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FERRPIEARENIFT, INLOERRZEICHERBETIRMET S 2 & BSERED
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FHEARFERR T, KBREARCREEE S 7 r A ARBEFOERR LB LR
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LUMERROBELMRZITI L AHFSNIBE R LTHERTS L & biz, BIfE
BARRR LB KNERSGE & 22 & NAaER—EDBEM % Wi+ E RS o8
THELREETH S, |

L7 oT, B’HA R TiE, BIRERCINE TEELNTWAERIEFL -
R RMICESE UTOERSORERFERZHEET 280 D LERER, 52X
FRUOBEEELTT, ‘

BB RKTA FTA 00, MIITBIEAERGERBHERAHE, ABRHREARER
BRIEE S, —REEEA B ABRANRIES, HEFEAFEBEABAMBEEESEN
—AEEE AN R AR BFEEOH IO b & ER LT,

HREMBBDERES ¥4 M —F REFFE 20mg, ¥4 M—F JEHE 100mg (—
s Roa7u) XvT (BEFHEEZ))

B RAPETIHE  CIRTEEZREST - BROIE/ AR

RNBREBDAERVHE  BE., BRAIZIR, Xa7n) X+v7 (BFE#Ez) LT 1
“[E 200 mg % 3 WM T 30 2R T CREEET 3,

8 iE Br 7F ¥ F  MSD MR &4t ‘




2. AR, ERBF

#4bw—ﬁﬁﬁﬁﬁmMg&UH5ﬁ%&ummﬂ g a7 r Y X7 (B
EFMR%EZ). LT TA#) & 5,) i, PD-1 (programmed cell death-1) & Z DY A/
FT%&HMA&UHNQk@%ﬁ%ﬁ%m%?éﬁ:Mt@ﬂ%/&n—%wﬁw
ThHod, ‘
~ PD- | RBR L T MRS AR s & Y B 72 012 28 AMRBLASRIL R 3 5 72 Sa el
AL v F T, PD-1 1. REEE/RIREBIC wf&&mTﬂmmwmiﬁm%ﬁb\Eaﬁ
RG2S OARLEX BRI R RERIGEHET 5, T72bb, PD-1 ZY T FLfE
AT 3L EVARZAERICL S VT MEERAICHIET 2RBFERTH S, PDLI
DESMEBIZIT ARBUTOTHTH B2, £ OBAMBTIX T MAOEE 2
HIZEBRNCRE L TWD, BAMRIZIIT S PD-LI 0)':%‘%ﬁ}i‘ IR BB
FRAmRaEE . BRELE. FE/NERRRIIE 2 & O 2B A TTFRARAFTH Y, EAEFE
L DMBIERBEShL TV A,

B DN A DERET% & PD-L1 REOMAMS S, PD-1 & PD-L1 ORKITIER
OHRBEERICIBVCTEE2REIZE D 2 L BTFRENTRY  He2RABROENE
LTRSS TS, ~

A#F|iX. PD-1 & PD-L1 RU'PD-L2 DY Hv ROBAEZMETHZLICLY ., EE
B NBE R OEER RAIMREENE T U o ReER 3w, PUEEAREZ BEEL
T2 L THREENRERET D,

AR OVERBFICES BEORERRIC L 2BIERSR H b bt ERUIETIC
ELRREEN BB, AFIOREFROREHRITIE, BEOBREZ LTV, BEIRE
» S NEBREITIE, B L FRICE U PR Mk & BB e RO EM & L Ol
YR ERIRBIT R 1T, BEORERIGIC X ARIERREDN 2581, BIBKESV
EURIOBREGEOBEORNEZIT I LBEEDH D,



3. ERERARR
VIR RE /R METT - 38 O FE/ MR O AR IR I F]AM 24T - 7= E /2 BRARBR O FAR %
7.]_:\‘#—0

(B2hiE] .

OERELRBIMARIR (KEYNOTE-024 FER) ,

{LERIERE D 72\, EGFR B TR RN, ALK A BB TRER U PD-L1 B (PD-
L1 2%E L ZEEMRAED2E8E (CUF ITPS) £ 5,) =50%) " OUIRRRRE21E
1T - BROIE/NARIGESE 305 6] (AXRA 40 FlxEte) ZXRIT, AHF 200 mg3 &
B (LLF TQ3WI &), ) BEOFEIUROZEMN, 77 FTHF L2 SR
BI{EFRE (BUF Isoc) &vvd, ) ZxBRE L TR SN, 7oi. BRFHE TRA
HEITRERD DG, KRETEZ R TERIFED bNRWEDRKAICEEL TV
% BE Tk, KEILEOEB N CRAEETHRD 53 E THRAOR G2 #ET 5 =
LRFRE L S, FEFEE B I EEEAGFHM (BUF TPFS) &9, ) | BIREE
HE B I3 24FHR (LUF ToS) &WwWd, ) & &an, AFNLXT 7 F T HAZ S bR
EE LB LT, PFS, KUV 0S (RN 2ARBICER L7z,

¥l = U L L CRUSRFEAR 4TV 5 PD-L1 THC 22C3 pharmDx [ ¥ =2

B RAVWTRESRE, |

¥2:24 DHETRESNEZEEGRAFNOBREEZFLEL, ZTO%, KBETHEROLNH
BIZREBRTER L ENE,

#1 HIMRE (KEYNOTE-024 3B

75 F R &
A 200 g Q3W BTl
(151 %)
o A 10.3 6.0
(95%CI) (6.7, NE) (4.2,6.2)
PFS™! INF— K" 0.50
(95%CD (0.37, 0.68) —
P ff*3 <0.001
g [A] NE NE
(95%CI) (NE, NE) (9.4, NE)
0s™ AP R 0.60
(95%CI) (0.41, 0.89) -
P fE*3 0.005

Cl: XM, NE: #ERH, *1: RECIST HA FJF A2 1.1 BUCE S s ieyiE, *2 .
JBRI Cox LNV — FEFNMZ XL BT 7 FFRE 2 ET{LZRIE L OB, *3: BRlln 7 7

TRRE. *4: PEETREOT—X 2016445 H9 By FAT



100 -
90 - ; — AWM QIW

80 - Saee ISFPHRMESCRILEE
€70
60
] 50 -
Bao]|
ﬁ 30 "" ¥ ‘t".
20 1 _*""‘H_»a
10 / . ‘mdl—-»&m—-——-ﬂr
0 : L] A ” L] B T L} 11
» 0 3 6 9 12 15 ‘18
at risk RABETEMIE
FAI200mg Q3IW 154 104 89 44 22 3
TS5FIRAREOILERE 151 , 99 70 18 9 1

CR1 Ul & B PRSOBMAENTEE O Kaplan-Meierfi#R (KEYNOTE-024328)
(PD-L1jB#: (TPS=50%) DBHHEM) '

%07 W
80 | e
70 “‘*“w,“

£ 60 LT

g S0 — M—nﬂ—&——r—e—-—«n—»ﬂ
30 |
20 ] —— smomg Qaw

10] o 7ssrmmeacicess
0 ;

o) -

| 0 3 6 e 12 15 18 21
at risk#X ErrEmA]

AM200mg Q3W 154 136 121 82 39 11 2
FSFHMESGILE®E 151 123 106 64 34 7 1 0

o

2 oswqﬂﬂﬁﬁ@ﬁﬁoKaplamMeier@ﬁ (KEYNOTE-02438)
(PD-L1B: (TPS=50%) D EHEM)



QEERIERSE I/MEXE (KEYNOTE-010 FUER)
7T FF A B E T LERIERE" #8795 PD-L1 Bt (TPS=1%) " DI G2
17 - BROHF/MAMRESE 1,033 6] (AARAN 91 #lz&T) ZxBIT, AAl 2 mgke
Q3W &5 KT 10 mgkg Q3W HEDEMER NLZE2EN, NeFXeAkfnm CLIT
DOC) L\ 5,) ZXEE LTRF SN, 2B, BERFMTRBETIRD b
BEIT. KRETERITERNED bRV EDBRAICEZE L TWSBRHE TIX, KE
VU DBEGFEM CRBET AR b5 E TAROR ML FTEE Shiz, TEF

iR B 1% OS R UPFS & &, AFNEIDOC & LT, 0S A EICHER LTz,

*1 : EGFR B FERBMEL ALK MEBETBHEOBETIX, FI7F T 8AE ST
FIEIC L DIREBICM 2., £ Eh EGFR BEEEA XX ALK FAEER 2B T 558
EFANC X 5 IRERBEE2E T2 BEF EAAN LN, ,

*2 : PD-L1IHC 22C3 pharmDx ¥ =] OREx v PRV TRE S,

*3:24 W AETRESNEREIAROREL DI L, Z0%, KBETIBD OIS

BicREBHATER AN,
#£2 AR (KEYNOTE-010 3RER)
ZF 2 mg/kg Al 10 mg/kg DOC
Q3W Q3W
(344 1) (346 1) (343 1)
HgefE [A] 104 12.7 8.5
(95%CI) (9.4,11.9) (10.0, 17.3) (7.5,9.8)
0S | ~¥— Fit 0.71 0.61
(95%CI) (0.58, 0.88) (0.49, 0.75) —
P g <0.001 <0.001
Cl: fEHEKM, *1: B3I Cox LbFINY— FEFNMIZX D DOC & DL, *2: BRI2 ST 78
E
100
90 ——— ¥ 2mg/kg QIW
80 - i we. HPRIONGIRE QIW
70 - — FuFFeN
R 604 o
50 - H .
E4oﬂ "lﬂ;;:mwm‘a:mmw .
A e i
30 1
20 - TV
10 -
0 5 10 15 20 25
at risk§y , SEmmiAa)
M 2mg/kg Q3W - 344 259 115 49 12 0
FR10mg/kg Q3W 346 255 124 56 6 0
REFFEI 343 212 79 33 1 0
3 0S OBRHMAENTR D Kaplan-Meier fi# (KEYNOTE-010 3RER)

(PD-L1 B (TPS=1%) DBEHELER)
6



®II=LIP%,\ RIS (KEYNOTE-189 )

LERER D72\, EGFR B FERBRHE Y ALK MABETRIEDEIRTRERE
4T - BROERTE LRIENBIAIESRSE 616 5] (AN 10 flzEty) ZXRIT. KA
200mg (Q3W) . XA P& FF b Y vakfily BT M2 xR &), )
BROTSFFEE AT IFURIINKTT7F ) ORKRE R "0
AR OREMEN, TR, A ¥k FROT T FHRAOHBRE ((LFR
R TEABE LE_EERRR TR AN, AEE b, 77 F T RANTE YRR
7)&%%‘:“&&:3@#1 L. BEIRIBEKXK4 a—RFETL L, 28, BRFH M CREBETHR
D ant zVRBETEZTTERSRD bR RVWEDBKNICEEL TN BET
X, /jtlﬁluh@@{%mﬁfﬁé%aﬁﬁm D HNDETARIL <R Lt FOSRERE

RRERT B 2 L ATREE &N, EEFHMEE R IX OS RUPFS & &, AF, <X b
Lk RROT S FFRAOHBRSIZT T ER, XA ¥k RROT T FTR/FO
1%)%%25 LB LT, 08 RU'PFS PEECEE L,

s AF| 200mg, XA b LFE K 500mg/m?, YRATTFT5 mg/mZXlijJ/I/‘J*7P77‘/ ,

AUCS5 (mg- mL/min) DJEIZ Q3W (£=—AD 1 BRICRE) T4 a—ARER, X
%200 mg R A b L% K 500 mg/m? 4% Q3W T?&Efént

#2: 75 %R, 2R FLFE F500mgm?, Y AT TF Y TSmg/m? LiFHANRT T F > AUC

5 (mg+ mL/min) DJEIZ GBW (F=—AD 1 BHICKRE) T4a—2AREH®, 77%

RREOAA b ¥t F 500 mg/m? 23 Q3W THRE iz, :

%324 HAETRESNEBARAFOREEZPILL, Z0%, ﬁ%ﬁﬁ?ﬁs aloY that

AR EFBRTER L L ENT,

#3 AR (KEYNOTE—i89 BB

AFI D ARE {LZRIERE
, (410 #1) (206 1)
ovE [A] NE 11.3
(95%CI) (NE, NE) (8.7,15.1)
os™ NP — R 0.49
(95%CI) (0.38, 0.64) —
P fE" <0.00001
afE [A] 8.8 4.9
(95%CI) (7.6,9.2) (4.7,5.5)
PFS*L* NPF— REp*? 0.52
(95%CI) (0.43,0.64) —
P fE" <0.00001

Cl: E#EXM. NE: #EEARHT., *1: hREFFEOT—% 2017 1N A8B Iy b7, *2: &
Rl Cox HFINY— REFACE BT FER, _X bt RRUT T FFREIHFRILERIED
BEREBRE L OB, *3: BRIn F 5 L 7 RE, *4 : RECIST HA FT7A Y LI RRICESSERT
ST IHE ' ‘



at risk#
FA200mg Q3W, ¢
AMFERRUTSF
FERG AL
TS8R, ~ARLEE
FRUZSF HEMHR
fbems

100 7

—

# 50

207 — 0 GIW. NAR LR SRR
T ——— FStf, RAFLEFERBUTSFHRARMLERE

i TP .

"“.’tm Mt =t t R

I 6 9 12 15 18 21
77 RARE (2]

410 377 347 278 163 71 18 0

206 183 149 104 59 25 8 0

4 OS OHRENTRED Kaplan-Meier #i## (KEYNOTE-189 RER)

at risk#
FA200mg Q3W, <
ANFERRUTSF
HERnRLREL
F5uR, RAMFE
RRUZSFERHA
tF8t

100
90 k) —ATE W, AL EIRUTIF MR

80 - g e FEEf, AR EERTTIF AN MRS
£ 707 |
60 “n
- B0 t

fol

R

0

20 - s
1 P
10 g . "‘—r— Bt el S

4 4

0 3 6 9 12 15 18 21
SRS ]

410 322 25 149 60 17 5 0

206 141 80 40 16 3 1 0

E5 BRTHERHEREIZLS PFS ORISR Kaplan-Meier Bh#i

(KEYNOTE-189 3 5)



@ERRERFEMIARE (KEYNOTE-407 FER)

(LB O 72, YIRRTRIEREST - BREORF LRI/ MalafiEBE 559 4 (AA
A 50 BixEte) iz, AFI200mg (Q3W) |\ AINVRTZF RO D ZxEN
XiZ 7Y FxEN (AT IVEER) BT Mab-PTX] &W5,) ORAKE (K
KIBEEREE) " OBFDMERCEEMN, TIER, INVRTTFU RO Y ZFE/LX
I nab-PTX DA E (LFEEER) 22 Re LE_EERAR TR S0, Mt
EY, 7Y ZXE/NiTnab-PTX 13, HYERMIBE T L :‘@#R L. #EFEK4 =
—RAETE LTz, 28, BT COREBETIRD bNBEIT, REBETE R TER

REBD BIAVEDEREKIICRE LTV 5 BETIL, ﬁt[ﬁluﬁéwwﬁﬂﬂﬁf?ﬁ%i@ﬁbﬁ
BHHNDBETAKOKRE LT 22 L BRFREL Sh7zB, EEFMEEE X 08 K
PFS & &, AFl, HNVRFFF L RUVIZ Y ZF BNt nab-PTX OHAREFIZT T
R, IARTSFURUAT Y F FEV X nab-PTX OBERKRE L tl:& LT, OS &
UPFS 2 HEICEER LTz,

*1 : %) 200 mg. /327 U Z %&£ /L 200 mg/m? X% nab-PTX 100 mg/m?, H/NR 7T F 2 AUC
6 (mg- mL/min) DNEIZ QW (KAl /37 U FFEAROINRT T F i3 a— R
® 1B BIHEE, nabPTX HET—AD 1, 8, 15 A Riz#g) T4 a—2BEH, K
#1200 mg 2% Q3W THE Eh iz,

¥ FS5ER, 27 U ¥ ¥ 200mg/m? XiZ nab-PTX 100 mg/m?, HART T F > AUC6
(mg - mL/min) DRI Q3W (KA, /<7 Y FXEAVROANKTS TF UK a—AD
1 BEZ#E, nab-PTX %= —AD 1, 8, 15 BRICRE) T4 a—-RAEER, 77
ERD Q3W THRE ENT,

ﬂ:mwﬂifﬁﬁént%Am$ﬂ®&5%¢¢L 0%, RBETHRO NS
SrREFER TR I EEINT,

%4 AYBAEGE (KEYNOTE-407 RER)

AFKI O AR (LR RRE"
(278 ) (281 #1)
FofE [A] 15.9 11.3
(95%CI) (13.2, NE) (9.5, 14.8)
0os™! N REE™ 0.64
(95%CI) (0.49, 0.85) -
_PfE" 0.0008
FfE [A] 6.4 4.8
(95%CI) (6.2, 8.3) (4.3,5.7)
PFS™. ™ ANP— FH?2 0.56
' (95%CI) (0.45, 0.70) —
P " <0.0001

Cl: fE#EXM. NE : #EERT,

*] . HREMEIREOF —& 20184430y b2 7,

Bl Cox Bl A~Y— REFANCEL DI TER, AINVRTZF U RUT Y FFE/ i nab-PTX
DR L OB, *3: BRI ST 7 BE, *4: RECIST 4 FJ7 A ¥ LI RICESCER
TS H R E '



100
90 -
80

_70]

# 60 1

i 50 ]

a0l
30 ]
20 -' — EAOME CIW, LT SF TV F R EAR BT VTR RA
13 1 e 3R AT RIS IR YR

0 3 6 9 12 15 18 21

S£EFMIA]

at risk#y

FRMmg QIW. Ak |

TSFURIKU%EN 278 256 188 124 62 17 2 0
Rignab-r{7 U 954l '

730R. hibkiISF

iV RS i o 281 246 175 93 45 16 4 4]
nat-1$7) 950

K6 OSDHEMITRD Kaplan-Meier g (KEYNOTE-407 3BR)

123 ] — IMOmg QMW ST DF VRTITIU TR T b AT
80 ] o TR, ALRTSFURIETY FEEA Rinab-r12) 92 EN
£ 701
B 60 7
§i 501
I 40 -
#2320 \r\\
V 20 ] ”"‘"‘-v-vi_"___
10 | B B
O r T T T T
0 3 6 9 12 15 18
at risk?y MBI (B)
FH0mg QIW, HbE |
ISFRURIUIEEL 278 223 142 57 23 5 0
Rignab-17U 75l
F3Ed BARTSFY
RUKJUSEEALRE 281 190 90 26 12 4 0
nab-N7VIFEN :

X7 BBRTHRHEEIZLS PFS OFREAENTRFD Kaplan-Meier i3
(KEYNOTE-407 3B?)
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GEELRFE MRS (KEYNOTE-042 RER) ‘

{LFFIERE D 72\, EGFR BT AR ALK A BB FRMEKR O PD-L1 Bk (TPS
=1%) " OYIRTREERETT - BROFE/NMNERMERE 1,274 B (BARA 93 flzEir)
ZREIT, A 200 mg QAW BEDHEMER LZEMN, 77 F T RH 2 S LLFRIE
FXIBE LTRE SN, 28, BRIATRBETSRED bhBEIc, KRBETE
TRTRERMAERD SRV EDRRKRMIZEE L T\ 5 BE Tk, RE L OBEG M TR
BETHRDONDETABOREEZMUFHET 5 Z L B3WREL s, TEFHERI
0S &t &h, AALXTZ ?f%ﬁl%ﬁiﬂt‘?ﬁ?ﬁ& HEL T, OS 2ARICER LT,

*]: A R=F BRI L CRERRFEAR ST 5 PD-L1 IHC 22C3 pharmDx 4=}
FRVCRES N, |
#2124 A ETCREINEGERIASORSETIEL, £OR,
Al EFEBETER L ENT,

RBETHRRD bNIEH

is iR (KEYNOTE-042 35 (PD-L1 BBtk (TPS=1%) DBRELEM)

7T F AR E T
A 200 mg Q3W (s
R 637 637
o FfE [A] 16.7 12.1
g}g;% 05" (9§%CI) (13.9, 19.7) (11.3,13.3)
(éﬁ:ﬁ) N — KEE™2 0.81
‘ (95%CI) (0.71, 0.93) —
P fE" 0.002
Bil%K 299 il 300 1
o FofE [A] 20.0 12.2
E;;;é 08" - (95%CI) (15.4,24.9) (10.4, 14.2)
» NP R 0.69
(95%CI) (0.56, 0.85) N
R 338 51 337 f
o g [A] 13.4 121
> gjg%f;”’ 0s* (95%CI) (10.7,18.2) (11.0, 14.0)
N R 0.92
(95%CI) (0.77, 1.11) N

*) BRI Cox Bl
*3 . BRIv 77 TRE

Cl: 2K, *1: PRETEOT —4 20188226 BV > FT 7,
— FEFNIZ L BT T FHREEETebEEE & DB,

11



100 -

90 . — R XE GIW
g0 SN\ , ——— 733 HERCLINE
70 1

& 60 -

rt®

i 50 - |
&140'. |
30 - '

20 %H%,

10 - |
D 6 12 18 24 30 35 42
at risk# EFARLA]
EF 200mg Q3W 637 463 365 214 112 35 2 O

TSFHERAERULYEE 637 485 316 166 88 24 1 0

8 OS DO HEAENTRED Kaplan-Meier B (KEYNOTE-042 3ER)
(PD-L1 (Bt (TPS=1%) DBEHEM)

12



[Zeit]

OEBRLFSEMAEFRER (KEYNOTE-024 k)
BEERIIAAIRE 148/154 ] (96.1%) KUt SOC B 145/150 f (96.7%) 1T B, 18
BRI L ORRBRN/BTETE 2VEFERIL, ThLh 113/154 ] (73.4%). KT 135/150 f1

(90.0%) B b, WTNPOBTHERES S%ULORIFAIITROLIY ThHo

77
£6 WThHOBTRIARN 5% EOBIfEA (KEYNOTE-024 BER)  (REMMRITHRER)
BEHIRSE (SOC: System B (%)
Organ Class) AFKIBE ' SOC &%
HAEZE (PT: Preferred Term) 154 %1 150 i
(MedDRA ver.20.1) 4 Grade Grade 3-4  Grade 5 4 Grade  Grade 3-4 Grade 5
2EIfER 113 (73.4) 40 (26.0) 1 (0.6) 135 (90.0) 77 (51.3) 3 (2.0)
mEL L ;Y v _REE
=i 8 (52) 3 (19 0 66 (44.0) 29 (19.3) 0
B mERkIRAE 1 (0.6 0 0 8 (5.3) 2 (13) 0
1P ERISAME 1 (0.6) 0 0 34 (227) 20 (13.3) 0
/MR IE 0 0 0 17 (11.3) 8 (5.3) 0
N WEE
R R RE TLESE 11 (7.1) 0 0 0 0 0
R BRASS AR T AE 12. (7.8 0 0 1 (0.7 0 0
BhEhE
&% 6 (3.9 0 0 17 (11.3) 0 0
TH i 22 (143) 6 (3.9 0 20 (13.3) 2 (1.3) 0
By 15 (9.7) 0 0 65 (433) 3 (2.0) 0
am% ' 4 (2.6 0 0 18 (120) 2 (1.3) 0
W _ 4 (26) 1 (0.6) 0 30 (200) 1 (0.7) 0
— - £HEER X UREIMIORE : .
EHIE : 5 (32 1 (0.6) 0 11 (7.3, 2 (1.3) 0
b o 16 (104) 2 (1.3) 0 43 (287 5 (33) 0
Rk 1 (0.6) 0 0 9 (6.0 0 0
FEEN ‘ 16 (10.4) 0 0 8 (53) 0 0
BRI '
ALT $8/0 10 (6.5) 0 0 7 @7 0 0
AST 381 8 (52) 2 (13) 0 5 (3.3) 0 0
me 7 V7 F=880 3 (L9 0 0 15 (100) 1 (07 -0
P EREOR A 0 0 0 20 (133) 6 (4.0) 0
i/ NREIA 0 0 0 18 (120) 9 (6.0) 0
H BRSO 1 (0.6) 0 0 16 10.7) 3 (2.0 0
RBHR X OREESE .
BAROE 14 (9.). 0 0 39 260) 4 Q27 0
g SN 1 (0.6) 0 0 9  (6.0) 0 0
HERER L CHAERESE :
 P9EE 13 (84 0 0 4 @7 0 0
HRREE
RERE 1 (0.6) 0 - 0 15 (10.0) 0 0
R = 2 — R — 2 (1.3) 0 0 9 (60 1 (0.7 0
RER AR, MRTIS Xk OWERREE :
Al 8 (52) 4 (.6 0 1 ©07 1 (0.7 0
BER LR THBES o . : - v
BLBSE 0 0 0 12 (8.0) 0 0
KRBT 8 (52 0 0 1 0.7 0 0
% D 12 (7.8) 0 0 30 0 0
323 11 71D 1 (0.6 0 3 .0 0 0




IR, AFIBIC B CHEWEMER 9 6 (5.8%) . KIBK - BEEDTHI8 H (5.2%) |
WRREEE (X7 - NV—EERS) 246) (1.3%) . FF#EESE 2241 (143%) . B
JEAREREE 21 B (13.6%) . TEAHEAEREE 141 (0.6%) . 1 BUERE 161 (0.6%) .
BEEEE (RMERIEMEAS) 16 (0.6%) . BEL 16 (0.6%) . ik - BEEUHR
ﬁ@r X 16 (0.6%) KU infusionreactions 5l (3.2%) @b, i, EEOKE

E (REREIRERR, 2R, BXEES) | BIBKRERE. EEFENE. K
i‘ %Hﬁﬁ KSR, DR, BN/ MR EERER, W m &k URIFRR
BIIsRD b oz, AE 1’5%%%%& BEER (RAREEREZET) 23T
%n'l'fk%%ﬂ‘—é‘

QOERELRE I/IMEAER (KEYNOTE-010 &) :
BHEEFRIT 2mg/kg Q3W B 331/339 41 (97.6%) . 10 mg/kg Q3W & 330/343 4 (96.2%)
KON DOC % 297/309 1l (96.1%) IZFBH v, IFREL ORRBFEBEETERVWEE
BRIX, EREN 215339 Bl (63.4%) . 226/343 Bl (65.9%) KX 251/309 #il (81.2%)

RO BN, WTNLDOETEEREEN SUULOBRIERIXTERDO B ThoT,

#£7 WTRIORTRESRN S%U.J:@EM’FFE (KEYNOTE-010 BB) (ZSMAITHREH)

FBERIASEE (SOC: System B %)
Organ Class) 2 mg/kg Q3W B 10 mg/kg Q3W Bf DOC B
EAEE (PT: Preferred Term) 339 4 343 1 309 #i
(MedDRA ver.20.1) 4 Grade Grade 3-4 Grade 5 £ Gradée Grade 3-4 Grade 5 2 Grade Grade 3-4 Grade 5
2EWER 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) -
Mg LY R REE ' . ‘ S
21 10 29 3 09 0 14 41 1 (03) 0 40(129) 5 (1.6) 0
HFHERIBAE 1.3 0 0 1 (03 0 0 44 (142) 38(123) 0
RIS : ‘ ‘ ‘
FR BRI RRIE T E 25 (7.4) 0 0 23 (67 0 0 1 (03 0 0
BipEE
FH 24 (1.1) 2 (06 0 22 (64) 0 0 56(18.1) 7 (23) 0
B 37(109) 1 (03) 0 31 9.0) 2 (06 0 45(146) 1 (03) 0
A% 1338 0 - 0 7 @0 1 (03 0 43(13.9) 3 (1.0) 0
A 12 35 0 0 13 38 1 (03) 0 24 (7.8) 2 (0.6) O
— i - éaﬁﬁ%:‘oiuﬁ*ﬁﬁm@km '
HEFIHE 20 599 1 (03) 0 19 (55) 2 (0.6) 0 35(113) . 6 (1.9) 0
B ‘ 46(13.6) 4 (12) 0 49(143) 6 (1.7) 0 76 24.6) 11 (36) 0
RAYMERIE 5 (15 0 0 4. (12 0 0 21 (6.8) 0 0
R 10 29 1 (03) 0 14 @41 0 0 17 (5.5). 1 (0.3) 0
RARBRE :
HFPERERE 0 0 0 2 (06 - 0 0 24 (78) 19.(61) 0
WRREE : '
SRR 3 09 0 0 309 0 0 17 65 0 0
BRI URTHRRES 2 :
i ES 309 0 0 2 (06 0 0 101327 2 (06 0
Z 5 FESE 25 (74 0 0 32 93 0 0 5 (16 1 (03) 0
%5 29 86) 1 (03) 0 44(128) 1 (0.3) 0 14 (45 0 0

728, 2 mgkg Q3W BER N 10 mg/kg Q3W BIZRBWWTENRE N, RIEMRER 15 6
(4.4%) BN 148 (4.1%) . KiIBHK - BEOTH S F (1.5%) B2 6 (0.6%) . B
EOREEE (FHEFERERR, ST, |REES) 14 (0.3%) RO 1 4 (0.3%) |

14



MRIEE (X0« SNU—EERES) 261 (0.6%) B3 H1 (0.9%) . IFHREREE 23 61

(6.8%) RUN22 4 (6.4%) . FIRBREAEREE 32 61 (9.4%) RUM3541 (102%) . TE
RseREE 1 5 (0.3%) RO # (0.3%) | BIBHHERE 2 61 (0.6%) KT 1 4] (0.3%) |
1 BUERRIR 1 61 (03%) RO 2 61 (0.6%) . BHEEE (REEREEELE) 4 6
(12%) KO0 B, BER 161 (03%) R0 M, fhsk - MEUHRAE 1 6] (03%) BW
0 f5. infusion reaction 2 B (0.6%) RTN6 il (1.7%) MR bhiz, Fiz. BIEHEN
. BN - BEEZS, 5O RELs. DR, SRR/ RIS SRR, TR AR R O
REFRBIIRD bNd ok, AEWERAZRRRRIIEEES (BRREEREZ2ST)
B EUEHERETT,

GEELMEMIERER (KEYNOTE-189 #ER)
ﬁiﬁﬁmﬁﬂﬁmﬁmwmﬂﬂ@mm)&@ﬁ%ﬁmwmﬂﬂ@mm)Lmbg
n. BWREL OEEBRASTETE RVWEESSRIT, T2 372405 i (91.9%) K
Unwnmﬁuam%)_mbghtowfnmmﬁf%ﬁ4Ww%uL®w¢ﬁmT%
@&iﬂrﬁaok, '
%28 VWThAORTREEN 5% EDBIEA (KEYNOTE-189 RER) (R SER)

B BIRSHE (SOC: System BiE %)

Organ Class) AFIGE R - o= 37 3

FHAEE (PT: Preferred Term) 405 4 202 5

(MedDRA ver.20.1) 4 Grade Grade 3-4 Grade5 4 Grade  Grade3-4 - Grade5
2EIER 372 (91.9) 193 . (47.7) 9 (22) 183 (90.6) 80 (39.6) 2 (1.0)
Mg LTV //H“Bﬁ% = . : '
#ifn 154 (380) 55 (136) 0 77 (38.1) 27 (13.4) 0
BBNELT PERIBAME 25 (62) 24 (5.9 0 4 (200 4 Q0 0
B MR E 2 (54 8 (20 0 12 59 1 (0.5) 0
TF R E 101 (249) 59 (14.6) 0 45 (223) 22 (10.9) 0
M/ MRIBAE 69 (17.0) . 31 (1.7 0 27 (13.4) 13 (6.4) 0
R4S :
El”kﬂ%!ﬂ%ﬁ&ﬁﬂ“ 2 (G4 2 (0.5 0 3 (15) 0 .0
RS ‘
RN 51 (12.6) 0 0 14 (6.9) 0 0
HiBEE
5 67 (16.5) 0 0 24 (11.9) 0 - 0
TR 78 (193) 15 (3.7 0 22 (109 4 (2.0) 0
i ‘ 187 (462) 12 (3.0) 0 90 (446) 4 (2.0) 0
A% 26 (64 2 (0.5 0 15 (74 1 (0.5 0
& 74 (183) 7 (1.7 0 39 (193) 4 (20 0
—f - 2HEEL LRSI ORE ‘ o
&E 53 (13.1) 16 (4.0 0 <31 (153) 3 (1.9 0
R 134 (33.1) 20 (4.9 0 62 (30.7) 3 (1.5) 0
FERE D SIE 30 (74 3 (0.7 0 14 69 1 (@5 . 0
HRAH R RE 27 (6.7) 0 0 12 - (5.9 0 0
- R 24 (59 1 (02) 0 4 (2.0) 0 0

BYWER L UFERE :
FEIRR 20 (4.9) 1 (0.2 0 10 G0 0 0
ERPRAREE _ '
ALT 3870 38 (94 2 (0.5) 0 16 (79 3 (1.5 0
AST 8/ 28 (6.9) 0 0 10 (.00 1 (0.5) 0
merL7F=dEm 32 (79 .1 (02 0 12 (59 0 0
B Bk S 2 (G4 7 0 12 (59 6 (3.0 0

1.7
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BRI 4HE (Soc: System BiE (%)

Organ Class) : AFI PR LSRR
HAFE (PT: Preferred Term) 405 %l 202 {7
(MedDRA ver.20.1) £ Grade Grade 3-4 Grade5 & Grade Grade3-4 Grade5
RAB LU EEE
RARIBLE 84 (20.7) 4 (1.0) 0 42 (208) 1 (0.5) 0
1B~ 7 %7 L MEE 2 G4 5 (12 0 3 (1.5) 0 0
MIRRIES
BEEE 37 @9 1 (02 0 14 (6.9 0 0
BB I R THRREE
REER 11 @9 0 0 12 (5.9 0 0
% D FEE 37 . (9.1) 0 0 12 (5.9 0 0
®5 51 (126) 5 (1.2 0 17 84 3 (L5 0

728 ARAIBIZ B TRIE MR RE 16 41 (4.0%) . KB - EEOTH 20 1 (4.9%) |
MREE (X7 2 - NL—EERSE) 104] (2.5%) . FF#EEREE 62 61 (153%) . FiIR
PR BEREE 32 Al (7.9%) . TEAEHEEREE 2 4] (0.5%) . BIBHEERE 14 (0.2%) .
1 BUBERRIR 1 ] (0.2%) . BHREREE (RMEHEMBRE) 256 (6.2%) . FEX 2 4

(0.5%) KUt infusionreactions B (1.2%) B@ED bz, £7-, BEORERE (K8
FEIRARAEMERE, ZSALEL, BREES) . ik - BB RARE, EEHEIE, Bk -
BEIEZE, S8 SRR, LR, SREMEM/MRIBAMESREER, TR MR R OREFEREE I
BN oT, REVERRBERIIEESES: (BAREBEREZ2ST) 25 0£EFH
WRERT,

@EELFFMAERE (KEYNOTE-407 3ER)

HEFRIIAKIRE 273/278 # (98.2%) R UNHFRHEE 274/280 ] (97.9%) IZFR® i,
BRELORRBENETETERVWEEERIL. TNTH 265278 I (953%) KW
249/280 B (88.9%) IZRD LNz, WTHODOEETREER 5% U LOBRWERIXITERD
LR Thol,

£9 VTR0 THEERS 5%U LOBIER (KEYNOTE-407.?R:&) (RSN R REH)

F|BEHIKRSE (SOC: System B %)
Organ Class) ZAFI B A RE ‘ TLERERE
EAFE (PT: Preferred Term) 278 %l 280 4l
(MedDRA ver.20.1) 4 Grade Grade3-4 Grade5 £ Grade Grade3-4 Grade5
2EIER : 265 (95.3) 151 (54.3) 10 (3.6) 249 (88.9) 152 (54.3) 6 (2.1)
ML LY R REE ,
g4l 123 (442) 38 (13.7) 0 117 (41.8) 43 (154) 0
FEBMELT TP ERIBAE 14 (5.0) 14 (5.0) 0 10 36) 10 (3.6) 0
B i Bk E 23 (83) 12 (4.3) 0 19 (6.8) 12 (4.3) 0
1 P ERIBAE 97 349) 59 (21.2) 0 86 (30.7) 63 (225 0
/MR E 81 (29.1) 18 (6.5) 0 58 20.7) 16 (5.7) 0
HNEWEE ‘
FOR BRI RETOEETE 17 (6.1) 1 (0.4) 0 2 (0.7 0 0
RO AR AR IR T RE 16 (5.8) 0 0 3 (1.1 0 0
BBEE
EFS 31 (112) 1 (0.4 0 25 (8.9) 0 0
TH 61 219) = 8 (2.9 0 47 (168) 4 (1.4) 0
B 85(306) 2 (0.7) 0 71 254) 3 (1.1) 0
R A 36 (129) 1 (0.4) 0 25 (89) 3 (LD 0
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BERASEE (SOC: System A %)

Organ Class) AKIGF AR o= feicd
BAEE (PT: Preferred Term) 278 4 280 Bl
(MedDRA ver.20.1) - 4 Grade Grade3-4 Grade5 £ Grade Grade3-4 Grade$5
IR - EREED & ORI ORE ' -
BT 46 (16.5) 3 (1.1 0 41 (146) 6 (2.1) 0
% 54 (194) 7 (2.5 0 52 (186) 7 (2.5 0
FRERIATEE ‘ ‘
AST 3840 v 14 (5.0 0 0 5 18 1 (04) 0
TR 24 (86) 17 (6.1) .0 © 28 (10.0) 24 (3.6) 0
/MR ‘ 23 83) 5 (1.8) 0 16 (5.7 6 (2.1 0
A Bk 30 (10.8) 11 (4.0 0 28 (100) 10 (3.6) 0
KRB L OREEE : v
BARBOR 47 (169) 5 (1.8) 0 57 204) 4 (1.9 0
&~ 7% 0 A MEE 15 (5.4) 1 (0.4) 0 9 32 2 (0D 0
B RE L O ERES
e 36 (129) 1 (0.4 0 24 (86) 2 (0.7) 0
AREE 32115 2 (0.7 0 26 93) 1 (0.4 0
MRREE o o
REEE 23 (8.3) 0 0 7 (2.5) 0 0
KM= 2 —m RF— 55 (19.8) 3 (1.1 0 37(13.2) 2 (0.7) 0
BRI 15 (54 1 (04) 0 13 46 1 (04 0
FHEEREE =2 —rF— 31 (112) 0 0 36 (129) 2 (0.7) 0
BB LR TR/RES '
BBIE 126 (453) 1 (0.4) 0 100 35.7) 3 (1.1 0
% 5 PR 29 (10.4) 0 0 15 (5.4) 0 0
b3 28 (10.1) 0 0 20 (7.1) 0 0

228 AFIBC B W CRIE MRS 14 61 (5.0%) . K%K - EEOTH 14 £ (5.0%) |
PREEE (X5 - NU—EEEE) 5560 (19.8%) | FFERREEE 26 6 (9.4%) . FHK
e E 31 ) (11.2%) . TEAEERE 26 (0.7%) . BHERES (REEREN
BR%) 64 22%) RO 1nfu51onreact10n6 Bl (22%) RO, T, BEEOK
EB“‘E (R EFLIERRE R, STAL., ERAES) | BIEHEES. 1 ERRF. K

. Bhk - RRIUT RARSE E{“%ﬂﬁr B - Bk, SEORK. LK, RERME
m/J\tﬁHMi SHE . VAMLMER MR OSRIFEREE ISR D b o 1o, ABHERRBIRI
IR ESR (Eﬁ»ﬂﬁﬁﬁ&%%ab) BPEUDEHERETRT, ’

GO EREILFFE MARRR (KEYNOTE 042 FRBR)
7ﬁ’£$%z FIAKIRE 610/636 5 (95.9%) & OMLEERIERE 606/615 1 (98 5%) ITRDH DL
. BRE L ORREBENRTETERVEEERIT, ThEh 399/636 #l (62.7%) &
o 553/615 %1 (89.9%) IZFB® BTz, u\ﬂ“nm@ﬁf%fﬁd#—ﬁ: 5%LL EORIERIT T
DEBYTHoT,

17



F10 WTRHLOBTRERN 5% LOBIWER (KEYNOTE-042 RER) (ZEifEifaaEar)

BRI (SOC: System B %)
Organ Class) A L RERE
HEAZE (PT: Preferred Term) 636 B 615 %) _
(MedDRA ver.20.1) 4 Grade Grade3-4 Grade5 & Grade Grade3-4 Grade§
2EIER 399 (62.7) 104 (164) 13 (2.0) 553 (89.9) 246 (40.0) 14 (2.3)
gL LY iR EE
=41l 35 (55 4 (0.6 0 229 (372) 80 (13.0) 0
B mERIRA HE 10 (1.6) 0 0 35 (5.7) 10 (1.6) 0
FRERBAE 5 (08 1 (02 0 88 (143) 46 (7.5 0
M /MRIEAE 3 05 1 (02 0 56 (9.1) 10 (1.6) 0
IS IES
FR AR RE TLERE 37 (58 1 (0.2) 0 1 (02) 0
RS BB TR 69 (108) 1 (0.2) 0 2 (03) 0
HBEE
B 8 (1.3) 0 0 68 (11.1) 0
FH 34 (53) 5 (0.8 0 46 (75 1 (02) 0
Bl 31 4.9 0 0 184 (299) 7 (1.1 0
0% 7 A1 0 0 31 . (5.0) 0
g M- 15 (2.4 0 0 97 (158) 2 (0.3) 0
—f% - EHEEL LI UBREHRMEORE -
Fiyatng 27 42) 3 (0.5 0 60 (9.8) 10 (1.6) 0
i3 A 50 (7.9 3 (0.5 0 102 (16.6) 8 (1.3) 0
ERRIRES
ALT 370 45 71D 9 14 0 53 86) 5 (0.8) 0
AST &/ 41 (64) 4 (0.6 0 42 68 2 (0.3 0
P EREE 2 (0.3) 0 0 86 (14.0) 54 (8.8) 0
/MRS 2 (0.3) 0 0 64 (104) 20 (3.3) 0
A i BRER A 3 (0.5 0 0 71 (11.5) 32 (5.2) 0
REB L URERES :
BERIE 40 (63) 5 (0.8 0 109 177y 9 (1.5) 0
HERRAEB L CRSARES
e 27 (4.2 0 0 46 (1.5) 0
s 20 G 1 (0.2 0 50 (8.1) 0
HRREE |
== —mRF— 1 (0.2 0 0 50 (8.1) 5 (0.8) 0
REHEER =2 —n F— 3 (0.5) 0 0 41 6.7 6 (1.0) 0
MRIRER. MIERIS & OMERRREE :
i3 43 (68 19 (3.00 1 (0.2 0
KB L R TagkEE
PRBIE 2 (0.3) 0 0 136 (221) 7 (1.D 0
% S PEIE 46 (12) 2 (0.3) 0 15 24 0
B 46 (72) 3 (0.5) 0 27 (44) 0

7B AFIBEC BV CRIE MRS 49 B (7.7%) . KK - BEEOTH 10 61 (1.6%) |
EEORBREE (REFERERE. 2B, ERAEES) 161 (02%) . HEEE
(XF v« NU—EBERE) 161 (02%) . FFHEREREE 76 #1 (11.9%) . FIRIRMSAERE
=02 fl (14.5%) . TEAEHEREE 3 61 (0.5%) . BIBHEEEE 3 61 (0.5%) . BHAE
EE (RMEMEERRE) 34] (0.5%) . X 14 (02%) . DFHK 16 (02%) &
O infusion reaction 6 % (0.9%) 23R8 bivi, Eiz, 1 BBERR. BHE - B RAE.
BEEMHE/E. BR - BBL, 52 OBR, R/ MR HEIDR, ELAn R
URFERBB IR D Do 7o, ARIEARBERNIIBEEFS (ERREERE 28D

EEUDEFFERETT
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4. HERRIZOWT

AK|OBAMB STk LT, ARBEML L THARERE (£FRE) ARELATY
B b, USHEY ENCERE T AMBR THEILEN DB, TOLT, EERY
27 SEHE (RMP) ICES% | REOEEREZLMERIEE~O B IEHNH 2 MR
ThoT. ARIOBRENET 2 BELDE - BEL, AFOBEIC L) BEE2EIERZ
B LI T A 2 L RBERZD, LTOO~@D T T EHT RISV T
HHTHZR&ETH D,

® mERRIToOWVWT
®-1 TE@(DA*6)®W?hﬂuM%?5%&T%é P
) E AERBBRERIEET A DI AR S EETRSAD %@%Mﬁrh‘

mﬁﬂh SEOE YL AURER., ISR ABEREER E) (FR 3044 A 1 BEFR 1437
55

() HEHEERBE (TR 294 6 A 1 BRER : 85 HEsk)

Q) BWEFRMENBET HBABREERE (BAD ﬁ@%%ﬁ%h B AE ﬁ@#

 BhFRR. BARFEEHEERRER E)

4) S RIEBREEEZREL. %%m%ﬁﬁm%lXi%%m%ﬁ&MEzmm&%ﬁ

R BBHEIToTWAMER (ERL284 7 A 1 AR : 2540 MERR

(5) PLEMREERIALS B EINE O HiER Eﬁuﬁéﬁm%ﬁofwém (R 28 & 7
B 1 BFA: u%m&)

D2 FE O LSRIER ORIERR B O +4 &ﬂ&kﬁ%%ﬁoE%(Tiw
WERNTEY T A ER) A, URBEREOFRHIT BT A IBEOBREE L LTRESH
TWAZ &,

3

. EMRIFREE 2 EONPFHELET Lickic sﬁuimﬁhﬁﬁwﬁ%ﬁ%%
FoTWBZ L, 9b, 24N i, BARMRIEL L LK ﬁ%%mﬁ%%
ToTWAZ &,

o EMHFRER 2 FONHBFELZET LRIC 4 FULOBKRBERZAL TV
Zr, 9by 3L FEORARDEEL S OFFRSRFEORKRIHEETT -
TWsZ &,

@ BEACERMLEREROAHIZOVT

EEREREEICHET 2HEENRB SN, BRCENLOFRAD, AP - &
SHEFEHEROTEROEMSINT 5 FREME, AEFRNRE LLEEORE
¥%. SRFOHITON S BHIPE->TVWDI L,
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® BEUWER~ORIRIZONT
@®-1 HERRAEHITEE T 5 B

MEMMRBSEOEERBIERANIAE LZEIZ, 24 BRZREH O T, Y%iRX
TEERERRIC BV T, BELUEZBERIIEC CAREERE O CT £ 0RIER DERIZ S
BLREOKRENY BFIZELN, ELISHISTERERHNE>THNEZ L,

@-2 ERHEFICLI3AFESRNSICETIEY

BABRICED I EMNLRMZRERCEELFE T ERHEENRERT =2 ) 7
EEDRLERDAI )V —= U T RITVERE L ERE LG TE 25— A EREHINE
WEhTWwaZ &, 28, BEAFICOWVWT, BABELZOFRRICHHICABMENT
WaAhZ L,

®-3 BIfEAORBEPHITIZELT

BIVER (FEMEMEBRICINEZ, KEBX - EEOTH, FEES - @bEREL, &
kRS (RAMEREMERS) . NOWES (TEAKRERE, PRIBRERS,. &l
EEERRREE) . | BUERRN, S L0 Bk, B - BEREE, Bk, EEOKRBREE (K
JEXSREARGER AL, ZTALEE, XEES) . infusionreaction, AN - BEMES, EEMHES
fE, #HREE (F7 2 - AV—ERES), LHX, BEEZNIKREE GoZEMEm M
DHESEBER. BMmEE M, REHE, EEMRES), DREAEER, BK%) Tk
LT, Yihak ISa B E RIS OB MM 2 A3 5 B L L (BIER ORER-oxts
WKL THRERUXEEZZITONIEZHFITH D L) | ELICEUIRNEN TE S EH
NELSTNWBZ L,
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5. REXNBRLIRDBE

[F2hiEc B 2 FEH]

O AAOHEMBE LI TROBE BN TEIMEIRIN TN D,

o [LFEEEOR, EGFR BETFERRM, ALK MERETFRER U PD-L1
. (TPS=1%) DHIRFBRERELT - BROIE/INEIRAERE

o FIFFRMEZESTLRRIEREZ AT S PD-L1 B (TPS=1%) OYIFRTHEEZR
LT - BROFE/PERERE (2B, EGFR BaTERBMEXIL ALK Bia&
EFEEOBRE T, FNEN EGFR Fu v F—ElREFAIXIT ALK F=
Lok F—PHREROBREL AT EE) o

2B, TPSIIRAT R Y X< (GBEFHREEZ) 0o =t Bl (ka4

PD-L1 IHC 22C3 pharmDx [# =) ) #ZRAWTCHIETSH Z L.

® Kﬁ@%@ miﬁ%ﬁ&wﬁﬁﬁﬁiT£®%% BWTHEBERRINL T

%o
o RRAPLHFE NROTSFFEFIE OARE  (LEREEDR, EGFR &
BEFERBRERGR ALK BABETREOBRTERET - BROFRT LK
FE/ KRB R
o ANRFTFURUSZ Y FZFEATE nab-0 Y FFEV EOFRARE ﬂ:
a—%&}ﬁ@ BRI AE R AT - ﬁ%@ﬁ?t&%d%ﬂiﬂ@ﬂfﬁr BE

@ ALFFIERE D 22\ EST - BHO I/ NERTEBRE L, PD-LISRE T PD-LIBE (TPS

=1%) ThiuL, AFOBEMRELEEBTHRETHD, T, FELFRIETS
T AEFMEICRER RV EEZ BN REITH LTI PD-Ll%éﬁwm:;bm:zo%
. FRENORBEIC T L TEYZERCFRE L OFAREEERTHZ LB
TE B, BB, AROBREIZH T Tk, WEZRIA F74 ¥ (BARFEESTR

ErBBTHL B,

@ TRIHNST 2BEICAT 2ARORE R OHEBIIEIZ OV Tk, AH OB

B ENTELT, AROBEXIRERDBIRVY,
o M HBIRIE

ED g2 3 BB A T4 v (B AREEAR) KBV T, BEFERRMHSDOECOG Performance

Status 0~1 2 T 75 2Lk, XIX®ECOG Performance Status 2 #2 DBHE Tid, 5 3 #AAHER (K&
FEAE) OEFBRERERINTEY., 0 k3 RBETIH., ERBERECT2BAMEICHER S
rrEZLNS, '

#£2) ECOG @ Performance Status (PS)

Score Hﬂ:’%

0

2L EREBTE D, EREIL AL A RAEER BRI ATX Bs

1

PURETIC B LW EBNTSIRR X A 28, HTRIBET, BIERDE- TOERIITI Z LN TED,
il BNFEE, FEEE '

BITRRTESDEOEY O I LI TR TAREEREZIITERY, BFO S0%A LIy FATEIT,

Bon-BS0EOEY D L LITERY, BFEDO50% L EE Xy ROEFTBRIT.

lwinot

£LBITR, BADOEORED 0 LiTL TERY, By FARFTRIT,
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s @QTHAANDOAEZMEIIR S TOVRWMOTURMEIERER & OFRKRE

[ZatticBd 23]

@ Tﬁmﬁ%?éﬁﬁmowfﬁﬁﬁwﬁﬁbﬁﬁkéﬂfwé &b, BEZLT
bRV,
o REORS IR LBBREOBERED S 5 BE

@ HRERIOFHICBN T TFRRICEEY T 5 BEIZ O VT, AR ORETHR SR

N, MOBERIREN2NWEEICRY, BEICAFZERT I LE2EBRTE S,

. BEEMRBOSHXIIRAEDD S BE

» BEHESRE CHEER 2RO 5 BE R UNEEMWE O BUR RIS 0 B Ye it J¢
LOMICREREIRHZ BN D BE

. ﬁaﬁrr%®Aﬁ XITIBHEA 2 L < IR B B ERROBERED
HDEE

. ﬁ%@ﬁﬂ(Lmﬁﬁ@@ﬁﬁ% i) ObHBHBE

¢ EEOBRIREEZRETOIEE

»  ECOG Performance Status 3-4 2 O @BE
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6. BEIZEBELTHETREETH

)

@

®

WA SR L, BEREEE NREET 5 ERES I B S X AR 0 R i R UMEEMR
OO HERIERETSICERLTHOERTIZ L, ‘
TRRBRARIC S B, BEXIIZ OFRICEMMERVEREEZ +ATAL, AEER
ThoBRETDHI L,
ERBHERDO<RY A MZHOWNT ,
o MEMRERERRHLLLNDZZLRHDHDT, 2&%‘]@&5— Wiz o Tik, FIEE
«U( (B, FEREEE, WS OREECKET X #REORES. BEz+
SATH T L, Ein, BEGUTHE CT, hiF~——S0REZERT
52k,
» infusionreaction 3% b5 Z &73>8°7>5° infusion reaction 2358 HNTZH/EIT
I, WEARLEEITHY & & bic, ERBEET S E TREORREL +5 I8
?'Z) k.

o FRBEEREESHOONLILBHLDOT, ARF| ¥ 5B bR R U5 HIH

¢ﬁm%mh$%ﬁ%%ﬁ§CmH\ﬁ%T&ﬁ%PM%®ME)%%m#&

T, | '

. FFHSEEREEN H PN B Z L i B DT, AR ORS BRI RO SRR
EHRICHTHEEIRE (AST, ALT, y-GTP, AP, LYV EEDRE) &K
TBHIL,

o BESBEK IRARVILEEREREZED) SOERRREErHLDND
TERBHBOT, EHMCIROBREORELHRTH L, £, RORWR
D LNIEAITE, BRNICERBEERRTALOBELRET L,

. $ﬂ@&5 LY BECRERSICEET S &L b DL RRBCRE
Rbbbha It #hs, BENBDLNZHATIE, BRLLBERIS LK
BEFRI AR & IR R RO AT L e L Gl BRI 2TV BE D5
RIGIC & 5 BIER SERDN B B, ARIOKRETHIE, ROBIBRE S
NEVRIOBRES 2 ZBTH L, 2B, BIBRERNVEYOREICIYBUE
FIDORERRBD bIARVEEITIL, %%&ETW%/uﬂwﬁfmﬂﬁDLm
bEETHIL,

. BERTH.BCEMS LEY AEB L THLBEABRRRT 2 L BH DD
AR OBREHRTRICHLEWERORRAICHHTERT B Z L,

. 1Mﬁﬁr(%r1M%ﬁr%ﬁn)w%ebn BRI 17 K—t
CEHZLRHHOT, AB. Bl BLEOEROBRLMIEED LRI+
HEBTHI L, | ERBSEDN BRI EPLEL, A2 ) VR
BB ESDOEDRNEERITO Z L,

AFI D EEFABRIC I8V T, KEYNOTE-024 3852 % (' KEYNOTE-042 Bk Ti3#% 55

fha D 9 B LIT, KEYNOTE-189 MER TIXER 5B 0 6 @A LT 128A, U

KX 48 MEETOBI L., ZD% 128 I LIZ, KEYNOTE-407 HBR Ciisk 5 Fsa

e 6EA. 2ABRUISEE, UEIT4SHEBETIBEIL, Tk 12BIL

’ﬁ%ﬁ@ﬂﬁ%ﬁofwt:&%ﬁ%m\Kﬁ&ﬁ¢mi%%m@@ﬁﬁﬁﬁ%

DHERETD Z & |

23



XEERMEET A FZ7 1V
Re7u) Xv7 (BEFHEBRZ)
(R4 @ %A A —F K% 20 mg, %4 F—F SifE#E 100 mg)
~EHEEAE~

YR 2 92 A (R 6 A WET)
B4 EE



B

LB | P2

1.
2. AR, EREF P3
3. ERPRRAE . P4
4. WRICONWT ~ PI5
5. BERBLERDBE P17
6. REICEBLTEERETREXEE P18



1. IXU®ic
- ERGOADME - REMOHROTDIZIE, FMIXEFICESWEBERERRRD

b, DT, IEFORFREMOESC LY | FURERGR 2 & OEHH R FTHIE
FEERPABINAIPT, INODOEERZHICLERBEICREET S Z L SNEED
REL 2o TR REMBOEE & WEDOEAKRSE 2016 (Frk 28 £ 6 A 2 BEIHERE)
WBWTH, EFNERREOFEROREHEELZRS Z L LI T3,

FHRERBFEREMNT, BRIEASCEEE v 7 7 A VRBEEDERERM EHLNR
RBZENRHB, ZOED, AHEROREMICETAERS+LOERT AL TORM.
UREEGOBREZBRZITAZ L BRHFINIBEICHLUTHERATZ L LB, BIE
RABRB LRI KRERINE & D2 LN eR— B D ER &l 3 EREEE cFE
TBRZLEREETHD,

L7eRo T, KA R4 Tidk, BREERZNE TIZELN TN IEZEEREN -
B R S5 UTFOERRORE2MHAEMET 3880 0 BELRE, £
FROEBEEEETRT,

RB. RKITA FTA 0%, MMATBHEAER S ERESBAHE. ARTAEBEABRAR
BAREEYS, —BHEEA B ARBERABES R OARAAEAN B ARERZSOEH S
Db LB LT, |

KB LIRDERESM ¥4 M —F Rl E 20mg, ¥4 M —F SHEE 100mg (—
B4 Ravnl) X<d (ExFAkz)) :

HNBELRAPENIPE : BHERAME

NRLRORERVAR: @B%. AKX, Ra7n) =7 (BEFHEZ) LT, 1
[B] 200 mg % 3 EEIHIFE T 30 2 F2NT TREIET 5, =721,
WEMBRIEDE AT, BEHMMIZ 12 VA ETL T3,

& R E ¥ F . MSD B%RRX&tt




2. AFNORKM. EARF

XA b—F RFEFE 20 mg KLU E{Fﬁﬁ*%& 100mg (—i%4 : a7 ) X<7 (&
GEFE#HZ). BLF [A#) 2vvd,) X, PD-1 (programmed cell death-1) & & DY W
KT % PD-L1 ROPD-L2 & DA 2 EHEREET S, & MEIgGs €/ 7 v —F A5k
Th b, , *
PD-1 $RBEI T MRS ﬁ**ﬁ%ﬁm&@né 7o DI DS AKBRR SR 3 5 =7 S
A4 v FT. PD-1 1%, EEZREBICIEOCHEER T MIROMRREICHERAL, BOR
BRSNS FLELRR R AERGEHET 2, Tobb, PD-1 R H U Pk
AT B LR LIVEFSAEKICL VST VEEZACHET 2ZAFETH S, PD-LI
DEERBCBITIARRTID TN TH M, ZLONAMITIE T MROEE 22X
BIECBRICHER LTV 5, BAMIICIT 5 PD-L1 OBEFEILIL, BHE, R,
FEAmBasE., SRELM. B/ VEIATES O e RRATTFRARETFTH Y BVEFRL
OFBEMERRE STV 5,

DN ADBEERITH & PD-L1 R OMEMEN S, PD-1 & PD-LI 0){%‘;&% XER
DBEREC BV TEERREIZHES 2 ERNFRENTEY ., B 72 S ATRIR ORER b
LTHFESh T3, ‘

A#F|iX. PD-1 & PD-L1 RUPD-L2 O U H Y ROFEAEEETHZ L2 LY. EE
%m%ﬁ*wﬁgﬁﬁﬁmﬁﬁ%ﬁ1‘Uyﬂﬁ%ﬁﬁméﬁ\ﬁﬁ%ﬁﬁ%ﬁﬁﬁm
352 L THRIEB)HRERET S, '

AF OIERMAFIC S BEORBESN L 28 IWERSZER S bbb, BEEIETIZ
T AEERD D, AFOREFRORERICIT, BEOBREZTIITTV, BENR
® bITEEAITIE, RE LI BRI U EFE02 05 & BRR 2 Fo B & EH L GE
F22ERBH 1TV, BEORERISIC L 3BIEARRDN D HEITIL. BIBRESNV
A OBEGZEOBENRLBEEZIT I BLERD D,



3. BRERRE
B AEOARFICEH 21T - = E2BRRBOBRE L2 RT,

[Fzh]
OEME 1b AR (KEYNOTE-041 #ER) ,

EEREBEO 2V IAEY v BETFHEBEL) GUT A EY AT 2103,)
EEERV 2 LURA L E TOMEREREL AT 2 RIGIRA R B EAEEE 42 4]

(ERMEMATR SR 37 B) % F8IC, &K 2 mgke 3 BRI GCLTF TQ3W] &n13,)
BEOHPEROREWSBRE Sz, 28, BRTM CRBETIRD b BEIT,
REBEITE RIERZED b2 WEDBRKRMIICZEZE L TWABRE TIT, RBIIBEOE
BIHICIREET AR b5 £ TARDBR S 2T 5 2 L SRR L SNz, EEF
i B T 5 F5FH[RECIST H A R T4 > L1 MICEDS < PRYITEIC K 5584550 (CR)
IR ES (PR)T X, 24% (OS%EMEKR : 12~41) Thotz, B, FFNICREL
7= BMEIX 10% TH - 1z,

@S £ T HAAER (KEYNOTE-002 k)

CAEY AT BRRELHT SRR LB RAERE £ RIC, AH 2
mg/kg QW F 5K 10mgkg G3W R 5 DAIMER RS, [LERE (£ A AAY
Y.TEVBI R ANVRTGF U NIV EXEAEANRT SF o+ ) 5%
T, BT MICCHE) &V 5,) ZHBE LTRE Sz, 236, Bl CRBETH
RO LNTHEIT, REETZ R TERDPBO bW RV EORKIICEZEL TS BE
Tid, WEILAEOE&FHE TREETHERD b D E TEADRE LT 5 Z L AF
REE SNz, TEFHHEEZSEFEHE (T F08) &V ),) RUMEMBEAFEHM (U
T TPFS] & 5,) k&, FFNILFRIEL B LT, PFS 2 FRICER LTz,

#£1 HHERE (KEYNOTE-002 RE)

fLEERR I

A&l 2 mg/kg AA 10 mg/kg
Q3W Q3W
(180 #1) (181 41) (179 i)
g [H] 13.4 14.7 11.0
(95%CI) (11.0, 16.4) (11.3, 19.5) (8.9, 13.8)
0S | ~¥F— FEp® 0.86 0.74
(95%CI) (0.67, 1.10) (0.57, 0.96) -
P fi* 0.1173 0.0106
g [H] 29 2.9 2.7
(95%CI) (2.8,3.8) (2.8,4.7) (2.5,2.8)
PFS'! | ~— KEp? 0.57 0.50
(95%CI) (0.45,0.73) (0.39, 0.64) —
P f&" <0.0001 <0.0001

CI: fE8XMH. *1 : RECIST A FZA » 1.1 JRIZES < BETHRRHE R CMEEEFEIZ X 5 57,

*2 1 BRI Cox eI — REFIZ L BLFHEE L O#k, *3.: BRI 5V 7 RE
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@M/ FE MR (KEYNOTE-006 A5k)
AEY AT LBBBEROBNIZIA LY AR TE2EERV 1 LA ETOL

ERERE LA T A RIBURAELZENRAERA 2 0RIC, A5 10 mgkg Q3W #E K
W 10mgkg 2 BERIBE CIT TQW] 1 95.) BEOEERVESMMN, £ BV A

v 7RI L LTRET SN2, 28, BT CRABETHRD b zigaIc, KA

1TERTIERPRD b2 VWEDOERMICEE LTV 5 BE Tk, IREILAEO ESEEMm

TREBEITHARDO N D ETHAADR G 2MEET S Z ENAREL Shi-, TEFHMEER

IZ0S RTPPFS & &h, RANIA Y A~T LB LT, OS KU'PFS 2 A BICER L

77

#2 AHMRE (KEYNOTE-006 35)

AH 10 mg/kg Al 10 mg/kg A b
Q3W Q2w
(277 1) (279 #1) (278 i)
HoRfE [A] NE NE 'NE
(95%CI) (NE, NE) (NE, NE) (13, NE)
0os*! NYP— K" 0.69 0.63
(95%CI) (0.52, 0.90) (0.47,0.83) -
P fE" 0.00358 0.00052
g [A] 4.1 55 2.8
(95%CI) (2.9, 6.9) (3.4,6.9) (2.8,2.9)
PFS™ 5 | ¥ — FE2 0.58 0.58
(95%CI) (0.47,0.72) (0.46, 0.72) -
P {E*3 <0.00001 <0.00001

Cl: E8EXM. NE: #ERT, *1 : PEFENTROT —F : 015F3H3 80y b7, #2: BRI
Cox LBINF— FEFMCEBA Y AT LD, *3: Bilu /5 Z7KRE. *4 : RECIST H
A FZA 2 L1 RRICES S L BSRAER CIEREEMEIC L 2 5HME, *5 : PRIETROT —
Z (0149 H3I ALY v 7)



(e 900-TLONATY) ¥h opN-uedey] @ SAd ¥ [

0 0 z gL Iv 88 98l B LATNAN
L L L €6  S6 €€l SET 4L MED Bi/3woiii
0 z L 6t 86 Lvl LET 6T MID By/Bwolis
(6] A TR wrsL 3
‘vLTL oL g8 9 ¥ (4 0
::..ﬂ.n._....n....—-.-.:..-p»......._--,.....—-n..:.-T_-.r..: o
j [ oL
- L 0T
e, oe B
_ - ov
-omm
- 09 54
£2T0AY —— -0L R
D BBy ——— - 08
MO BB g = - 06
001
(B 900-TLONAT) ¥ PN-ueidey] @ SO € &
0 ZL IS ZLL ZSU 691 88l ZIT IYT 8Lt LAYRAN
0 8L L 8BSl TOZ SLT BET LST 99T LT MED Sy/3Bwollis
0 6L 49 ZL1 TIT 6LT E€ET 8P 997 6T MO By/3wolids:
TR WL
8L 91 vL 7L oL 8 9 ¥ T O
s saaaalatassasaalassassanzlisaagizastacasaansslassanasnsloasanesradasgnaceasdansaratisl °
cxa6ar — | 0}
MED ByBuniRtE - L o0z
o Bviuoiie ~—— [ o
for g
[ 05 ¥
L 09 ¥
[ 0z
L 08
L 06

Tanf 001




@EELRFMMRER (KEYNOTE-054308k)

EARBREORT — VI & EM4BEEBRE (AARASHEE) 2XRIC, #HE
FEEIE & L TAKI200 mg QQWREDEZMERNEEMR, 7R EdRE LTH
stahie, EEFGEB IEFRETPR GCLTF IRFSI 1 ),) & &h, AF175
ERELHB LT, RESEFBICER L, ’

#3 AR (KEYNOTE-05438%)

ZA#200 mg WA N
Q3W
(514481) (505%1)
HofE [A] NE 20.4
(95%CI) (NE, NE) (16.2, NE)
RFS™ NP RHR 0.57
(98%CI) (0.43,0.74) _
P fE" <0.0001

Cl: BEKME. NE : #EERF], *1:

PR DT —#  20174E1082B v v A7, *2: BRI

CoxtbBINF— REFTNMCL DT TR E OB, *3: BRI /7 7RE, Q3W : 3BRME
# 5. NE : Not Estimated

100
90

80 N

g?ﬂ-ﬂ
B 60 -
4 50
3 40 -

& 30-

20 1 —— am00mg aow

10j v PR

0 .
0 3

6 9 12 15
FERLEIN E]

Py ma

18 21 24

at risk#
F&1200mg Q3W
Wi iy

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

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

15
15

(us Y =]

@D AJCC (American Joint Committee on Cnancer) WHISE (B 7HR) ESLFEMH. XF—CMA T2V

VAEHNOEBEN 1 mm BOBEDH,



[Z24]
OEMNE 1 b8R8 (KEYNOTE-041 FRER)

BEERIL, 41/42 1 (97.6%) RO b, BRI L DRRBEBBBETERVASE
LT, 3442 51 (81.0%) IR BT, FHEREMN s%uJ:@aUﬁE)% TFROLED T
Hol, P
| ®4_SHEEDR S%ULOBIER (KEYNOTE-041 RB)  (REMETHRER)

2R k433 (SOC: System Organ Class). Zfi/% E)/;i)\/ﬁ

BAZE (PT: Preferred Term) 4%{5']

(MedDRA ver.20.1) £ Grade " Grade 3-4 Grade 5
2RIfEH 34 (81 0) 7 16.7) 2 (4.8) -
CASWREE T e e T R I T

Wﬁ%ﬁ%ﬁTf o 4 03 0
EEE I e T TR o T e DR R

TH ’ 3 UU, 0
e g EER TUREMAORE

3 ,,(11 9) o U

ASTt%bu 3 (71) 0 o0
| GaEeERgCEM . £ ¢ ) T R 0
EMBIORTMEGRES -

% HFEE 6 14.3) 0 0

R EBIRE S 6  (143) 0 0

SEEAN C3 7.1) 0 0

R, BEMRRER 16 24%) . KBk - EEOTRI2 4] (4.8%) . AFHEEREE 3
Bl (7.1%) . FEAHEREE 2 6] (4.8%) . FIRBRHSEEREE 6 ] (14.3%) . infusion
reaction'1 ] (2.4%) &U‘«&k Dﬂﬁﬁ 16 (2.4%) B’RWd LNz, F. W’ﬁl‘ﬁ% (¥7

Voo NSRS | BMEEE (RUEREEELAS) | BIBES. 1 BERA.
EEORERE (&E*ﬁﬂ%ﬂwﬂﬁi SIGALBE, ERBES) | Bk, Bk - BEUHR
fEE. ERERFEAE. ANZ - BEMEZ. DRZ%. SRMEM /MR SRR, A PEE M
B OREFHREITR D b Rh o T, ARBWERARRRIIEEES BRRREER
) R EUEREREERT. |

@¥FSME M ARRER (KEYNOTE-002 FER)

BEESIT. 2 mgkg Q3W B 172/178 il (96.6%) . 10 mg/kg Q3W ¥ 178/179 1 (99.4%).
ROVICC BE 167171 Bl (97.7%) RH b, BWREL ORRBERREETERVESE
EHIT. FNEN 121178 B (68.0%) . 133/179 fil (74.3%) KTt 138/171 i (80.7%)

RO vz, WENLORETHRIARN s%ui;@almfﬁﬁ BFROEBY ThHhoT,



#£5 WThhrOBHTHRERN 5% EOBIER (KEYNOTE-002 3ER) (R MirnSEH)

. BiEk (%)

iiin’%glfﬁﬁ (SOC: System 2 mg/kg Q3WEE 10 mg/kg Q3 Wk ~ICCRE
HARFE (PT: Preferred Term) 178 #1 179 # 171 51

(MedDRA ver.18.0) 4 Grade Grade Grade 5 % Grade Gr3a(1e Grade 5 £ Grade G;'a;ie Grade 5

2RIER 121 (68.0) 20 (11.2) 1 (0.6) 133 (74.3) 25 (14.0) 0 138 (80.7) 45 (263) 0
Mg LY o 3REE LT o o R
=il ' 5 28 1 (06 0 7 (3.9) 0 0 35205 9 (53) 0
A BRI HE 0 0 0 0 (0.0 0 0 14 82 6 (35 0
HFHRERBAE 1 (0.6) 0 0 1 (0.6) 0 0 14 82 6 (35 0
MR E 2 (L1 0 0 1 (06) 1 (06) 0 16 (94 4 (23) 0
PSS | Sl oo SR
RSB IR T 9 () 0 0 13 (7.3) 0 0 0 0 0
1B FE 5 (2.8 0 0 9 (5.0) 0 0 14 (82 0 0
TR 15 (8.4) 0 0 19 (106) 2 (1.1) 0 14 (82 3 (18 0
B 8 @45 0 0 16 89 1 (06) 0 56 (32.7) 4 (23) ©
Mgt B 2 (1) 1 (06 0 10 (56) 1 (0.6) 0 26 (152) 4 (23) 0
— - BHWES L RS ORE e e e T s
Fiabnd 6 (34 1 (06 0 8 45 1 (06 0 10 (58 1 (0.6) 0
S 40 (22.5) 2 (L.1) 0 52 29.1) 1 (06) 0 62 (363) 8 (47) 0
B _ 6 (3.4 0 0 Il (6.1 0 0 8 47 1 (06) 0
M/NRERR A v 0 0 0 1 (0.6) 0 0 13 (76) 5 (29 0
REHs LURERE : e - : .
RARBIE 8 (45) 0 0 17 95 2 Q1) 0 26 (152) 0 0
BERER LU A ARESR o el - AR :
e 13 (73) 1 (06) 0 12 (67 1 (0.6) .- 0 9 (53) 1 (0.6) 0
At 9 (5.1) 2 (L) 0 7 (3.9 0 0 10 (58 1 (06 0
MR REE L SR : ‘ G B
K= = — 2 F— 2 (1.1 0 0 0 0 0 14 82 2 (12 0
SRR 1 (0.6) 0 0 2 (1.1 0 0 11 (64) 0 0
BWE & OB TR E B ‘ o ‘ o S
BiESE 5 (2.8 0 0 1 (0.6) 0 0 35205 1 (06 ©
B 9 (5.1 0 0 9 (5.0) 0 0 2 (12 0 0
EHEE . 3708 0 0 42 (235 0 0 6 (3.5 0 0
3 21 (118) 0 0 18 (10.1) 0 0 8 4.7 0 0
BREB RS 5 (28) 1 (0.6) 0 10 (56) 1 (0.6) 0 0 0 0
SEMAM 10 (5.6) 0 0 9 (5.0 0 0 2 (1.2 0 0

728, 2 mgkg Q3W KW 10 mg/kg Q3W BEIZBWTEFNFh, MEMHMERER 1 4
0.6%) BRUN4AHE (22%) . K% - BEOTH 16 (0.6%) RO6H] (3.4%) . w
BE (¥ NU—ERBES) 246] (1.1%) R0 6], FFESEREE 134 (73%) &
W15 6] (8.4%) . BHRERESE (RMEMEMETAE) 16 (0.6%) ROt 6 (0.6%) .
TRABEEEREE 1 6] (0.6%) R3] (1.7%) . FRIBHEREREE 14 6] (7.9%) KROV15
Bl (8.4%) . infusionreaction2 Bl (1.1%) RU3 61 (1.7%) . EEDRERESE (K&
TERRAE(RRE, AL, |RERE) 14 (0.6%) KU1 A (0.6%) | B 161 (0.6%)
Tt B, EEFMESEOFIRUF (0.6%) . B - BEES 0 B O B (0.6%) |

10



PR E 5B 0 PRV 281 (11%) SRDONE, i, BIBHSE, | LERR,
Wik - SERUTTRIARIE. D Ze. Selebedu MR HEARBERT, YRR L R ORSF Rk
B LAk, ABERFRRAETS EAREERE2ED) 2 ATk
BRERT, | s

- @S EMMERER (KEYNOTE-006 #ER)
AHEERIT, 10 mg/kg Q3W B 264/277 B (95.3%) . 10 mg/kg Q2W ¥ 275/278 £ (98.9%)
R O P B 239/256 ] (93.4%) ICBH b, BREL ORRBEERTETERVWEEE
1% FREN 202277 B (72.9%) . 2217278 B (79.5%) K TX 187/256 Bl (73.0%)
2 b, WTERAOBECTREER 5% EOBERIRTERO LBV THholz,
£ 6 VTRHLORTHEIEN 5% LOBWEA (KEYNOTE-006 BER)  (REMAEITAREN)

— . BiE (%) :
BERIKSIE (SOC: System 10mg/kgQ3 WEE " 10mg/kgQ2WEE IPIEE

Organ Class) ‘ 2778 27841 256451

HAZE (PT: PreferredTerm) Grad Crad Grad
(MedDRAuver.18.0) £ Grade 3ra4e % Grade 5 4Grade % Grade 5

3-4

2RIER 202 (72.9) 28 (10.1) 0 . 221 (79.5) 36 (12.9) 1 (0.4) 187 (73.0) 50 (19.5) 1 (0.4)
R R R TLEE 7 (2.5 0

- FRBSREETE L2 @ae 0 025 00 1 (04

K 5 (1.8) 0
KR 8 (29 5 (1.8)
TH 40 (144) 3 1.1y
ANER ’ 11 (4.0) 0
Bl 31 (11.2) 1 (0.4)
we= 5. .89 0
S AHRESIUBSHEORE it e
4 F10E 31 . 32 (1151 ©4 0 16 (63) "
B ; 53 19 1 (04 0 58 (209 0 0 39 (152)
BRRE, s T D e e i i
ASTHM 6 @2 1 (04 0 14 50 0 0 6 (23) 2
RBBIOSEEEE T e
KRR 18 (65 0 0 17 6H 0 0 20 (78)
BRBRRBIORGEMRESE
g ©32 (116 1 (04 0 26 (949 0 0 13 (5.1) 2

] 6 19 68 1 (04 0 5. 20 1
BEBXORTEBES
Z 5 FEIE ' 39 (141) - 0 0 40 (144 0 0 65 (254) 1
% _ 37 (13.4) 0 41 (147) 0 37 (14.5) 2
SEEAK 31 (11.2) 0 0 25 (9.0) 0 0 4 (1.6

Grade 5 “Grade .

e 0 0 6 @3 1 04 0

Lo
e

cllooc oo oo

100 36 0 0 15 (59 0
4 (14) 4 (14 0 19 (74) 16 (6.3)
47 (169) 7 (25 0 58 (227) 8 (3.1)
20 (72) . 0 0 1 (04 . ©
28 (10.1) 0 0 . 22 86 1 (04)
10 36) 1 (04 0 14 (55 0

oo o oo o

[}
[}
N

RS}

(=}
~
N
N
L
(=4
(=4

o
(=}

723, 10 mgkg Q3W BER TR 10 mg/kg QW BEICRBWTEN T, MBEMEMERE 4 61

(1.4%) RO B (04%) . KIB% - BEO TR 1061 (3.6%) RO 13 #l (4.7%) | ¥
REEE (XT Y - NL—EERHE) 246 (0.7%) KO0 5. FFlaERE 14 41 (5.1%)
R0r23 Bl (83%) . BAAEREE (RMEMEEELS 241 (07%) KT 141 (04%) |
THEABEEREE 16 (04%) RO 6 (04%) . RRARMEERESE 28 ] (10.1%) KRU*33

11



Bl (11.9%) | BIBEE 16 (04%) KO24 (0.7%) . infusion reaction 7 % (2.5%)
KOS5 6 (1.8%) . 1 BBERAE 16 (04%) RO0HB], BEEOKEEE (KREFEIRAE
ERE, ZTHEE, MRIEES) 0 BIR N 1 6 (0.4%) | BER 161 (0.4%) TN 1 6 (0.4%) |
A - BB RAREE 1 5] (0.4%) KRTV0 B, BN - BERRZK 0 BN B (0.4%) . IR
WWAESERIF (1.1%) B 14 (04%) BBD LI, £z, EEFEIE, L
. SapEtE i/ RIS SREERR ., IR R ORFEREIIRD bh b olz, KEWE
AZRBERRIIEESES BRAREERE 2B 220EHEREFRT,

@ERRERFBIAERNER (KEYNOTE-054 35R)
BHEFRIIERBETIX 475/509 B (93.3%) 12, 77 EREE T 453/502 B (90.2%)
WCHBR L7, FRELORRBHEN/EE CTERVWEESTRIT, AABETIT 396/509 5
(77.8%) 12, 77 & RBETIL 332/502 B (66.1%) ICER LI, VTR OBETRER
23 5% EDRWERIITRO LB ThoTz,
KT VTP ORETHEBERS 5% EOBWEA (KEYNOTE-054 3B)  (ZEMAETRER)

BENKXKSE (sOC Hlgk (%) _.
SystemOrganClass) AFIEE Placebo@¥
HEAFE (PT: PreferredTerm) 50941 50245
(MedDRAver.20.1) £Grade Grade 3-4  Grade 5 £ Grade Grade 3-4 ~ Grade 5
2RI1ER 396 (778) 74 (145) 1 (02) 332 (66.1) 17 (3.4 0
AwwE . .. oo T
FR RS RE TLEE 49 96 1 (0.2 0 4 (0.8) 0 0
RO IR AR T E 73 (143) 0 0 13 (2.6 0 0
TH 94 (185) 4 (0.8) 0 . 8 (163) 3 (0.6) 0
B 58 (11.4) 0 0 43 (8.6) 0 0
i 2HEES ICREHEORE : I A R e e
& TIE 48 (9.4 0 0 34 (6.8) 0
Y 143 (281) 4 (0.8 0 135 (269) 2 (0.4
BRARERE . s T
CALTHEM ‘ 26 (5.1 3 (0.6) 0 16 (32 1 (02 0
HERRBIORAAREE . Nt L R
RA SR 51 (10.0) 3 (0.6) 0 47 (9.4) 0 0
RS 26 (5.0) 0 0 15 (3.0 0 0
PR SR ey SR R T T
TR o 37 (13) 0 0 33 (66) 1 (02 0
RRORER. R L OMEREREE o CR ,
I R b 27 (53) 1 (0.2 0 14 (2.8 0 0
B X OB TR E oA VLo i DR ‘
% 5 FERE 85 (16.7) 0 - 0 49  (9.8) 0 0
b3 49 (9.6) 0 0 32 (64) 0 0

L B AFBRC B W TCTREIE MR R 15 5 (2.9%) . KBS - BE O THI 23 4 (4.5%) |
FFHSREREE 46 1 (9.0%) . BHSREREE (RMEMEMEBLE) 26 (04%) . FTEFH
BEREE 11 4] (2.2%) . FRIBEEREREE 105 6 (20.6%) . BISHSREREE 54 (1.0%) .

12



1| BUERRIR 5 1 (1.0%) . S 5B 261 (0.4%) . Fie - BRBHRARE 161 (0.2%) .
Bz 2 Bl (0.4%) . BEIEFFESGE 1 B (02%) . L%k 161 (02%) XTNT infusion
reaction2 Bl (0.4%) MWD LNz, £io, HREE (¥ - NU—JEEHSE) | EE
DEEREE (REREREFER, SHAK. EREES) | MK - Rk, fEEL/)
MR PR . TR M R OFRFERE IR0 DR d o o, ABIERFEIRILZE
EES REREEAERLED) 2o 0EHERERT. :

13



[Ris - HE]

BIGTIRT R BB AERE 2R & UiziEs KRR (KEYNOTE-002 B K
NKEYNOTE-006 3\B8) DOFEHR. 2 mg/kg Q3W. 10 mgkg Q2W K1) 10 mg/kg Q3W
DNTHDORE - ARBIZB W TH AR OFER VZEMICERITFED bhido
7o ,

AF| O BEFAEDB BT ORE, BEHRRAEREIZRIT S 200mg Q3W R EFFD
AUCsomc (BEIRRBICISIT 2 6 BRI ORE-FReR MR TERE) 0P RE [10%4,90%
R] mg-day/mL) ¥ 2.16 [1.45, 3.04] mg-day/mL T V., 2 mg/kg Q3W F5HFD
AUCqewx (1.32 [0.722,2.06] mg-day/mL) & 3B L. 10 mg/kg Q3W & E5-BFD AUCss gui

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

EMRAERE L AR L LIEAROBRBRIGHEITORR., Mt sh =Rk A& 2
mg/kg Q3W &5, 10 mgkg Q2W # 5K 1N 10 mgkg Q3W #5.) DHFH T AUCss 6nk
L AR O ZEM L ORICHRZBEIIRD bhizhoT,

14



4, MERRIZOWT '

BIBEIRARE A B R AEII N T A AREMSF L LTHEARERE (£FIFRE) 1\RY
BRTWAZ End, YSAT L EICERTX 2R THILERDHD, TOET,
E¥WQZ7AE+@(MW)_goé\Kﬂ@@%%f@ﬁ%ﬁ%ﬁ«@%ﬁ@ﬂﬁ
HAWRTHo T, AFORENE 2BELDH - HEL. RFOREIZIVERR
BIEA 2 %B L2BICtind 3 2 L BABRERTD, UTOO~@D TN T a7 ik
KCBWTHERTHRETH D,

@ HEgiz-oOWVT ‘ .
D1 T@@(nﬁvs)ww?nwuméﬁém Y ThHDHIE,
(nH B S B RE AR T B N A DREENL RIS (B IRS A ROEREILRFRT.

ﬂﬁ#h SECEEILAURRR. HUESABERBR Y) (PR30 4 A 1 BRR :
437 HigR)

Q) HEeeEly (ER204 6 A 1 B : 85 fERR

(3) EEIFRMENEET D BNADREER (A RELREEERR. ZP/\/ LROEE
BHIREE, BADREEHEERT R L)

4) ARILFREELR Ebfﬂ%m%ﬁﬁm%121%%&%%&m%2®mﬁgﬁ
IR B BHEIT o TV BMERR (AL 284E 7 A 1 RRRR : 2540 fERR

@)#Eiﬁgﬂ%fmﬁm%wmﬁgﬁ_%5EM%ﬁofwéw ($ﬁ28$7
B 1 BEFAL - 1290 MaE%) ‘

D2 EHEAEOLFRER CBIERRERFOR ST 258 L BR 2 FF-OEM
- (FROVTRICEET D EA) 25, WUHPENORFICET A RROBEE L LT
BEINhTWNEZ L, ' ‘

x

o  [ERNRIFEE %2E@E%HV%VTLt” 5 L LB ATEROBRVHE %
fFoTWBZE, 5b, 2&EMU LT, DAKYEEL XL LEBREBEFZOWES:
ToTWNWBZ -k,

. EERITEUEE 2 FOMMIHERET Likic sﬁutwﬁgﬁﬁﬁg SO
REBER LTINS T &,

® ﬁwwEﬁﬂﬁﬁ%ﬁowﬂkowf

EXLEHREHICEE T 2EEENEER S L. RS A0 b OERED ., Al - %
SR EIEROGER NEMS T 2 ERRME,. AFERPRELZHEAORE
R ENHLNITONABEHINESTWND I L,

15




® BWER~DORIGIZONT

®-1 BWERRBEROMSESICET 284 |
MEMNMRESEOERZBIEANRE LIS, 24 BEZREHO T, YkERX
BRSO C, B LZBERICR U TABRSER O CT £ 0BIfEA OB L

ERREOHERPY BRICBE LI, EBICKISFRERERNPES>TWE I L,

@2 ERREEEICL I AEESAGICHET 3E M .
RABIRICHED 2 EPINRMBR L ET 2 EREEEREER =V v
REDRERDRY Y —= v FEITOERE L R 1 T 5F— MEREKH 2%
BShTWaZ L, 2B, BEEEEHICOVNT, RABRELZOFRKCHHCEMENT
WwWazZ &,

®-3 BlIEROZEPLRRICELT

BIVER (REMMERERCINZ, KB - BEEO TR, PRS- BLmEgs, B
WEEREE (RUEREMEAS) | NAOWESE (FRAKERES, PRIpgEES, 8
BHREREE) | 1 BERR. S8 5Bk, B - ERERRE, Bk, BEEORERE
(R EFETEIRAE GERE. STAIBE, JERBAES) | infusionreaction, M7 « BEMEEIZ, BIE
FHETRE, WIREEE (X5 - NLU—EERS) | LHK. EERNKEE (GiEtkn
IINRIB D VESREE , S IER , AREEREE . EEERIERAES) | MR AAEER, %)
R LT, MR AR E R O BEME T 5 B L EE L EIER 0B
ST L CHRERUXELZITONARECH B2 L) | EHICEIRAEBENTE S
HHEINESTNEZ &,
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5. #ENRLRDZBE
[Ahi%iz B+ 5 FHE] , .
O FTROBEICBOTAHOADHERRIh TS,
o EREEEEOAZRVEMEBRIERED H A RGBT BN BRAERE
o  EAGREORTF—VM BV EMRABBREICRIT DINREBRE
723, BRAF BETERYETZHEEICBVTIZ, BRAF FAEAIC L 21BRbER
TBHZ &, '

@ TFTRICHEST AAAOHBE R OMERTEC O TL, RKEOEESEIL SN TE
53, AROBERBR L2 B,
o MOTUEHEER LR L TRESNDBE

[Zait BT 52 5H]

® Tﬁ_&%iéﬁﬁuomfi$ﬁ@&5mkaénfw5 Ehn, BEEIT
bk, ,
o ERORRSTR VBBREDCREREO D S BE

@ {é‘%ﬁuﬂhﬂﬁ BWTTRICEYT 5 BEIC O VT, AFloREIFHRS 2V

B, MOWEFORIRE S R VEEIC WRY, BEZAREZFERATHLEERETE D,

. BEEMEROASHIIHEEDH D BE

« HEBKRECHEEZ LR bé%%&U%@i@ﬁ%ﬁ%W*@m%T%
DRI RIER L H b D B

* BRABRBOEH. Xi@ﬁ%&fb<iﬁ%ﬁ@ﬁaﬁr BOBERD
b5 BE - ‘

o [BEBHEE GEhBMRBHEELET) O0bHIEE

o REOBRUEXIBEEEETOIRE

» - ECOG Performance Status 3-4 &2 D&

() ECOG ? Performance Status (PS)

Score V EHE

0 | &<HBEREETES, BRAMLALARERIHRZRTAS,

| RERICE LWEBIIHIB SB35, SITEET, BERSE > TOMEEIITI 2L TE S,
Bl BORE, BHEE ‘

2 | BOTARCANOEOEY O X TSTHREESMERZITERY, BT 50%LEEANy FATETT,

3 BONEEZOFOEDDZ L LHTERY, BHROS0%UEERy FRPHFTBIY,

2TV, BYOFOEY 0= Lixel TR, BEXy FORFCRIT,

17




6. BEICRLTHEETREHR

N

@

®

T EZITM L, BERFEEE DR T 2 BRE I ES & AR O R O IERE

ROTDIHERERE+DICEB L COhLERTE L,

TBRBLRICEN B E%Xi%wiﬁkﬁﬂikoﬁﬁﬁ%+\m%b EESR:

ThrbEE5ETEZ &,

ERBEHWERDO<R I AL MZOWT

o FEMEMEBERLOLOLNZZLNHDDT, AROEEIZH > Tk, FIHE
ﬁ(%@n PR REE, M%) OMERUHN X MREOERS, BIs+

AT &, Ele, BEIDECTHE CT, MF~—7—S0RELZERHY
5z &,

* infusionreaction 23% b D Z & MR B, infusionreaction NFED HNTZHBAIT
i, BEIRLEEITD L &b, ERAEET 5 £ TREOREE 010815
THZ L,

o ERBEERERH LB Z LR B B0 T, ARIOESBMEIR RS
_mim%m FUORIRHEREIRES (TSH. EME T3, 1EHE T4 FORIE) &EHKT 3
ZE,

o FFHREEENHDLNDZ LR H B DT, AR O SBLHITR OCREHR I

- EHRICFHEERE (AST, ALT, y-GTP, Al-P, ¥ U A EVEDOHIE) &£
T5Z &,

o SEIIERKR WMEBRRCIEEREREZEST) SOEERBEENHODNS

:kﬁ%é@f EHHCROREOFTELHRTHZ L, /2. ROREN
RO LNTFAIIT, EPLPICERBELZR T 5L BERIRET S 2 L,

. Kﬁ@&% ib WEORERIGIZER T3 EE 2 b D% I RBORRE
BHoONDIERHD, BEVRRD bNTZHEITIT, %ﬁbtﬁﬁufbt
BHMR 2% & RBR 2 FoER &EE L CETRENRZE TV, BEDRE
RIS X 2BIERBEDIL B BAITIE. AFOKRE EHIE, ROBIBKRE S
NERIOBREELZEZERTDZ & 7B, BIBRRERNVE L OBREIZLYENE
RAOBERTED N2 WVBEAIZIE, BIBRERNVE L UNOGEMFIF OEM
bERTDHZ L,

o BERTH.EEMIOEy ARBLTLLEIERARRRTIZLBH B0,
FEOBREGERTRICHLEWERAORBRIITRDITERET DI Z &,

. 1@%%%(%%1@%%%%@&)ﬁb%bh\%ﬁﬁﬁ&LTVP—vx

RERZENRHHOT, OE. B u@&%@fﬁ@%ﬁ%mﬂﬁfﬁ@tﬁ e ol
NEBTHZ L, m%ﬁrmﬁbnt TidHEEFIEL, AR Y) B
AOBREEDEN2LBEITI Z L.

RIGEIRT R EMRAERE CHERAT IR, AROBERRIZENT, #5

BIfE D 3 W AL, ZNLIBIE, BEME»D | EMX 6 BRI & IZHMEDRE

CEEIToTWEZ LEBBIL, ARREHITEHMICHROMREITD Z &,

TS OBEEGEBRE~ OIS MBIRE & L CTHEAT BB, AH ORER
RPN T, REMBLOEBERE T 12 BRI L ICHEMEDOFMMmEZIT> T
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72 L EBEIC, AFOBREFIIEMNICSROBREITI Z &, B, TR
BIEL LTEATARAICIE. ARoREHR 2 VAETETE L.
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BREFEHAEETA R4

| RATaY X7 (REFHRL)

GRFEA : 4 M —F EEHBE 20 mg, ¥4 P —F SEBEE 100 mg)
~EHBER T F ) VNE~

¥&29$11B(%ﬁﬁ$6ﬁﬁﬂ)
| | Eé%@% |



B

AN e

X U®IC

AEI DR, VEFHERE
B R A

FEERIZ DT

BEXIB LD BE

BB L TEETREEE

P2

P3
P4
P6
P8



1. Udic .

ERGBORNE - REMOREBR O OITHE, IILEBZESWBEERERIRD
bh3, &6, EORZEMOESRICL Y, MKERS R EOEHN2ETRIERE
FEEGHBARBINAPT, INOOERMZEICHNERBEICRMELT 5 Z L EED
BREEL 2o TR BREMBCEE L WEDEAT #2016 (FRL 28 6 A 2 AKMBERE)
RWTH, EFNEELREOFROREEEZRSZ L L ENTVA,

PR ERRT, BRERARPREME T 7 7 A VARFEOERB LT LN
RBZERDHD, ZDiH, AYHERVREMICET AERA+OERT 5 £ TOM.
UBRERROREZRZT D I LRI ENIBFITH L THERTS L L bic, BIE
FANRRBER LB BERR RS & 22 L WA —E OB & - T E R
THZLNREETHS, '

L7zhoT, RIA RFA4 Tk, BRBEESLCINE TIRELONL TWAERERY -
BEHRMICESE, UTOEERLROFRE FEREHET 2B RN O NERER, EX
FROEBEFEZFRT, ‘

BB RTA RT4 0%, MIATEIEAERRDERESRRAEE, ASHEEARR
FRRIEERS, —RAEEA B ABERARES R O—EEEREA B ARMRZEES OB 0
b LR LT,

KB EIRBERR XA M —F RREE 20mg, ¥4 M—F Sif##E 100mg (—
Bk AT BY XeT GRETFREL)) - |

MR ERAPEIDE - BRIUIBBEO TR AT X ) VE

RABpEBRIAERVCRE : B, RAIIZ, RAaTr) X7 (BFHE#BL) L LT, 1
B 200 mg % 3 BT 30 43R TERBMHET 5,

2 3& R e ¥ & MSD %R&tt




2. AF| O, ERBF

FA M—F SFEHE 20 mg RUN100 mg (—if4 : a7 v ) Xv7 (BT
2). BLF TAAE &v5,) X, PD-1 (programmed cell death-1) & ZDV H Y FTHB
PD-L1 RO PD-L2 & OB EHEMET S, b MblgGs £/ 7 a—FAlETH D,
PD-1 BB 1T T RIMGS EEBSMAE bs B W B 72 012 28 A MBI SR AT % T fasiehlie
AA v F T, PD-1 i, REZREBICEVCERE T MBOMBRECETL, Bk
RS2 EDALELER 2B RIG 2 HET 5, T742bb, PD-1 XYV FEfE
BT5 LI LVRARSAKIC LBV A EERACHIET 2ZFETH S, PD-LI
OEEMEBCBITARBATDTNTHHM, ZLONAMBTIE T MiROBE 22X
21 CBRICRER LTV 5, BAMIBICEIT S PD-L1 ORFEZIL, BiMIRE. RiRE.
FFdmpas . SPEE . JE/NBAEEZ: ¥ D4 RBATTFERREEFTH Y, EWVEFE
& DOBEMERAREEN TN S, _ 1
CEEONADEERIETH% L PD-L1 RHROMEMEN G, PD-1 & PD-L1 ORKIIIEE
DEERIC BV TEERES RS Z LAFRRENRTRY ., Fiz B ABROEN &
LTHFINTVS
KmiIml&mnA&Umna@ﬁ)ﬁ/%@FA%miTé LlTLy ., EE
M NBEROEESROMBREEE T Vo 5emE b S¥, RUBRRE 2 BEiL
T5Z L THERDRERET S,

AR OVEFMERFIC S BE ORERISIC X 2BHERER S bbh, BEEXIRLI
=5 A4 &waa FAOREHROCREERICE, BEOBERE I, RESRE
B BB AL, FH L BRI U ER 72 Anik & IRBR A RO EA & S L il
@&%%%M%ﬁw\ﬁﬁwﬁﬁﬁm L BAEMERRRDN D BEICIE, BIBRERV
ELRIOREEDOEZABEIT I LERD B, -



3. EREREUE : :
ﬁ%xmﬁﬁﬁwﬁﬂ%$9%yuyﬂﬁ@%ﬁﬁnﬂﬁ%ﬁoti&ﬁ%ﬁﬁo
B E T,

[ B3]

ERFLEE DFERER (KEYNOTE-087 %)

BRIEHAEOWHEAR X ) Vo ERE 10461, BAAN 10612 ETe) OLUT
D 3OO AF— M EFBIT, KA 200 mg 3 BREIFBR & OFRIER LELEBPRETS
i,

- BFRENBMBEBHEEITRIC, TLrYyRi~d REF UL BBEEZT-A
# (ar—1k1)
- BERE m?ﬁﬁﬁﬁ#ﬁﬁfbb MOTLYFiwT RFFUT Iéﬁﬁ%
ZiF7eBE (=Fk—12)
- R EMBMRBHEBITRIZ, 7Ly YFi~T REF UL BEK (—RIBEX
EHBLEREO—RLELTOT LYV T RNF U XBBBRIZISER
W) BZIFTVWRVWEE (ak—b3) :

7P, EETME CRBETHARD bhizBA, RRETZRTERNED bR
FOBRKRIICEE L TV 5 BE T, REUFEOEGIE CREBETEIRDLNIET
AENOEE BT D LBFREE Sz, TEFMER THBEEHER (T IWG
criteria (2007) IZEE-S < FIEEBIZ L A5EEFES (CR) XixEHER (PR) OFIE) 1%
R1DLBYVTholz, 2B, FRICREINZEEZDHERIL. WThoak—1
20%CH o7, :
£1 EHMERMR (KEYNOTE-087 &)

aR— b TR — 2 aR— b3

(69%1) (814) (60%1)

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

%% #3285 (PR) 35 (50.7) 35 (43.2) 27 (45.0)
%) ZE (SD) 13 (18.8) 9 (11.1) 13 (21.7)
#1T (PD) 3 (43) 17 (21.0) 7 (11.7)

FEAl B 3 (4.3) 2 (2.5) 0

#Z4h#% (CR+PR) (%) 725 65.4 66.7
(O5%IEERRD) (60.4, 82.5) (54.0,75.7) (53.3,78.3)




[Z2tt]

EpRE

LR & 4B (KEYNOTE-087 3RBR)

HEESITRBRESE T 202210 5 (96.2%) 1238 biv, BIERIX 144/210 ] (68.6%)
\;waﬂtc%ﬁ#ﬁd%ﬂt@ﬂ@%iﬁzoakbfaoto

%2 ZEBHN 5% EOBIER (KEYNOTE-087 RER) (R&MMITxiRER)
BERKSHE (SOC: System Organ Class) W%@(é/g:
HAEE (PT: Preferred Term) 21041
(MedDRA/J ver.19.0) = Grde Grades 3LE
2BIER 144 (68.6) 23 (11 0)
OB EOY SREE e RS R R
) ﬂﬂlﬂﬁkﬁf%‘ a1 S.
NSRS e et e Rt 7%
- EFW%!%E&&T;“ N 26 (12.4) (0:5,)'
Tﬁﬂ 15 (7.1 (1.0)
. OB ' 12 (5.7 (0.0)
R S HBERIUREMAEORE | N
R 19 (9.0) 1 )
a8 22 (10.5) 1 (0.5)
EREE Sl s
S . B 6D 0.0
RS MBI K OMRMRERE o o
wogk | 26D <M>m
- REBIORTEMEE . o oo
b2 16 (7.6) 0 (0 0)
BB, BEERESIL 6 B 2.9%). KIBL - EEOTHIL 3 F (1.4%) ., HRES
(X5« SNL—REERS) 1216 (0.5%). FF8REREEIT 8 B (3.8%). FIRAREAERE

=213 29 £ (13.8%) | £25 - MRS BARAE 1 2 41 (1.0%) | Infusion reaction 1% 17 1 (8.1%) .
«Saé: 51T 2 4 (1.0%) &U‘Ubﬁﬁﬂ X146 (0.5%) TRHbLNT, £, EFF@&)%

(&F*ﬁﬂ%ﬁﬁﬁ{%ﬁ E517
’_ﬂﬁ%ﬁf A, BMEEE

HLBE, BREES) .

TEARERES., BIBKERE.

, (RAVEMEILRAS) . ik, BREGHDIE, R - %ﬁ%\ﬁ'
BEME I/ MR HESRBER . AR I B ORI IR0 b o T,



4, HEERIZDOUWT : .
AREMHE LTHEABERE (&R SBELRTWAI b, Y%AELE
PCERTE MR THIMNERD D, £D LT, AFIORENEY 2 BE LW - 4

EL, RADOBREICL W EBRBEERAZREA L 2BICST 5 Z EBhERD, LT

DO~@DTRTEMETHRIZBWTERTIRETH S, ‘

@ HERIZHOWT

D1 FTiEo (1) ~ . (5) OVWThNCHEYT IR THE L,

() EEFBREFEES 25 ARFREELREES EEFRS A BFEHEILRRE,

HISHS A RS RRESEIL R, MRS AR 2 &) (CERL304F 4 A 1 BRFR - 437

75@ )

) HEHEERE (ER 2946 A 1 ARSA : 85 Higd)

(3) BERRMENEET DBV ASEREERRE (BAD ﬁﬁ#ﬁﬁr& A ROEYE
WARBE, DS A REEEHEE R L)

4) AFIHREEZREL, ﬂ%m%ﬁ&Mﬁ1X1ﬂ%k+ﬁ&m%zwm&§$
WARDEHZITo TV AHEER (ERK 284 7 B 1 AR : 2540 HEsk

() MEMEFELS EENEORREEIR D BHEZT > TV AHER (TR 28 4 7

B 1 BRRA 1290 HEER) ‘

®2 Eﬁ%$9%yuyﬁﬁ@k#ﬁ%&@ﬂﬁm%ﬁﬁbﬁf (253 72 S0l & 78
BEHOEM (FROVFNDICHST SEM) 55, LB mr OAAICET 5180
REFLLTRBEshTWS Z &,

s

o  ERRFREE 2 FONMPHERET L-RIC 5 EU LR ABEROERIHE %
CfToTWBRZE, 5b, 2FEULRE., PAERYRELZE L LEBREEZOWES
ToTWVWBZ L,

o EMRFTRER 2 FOMEFHELET L% 4 $ML®EunEE7§x5ﬁ7i’ﬁ LTW3
Z&, 9B, 3FEUER, J_Iﬁlaﬁﬁ PMEREIE O 23 A SRR % 6 Lol PR MR 2 D BFHE
ZiToTWBZ &,

@ BRADCERMKBFREHOEFHICONT
ERLEREBICEET2EEENEE SN, BESCENSOBFREBD., A&
2HERZHFROFHER CERMEICH T 215, AEFRRRE LEEEOHRE

¥, EREOPITONIHFHNRE-TWNWBZ &,




® BUER~ORISIZONT
@-1 HERRIAHIITEET 5 B

REMMRBZEOEERBIERANRAE LzBIC, 24 FEEZREROT, BEMERX
EESEERIC BV T BB LBWERICE U T ABRERR O CT SORIER BB
ERREOKRENY BFICELN, EbICSTE2EHAE-THD L,

@-2 ERREFHICLIAFEFRNISCETIES

RABFCED PN 2 ABE KR AT 2 EREFELBIEAE=2) 7
EEDEERORY ) —=r FETVERE L ERE XA TE 5T — LEREHIVE
BENTVWDZ E, 2B, BHEEHIZSVT, BABRE LZORKRCHICAmMENT
wazk, | |

®@-3 BIfER OBz LT

SIER (RBEMMERICNL, K% - EEOTH, FFREREE - EEmEx. B
MaeeE (REEHENEBALS). NHOWEE (FEAKEES. PREBEERS. B
BRHSAEREE) | | BUMERRIR, S & O MRk, Wik - BUSRMRE , B, EEORBEE (B
ERLIERIE R, S, BREES) . infusion reaction. M7 - B, EEGEN
. WEIEE (X5 - SRS, L%, EEROKEE (Rt M
HUESEEER . AR, RS, BERNIES) . DRAREGR. Bix%) ot
LT, MR SUDE B E RS OB MM 2 a3 5 B & EE L BIVER O ZEToRE
CE L THRERUOEES ST ONBEFCH B L) | BHICHERLERTE 54
NESTWNWBHIZ L, ‘



5. #ERRL2BBE

(A4 52 %1E] ,

O BFREOLBMEBEICERE X IITMEOBRIIEREOHHRAF I ) &
REREIZBWTAROFENEIN RIS TV,

@ TRICEZYTHIBEICHTIERFAOERERCER SRSV T, REIOFZMER
X INTELT, AFOBRESRLERLR,
o (LFRIERIBROBE,
o OIEMEES & O,

(Z&tici+ 5 5E])

O TRIEELTIBREFCOVTIFAORENBERE SN TV LD, BERT
bWz E, | ‘
o FADRSICR LiBBREDBEERED H 5 BE

@ WHEEOFEIZI T FRICES T 2 BEIZ SV TE, AROBSIIHER SR

B, OERBRIRES R WESICRY , HECAREZERTHIZLEBETE D,

o HEMMEBOGHIIREOH 5 BE |

o MEEGRRE CRER 2R 5 BE R OTEBIE O HUR BRI 0 Y M A 2%
E O RIENERTLR H O 5 BE

s HOAREEBROA(. XITBMRZE L IXEREED B CAaERBDOEERD
HHEBE ’

o JRBRBHEE (SLSMEBHEEZET) ObbRE

s WEORERXIIBEAEEZETHHEE

e ECOG Performance Status 3-4 VD BE

1) ECOG ™ Performance Status (PS)

Score | B&E

0 | &< EBTES, RRALFALIEEBESHRRIAITLS,

| AERICE L EBIIRIRS A, BT, BIFRTES COIFRRITT) C LR CE B,
Bl BRE, BE{EE

BON-ESOHFOEY DO L L TERY, BFD50%UEEZy RIMEFFTBIT,

Slwlo

2BTRY, BOOEOEY DI LiIel TERY, BRIy FFFTRIT,

BAARECE S OEOED O AT~ CAREEAMEERTE v, RO 50%I LR~y FACEET.




6. BEIZBLTHEIREFR
@ WAXESITMA., BERFEE PRS2 BRI ESE AR ORIER B ER
mwt DICMBERIERE+DREEL T LERTSZ L,

)

BEBRBICEY D, BEXIIZOFRRCAMERVVEREZHAHAL, AELEE

THLRETHIL,
® ERBUERO<FVAL MZoWT

RIEHRERH b3 Z e RHBDT, AFOEEITHT-> Tk, MIHE
ﬁ(%@n WROL PR, ) ORREUVIE X MREOCERSE, SR+
MIATD T &, Kl LEICHLTHIE CT. g~ —H —SOREL EHET
BT L,
infusion reaction 238 5 ﬂ’)ﬂ’bé LB B, 1nfu51on reaction 2358 5L BAIT
. WERAEERITY L Lo, ERBEET 3 ETEEORES +5ICEE
THZE,
RIS ER b & b5 & 33 5 DT, A OB 5 HAETR U5 B
SPILEAIC FOARBRISABIATT (TSH. iERE T3, iEME T4 FOWE) 2RMET D
:&
JTREEE R N D Z k#%é@f AF| D5 BRMARI R O 5B I
i%m_ﬁ%&@ﬁ(mn.mmyGn>Aw BJWE/%@ME)%%m
THZE, )
5aoﬁ*(u%%&@t%%&%%%ﬁ@)%@i%&w&im&gbné’
_k#%6®T EHCIROREORELHRT DI, 72, ROEFEN
want%A iE, B CEREELSZTALOBELIRETH L,
$ﬂ®&5 L0 BEORERRI t@?é&%z%ﬂé%ﬁ&ﬁ%@ﬁ%
RbHbbhdZeihb, BESBEDONHEITIE, BRLEBFRIG L
%W%&ﬂ%&ﬁ%%ﬁo[%k@%bfﬁ@&%%‘%%ﬁw B D5RE
FISic X 2BIWEABERDLN 3 HBAITIE. AR OKREIFIE, RUBITRER
NEVEIOBRES R ERT AL, 2B, BIBRERLELOREICLYBIHE
AORENED bHLARVEAITIE, BIBRERNVE VUSNOGEMHIFR OB
LbERTDHZ L,
BEKTHR, BoAMNOE I ARB L THLEERARRE T 2B H DD,

 AFIOBERTRICHEWEAORRICHDICERT D 2 &,

1 BUERE (BIE 1| BUBIRR 2 &) Abbbh, ERARES F TV F—v 2R
CEHZERHZOT, OB, B, WHEOEROFERCMFEBED LA+
SEBTBZ L, 1 BERRFSELONEHEIITREELPIEL, AR R
- BOBREFEDOBEINRMLBEEITI Z L

@ Kﬁ@%%m% RN, E%%ﬁmelzﬁ t_ﬁw&®JM%ﬁormt_
L EBEIC, AFRERIIEHNICERRE CHROBREITI &,



XBEERHEET A 714V
RATnY X=7 (BiEFHEEZ)
GRFA : %4 P —F REBE 20 mg, %4 h— SRE#E 100 mg)
~ R - R~

T2 941 28 (&Fn5neE 6 A %ET)
| JBL A S B




Bk

XTIz

ARE| ORI, 1EREF

FR PR AAR

HEERIZ DV T

BB DBE
BRECER L TERETREEH

IS i

P2
P3
P4
P7
P9
P10



1. XLz ,
ERGOBINE - BEMOREDT-DIZIT, RN TEZIZESWIEIERFERIRD
BB, BT, ITFEORFEROEHIZL Y, FUEEEKR 2 & ORI HTHEER
FEREPABENIP T, TN DERMEZRICLERBEITRET S Z L IRED
REL 2o THY BEHEMBOEE L WEDEATTE 2016 (AL 28 4F 6 A 2 AMRBRE)
ZRWTH, BEFNERREOFERORBEHEZRIZZ L 3TV 5,

FRIEAKFERML, ERERARZEME T r 7 7 A AVPBEFEOERR LA LNICE
RBZENDHD, ZOD, AIERVCEZEEICETERNS+SEET 5 £ TOM.
UHEKMOBREZBZ T Z ARSI N2 BHITH L TERAT S L &I, BIE
FARRALZBRICHERNISE & D2 & NARR—EDEM % -+ E R <
TREILREETHB, -

LMo T, BUA RTA4 Tk, AREBERLINETIZBELN TV I EZEEKER -
BEHRMIICESE, UTOERRROFERERZHET 28RN0 MNEREH, B2
FEROEESFERYTT,

BB, RITA RIA 0%, MAITBIEAERGERIEHRBAEE, ASEMEARR
BRERES, —BAREAN B ARBERANR ES R O—BHEAEAN B ABRBRZSOH
J10H LR LTz, v. _

B E IR DERM : XA P —F RBEHE 20mg, FA M—F ATREHE 100mg (—
| ' Wk RaTu ) X7 GEREFHRELZ))
B RDIPEXIHE : BAALFRIES IHE U2 RGO RE 2 R LR
HBLRARERVAR BE. AR, RA7ul) X~ (BETFE#HEZ) LT, 1
B 200 mg % 3 & EIEIFRE T 30 4R TREESHET 5,
B IR 7 ¥ F  MSD A&




2. AEIOEH, 1ERBF

FA M—F EHEHE 20 mg RUN100 mg (—if4% : AT v ) XvT (BizTFH#E
Z). BAF TA#L &\5,) 1. PD-1 (programmed cell death-1) &£ DY T FCHB
PD-L1 RO PD-L2 & DA ZEEMET S, & MbIgGs £/ 7 v —FTVHBFTH D,

PD-1 (RE&IT T MRS EE M s B YN B 72 DI S AR SR A 2 A2 e il
ZA v F T, PD-1 1%, BEREBIZEBOTESR THROMRBEREICREL. AER
BRI R S D RUNEULER R ERSE H#E 5, T72bb, PD-1 XY A FERk
BTHZ LI VARZRRERIC L VA BEERZRICHIET 2RAKTH D, PD-LI
DOEEHBICE T 2RBITOLTHTH DY, B OBAMIBTIT T MROBEEZMA

BIECBRICERL TV, BAMIIZIT 5 PD-L1 OFFTUL, BRI, FERE,
 FFABBNE. TR, S/ NRRATRE TR & DR % 7’£7b=/u’Cﬁ"T"£T BRFTHY ., EBNEFE
L OBEERHE SN TVD,

BEHONRADIERKTH L PD-L1 RO S, PD-1 & PD-L1 DR R
DREERECB W CEERBEZIE S Z LASTFREN TR FERBARROERN &
LTHFENRTWS

AFi%, PD-1 k PD-L1 EO'PD-L2 Ol ) HY FORBEZHEETZZLICLY, EER
M/J\fmi*‘ﬂlﬂwﬂi%ﬁﬁﬁ’lﬂﬂﬂﬂ%*ﬁ T UL BREEE LS, FEERE 2 BEEL
T35 L THERDREEET D,

AENOVEFIBFFICES BEORERGIC L 2RIERSEN H bbh, ERIIFLTIC
EATEMRD D, FROBSFROELSRITIT, BEOBEL /T, RERRE
» HNEAITIE, B L - BELITI U FMR 2 i & RBR A O EM & EHE L Ol
IR ERIBET E1T V. BEORBRIGIC X 2EHER AR ON 2 HEIT, Bl | R E A
EUHRIOBREEDOBEZNBZITIBLERD D,



3. BRPREGE
D AACERIER ITHEE L 2 RIGUIRAE 2 R BB OARRICFM 21T o £ 72
FERBRBR DR Z T

(F2hiE]

ERRILF B AR (KEYNOTE-045 3ER)

77 F R R S bREER 28T 5 REATEITHEXIIGEBEORE FERERERE
542 1 (HAN 52 flzEte) ZXRRIT, AH 200 mg 3 BEBREGOFMER RS
MR EFIREE (N7 ) Z ¥ FEF X8V vinflunine) 2 23R & L TRE S
Nz, 28, ERFHE CRBETHRD bhHAIC, REBETEZRTERERD LN
RVEDOBRRINCEZE L TV 5 BE Tk, RBELEOERFTE TREAETARD LN S
ECARBNOBE MRS 5 2 L BFRE L Sz, EEFHMEE BIXLEFHRH (0S) B
ﬂﬁﬁif%%(w&kéh,$ﬂiﬁ;ﬁ&&mﬁbf(m%ﬁiuﬁﬁbt(i
1EUET

ﬂ.i7?f§ﬂ%€hm$ﬁ&(—%%ﬁ)&Kﬁ%ﬁﬁ%ﬁbtﬁ%\&w7§?fﬂﬂ%ﬁa

RS XD IET - ITREBM LRI 12 0 ALINICER L BE SRS AL DT, '

*2 : ARFRTIX vinflunine IIREFETHBEH, 7V FFEAXIE FEZFELONTANEZRIRL

7o



#1 KEYNOTE-O45‘ RER DA MERAR

ZAH| 200 mg {LFRE
Q3W
(270 1) (272 %)
osf hfE [A] 103 7.4
(95%{SHE X ) (8.0, 11.8) (6.1, 8.3)
NP — Rkt 0.73 -
(95%fEHEIX ) (0.59,0.91) -
: ’ P &} 0.002 ‘.
PFST kg [A] 2.1 3.3
(95% 1S 4 X ) (2.0,2.2) (2.3,3.5)
NP — N 0.98 \
(95%(EREX ) (0.81, 1.19) -
p s 0.416
T RN OT —F 1 20164F9 A TRy AT
1 BRI Cox Wl NYF— FETF M X B{LEPHiE & DR
$:BRIu YT VI RE
I: RECIST A KT A > 1.1 TS < ML RHE
Q3W : 3 ERIFRERE '
100 7
%—
an—n
707
® 60°
b 50 -
# 407 | ‘
307 MM«-—.«
20 ] e gm0y OIW
00 2 4 6 8 10 12 14 16 18 20 22 24
at riskey it
XM200mg Q3W 270226 194169147 131 87 54 27 13 4 0 ©
LM 272232171138109 89 55 27 14 3 0 0 O

1 OS @ Kaplan-Meier #i# (KEYNOTE-045 3X8%)



[Z 4]
EEREFFEMHERE (KEYNOTE-045 5U8%)
B EFLITARAIRE 248/266 B (93.2%) K UMLEFRIERE 250/255 1 (98.0%) 12780
I, BUERIEZNEh 162/266 B (60.9%) K UMLRERIERE 230/255 61 (90.2%) 1258
bivic, AHIBETRIARDR S%ULORERITED LEBY ThoTe,

>
o

22 REAREN5%IULOBIER (KEYNOTE-045 RER) (ZLMMirsSam)

FEBIRSEE (SOC: System Organ Class) witﬁlj(ﬁ/?;)

EAFE (PT: Preferred Term) 2668
(MedDRA ver.19.0) 4 Grade Grades 324k
2EBIER 162 (60.9) 40 (15.0)

- RLWEE SIS LT e e i e e D e e
'*'Wm%ﬁ?f : o 15 6o 0 00
TR 24 9.0 3 a.n
B 29 (10.9) 1 (0.4)

R REEEBICREWAORE [ o e e
" 15 5.6 | 1 0.4
ey 37 13.9) 3 a.n
FB 17 6.4) 0 (0.0)

Bt rUREE 0 T e e

BEBIE o 23 (8.6) 0 0.0)
BERB IR THEES R PO
% 5 EEAE 52 19.5) 0 0.0)
Sais 22 8.3) 1 0.4

B, ARBET, BIER L UCHRESEMERIZ 10 4] 3.8%) . KEK - EEOTH
X760 (2.6%) . HREE (7 - NU—ERES) 1216 (04%) . FFHEREST
1461 (53%) . FRIBEEREREEIX 23 61 (8.6%) . BIEHEAEREEIX 1 6] (0.4%) . Bl
BEEE (REERIEMEBRASE) X146 (0.4%) KU Infusion reaction 1% 1 ] (0.4%) I
Wbz, £, BEEORBEREE (REHEIVERE. £WOH, EXEES) . T
ERHAEREE, | BRI, Bk, Bk - SOURARE ., BEREMEIE. LK. Rk -
BEIRZ. 5 & DR, St /R M SR BN | %mr&@m&vﬁ%sfﬁz% Yo X ¥ g
otz



4, HERITOWT

| ABEML LCHEARERE (2FFE) SBRELNTVR I LMD, YERELE
MICEMTE AR THILERD S, %@LT\Kﬁmﬁﬁmﬁ@&%%%V% s
EL. AAOBEIC LV EERBERZ R LIRS T 5 2 & BAMNERTD, BT
PO~B@DFTRT &M THRICRBNTHEATEETH S,

(D HEERIZ DOV T

D1 F2ED (1) ~ 5) OVWTINICERETIBRTHD Z &,

a)%é%@kﬁ#&ﬁ#é#h SROEEEILARIES BB R S A SREEEIL AR,
HIEAS A S OSSP RE . A AR 2 &) (ERR304 4 A 1 REFR 1 437
MEE%) ; '

() #EMEERlE (ER 29426 A 1 BIRFR : 85 HEER)

() EEFRMEIEET B BADREEREE (3 ABEREERERDE, RAZ ﬁﬁ#
Bk, S ARBIRESHEEREER &)

m)%%m%ﬁﬁi%&ﬁb.ﬂ%m%ﬁ&m51Xi%%m%ﬁﬁm%2@mﬁgﬁ
WARB B EITo TWAHERR (R 2847 A 1 BFRER : 2540 fERR)

(5) MEMEERLSEEMEOMBRERICRIBHEIT> TR (PR 28 4 7
A 1 BB : 1290 HEE%)

®4.E%L&ﬁwm%ﬁﬁﬁwﬁwm%ﬁﬁwﬂm’+“&ﬂ%&ﬁﬁ%ﬁogﬁ
: (FROWTNPICHEE T HEM) 25, YRR OAHA BT AEROBEE L L
TEREBEINTWSHZ &,
&

. E%ﬁ%ﬂ4%2$@@%ﬁw%%TLL” 5 LU E DR AIRROBRKRIHE %
FFoTWB o b, 5h, 2EMEIX. BPAERYEEY XL LBREBZOMES
IToTWBZ L,

.« EMGRTIER 2 EOMBTHELZET Lk 4Eut@MR%ﬂ%®%%H%
BIF-TEY., 95, 2EU I, RELEEONAERYMERESSTRABERDE
RHEZRIToTWVWBZ L

@ BRACERMLBFREBROKHIZONT
EXSSHSEICRETIEEENRE S h, MEACENLOFRED, AR - &L

SMEFLHIEROEE L OEMS T 2 BHRIEMS, AEERBRELZERORE

P EREPNIITONAEEIRESTNE L,




® BHER~DORIHIZONT

®@-1 fEREHIZEE T 5 E M , ,
MEMMEBRSOEERBIERANRTA LEEIC, 24 BEDRENOT, YR XY

IEERRICRBV T, B LUZBERIZE U CAREEE O CT £0RIER D&%

C ERREOKERNYBAPICAELN, EBICHGARERERINE-TWEZ L,

@-2 ERUBEICL5FFFRARICET 5 EH

BABRICED 2BEMNZ2MBR REEZE T 2EREEEVRIERE=2Y 7
EEDICERDOAT ) —=V Z2TVERE L BEREXF TE 2T — 2 ERGBHINE
S TWD Z &, 2B, BEFEFICOVWT, BABE L EDORERICHITEHDEINT
W5k,

@-3 BIER o2 #roxtisicB L T , »

BIER (MEMMERERICIZ, KBE - EEOTH, FFEEEE - EEEgR, B
HEEE (RMEREMBRAS) . NOWES (TEAEERS. FIREEERESE. &l
EHEREREE) . | BUNEIRIR. 5L O K, Rk - BAURMARE ., BER. EEORBEE (K
FERSBEIRAE R RE . STUAIEE, MEFEES) . Infusion reaction, BMZ - BEREJS. EFEATEES
. WRREE (FF V- NAV—ERRS), ODBHX. BEELRNMEEE (B MRIR
DYEEERTR, IR D., RFREE, BERIRES) . NERERERR. BXE) oxt
LT, YR SOLABERBBOEME2F T 2 EM & EE L GIEROZECx G
WL THRERVUIEEZZITONARBFICH D2 L) | EHICETZRAEN T B K
DE-TNDH T L, :



5. BREXNRLIRDBE

(Bt BA¥ 2 FH]

@ 7T FFRH LS LEREREE AT 5 RITETHE X TEBE O R EBUE O A
e iob\leiﬁllwﬁxﬁiﬁﬂ’ﬁnﬂiénfwé

@ TRITEYTIRE TT%$%®E$&UE%$%KOme\Kﬁ@ﬁ%ﬁﬁ
B EnTELT, AROEERRL 2L,
o IS FFEHIEELRCERIEIC X D IRRBORVEE,
o FROMIMLFRIE,
o fLOTEMEER & OB,

[ZatH i 5FE]
@ TFTREEYUTIBRELCOVTRARORENRERL SN TVDHI Db, 3’51‘5—721'7
bz &,
o AFIDOFEDICH LBBUEDOBFRDH 5 BE

@ EEFIOFMEICBWT FRICEY T 3 BHECO VT, AAIOR SRS RN

B3, MOIBERIRE A 2GS CRRD ., EEICAKEZERTSIZLEBETE S,

o RIEMMRBOSHXIIEEDCH D BE

. FMEGRECHEE 2R 5 BE R OTEBIME O MRS Rk Gu it 4
ZEDMICREREMRH LD BE

. HORERAOASPE. TIBMERRE L IXEREMED B CRERBORERED
HDHBE '

. REBHE GLBERBHEEZST) ObbHBE

o ORI EZETIEE

e ECOG Performance Status 3-4 #VDBRE

(2D BCOG 9 Performance Status (PS)

Score | &

0 | £<mERERTE 5, BRALALAEAEIHRRITXS,

AR LW ESEIR I 34, SITURT, BIEEDEs TOEEIITIZ LR TE D,
i« BRI, BEEEE ‘

BoNEBESOEDORY DI L LMTERY, BHEO50%UEEy FARTFTRIT,

2TV, BHOEOED 02 Lizel TER, B2y FOBRFTBRIT.

Sl =

9

A CEAOEOED DT AT ~ AR AMEER TE 2V, AT 0% LE~y FAClo 7.




6. REIZBRLTHETREHIF ‘ '

O H®AXESFITMZ, WERTERDRET 2 ERFICE S X AF ORMER OB IEME
RO DICHERERETSICEB L THLERTEZ L, ,

@ WHBEBIAICEN D, BEXIIZEOFEICEDMER a2 +omBE L., RELZS
ThogRETHZ L, '

- @ FERBEMEHDO<RXI AL MIZONT

FIEMMERERRSLLONAZ ENHDEDT, KROEREEIZHT-- Tk, FIHIE
W (B0, FERIREE, %) OMRBERORE X MRECEKRS. BlEL+
MTATO T L, e, MBS LTI CT, MiF~—b—FOREL XK
BTk, :

Infusion reaction 23% H 5 Z & 234 5, Infusionreaction 2358 ® LN TZHEIZ
i, EEIRAEETTO L bz, ERBEET S ETREOREL Holc 8
TBHZE,

FRIBHEEEREER D bbh 3 Z 23 H 50T, AF O 5EERT & O -5 H1R
HFIXESENC FIRESRERE (TSH, #58E T3, B T4 SORE) 2EM T3
&,

FFSREREE N H Do D Z & 23H 5 DT, 2K D% 5B K U 58RI X
EHIMCITHERERE (AST. ALT. y-GTP. Al-P, VUL EUEDOHIE) % £
TBZE, o

SEIER WIBRRMIEEREREZED) SOERRIBEERHSDIS
TEeBHBHOT, EHHNCIRORFORELHERTIZ L, £z, ROEFHH
RO ONEHAITIL, EOLICEREEEER TS L) BEREETH L,
AR OEEIZLY . BEORERGICERT 2 LB X b AL RERBOMRE
BobbhdZePbd, BEPRBOLNILBEITIE, BALLERIS LR
R & B2 RO EAT & B U CEYRENZE ATV, BEDRE
FISIZ L ABIER R Bb 2 35E811E. AFORETF I, RUBIBRE R
NEVRIOBREERERTDHI L, B, BIBRERLVECOREIZLVEIE
RAOUENHED bNRWVFEITIX, BIFRESNVE VLS O HIR OB
LERTDHL, '

BEKRTH, AR OB ARBL THrLEIERRRETIZ R B2,
AR OBREKTRIZHLBERORRICHSICERTHZ L,

1 BRI (BUE 1 BISERE 2 S1e) Bbbbh, EBRFEMS F 7Y F—v X
WELHZLRHDHDT, BB, Bl EHEFOEROFERCMEED ERIC+
SEBTAI L, 1 BERBIEDNZHAICIEREEZPIEL, 1R ) 8
ROBREEDOENLABEEZITO Z &,

@ FAOEHRRBICHOT, BB 9 B%, THBTREREN D | FRIT
6 B, ®E5RMBI L 1 FLMEI 12 BEBRE CAEDEDFME1T-o WD
LEBEIZ, ARBREFIIERNCERRE CHROERBEITIZ L,

10



REERAET A oA
RaTuYAvs (BEFRRL)
(R84 : %A b— & RIEHE 20 mg, %4 b —5 RIEEHE 100 mg)
~REE~A 7 uYT T4 P ARREE

(MSI-High) %747 5B~

mﬁ30$1zﬁ(%wﬁ$65&ﬂ)
A B



Bk

SNk v =

UHIT

AFN DR, 1EREFF

R PR FAR

HERIZ DT
BeExtg L in b BE
BEIZBELTEETREEH

P2
P3
P4
P9
P11
P12



1. IXL®IC

EIKROFME - ZEMORRDO T DITHL, FRAAXES CESWHEEREAIRD
b3, &bIT, ITEORERMOESRICL Y, HEERR L ORI HRERAE
FERESNEKBINZIPT, INOOEEMLZEICKLERBEICRET 2 Z L REO
HEE L 2o TRV BREMBOEE L EDOEATE 2016 CERL 28 £ 6 A 2 A MERRE)
BWTYH, EHMEERSEOHRAOREHEEZHMDIZL L3 TV D, _

SHEEAREERR L. BEBERARCEZEM T e 7 7 A VBRFEOERR LHOITE
RBEZEBHD, Z0D, AHERUORZEMICET 2 ERET0ERT DX TOM,
W EEEOBEELBRSITAZ LRI EINSBEICH L TERT S L &b, BIE
FANKBR LI LERRGE L 52 & AR — OB = T EREE THEM
THZEREETH D,

LER-T, BFA FTA4 T, BERERSLZ ﬂif BHN TV EZEEE -
BRI ESEx UTOEERORERERZHET 28RN BLERELF, B2
FROEEEREZTT,

BB, AHA FT 400, BATEIEAERRERBISRAHE, ARHFEARR
EERIEESES . — BN B ABEARES RO —BEEEA B ARRIBRESOH
Db &R LTz, '

WHBLERBERR : 4 Mo—F EHEEE 20mg, ¥4 bV—F KL 100mg (—
B4 Navul X7 (BETFHREZ))

HELRDPENIDE : BAALFRER IR L7217 ﬁ%@ﬁﬁgv4&m#774

‘ beﬁ&(M&m@)%ﬁ?él%ﬁ(ﬁ@m&éﬁhm%@

2R 5) .

ﬂ%ﬁmmwwﬁﬁihﬁlﬁk X, a7 ) X7 (BEFHEKRLZ) LT, 1
[E] 200 mg % 3 SARIRENG T 30 2 RA T CTRBHET 5.

R Ak & ¥ F : MSD KRRt




2. ARIOKEM, TERBFE _

XA b—& RHFE 20 mg R ORLREERE 100mg (—i4 - a7 v ) X~7 (&
mFa ), AT TARAl £ 5,) i&, PD-1 (programmed cell death-1) & ZD VY H
FT&®% PD-L1 KU'PD-L2 L OREEZEHZMET 5. & M lgGs £/ 7 va—F Ak
ThH b, ‘

PD-1 R85 T MG RS LN 2 7 DI A AR AR A 5 X251
AA »F T, PD-1 1%, BRERREBIZEBODCEEE T HROMBERICRAL, BOA
RGBT AR BEILIRR 2B RN HI#ET 5, 372bh, PD-1 XY Hr Feft
ET B LT R VRSEERICLE L VT NEERAICEHET A SRk TH D, PD-LIL.
DIEFFBRITB T 2RBEITD TN TH I8, Z<OBRAMEETIE T Mlao@xzimx
HIEEBRNCHHE L CWVB, BAMIRIZEIT S PD-L1 OFFEIRIT, BHEE. .
FrAmRamE., SREE. H/NBRARE R O 4 RBATFRABRFTH Y, BV AEFEER
L OMHBEERHE I TN S, '

BEOBRADBKTH E PD-L1 REOMEEMEN S, PD-1 & PD-L1 ORKIIESE
DHFEEBEC IV TEERBEZHE S Z LAFRR I TR Y, Fi 2 ATAROIER &
LTHFEERTWS, |

AFNX, PD-1 & PD-L1 RU'PD-L2 O Y Hv FOMAZBETHZ LICL Y., EE
WNRE P OERERROMIEEE T Vo SREFHE LS, FEEREE BEE L
TB5Z L THIEEDRYRET 5,

AFIOIEFIBFICE D BEORERIN L 2BHERENH b b, ERUIELTIC
EDWREMER DD, FFOBRETRVERERIZIE, BEOBEZTSITTV, BERR
B HNIZHEITIE, R UZBRITE CeFMRRM# L BRREFOEM L EE L CE
MRERBE 21T, BEORERIGIC L ZBERAEDNL S HEICIT. BIBRERL
ELRIOREEOERLEZITIBERD D,



3. BERERERE

RACERERIOEE LGB - BROBEE~A 7 ¥ 7 74 bAKERE CUT
IMSI-Highl &V29,.) AT 5EWE (EEMNZIEERSEEZEEICRD) OERE
CEHE &7 o - E R BRRROBRE L T T, ,

7235, TMSI-High # &35 #8# ] 1IZBL T, [PCRIEIZ LV MSI-High & HIE S
F| »EBERTHHEE (B®) 1213 (MSI-High (PCR ) 283 58%F] LRLL. DNA
I AV y FEERBORER H 5 EXERT 256 (KF). $72bBIPCR HIZLY
 MSI-High XIZARBmibeget (BIF. NHCI & 5,) HITL Y I R~ v FTEEHIE

O&IE AT TdMMR] &\ 5,) LHEShEBE] »ERT 554101 IMSHHigh
PAETHRE] LRTLLE, HCHEICX S MMR % & PCRIEIZL 2 MSIREDO—
X 96.6~98.7% E TH A Z LERREIN TS,

[FHzE]
OERILR % NFARER (KEYNOTE-164 #Ek)
7ot ) I D URRBHERR., AXV Y FSFUORCA Y I TH /iﬁﬁﬁiﬁﬂ(ﬂl%

12k BACSEERERE D 3 B IG R SRR BE 721647 + B dMMR 3% MSI-High (PCR )
) 2ETARER - ERERE LA (BARAANTHIEET) ZXRIC. FH200mg3 &
B (LT TQ3W) &), ) E—E@ﬁ?ﬁf&&(ﬁ%émi*ﬁﬂénto 7B, F!%M%*Tr
i CERBETNRD bNRAI, REET 2 R TERSR D b2V EFDERKRRIC
ELTWDBE T, &@u&w@@ﬂﬁmrﬁ%@ﬁmﬁ&b 6%5&12:%%4&—@%%
T pm LNWREE S, TEFHMEEE ThHEME [RECIST U1 FF A 1.1 AR
RS PRHEIC L B5EEES (CR) XiTHHFE (PR)] 122\ T, ARBRICE &
Ehrz 6l FIORERFERIR1DOLBY THoT,

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

B2 g o BT, THC HRIZ & Y S X< v FIEE S 2327 Th B MLHI, MSH2, MSH6 Xi% PMS2
DOTRBORERRED HNRVFEIC AMMR, PCRIEIZLY 2 o kD<A 7 04T 54 he—d—T
XSG TFEED A ROEL R SN2 BET MSI-High (PCRE) &HIEShT.

4



#£1 RERASPRRVENR (KEYNOTE-164 3B
(RECIST ver.1.1, AZhERITHRERLE, RRYE, 200728 10 BF—F Iy vF7)

IO B (%)

%E i3 EIXJJ% 61 W’J*l 39 WJ*Z
E2%=% (CR) 0 0
HoE% (PR) 17 (27.9) 9 (23.1)

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

#7T (PD) 28 (45.9) 18 (46.2)
HEETEE (NE) 2 (3.3) 2 (5.1)

%%) (CR+PR) 17 9
(ZF#E [95%EEXME?] (%)) (279 [17.1,40.8]) - (23.1 [11.1,393] )

1 ARHERT R REN, *2 : FRMMTHRERD 5 b MSI-High (PCR &) 28T 5 8%,
*3 : IERRIE L

OEEEIXFRE T HE (KEYNOTE-158 7ER)

—RIGH & L TR L BRIERE O b 2 16 EIR R e 21T - BR O dIMMR X
MSI-High (PCR &) &2 259 3 EHEHRE ) 2RI1C, &H 200mgQ3W R 50H
PR OZEENRE ST, B, BRFTH CRBETIRD bhBAIC, KRBE
ITERTEERITD bNR2WEDOBKMICEZE LTV 5 BE Tk, REILIEOEi#& M
TREBETERD DD ETHRAIOER G 2k T2 Z L NFREL Shiz, TEFMEER
ThBEFE [RECIST A F74 2 1.1 RIZESL PRHEIC L 55%8FE (CR) X
IXER 2 ESh (PR)] 12OV T, MSl-high &2 SN -BICARBRICRES L2 83 Hil%

(ZA—TFK) OFERIZR 2, ARBRICBREG SNz 94 ISR 5 BIED DS RIIR 3
DEBYTHoT,
£2 BRERADRRUENR (KEYNOTE-158 BBy, 7/ —7 K)
(RECIST ver.1.1, HZEMITHRERSE, PRYE, 20174E4H 28 BT —F I v u-7)

SN N7 ) 'fﬂﬁ (%)

ERBELER 5 Py
E2FEY (CR) 4 (4.8) 3 (10.7)
#o=E% (PR) 25 (30.1) 8 (28.6)

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

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

(F%hE [95%EEXE?] (%)) (34.9 [24.8,46.2]) (39.3 [21.5,59.4] )

*1 : ARG RER. *2 - FOMMBITRRER D 5 H MSI-High (PCR k) 28T 5854,
*3 . [Ffki:

) epl = 2 4 A~T I2401) 72/ V— 7 R O} MSI-High OEFTEHBBE 2L ANE I L —7 K bl
REN, ZA—7 A CITHE (RELEE)., YA —7 B CiiEE EERVIBESOBE). =517
7 F—RMEREEZ R, IA—7 C Tk, RmE, /ME. BB, EBERUEEREROMERNOWES

(BB X ix s (b BN SFINIEE) . NV —7 D ClIFENER (RERUREESBESRL)., 7
N—7E CRFERR RELEE) ., /1 —7F CiiseE (BELERE) . 70 —7 G Tri/NRIE.
TN—7HCIIHPRE, SA—7 1 TRPERBE, 7V —7 ] TIIEigls (PRESIRISEEEEIIR ).
ZN—7 K TiE MSI-High #8752 EFE (BE - EBELR) BEMAANLNE, TA—F A~]
B I N BED MSHHigh oW T, V MEIRZ T 4 FREBITICE VHEESN T,

5



3 MSI-High #7432 BB OEER OES®R (KEYNOTE-158 3ER)
(RECIST ver.1.1, AZHHEMITRISEMS, hRUE, 20174E 4528 BF—F 4y bA7)

HlE Bl (%) £%h (CR+PR) Bl (%) #%) (CR+PR)

94 fif*! (F5hE (%) 39 f5*2 (EHE (%))

FENEE 24 (25.5) 13 (54.2) 11 (28.2) 6 (54.5)

B 13 (13.8) 6 (46.2) 7 (17.9) 4 (57.1)

N 13 (13.8) 4 (30.8) 6 (15.4) 2 (33.3)
FEsE 10 (10.6) 1 (10.0) 1 (2.6) 0

. BB 9 (9.6) 2 (22.2) 4 (10.3) 1 (25.0)
BIERER 3 (3.2) 1 (33.3) 0 : 0
o Rz fE 3 (3.2) 0 1 (2.6) 0

/NFR B 3 (3.2) 2 (66.7) 0 0 -

FEEE 2 (21) 1 (50.0) 2 (5.1) 1 (50.0)
FRRR N S UL RIS 2 (2.1) 0 0 0
Eh/N 2 1) 0 1 (2.6) 0
R _ERE 2 (2.1) ' 1 (50.0) 1 (2.6) 0
P4 R 1 (1.1) -0 0 0
DRELR 1 (1.1) 0 0 0
IS R 1 (1.1) 0 1 (2.6) 0

#% AR 1 (1.1) 1 (100) 1 (2.6) 1 (100)

YR R 1 (1.1) 1 (100) 1 (2.6) 1 (100)
iR 1 (1) 1 (100) ~ 0 0
FERIEE 1 (1.1) 0 ‘ 1 (26) 0

Rk 1 (1.1) 1 (100) - 1 (2.6) - 1 (100)

1 AT RER, 2 BRSSO 5> b MSI-High (PCRIE) 2R ¥ 58%



[Z2tE] :
OEBERHLFRZE D5 (KEYNOTE-164 3ER) .
HEERIL60/61 6 (98.4%) 1T, BIERIX35/61 B (57.4%) B LNz, FBEER
5% EOBIERIZFRDO LB ThHoT,
‘ #£3 FBLE S%IUEORER (KEYNOTE-164 RB) (&M SER)

FBEHIAZEE (SOC: System Organ Class) . FE (%)
FAFE (PT: Preferred Term) . 614 |
. (MedDRA ver.20.1) 4 Grade Grade 3-4 Grade 5 )

(1.6) 0
(3.3) 0

ol
FURN
Bt
o
[N

feds, BIEMMRA 16 (1.6%), EEORBEE (REHEIEGELE, SHTH,

BRAEEE) 16 (1.6%). FFHEREREE 3 f (4.9%). FUIRARMSRERESE 2 61 (3.3%). B
#3410 (4.9%), s - BBHFRAREE 161 (1.6%). MK - BEIREK 1 61 (1.6%) BRBDH S
hiz, ¥, KB4 - BEEOTH, #REE (X5 - \L—ERES), TRk
. BITHERES. | BERE. BREEES (REEMEMERS). BEEFHEIE. L
s, St/ IMRIBRA M EETR. WM HEE M, FRIFBEREE. infusionreaction E RS L H
BERIIRBD b Rh o Tz, REWERZERRLIIEEFS BAREERELED) 28
TEERETT, : -

@EREELRZE DR (KEYNOTE-158 #Bk)
BEFRIL, 9194 B (96.8%) 1=, BITERAIX. 58/94 B (61.7%) 1T biviz, FKH
R SNULOBRHERIXTRO LB Thotz,



#4 REBM 5% EOBIEA (KEYNOTE-158 RER) (Rt SE)

BRErRIK434E (SOC: System Organ Class) BlE (%)
HEAZE (PT: Preferred Term) ‘ 94 45 4|
(MedDRA ver.20.1) " 4 Grade Grade 3-4 Grade 5

ERIFR I . % o
/AR @ 58 KSR RS LD SRSl

P, BIEMMES 48] (43%), KBk - BEEOTH3IH 32%) . HREEE (¥7
Ve N L —ERREES) 2 ] (2.1%) | FPHEAEREE 8 1) (8.5%) . FRIRARMEAEREE 8 5] (8.5%)
1 LRI 1 51 (1.1%) . infusionreactionl B (1.1%) AR bz, £, EEDOKE
R (FZSERSIEIRAEERE. S, BRAES). TRAMERE. BITHEEE,
EEEIEE (RMSRIEMSAS), Bk, B - MEUTRARE, BEHEE. L
g5, Mds - BEELZS. e M/MRBUOMEEEOR, WOERL, FEFRBERVCS LS RE
D bR o T, ABEARBRRIZIEEES (BRREBRELED) 2304E
SHEREZRT, | :



4. HERIZHOWT .

ARBEMHEL LTHERERTICRT 25 - EBRE %K< MSI-High 267 2 BFEIZ
ST A EARERENRE LN TWVS, ARELSD, EXLY X7 ETEEE (RMP)
ICE S AF D EERZEMETIEE ~D W/ IEEN & ZHR Th o T AR ORE R
WHIRBE LN - BEL, AFOBREIC LV EEREIERERR LEBICHET 2 2

LRGBS, UTFOO~@DFTRCEBAETHRICBNCHERAT 3R THE,

O HRICONT
D-1 Tia@ (1) ~ (5) DVTAMLTEETHHETHDZ &,
() BEAEFBREFHEET 0 ABFEELIFRRES GRERR A BREHEIL R,

iﬂziﬁbw SRR HLSRBTE, HUAS A RBIRRRE 2 &) (SERL304F 4 A 1 BRFAR 1437
&)

) %Ed%ﬁbﬂ% (FRk 2946 A 1 BEEA : 85 HaR)

(3) HEFRMESIEET IBABREERRE (RARREREERE. PARKEE
B71RkE. DSAREEEHEERE L)

(4) NFALZEIEZEEZRE L, S BRENE 1| N RLEEENE 2 Ok Y
WCRAEHEZIToTWAHER (FRL28 47 A 1 BEFR @ 2540 HEFR)

(5) MEHEERILFEEMEOMBEMEIRIBHEITo TWA R (B 28 4 7
A1 Eﬂ#ﬁ 1290 fEg%)

@2 HRL2DEBETONFREROE 1’Fﬁﬁ%ﬁﬂ#0)iﬂt Wik b BRR AR
SER (FROWTNINTERYTHEM) 2, YZ2ENOXRFICET3BEOEE
FELLTRBEINTWVWDZ &,

#

| o [ERMGEFEREE 2 FOPBPFEZET L2RIC 5 FULEORABROBRKRIES
AT2T0BZ e, 55, 24UER, 75)/\/%%%&%1& L7=ERERIEBZE D E %
ToTNBZ L,

o EMRFFRER 2 FONMMELZET L7eRIC 4 FULOBKRERZA LTV
k. O, 3RLLER, Xt8 & 72 B EERIR CONARYREE S B AR
BRHEZIToTWVWDH T &,

@ BREHNOEXRMFREHEROFHICONT

EXLERETRIIRETIHELENREBIL, WESCENLOERED, AN -2
EMERENFROETER VEMEICHT 2 EHRIBHE, BEERNRAE LLBEOHRE
R, SRECHITONAERINES> TWBEZ L,




@ BHER~DORIRITONT
@-1 R KBS 5 B

PRI AR B O BERBIEARRE LIBIC, 24 B#F’a'i ORI O T, UEER
IEEERER ISRV T, B ULBIERICR CCAREERR O CT SORIER O®EH ;Jé
ERBREOKRENY ATIELN, EbICHETEREHIE-THD L,

@2 ERUEFEFICLIAEFERNISCHTIEN

AR ED 2EMN MR OBELE T EREEESRIERT=F) 7
R EDEERDOA Y Y —=v T EITVERE L BRE A TE 2T — LEREHIE
BEhTW3BZ L, 2B, BHEFHICONT, BABRE L EZOFRICHHICAMINT
W5k,

®-3 E'”'ﬁ}ﬁ@%ﬁ%’?j‘fkkﬁﬁbf

E'WE)% (MR BICI ., KB - EE@TW Hﬁ% £ . EbERER, B
WeeEE (RAEREEEAS), NoWESE (TEAMERE, FRIRMERS. Bl
%‘ﬁ%ﬁ'ﬁl‘ﬁ%)\ 1 BUBERIB, S & 5Bk, k- ﬁ?ﬁ(ﬁ‘ﬁﬁﬂlﬁ@ﬁ\ H??—ﬁ%\ BEEORBEE (K
~)§*ﬁﬁ§ﬂﬁff€ﬁﬂ¥ SIALEE, BREIES) . infusionreaction, A4 * %ﬂ%ﬁ% EIERES)
fE. AREE (¥70 - NLU—EERS), LBk, BEELLREE Gtk
D ISR {'L'If[L M, FRIFERE. BERIES) . Iﬁlﬁkﬁﬁf‘ﬁﬁ\ ) oKt
L“C W iRk UL B E RSB OB 2 AT 5 B & EE L BIER OBZETCRIG

B L CIERUOZEYSITONARMICH D Z &), EHHIZHETRLEN TE S A
NESTNWBZ L, '

10



5. REXNBRLRDEBE
(B EE§ 2 HIR]
O TFTROBFIBWTAAOEMENRENTNS
o DBAMEFERERICEELZET - BROBHEE~A 7u0Y 774 VREEM
(MSI-High) Z2E32EFE &Y (EAENRIGESREE2EAIZRS)

2B, MSI-High Z2F T35 Z Liia7 v ) X<v7 (B z) oar =4y
P2 (K54  MSIRZES v b (FALCO)) ZHWTHIET S Z &,

@ TRIEKRUTIBEICHTIARFOREROEAFIEIZ O T, AFIOA TN
BYINTELT., FHOBRERFLRE22,
o FIFOMBIERE
o fMoMEMERERA AL TREINDIBE

[ZetizB4 5 FHE]
O TRIEHKHTIBECOVTRAHNORENPERE SN TVWDEZ &b, BEZAT
bz ke,

o ARERIDOEST R LBBEEDRIERD H 5 BE

@ BREOFHEIC RV T FRICEYS T2 BEIC OV T, AR OREITHR SR

2, MOIRFRIRED R WBEITRY , BEICAKEZERTIZL2BETE S,

o FHEMMEREROSHIIREDOHZBE

o MEEGRE CHIER ZR D 5 BE K OTEEME O BN BRI ORI 2
EOBICRIEMRELB RO D BE ; _

s BHEARBRRBROEH. ITBMENZE L IZIERED B CAERBOBEERED
HoHBE ' ‘

o JBEBRBHEE (EnBMRBEEZST) ObsBEE

s WEORRXIIREEZHETIRE

»  ECOG Performance Status 3-4 &5 0 @B#&

9 MSIHigh 28T 2 BRBREDO—HILY LV FERETHS Z ERMESN TS (Latham Alicia et
al.: J Clin Oncol. 2018; JCO1800283).,
®5) ECOG 0 Performance Status (PS)

Score | B

0 | &< MBER<{ENTES, ERALFALBBEENHRRIITLS,

PIEECI LWEBNIRIR SN 543, BITRAIRET, BRIEESE > TOFEIIITH Z N TE S,

Vol g mess, smee

RBoNFESOEOEYDZ L LMTERVY, AHFO 50% E% <y RhEF iRz,

Bl

2LBENTRV, BAOEORD O Lided TERY, TRy RMARFTRIT,

11

BITRIRECES OF DR D O Z L33 S CREEEAEEIR TERY, A D 50%LL EIZ<y FATRTT,




6. REIZBLTEHETNEHE

O WATEZIOME, BEIRFEES MR 2 ERESCE S E AR OB R EERR
BODIcNERERETDICEBR L THLERTSZ L,

TRRBISRIC L D BE I ORRCADRRERIEEZ +IBA L. REER
ThbRETAZ L, ‘

@

®

ERBWERAO=RX YA MZOWNWT

REMRENR D bbIE 2 L i3h 50T, AFOREITH T > Tik, HIHE
BB, MR, WS oL UK X RREOERS, Bt +
BT T &, Eln, BERZISUTHEE CT, ifF~v— I —S0REL R
e, |

infusion reaction 3% b5 Z L ¥ 5, infusionreaction 235D HITZHEIT
3. EERAEBEITY &L b, ERAEET D TREORESH7ITBE
THZL, o : ‘ :
FRIBHSREREE R B bbb Z & 23dh 5 O T, AR D5 RLART K O 52
T ERREOIC R IR AR IR AT (TSH. W58 T3, WM T4 S ORE) 2EMHTD
zeE, |

PSR E 2 b IS 2 & 2 B 0T, AFIOR 5 BIARHT R O S8R H12
EHIICFTHAERE (AST, ALT, y-GTP, Al-P, E U L EVEDHE) 25H
5z, - |
RE oL IPARNIEERELLESD) SORBRREERH bR
ZERPZOT, EHNCROREOAELHERTHI L, Eiz. ROEBEDR
B LNTBAITIL, BONICEREBEYZ2 T3 L5 8ELRETI L,
AHOREIZ LV BECARERGICERT S & &2 bhdks RERBOKRE
Rbbbd I Eidbsb, BERRDONAEACE, BRLLFRIIRLR
BEPRRY AN & RBR B O IEAT LB L OEYRERIRE 2TV REDRE
RIS & BRIERNR DN BT, AR OREXTFE, RUBIBRER
NEVRIOBESEE2EETAI L, 2B, BIBRERNVE L OBRESIZKYEHE
FOMENRTD bNRVBAITIE, BITRE & /VE U O%RZEHHIEl OB
bERTHIL, , ,
BERTH. BER»OEVARB L CHLLEIERNRRT LI BHEHTD,
AEOBRERTHRICLEWERORBRIC I EET 52 L, |

| BRI (B 1 BUERA A AT Nbbbh, BRREES F7 Y F— R
KELZENBHDOT, AB, Bl BHEOEROREECIOHEED EFIT+
SEETBI L, 1 BERESEDN-BAIIRELPIEL, AR ) VB
FOREEOBNZABETD 2 &,

AH DERFRFBRIZ I\ T, KEYNOTE-164 3B Tid 9 ) Z &, KEYNOTE-158 &

BRTIEBERSE,D VERMIX BRI L. 1 EURT 12 B I L ICARMEORHE

1T TV Z L 2BE T, AFRESPILEHOICEERE CHROBREZITS 2

Lo
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