
b, SOIT, IMEORFERMOERIC LY | FUKEKR 2 & OHEFH 2 HTE1E R
FEESPEARBENIP T, 2 bOEERLZEICHERBHFITRILT 3 2 & RO
BEL RS TR REMBOEE &L EOREARFLE 2016 (LK 28 45 6 A 2 BEZBHRE)
IZBEWTH, EFMERKEOHEROEBEHEZRZ L LS TVS,

FRERBEERRIL, BRERASCREN e 7 7 A VBBGEOERR LA L MR
REBZENHD, TDDH, FIMERUREMIZETIERRI+0ERT 5 TOM.
UHEXRGMOBBZRZIAZENPFINIBHITHLTHERTS & L bz, BIfE
RAMRRE LRI BRIINE & 52 LR AR —EDBM 27 ERER TR
THZENEERTHS,

LEBoT, RUA FTA4 T BREECINE T/ O TV B EZHKEN -
BEHRMICESE UTOERRORKERFERZHET 2BAN O BEREMR, £2
FEROERERETT,

B, ATA BT A 0%, MSATBOE AN E RS ERESARA IS, ARMEMEARA
RRIEE Y S, —BRAFEA B ARBRARES R O—RHEEEA B ABIEREE OB
Db EERR LTz,

MELIRDERSR : XA M—F RIEFHE 100mg (—i4% : A7) X<7 (M
THE#LZ))

HELRDPEIPE : DAFRIERICEE LRV IEER - TERE (TMB-High)
2HTHET  BROEBE (RENZIGRSREERHEICR3)

NELRBRERVAR - @H. BAIKIZ. a7 ) Xv7 GBEFHEBRZ) L LT, 1
B 200 mg % 3 WHEIFEIREILIX 1 [B] 400 mg % 6 B E IR T 30 20/
2T TREEHET %,

B 15 IR 58 ¥ & . MSD B4t

¢




2. AFIOKE. TEFBF

F A M—F BT 100mg (—iR4 : RaT7 Y X~v7 (BfcFE#z) . BT 1K
&Il 2\ 9,) X, PD-1 (programmed cell death-1) & Z DY H ¥ KT % PD-L1 KL PD-
L2 & OREAEZEERET S, b MulgGs &/ 7 n—F AR TH D,

PD-1 &1 T MRS B EAREAE > RN 5 7o DI S AMIBR ASFI A 3 5 72 se e il
ZA »FC, PD-1 1k, BERREBICEOTHELER T MROMREZRICEHRL, BOR
BRSSO ALELER 2 eER G EHET 5, T/hRbb, PD-1 XY T FLiE
BTAZLICLVHBESARKICL BV STV EEZACHIBETARAERTH D, PD-LI
DOEERBICRBITZERIZDTHTH L, £ OBAMKRTIE T MiEOBE 2t
HIZLPBENCRB LTV S, BAMBRIZHIT 5 PD-L1 O&EFEBIL, B, R,
Frmpass . SRERE. e/ NMBaliE 2 X ok a RBATTFRARRRFTHY ., EVAEFER
& OMRBEERRE S TWA,

RO DGR TH% & PD-L1 B0 S, PD-1 L PD-L1 ORKILIES
DRBEEBICRBWCEERBE LS Z LARRINTRY  Fiizk B ARKROEN L
LTHfFFEN T3,

AKX, PD-1 & PD-L1 RO'PD-L2 Ol Y H > KOS EHEET 22 Lk v, BER
BNBREDOEESROMIREENE T Vv S8R E LS8, FIEERE 2 FEE L
T5Z L THRIEEIRERET S, |

AFOVERBEFICE-S BEORERIGC X 2BWERER S b b, ERSUIELTIC
ELAREMR D D, FFOREHROBERITIE, BEOBEL TIITTV, REVR
» bR AITIE, BB LRI U EMBR A & B & RO AN &8 L Ol
)R ERBW 21T\, BE ORBERIGIC X 2BIFEARERDI S BEICIT, BIBKESRV
EURIOREEOELBERIT O MERD D,



3. EREERRAR ‘

BAMCFRERICHE LRV ESHETFERER (UUT ITMB-High] £\5.) 258
THET - BROBEFRE (EENRIBRSEERZAICRS) ORBRHICGHEZ1T o7
ERBERAROSIE LT,

[A%hi%]
EpRA R BBk (KEYNOTE-158 3UBR)

{LFRERET O 5 21T - BROBFERE BARI LIZHT e A~L DB/ TN —
TRV TH) 200~1,595 i) ZxtEIC, AH| 200 mg 3 BB (LT Q3w &
9.) BEOFNER NEEMERRE S iz, AFIDFZhMEIX, FoundationOne CDx 2
» TMB R 27" )% 10 mutations/megabase (mut/Mb) LAk & HH Xi/-35412 TMB-High
LHETHZ Lk L, FREICHES T, 7 —F A~T ICBES n BRI
TR R T o Tz,

TMB-High %/ 3% 102 #l (BAA 6 flz&tr) KU TMB-High A L72\> 689 fi

(BARAN 71 fleagt) TBiT5, EEFBER THS RECIST A F7 A 1.1 JRIZ
EI PRYPBIZ L H2FZRBOMR Q09F6 A27TAT—F Ay bA7) BR1DLE
BYThoto,
*1: —RIBE E L TIEENICEBR SN TWAILEREE I A ERETHAVWLR TWAF
B B OVBUHRIRIE 22 IR BRICIETME I A A O BB BSELAN b,
0 B IN—FITBNT, FRERUTOARESEAAN bR,
A:JIP9E (RYELERE) . B: ILEE (RERVIEEORE, 727 7 —4 —RRIES
L), C: fii. mE, NE. B, EBERUVERBROMENSWES (@obB dd
SHEBRRNAWIEE) . D FENBER (REUIMERES2R), E: FEEE (R
SEERIRE) . F:AME® (REEPIE). G:/MEREAE, H: FEE, 1: FRBE, T \E
BB (RREXIIHEREREZRL), K: BEE~A 2703754 MAZEME (LT IMSI-
High] £\ 5,) 2FT3ETHERE F5 - - EBFEZ%RL). L (PEOXA) : MSI-High %
Y 5 ETEERE
*3: 5% LT VVEECTRHEENCABERRUFRABERN L, AREMRRIIOER
RUBEMIIBENEREH D LELONIEREEZBRWETFEELZ YV OB RO

(mut/Mb)
#£1 HiER#E (KEYNOTE-158 Rl
TMB-High Non TMB-High
102451 68941
CR 4 (3.9) 11 (1.6)
PR 26 (25.5) 32 (4.6)
Bi% SD 14 (13.7) 228 (33.1)
(%) Non-CR/Non-PD’ 0 3 (04)
PD 48 (47.1) 349 (50.7)
NE 10 (9.8) 66 (9.6)
Fah gg;;c}go (%) 29.4 (20.8,39.3) 6.2 (4.6,83)

CR : =4£FE%). PR : HHnERh, SD: £E. PD : KHBHEIT, NE : SHMEREE, CL: EHEXM
* o U TE CREGRER CIIBIERER L & &h., I1BBRZER 5412 Non-CR/Non-PD L FHE S h

7e B,




TMB-High # A%+ 5 102 #l (AAA 6 flz-&te)) KU TMB-High %4 L72\> 689 #i

(AAAN 71 HlaEte) 2BI1T 5, RECIST HA R4 2 1.1 BICESS PRYEIZL S
BAEIDEDROER 2019F 6 A27T BT —F v bF7) FR20LBY ThHo
77

£2 BARHPOEHHRMR (KEYNOTE-158 RIR)

TMB-High Nen TMB-High
BAFE B (%) #%) (CR+PR) BiEx (%) #%h (CR+PR)
102 (EFDE (%)) 689 4 (FEHER (%)
/INHRRR AT 34 (33.3) 10 (29.4) 42 (6.1) 4 (9.5)
FEER 16 (15.7) 5 (31.3) 59 (8.6) 7 (11.9)
TEPIERE 15 (14.7) 7 (46.7) 67 (9.7) 4 (6.0)
A9 14 (13.7) 1 (7.1) 75 (10.9) 8 (10.7)
PqNES 12 (11.8) 2 (16.7) 60 (8.7) 2 (3.3)
RN MRS 5 (4.9) 2 (40.0) 82 (11.9) 1 (12)
MR R E 3 (2.9) 1 (33.3) 79 (11.5) 3 (3.8)
FOIR AR 2 (2.0) 2 (100) 78 (11.3) 3 (3.8)
Rz fE 1 (1.0) 0 84 (12.2) 9 (10.7)
REE 0 — 63 (9.1) 2 (3.2)

— : JEEARW]



(2]
ERR LR TR (KEYNOTE-158 3U5#%)
HEERIL 103/105 B (98.1%) 12, BIWERIZ 67/105 %l (63.8%) TR bitlz, R,
BN S%BUEOBHERIITRO LY Thotz,

F3 FEERN5%ULEORMER (KEYNOTE-158 BRBR) (Z2MEART A4 H)

#/EBIKSIE (SOC: System Organ Class) FIE (%)
ZAFE (PT: Preferred Term) 105471 :
(MedDRA ver.23.0) £Grade Grade 3-4 7 Grade 5

2RIER 67 (63.8) 15 (14.3) 1.0)

g PP T T Ty

Rk A T
R ARIE T

28, FEMEMERR 48] (3.8%). KiB%k - /NBK - EEOTH 361 (2.9%). BHENF
K- FFARE - FFHEREREE - FF 2% - BRLMERRAE 2% S i (4.8%) | AR IRISREIEE 15 61 (14.3%) |
BIRHEREREE 1 41 (1.0%). 1 AUBEIRA 1 41 (1.0%), BHAEREE (RAMEREMER %,
REREB %) 161 (1.0%) KO infusionreaction1 B (1.0%) 2D oI, £, B
EoRgES (FEERREMAE, RGHERIRERR, 2B, BERS).
MREE (XT7 0 - NU—ERS) . TRAOMERES. Bk, Tk - BUUFRMAE. =
REFREESRE, B - BEIEA. S & O K, Dk, BEELRMKESE (Shfikm/ M
PR, EmERN, RIS, EERRES), DREBEFERE ORZIZERD L
Nizinolz, ARWERARBRRIIEERS (BRREERT 28T 2 EERE
KT,



(B - B&E)

AR O FEREDBREFTAZFIBLE I 2 V—Ya iz kY, A5 200 mg %
Q3W. 400mg % 6 MMM (AT QeWl &5, ) XiX 10 mgkg (KE) % 2EM
B (CAF FTQewl &5, ) THE LEBOAK O MEFRESRF SN, 0O
B AH 400 mg & Q6W TIRE LI-BROAF 0 EFIRBIZE T 2 FHmEFIRE (U
F MCagssl V5, ) 1%, AH| 200mg % Q3W THRE LT2BED Cavgee LFLIT 2 L FHI
iz (FR) . iz, AH 400mg & Q6W THE L7zBROAK DO EFRBIZII T 5 5%
BEPRE AT TCrxs! £V 5, ) 1. A 200mg % Q3W TR G- L7ZERD Craxss
LB L TEEZRTETHESNZLDODO, EARARFICBWTIFEIER ST
L% - A THHAH 10 mgkg (RE) % QW TG L72FED Chaxss & B L TIE
EERTETFRENE (FR) ., SHiI, BERAEBE ZIRITEAHF 400mg % Q6W
TEE LAV EHERER (KEYNOTE-555 3BR) X v &5 - AR E S KBk
RGA—FF VIab—va XD TFRILZERYBEIRAT A —& LEL Lz (TR) .
Mz T, EEOBABCE T 5 BRRBRBREICESE A ORER L AMEITIRE
M & ORREZ RET 2BRBRIGET NVABE SR, AF 200 mg 2 QAW Xik 400 mg %
Q6W THRE L7-BEOREER L AP IILR e & OBEIC OV TR &R, &
SO - AROBM AR OCRSHICAEZER T2V E FRIS N,

#6 FHOEYWIB T A—F

[ Cae: Cave Crin Cocs G Crings
(pg/mL) (ug/mL) (pg/mL) (pg/mL) (ug/mL) (ng/mL)
200 mg QSW! sisom |l Grazsn | ar8ied [ Orzsew | -Gsssio lleos e
ADEERRT (125??24) (32.?)?;2.7) (10.11(,)';50.8) (142?49) (50.51(,)'57 1.3) (19§?§o.9)
40((%;11?56)“, (1351.36?'10;6.4) WS (14.1:, ?5 D NA NA NA
10 mg/kg Q2W! (21:2;,2223) (14;?‘1145) (1 1;1 S;21) (423,2333) (272,7 zsz) (19;,9;()0)

t:n=2,993, 100 MDY I 21— a itk W EHSNZBAEBREO PRAE (2.5%4,97.5%R) | Cmax : FIEIE
E#%OBREIIEPRE, Cup : JIEREROEHMIEFRE, Cun: AEEREE (A 72 REM) OREME
B EE . Craxss | EERIBIZIT 2 RS IEFRE, Cups 1 EFIRBICEIT 2 FMBEFRE, Crins : EFREIZ
BT 3 RIEMEPRE
156 FIOBMEBHE (95%EERRH)
§ : 41 BIOMTEHE (95%ERER)

NA : &% L




4, HERRIZOWT

AWEEZED, BERRY A7 EHEHE (RMP) (223 < AF O ERHLZEHERED
~OWHERIB DD HER Th > T, AR OHREIDED 2 BEZZH - FFEL, AFIOEK
iz X 0 ERLREWER 2588 LICBRICHIE T 5 2 L BBERTD, BTFTOO~@0 7~
TEMETRRICBWTERT & Th 5,

@ HMERIzH>VWT

@1 TFigo (1) ~ (5) OWTHNITEYT IR THD I &,

(1) EARBREIBET 515 A DRI SRR BRERF RS A B ROR LSRR,
Hili A B RO HL AU, Huhas A BB 72 &)

Q) MR

() EEFFRMBAIEET 50 ADRHIEREL (55 A DRCEEIRERb:. NADOES
Rk, DA SIEHEHSER R &)

m)%%m%ﬁ%i&ﬂﬁL\%%E%m%ﬁ&%ﬁﬂlRﬁ%%ﬁ%&%ﬁ&%ﬁﬂ
2 DHEREAEITIR S B % T TV B Rk

(5) HUEMEREEAIL S S EANE ORI IR B SR 21T > TV B MR

@-2 ﬂ%ktéﬁhﬁfmm#ﬁ&&wﬂwm%ﬁﬁwﬂﬁ o ARAS 1L R )
FoEM (FROWTNMNCEYTHERM) 28, YE2HEROAFICET 3 HRNE
£EHELTREESI TS Z &,

#*x

o [EAfiRFEEE 2 EOMNETMELET LI 5 FELU LORAIBROBRIME R
IToTWAZ L, 5b, 2L EiX, DAEYEELZTL LtBREEFZOWES
ToTWBHZ L,

o EEIRFRGR 2 FOMEMEZET LicRIC 4 FULOBRBEREZAL T3
Tl 9B 3EMEIE, HRERD D AEBR T D AIEMIRIE L &L AL TEHR
DEERIHEZRIToTWVBH I L,

@ BEROEFKBEREROHKEHIZONT

EXRLEFREHICHETIEAENREB S, MESCENSOBREND, A - &
EMSERPHEROFTRR VEMZICHT 2 EHIREL, AEERBRA LA 0HWE
R, SRBEONTITON KGR EoTWEZ L,

® BUWER~ORIEITOVT
@-1 BB 5 B

BEMEMRBEOEBERBIFABIRAE LZEIC, 24 FHEZREH OT, MURERX
PR RERRIC BT, BB LEBHERICE U CABRREER O CT £0RIFER OERN &
ERREORRNY APICH LN, EbICG TR AR ST Z L,




@®-2 ERREEFICLI35FFSRMNGICET 2 EE

NBARRICED AHMN AR OEREA T 2EREFEVRERAE=F) 7
EEDEERORAI ) —=V T ETOVERE L EM % HF TE 55— LEREKH2E
BENTWAZ L, 2B, BEEHIZOWT, BABE L ZOFIEICHITAMENT
WwaIZ e,

®-3 BIEA ORI LT :

BIER (REMMERICIZ., KIB% - NEK - BEEOTH. BUEFK - FR< - F
BREREE - FT - BLIEARE &, BilEEE (RMEMEEER. AREBTRXE). N
SWHEE (TRAMERS, FIRBSEREE. BIBHEERE) | | BERRB, 5 & 5 RR,
% - ARG RIARAE, Wk, BEOKEREE (PHEERKERMAE. BMHRIREE
BE. ZIKLBE, FRMIAES) ., infusionreaction, MM# < BEARSS, BIEMEIE, #hiEESE

(XF v« RU—ERBE) ., Dk, BEERMKEE (GEMD/ MR LA,
WPk E L, FRIFEREE, EPRRIES) . EEOBR, MIREAREMRH., HX%) Xt
LT, Yk dn B RSB O B2 A 3 2 A Ll L (BIVER o Eroxtit
CELTHERUEEZZITONI&MIch B2 &), BEHICEYIRLER T 5 &
PBE-TWBTZ &,



5. BExRL 2 BE
(Fahiic B+ 5 FmE]
O TROBEFIZBOTAKOANMERTELTVS,
o BALERERICEE Uk TMB-High 26§ 217 - BROEME (iR
RS REERIBAIIRS)

723, TMB-High BT 3ARADOa v =% BHELEL LT, KFE4 :
FoundationOne CDx XA 7/ A7 7 7 A VBREREIN TS,

REZ D> T, BEFROVA FIA VEORFOFRESEIC, K70k
FREFIT L 5 TMB REFBR~OERH KR CREICA V2 RIEOFRIEHIC oW T
RS oZ L,

@ TRICEHT L BE T 2FFOREROERFIEIZ OV TIE, AR OF RS
ML SN TRLT ., FHORER/RLRLRY,
o FiromBhRE
o MOTUEMEEER R L TREShDEBE
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[ZatkicBd 2 %EH]

@

@

TRIRYTIREFLC OV TIEHAFDOERENZER L INTVWBE I b, BEZIT
t%ﬂjzkc
o ERORSITR LIRBUE OO H 5 BE

AR OFBIC B W T TRIZEY T2 BEIC OV T, ARORSIIHE IR

B, MHOIEFORINERZNWFEIIRY . HEICAHEER TSI L 2EETE S,

o MEMMEBROAHFIIBEDOH ZBE ,

o MEESRE CHRIER B 5 BE K UTEEIE OB RIS B Gut i gt
LOMICRENEDR A DN B BE

s HORBERBOAH. IXBHAZE L IXHERMEO B CRERBDOEERD
bDBRAE

o JRSBBHE GEhBMRBEELST) Ob2EBE

o RBOBRIIRAEEFETLIRAE

»  ECOG Performance Status 3-4 &V D f#H

(ED ECOG ® Performance Status (PS)

Score

E&E

0

< HEREBTE S, BFAME R L AFEEESHRRLITA S,

BRI LWEBNIBIIR SN B85, TR, BIERRE - COREIRTI Z 2N TE 3,
] : BRI, HEEE

FITARTELSOHFOEY OZ LI CABEMEEITE R, BFD 50%2 L3y FA TR I,

RoNT-BSOEDEY DI L UnTERY, BHO 50%L LEZXy FOWVBF BRI,

SlwiN

£<BF RV, BODHEDEYD DI LiZ2L TERY, TRy FKPRFTRIT,
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6. REICIRLTHETREFIH
O WAXEFICMA, RERIEEE BMRUT 2 BREIC S & A ORIER B IEM
ROTDICHLERFERETDICEB L THLERTSZ L,

@

ERBALRICIESL D BEIIEORKRICAMMER Va2 +oRBA L. RE%2E

ThoRETBHZ L,
® EREMERD<XT AL MZONT

FEMERERD DbhE 2 BHDDT, AHOIEITH T~ Tit, PIHIE
W (BB, FRREEE, HWe%) ORREOIIE X RED0EKS, Bs+
DFICATH T &, e, BBEZG U THE CT, MiE~—V—%0ORE2ERT
5Z ¢,

infusion reaction 3% 535 Z & M d B, infusionreaction 23588 H LT HBAIT
. WEORRAEEITH &L b, ERBEET S TREOREL +HIBIE
TBHIE,

HFOIRIRISREREE . TEABERER VCRIBHERERL LD Z L 8H B0
T, AE OB G BRLERTR O 5 HIR P12 E AN NS IgEER A (TSH, HEHE
T3, ¥ T4, ACTH, M aVF Y — NV EDRIE) 2 EHET S L,
BIERFZ., FFARE, FFSREREE, R, BILEREARHbbh3 - e Rh 5
DT, AR OKREBLARETR O SH T IiXEHICF#EERZE (AST. ALT,
y-GTP, Al-P, VU NVEVEDRIE) #EMTEZ L,

S LR WEREMIEEREREZET) SOEBRIREERHLDRS
TLRHHOT, EHNZIRORFEORFEBEMRT I L, 7z, ROEFEN
RO LNTHRITIT, HONICERBEL2ZR T2 L 5B8E2HEET I L,
AROBREICLY | BEORBERITITERET 3 &£ X b5 kL R RARE
Vbbb Z bbb, RENPADONLEAITIZ. BELE-BERIIGLE
B MR & R A RO E AT & B L TR RERIBE 21TV, BE DR
RIST & % BIER 38R b 2 /AT, AR ORI I, RUOBIRRE R
NVECRIOBREEEZERTAZ L, 2B, BIBKRERNVE L OHREIC LY EWE
ROBESNED LNRWVBEITIL, BIBRESRVE VLS OREmEIF oM
HEBTDHZ L,

REXRTHR, ZAR»GEIVHRB L THLEWERANBERETAZ L RH B0,
AR OBRERTRICHRVEAORBRI+SICERT B2 L,

1 BUBERAA (BUE 1 BERBZ28T) Rdbobh, BREEY 7Y F—v 2
KELZZERHL0T, OB, B, BHEOERORBLMEEEO FFIT+
REBTHZ L, 1 BERFRBELON-HAITIIREEZPIEL, 12 8l
ROBREEOBERLEEITH Z &,

AH| DERARABRIZI VT, KEYNOTE-158 B TR 5SS 1 ERIZ 9 BRS
a\

1 FLBET 12 BEZ & CADEDOTFMEZIT-o TV o & 22EIC, AKBE

FIIEHRICERRE CHROEBEITI Z &,
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