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BTAz L LCNET, |

~Rh7 oY) <7 (BETFEBR L) BA BRFEL %A F—F SiERHE 100mg)
I/, EMEARE, TR VXV B REREEE, aEE<
A 7Y TT4 VAREZEEHE MSI-High) 28T 5BERECER - BB
. FASREEE NI LTERTABROEEFEEIC W T, [Ra7a
YV X=7 (BiaFH#z) RAOREERMEET A FT74 2 38 OFEREV
RIEMERIEEN 1 F 74 2 FE/NBlaiiE, SR, iR IOF ) o
fE, REE LR, BEE~ 70t 54 VRREE MSI-High) 2F
THEEE., B, EENERURER) O—HBEIZSNT) (R34
8 A 25 HAHTEAEIRER 0826 F 5 FELEFHEAEE - ANEEREELES
EERRBH) . BEEIH L TERTAROBEEFEICOVTE, (a7l



A7 (BEFHEEZ) MAORBEEREEYA N7 4 (BERE) O—HWE
oWT] (S 34 11 A 25 BN 3EAREER 1125 B 3 5EAFEEEE -
AFEHEREEMEETERREEN) ., FEABCN LTERTIROEEREE
IZoWTiE, RAT e ) Xv7 (BEFREL) MAORBEEBHEETA R
AV (FEEE) OERIZOWT] (Ff34E 12 A 24 AFHTERAIKER 1224 5
10 BEAHBHEER - AEFLEREXAFAEERR BN . BHBERUHEY
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1. ZLwic
EELOELYE - TEMEOREROLDITIE, BAXESICESWIEEARERIRD
bha, &5z, HEDOREFROESICL Y, AREER 2 ¥ OEFNRETRIERE
FEEGRPERENLIP T, INoOEERPEICAERBREICRETIZ LAEED
LR TEY BFEMEEE & WEOREAFH 2016 (T 28 6 A 2 AMEEE)

IEWTH, EHMNEELENFERAORBIEERZRZ L EEhTN3,

FRIESEEERL, RRERASRAN T 07 7 A ABEEOERS LB LM
&5 ERBD, oD, FHERUOREMICETIERS-SERT S E TOM.

UHERLOBBELBIZTA I EBAHFINIBHEICH LTERT S & &b, BIFE
ARBRLUEBELERSIEE L2 LA R—EOEHF 2T ERME TER
THZEREETH B,

LieBoT, BHA FFA TR, BRBEERLINETIE LR TV EEREZ -
BEORMICESE, UTOEERORERER2HETIBEANOLELREY, 2
FROBEEIERZRT,

7B, $ﬁ4b74/m MSTATER A B E R ERRRRAHE, ﬁﬁ&@%AHK
e o R —&ﬁﬁﬁkﬁﬁﬁﬁﬁﬂgz\%E#aﬁﬁ@%ABﬁ%r
—&HI&AEXW%% SOHIDbH EVER LT,

KL RDERES  FA M —F S 100mg (— 4  RATr ) X<7 (B
FHAM %))

HRERDPEIHE - BIBRTREA2EST - BR O/

HELRAAERUAE - BE. RARIE, _A7r ) X< GEETFHEEREZ) LT,
[E] 200 mg % 3 BRI 1 B 400 mg % 6 AHEHERT 30 4 F'ﬁﬁ
T CREEET 5.

JR 78 % & : MSD #ix=tt

ol

faké

i&




2. AHIOK, VERBF

FA FA—F AT 100mg (—8RE A7 0 ) A~ (BEFEBEZ), LUT X
Fl] &£vv5,) 1%, PD-1 (programmed cell death-1) &% @ V) H o FTH 5 PD-L1 B PD-
L2 & DFEEEEBEMRET S, t MeigGs ) 2 u—FAHKTH S,

PD-1 EE35 1 T ARARSLZ BY MG 2> B Y B 7= DIT R A SHI B 55 R Sa @bl
AA v F T, PD-1 ik, BERREZBOTHEMER T MiRoMiRREmIcRE L, BCR
ERISE EDAMEIBR 2 RERS BT 5, T4bh, PD-1 YV FEf
ATBAI LI VRRESREICLB VSN GERZRICHBEITSSEETH S, PD-LI
OEFHBIZHBITERATILTNTHINB, £ OPAMBETIE T Miao@z 2z
A1FEBRICHRBE LTS, BAMEIZEIT S PD-L1 OBEZRRIIL, SHIRE, M.
FFHERadE, I, FENMERRIE R & Ok 2BATTFEARRBTTHY , BV AETFR
L OEBEERREINTN D,

ERORADERETH L PD-L1 BEOMEMN S, PD-1 & PD-L1 ORIKIIIES
DAEERBHT BN TEERBE 25 2 LARREN TR Y, Filt e BABEROIZN &
LTHFER TS,

A, PD-1 & PD-L1 RU'PD-L2 O Y H v ROEEZMBETIZ LIck v, JEE
BUNBEROBBSRNMIEEENSE T Vv 3kE B S, RERRELFIE L
T35 & TRIERNREFHET D,

FH| DI FIAF IS  BEDRE UG & ZEHERSR S bbih, ERUIFTR
EB AR D B, AROREFROREHZITIT. BEOBBRE ATV, REPR
W B REAICIL, BB LTSI U PR 0 & BB R R & B L O
PIRERBH 2TV, BECRERIGIT X 2 BHER SR 2 HEITIL, BIBRESRV
VA ORESOBIRNBETT I LERS D,



3. EREERRAX _
EIRRARE R LT - B R OIE/NEIZTE O AR REME T o =R BRRBR OB %

2

[Hzhi] _

QEEEHRIFMARER (KEYNOTE-024 358) -

{LERERE D2V EGFR BRI FRERM., ALK MABETFEYLR T PD-L1 B (PD-
L1 2%H L EHMRs S0 5EE (BUF (TPS] & 3,) =50%) OHFRRiERiE
17 - BROIENBITMEEE 305 6] (AAA 40 Hl2 2T ZxtRIZ, AF200mg3 @
IR (BT TQ3w] &5, ) BEOAPBERUVREMER, 77 FHilf e iiEl
FUbZEEE (BT 1SOC) &WvWi, ) #BE LTHRE SR, 2B, ERFFMTHEE
EITRRY b REIc, FRIETERTERSED bh2WEORRMIZEEL T
3 HBE T, REILEOEGEME CHRBETIRD b d 2 A OR S 2H#ET 5
LAAREE &, EEFMBE A XEIEEAESRE (BLF (PFS] &5, ) | BIWKEE
fBTR B i SAEFHM (BT Tos) &vWi, ) L &h, FKHILI7 7 7 HURE & bR
HEE LT, PFS, RUNOS (PRI ZFEICERLE,

*: 24 AR X CRESNEBERIFHORELFIL, TO%, RBETARDLNES
IREEETER I &N,

21 HoERRE (KEYNOTE-024 3B

7 RE
M"(fgg i e
(151 41)
FRiE [A] 10.3 6.0
(95%CI) (6.7, NE) (4.2,6.2)
PFS™ F— R 0.50 .
(95%CI) (0.37, 0.68) —
P E" <0.001
FofE (A NE NE
(95%CI (NE, NE) (9.4, NE)
0§™ AN R HR™ 0.60
(95%CI) (0.41, 0.89) —
P f&" 0.005

Cl: fEEXM. NE: HERT, *1: RECIST A FF 42 1.1 RiCE-S I REE, *2:
BRI Cox WHINY— REFMC L B 75 FHMH &Stk - DLk, *3: BRla s 5
LR, 4 PRITEEOT — 4 (2016 E5A9 ATy bAT



100 -
90 - C o —— FEMomg G3W
go] O e
K70
5 60
i 50
# 40 -
%301
20 -
10 -
0 3 6 9 12 15° 18
at riski mREETEAA]
FE200mg Q3W 154 104 ) 89 a4 22 3 1
FEFrRRESCIERE 151 99 70 18 9 1 3]

1 HRdEic L Z)PFsoﬂ%ﬁﬁﬁOKaplan-Meierﬁﬁ (KEYNOTE-024338)
(PD-L1E3ME (TPS=50%) O BEHME)

100 P : ‘ _
904 . :
S
80 "‘"*T“‘ _
70 7] s
£ 607 Mg -
" - M“M%'*“—M"—W"t
i 50
30 |
201 —— Fmomgorw
107 remeen F5FIEREBGSRIE .
) rrmrrmerrerreer T U —
0 3 6 9 12 15 18 21
SR (A1

at risk¥
FHI200mg Q3IW 154 136 121 82 39 11 2
TSFFEAEShitEEL 151 123 106 64 34

~]
s
<o O

®2 OSOHEENTREDKaplan-Meierii#i (KEYNOTE-02438)
(PD-L1EBM: (TPS=50%) DEEHR)



Q@EEE RS I /I1ERE (KEYNOTE-010 R8h)

77 F R ST EFRERT 2675 PDL1 B (TPS=21%) DYIRARERE
1T - BROENIRRMERE 1,033 # (BARA 91 flzgte) BT, £ 2 mgke
Q3W RER U 10 mgkg Q3W REDFMERTREMEN, FEFFrkind (LITF

DOCI &5,) %R E LTHRIESAL, 2B, BRTFMCRARTARDL bk
BRI, REETEZRHERBRD bR RWEDREMICETE L TWAAE T, KE
DEOESFEM TEBETRARD b3 TABOREMEL IR E Shi?, TEF
fBIA B 1 OS RUAPFS & &, FFNLDOC Lk LT, OS # A EICERE L7z,

*1 : EGFR B FERBEXIT ALK BEMETHMOBE TIX, 77 FHFE ST
FeiEic X S IEFREICN A, £h-E4 EGFR AB/FA X ALK FAEFR2F T 5Bt
IEEXIC L 26KREXET2BEB8EBRAANLNE,

*2:24 BAETHRESNIBARAHOBELPIEL, FO®%, KEETHED bE
SIREFERATERILEENE,

#2 AR (KEYNOTE-010 3Ek)

AHl 2 mg/kg A 10 mg/kg DOC
Q3w Q3W ‘
(344 7)) (346 1) (343 &)
FofE [A] 10.4 12,7 8.5
(95%CI) (9.4, 11.9) (10.0, 17.3) (7.5,9.8)
0S8 | ~¥—Fr" 0.71 0.61
(95%CI) " (0.58, 0.88) (0.49, 0.75) —
P " <0.001 <0.001
Cl: EHER., *1: B3 Cox bl ¥ — FEFNMZ LB DOC L ok, *2: Bilo 7T 7
ﬁ_? .
100
a0 e M 2 migkg QIW
80 1 w1 10ME K QIVW
70 —_— g
® 601
H’ 50 dgmfﬂmﬂt i
b o] Ay w1
301
20 o
10 y
0 AL AR L LR LA RA L L L LR LR LU UL LA AL L L LA L 'l*;'” TR
0 5 10 15 20 25
at risk3%t EFNMA]
8 2mg/kg Q3IW 344 259 115 49 12 0
F#10mg/kg Q3W 346 255 124 56 6 0
REgEENL 343 212 79 33 1 0
K3 OS OREKEHTHO Kaplan-Meier Bi#f (KEYNOTE-010 38)

(PD-L1 B (TPS=1%) DBEHER)



@EBELFEFMIEFRER (KEYNOTE-189 k)

{CEEFREE DR, EGFR BEFEREBER G ALK ARG TRIED YRR IERE
17 - BROERE LFH/RRMFEES 616 7 (AARAN 10 PIZ2ETr) ZXRIC, K
200mg (Q3W) , ~A v FE FF MY U 2KF4 (BT IRA RLEFER] £, )
BT SFFE (RFSFURITINRTSFY) OHFARS (FRFGEAR "o
EMR ORAMS, 75N, ~A b LFE RRBT S FHEROERSE (LR
BED "ERE LE_EERBAR TR SR, ML L, 77 F T RANIE L EA
MBETLIOBEIRL, BEEIREK4 -2 TE Lz, 28, EEFHE TREEETHE
D ENTEBEI, REBETETRTEREBD bRV EDRENIEREL TWHBET
M. REIEOBES MM TRBEITARD bRDETHRAL <A v FOFARE
AT A2 EATREE Sht, EEFMEEBIZ OS RUPFS L &, FHL, RA b
L3 FEROZSFTFREIOHRARER TR, _A L3t FRUTZFT78A IO
BHRRE & B LT, OS RKUAPFS 2 BEICER L7,

%1 : A 200mg. ~2A b LFE K S00mg/md, YRT S F 75 mgmd KA NRTTF
AUCS5 (mg* mL/min) ®JRIZ Q3W (£ =—AD 1 RAE IZHE) T4 a—ARE5H%, AR
#1200 mg RO A MLFE F 500 mg/m? 23 Q3W T E Ehis,

¥: S5 ER, A FLFE R S500mym?, VYRTFF 75411g/m2m175wﬂs7°§a&y AUC
5 {mg * mL/min) DJEIZ Q3W (F=2—AD 1 ARIKKRE) T4a—-AEH 77
REUARA b L% F 500 mg/m? 43 Q3W TRE X,

*3:24 H AETCHREINLBESIFBORESEFPLEL, Z0%, KRETIRDOATLE
AR EHEBTEL L EENTE,

#3 TR (KEYNOTE-189 3B

KGR {bZEFRERE
(410 1) (206 1)
hifE [A] NE 11.3
(95%CI) (NE, NE) (8.7, 15.1)
0s*! AP — R 0.49
(95%CI) (0.38, 0.64) —
p i <0.00001
i (A] 8.8 49 ,
{(95%CI) (7.6,9.2) (4.7,5.5) -
PFS™.* P— R 0.52 '
- (95%CI) (0.43, 0.64) —
P @ <0.00001

Cl: (238K, NE: HEERT, *1: PHMITEOF —Z (2017 11 AS By bA7, *2:. 8
Bl Cox BBINYF— FEFAZLIBFTEAR, A Mgt FRUT 7 FHRAIREERED
GrESE L Ok, *3: BRI S I RE. %4 RECIST FA K54 » LIRIZES<ERT
MSLPRpIE



at risk¥%
£%200mg Q3W, X
ANFERRUSSF
FHEIHBEES
TStk RAMAE
BRUZSF+KEHE
fL2EE

100 7]
90 ]
807
707

& 60

i 50 7

£ 20+
307
20 -
10 7

Huses,
M it 1 et e

— EF200mg QIW, ASARUFERRUTSF RIS
——— FThE, AR RERFTSF R HALERE

410

206

3 6 9 12 15 18 21
4IFHER A1

377 347 278 163 71 18 0

183 149 104 59 25 8 v

4 OS OPEIENTFED Kaplan-Meier Hi## (KEYNOTE-189 3A8)

— A G, NARLEENF IS LKRMRST ST T RR
\»\1 —— T, ARRLFURFNID LI T D E WA

M . Y

1—4—-——1-—4——-—1

i TSN

100
90
80
£ 70 1
i 60 1
50 4
40
g 30 -
‘ 20 4
10 -
at risk ¥y
FH200;mg QIW, A
AMUEERFISL 4]
*WRU TS5+ RN
54k, RAREE
RFRUSLKBRRLY
757 6N

o o 3 6 91'.'2 15 18

ML KL R AT LA ERECLTE R ERY LAF]

REETIM(A)

0 322 25 148 60 17 5

206 140 80 40 16 3 1

5 BERTHRMEIC XS PFS OHHEATR O Kaplan-Meier i

(KEYNOTE-189 &5

T I T T T Y T P T TTOI T IY T e Ty

21



@EBR#ERFEMIEAR (KEYNOTE-407 #ER)

LEFIERE O 2, PR EERETT - BRORF LRI NAIaiERE 559 41 (R4
A S0 FRETe) Bz, AF200mg (Q3W) , IVRTFFURUNRI Y ZXENL
g2 D EEEN (TATIBEE) (BT TnabPTX] LW 5,) OHFRRE (K
FIGERED " OEDMROELMENR, TSR, INVRIIFLrEUZ Y FHENX
1% nab-PTX OFFHRE (LEEFRER) 220 R e LEZEERAR TR S, M
by, 237 ) ZERE/ANT nab-PTX X, BHEMPBEZLICERL, #EIIRK4 =
—RETE L, 2B, BEHMECREETIRD bhERE, REETEFTER
BRW LRV EORERAITRE LT 2 B TR, REILE OB EHE TR EETS
FEOONAE TAFORELZMRET D - L ATEEL Shie", TEFEERR 0s kU
PES & &, AF|, ANRTFF L RUNAT Y F 2N nab-PTX OHRE SIS
R, INRTFF RS T FEEA L nab-PTX OFFRERE LB LT, S K
U'PFS #FEICER L7, '

*1 1 AH) 200 mg, /%27 U Z &£ 200 mg/m? XX nab-PTX 100 mg/m?, AR 7 FF 2 AUC
6 {mg+ mL/min) OIEIZ Q3W (FHK|, <7 VFXENRVBANRTZF i3/ a—A
@1 BEICES, nab-PTX ZFE2—AD 1, 8, 15 BHRKRE) T4 a—RBLHH%, &K
# 200 mg A% Q3W THREEh T, . _

¥ PS5 RE, 2Y ) F 3N 200 mg/m? T nab-PTX 100 mg/m?, HARF T F L AUCG

(mg » mL/min) DJEIZ Q3W (FE, N7 VFZXEARVIAVRT T F L i3EFa—A0

1 ARICERE, nab-PTX & =—2AD 1, 8, 15 BEiL#E) T4 a—2AREHK, 77
AR QIW TREShE,

*3:24 7 A £ TRE ENEBERFHOHREGEPIL L, Zok, ERETHERD b
BlicERETCELILEENRE,

#F4 FLERE (KEYNOTE-407 328

AF AR {LERHREERE"™
(278 #) (281 1)
hRfE [A] 15.9 113
(95%CI) (13.2, NE) (9.5, 14.8)
0s™ NP R 0.64
(95%CT) (0.49, 0.85) —
p " 0.0008
i (A 6.4 4.8
(95%CI) (6.2,8.3) (4.2,5.7)
PES™L' [ A PF— R 0.56
(95%CT) (0.45, 0.70) -
P {E" <0.0001

Cl: EHXRE. NE: #EART, *1: TREHEOT—¥ 2018FE4 A3 8y bA7, 2. &
Bl Cox Bl P — FEFAIL LB TSR, ANRTFF L EUARS ) Z3EATIE nab-PTX
OFRAFEEE O, 3 BRI ST 2RE, *4: RECISTHA FI4 v L1EIRES<ER
TR SE S



1 ——— FBomg QW, HAETSFURUNZUSF L Enab 7Ytk
0 4w FSRH AVETSFIURSIOY SRS UTE L

0 3 6 9 12 15 18 21
. EFREIB)

at risk#x

- FH200mg Q3W. Dbk
TSFRENOUSERL - 278 256 188 124 62 17 2 )]
Riznab-NoY 9%t _
T5tR, hRF5F
RUNKZUIELNE 281 246 . 175 93 45 16 4 0
nab-N7Y 941

6 O0S O HFMBATHRD Kaplan-Meier fi#% (KEYNOTE-407 388)

100
90 _ e mmcm. PUHTISFURINGY ST nab {70550
80 _ k\\ e STHE, LRI ZF RN U ELR BT U S F I
& 70 1
ﬁi 60 -
§ 501 Ty
g 201 ™
g-‘- 30 _. Iz \
20 7 "mq‘."_*h
10 T s
T e — S ; ‘ : .
0o 3 6 9 12 15 18
at risk#y miaEg-FHR(A]
FH00meg QAW, Ak
F3FUBT IV 278 223 142 57 23 5 0
Rignab-It70 952l
I3tk ALRTSFY
BRUA7V9+2LRUE 281 190 920 25 12 4 0
nab-N7 U F5l

B 7 BRTHRHEI LS PFS O TR Kaplan-Meier S8#2
(KEYNOTE-407 35&)
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GEERILRIENERE (KEYNOTE-042 35R)
L FEER D 2, EGFR B F R AR, ALK & 8EFRER U PD-L1 Bt (TPS
BEO/NMBIGESRE 1274 6] (BERA B HAZSH) &

=1%) DEIERARRRZ2EST -

RBRIZ,

AT AR

Ry

“KE

A 200 mg Q3W B 5 OHF R UESHEM,
MRL LT S, 28, BRFEE CRAETHRBD OB EIT,
FTHEERBFRD BV E DR

75 FFH R E T LR

REETETR

LTW2AE T, REILEOERGRITM TER
BHBNDE THROREEZMET D - ENAREE S, TEFMER X 08
LEN, FRETFFTREEZ S EFREL B LT, OS2FE

WZEER LT,

124 B A ETRESNLBAREROREF I L F0%, RRETHERD DB
REEETEDZ k EaEni,

#£5 ﬁﬁlﬁﬁkﬂ (KEYNOTE-042 am) (PD-L1 B4 (TPS=1%) DBEHER)

T FFRE RS
AF 200 mg Q3W* e
K 637 17l 637 f
0 fgefE [A] 16.7 12.1
gf;;%% og" (95%CD) (13.9,19.7) (11.3,13.3)
(&) ANP— R 0.81
(95%CI) (0.71, 0.93) —
P {&" 0.002
B 299 i 300 %1
. FRfE [A] _ 20.0 12.2
;f;;;é% 0s" | (95%CD (15.4, 24.9) (10.4, 14.2)
. NP — FIE" 0,69
(95%CI) (0.56, 0.85) o
B3k 338 7l 337 61
o PRfE [A] 13.4 12.1
53;;?;5 08" (95%CI) (10.7,18.2) (11.0, 14.0)
® AT FE? 092 _
(95%CI) (0.77, 1.11)

ClL: 23K, *1: B0 F—2 120182826 A v F3 7,
— FEFNIC L 57T F R RSt bR L Dk,

*7 : [EB Cox Ml
3 BRI ST o RE

11



100
90
80
70 1
g60j
Bt 50
i 40 ]
30
20-_
10

e B H200E QIW
s ren FIFFRRERCIFRE

at risk#

AH200mg Q3W 637

FIFrNAEBTIEEE 637

G TSI erTTTTETITERT TR s L i

18 24 30 36 42

6 12
&R [R]
463 365 214 112 3% 2 0
485 316 166 88 24 1 0

E8 O0S DOHEENTRO Kaplan-Meier Bi# (KEYNOTE-042 3B)
(PD-L1 jBt% (TPS=1%) OBEHEM)

12



[Z2ik]
OEFLFASIAERE (KEYNOTE-024 $U8)

BEEHIIFFTE 148/154 B (96.1%) KU SOC B 145/150 ] (96.7%) &BH b, 1k
B ORBBFNTETEARVEFTERIT, TN 113/154 # (73.4%) K T¥ 135/150 #i

(90.0%) IZBD BN, WTRAORETRRRS 5% EORERIITROLBY ThHo
e

#6 VWO CREAREN S%JJ.J:oauﬁam (KEYNOTE-024 8 (ﬁé&ﬁﬁﬁﬁ%lﬁﬂ)

TR (SOC: System B (%)~

Organ Class) b i SOC

FAEE (PT: Preferred Term) © 154 45 150 47

{MedDRA ver.20.1) £ Grade Grade3-4  Grade5 & Grade Grade3-4  Grade5

2RIEA 113 (734) 40 (26.0) 1 (0.6) 135 (90.0) 77 (51.3) 3 (2.0)

migds LY GREE ‘

- BifL 8 (32 3 (1.9 0 66 (44.0) 29 (19.3) 0
A f 3k E 1 (0.6) 0 "0 8 (53 2 (1LY 0
P ERI A 1 (0.6) 0 0 34 (227 20 (13.3) 0
MR EE 0 0 0 17 (113) 8 (5.3 0

P4y R r
IR BRHS R TTEE 11 (7.1 0 0 0 0 0
R B AR AR T E 12 (7.8 0 0 1 0.7 0 0

H BEE
L& 6 (3.9 0 0 17 (11.3) 0 0
T 22 (143) 6 (3.9 0 20 (133) 2 (1.3) 0
B 15 (9.7 0 0 65 (433) 3 (2.0 0
A pge 4 (2.6) o . 0 18 (12.0) 2 (1.3) 0
1 . 4 (26 1 (0.6) 0 30 (2000 1 (0.7 0

— % - RHEERS X UEREEM OREE , ‘

i abnd 5 (32) 1 (0.6) 0 11 7.3y 2 (L3) 0
a1 16 (104 2 (L.} 0 43 (2870 5 (3.3) 0
1Bk 1 (©6 0 0 9 (6.0) 0 0
58 16 (104) 0 0 8 (53) 0 0
AR ’
ALT 3400 10 (6.5) 0 0 7 @47 0 0
AST /0 § (52) 2 (1.3) 0 5 (3.3 0 0
My L7 F= 5800 3 (L9 0 0 15 (10.0) 1 (0.7 0
PR 0 0 0 20 (13.3) 6 40 0
i RS A 0 0 0 18 (120) 9 (6.0) 0
F Rk 1 (0.6) 0 0 16 (10.7y 3 (20 0

B L R EE ‘

AEREER 14 @1 .0 0 39 (26.0) 4 (2.7 0
e VR0 AMLEE I (0.6) 0 0 9 (6.0 ] ]

ARSI UE SRS
AR 13 (8.4) 0 0 4 @n 0 0

MR ES ' ' :

TRE RN 1 (0.6) 0 0 15 (10.0) 0 0
FhE = = — T — 2 (13) 0 0 9 60 1 (07 0

FRIEER. MERE X UWEHREE
e 8 (52) 4 (2.6 0 1 00 1 ©n 0

HI3s X OB TR -

e St 0 0 0 12 (8.0 0 0
BRI 8 (5.2) 0 0 1 0N 0 0
Z DEE 12 (7.8 0 0 3 @20 0 0
B85 1 () 1 (0.6 0 3 (2.0) 0- 0
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B, FHBRBWTHREMRRKE 9 #1 (5.8%) |
REEE (F7 2 SL—EERE) 26 (13%)

PAMEREREE 21 B (13.6%) .
EHREE (RMEREHEEAE) 1F (0.6%)

SRBRETT,

T EAEE

. R 1E (0.6%)

@EMEILFS I/MHRE (KEYNOTE-010 3E)

HEERIT 2mg/keg Q3W ¥ 331/339 #1] (97.6%) , 10 mg/kg Q3W B¥ 330/343 1 (96.2%)

i L

KEEZE - BEOTH S # (52%) .
FEE 22 il (14.3%) .
EE 16 (0.6%) . 1 ZUERIR 1 ] (0.6%) |

FR

. B - BRI
fRAELE 1) (0.6%) K UFinfusionreaction5 ] (3.2%) BEH LN, Fio, BEEOKEE
BE (REAEIREEN, SHAK,. BREES) | RIEHERS. EEHENE,. M
g%« BEREAR, KU DML, LR, RN MR ESREA, BRI R ORI
BATRD bR T, AEERRBERLIEETS (RREEES Sl 2o

R URDOC B 297/309 #1 (96.1%) I[ZFB®H b, RHRE ORRBENTETERVWEE

EFHIT, FNER 215339 F (63.4%) .

226/343 #l (65.9%) R U*251/309 4 (81.2%)

RD b, WThPOBTREEEBN SUULOBHERIITEOLBY Tho oo
F7 WPhLORTHRARN 5% EORWER (KEYNOTE-010 BRIR)  (RSMEMHrESHEE)

ZBEBRSIE (80C: System il (%)
Organ Class) 2 mg/kg Q3W B 10 mg/kg Q3W Af DOC #
F&AEE (PT: Preferred Term) 339 {7 343 {7 309 #1

(MedDRA ver.20!1)

£ Grade Grade3-4 Grade5 £ Grade Grade3-4 Grade5 £ Grade Grade3-4 CradeS5

£RIER 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)
i LY SRS ' '

=Ny 10 29 3 (09 0 14 (4.1) 1 {03 0 40(129) 5 (16 O

PR E 1 (03 0 0 1 0 0 0 44 (142) 38(12.3) 0
PSR

IR R AR R T 25 (74 0 0 23 6.7y 0 0 1 {0.3) 0 0
BIEEES

TH# © 24 (1.1) 2 {06 0 22 (64) 0 0 56(18.1) 7 (2.3} 0

i 37(109) 1 {(0.3) 0 31 (9.0) 2 (0.6 0 45(146) 1 (03) 0

AP 13 3.8) 0 0 720 1 {03 0 43(13.9) 3 (1.0 0

& 12 (3.5 0 0 13 (3.8) 1 (03 0 24 (7.8) 2 (0.6) O
—f% - 2HEED LR EHMAORE

HEITHE 20 (599 1 {(03) 0 19 (55 2 (0.6 0 35(113) 6 (1.9 0O

g 46(13.6) 4 (1.2) 0 49(143) 6 (1.7} 0 76 (246) 11 (3.6) 0

Sy 515 0 0 4 12y 0 0 21 (6.8) 0 0

BB 10 29 1 (03 0 14 1) 0 0 17 (55 1 (03 ©
EEERREE '

P EREE A 0 0 0 2 (0.6) 0 0 24 (7.8) 19 (6.1) 0O
HRREE

EERE 309 0 0 309 0 0 17 (5.5 0 0
B XU THSRES

R EIE 309 0 0 2 (06 0 0 1M@E27N 2 (06 0

3 25 (14) 0 .0 32 (93 0 0 5 (6 103 o0

BT 29 (8.6) 1 (0.3) 0 44(128) 1 (0.3) 0 14 {4.5) 0 0

2E. 2 mgkg Q3W BER U 10 mgkg Q3W BHIZBWTENA S, MEMMERR 155

(4.4%) B 14 (4.1%) .

KIGH - EEOTH S H (1.5%) BT 24 (0.6%)

BE DR MR (B RERERRIREBRAE, AL, JRRTEARSE) 1 610 (0.3%) BT 1 41 (0.3%) .

14
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REE (FF v SU—EERS) 24 (0.6%) B3 H (0.9%) . FFEsEESE 23 £
(6.8%) BUR24 (6.4%) . FIRIMEEEREE 32 4] (9.4%) BRUR3541 (102%) . T
{REAERRE 1 40 (0.3%) ROV 1 (0.3%) . BIRHEREREE 2 1 (0.6%) BT 1 41 (0.3%) |
1 BURERA 1 41 (03%) B2 fl (0.6%) . BiRERE (RBEHREBRE) 4 6
(1.2%) RU0F, K16 (03%) RO OH, FHk - BETRAEE 1 6 (03%) BT
0 5, infusion reaction 2 B (0.6%) BU'6#] (1.7%) @Y bk, £, EEHEN
fiE, Mgt - BEMRLR. B LD R, DR, /MR RSB, BMmiE Dk »;
FRERBIIRD b h oz, FEWEARBRRIEESSE (BAREEEFEZST)
EEDEMERETT '

@EELFHEMAERER (KEYNOTE-189 #Ek)
C HEESITARIGEFIRE 404/405 41 (99.8%) R USKEEEE 200/202 # (99.0%) IR L
N, BBREL ORRBENTETERWVWEERESII. THhEh 372405 # (91.9%) &
TR 183/202 5 (90.6%) IKER®D BN, WTENMORCHRIEN sUU LORIERIZ TS
DERY ThHoT, :

#£8 WThIOB TRIEE %L EORIWER (KEYNOTE-189 BB)  (Ret:ARTHSRH)

BFERIRAYYE (SOC: System FlE &%)
Organ Class) AFGEA # {LEEREERE
HAEE (PT: Preferred Term) 405 7 202 1
(MedDRA ver.20.1) £ Grade Grade3-4 Grade5 £ Grade  Grade3-4 Grade 5
2RIYER 372 (91.9) 193 (47.7) 9 (2.2) 183 (90.6) 80 (39.6) 2 (l.0)
Mg L Ry o GREE : ’
=gl ‘ 154 (38.0) 55 {13.6) 0 77 (38.1) 27 (13.4) 0
AP Rk AE 25 (62 24 (3.9 0 4 @20 4 (@0 0
A IR A 22 G4 8 20 0 1Z (9 1 (05 0
EFePERigiE 101 (24.9) 59 (14.6) 0 45 (223) 22 (109 0
/RIS RE 69 (17.0y 31 (7D 0 27 (134) 13 (64) 0
Py IbER '
FRR IR B IE T E 2 G4 2 (03 0 3 (1.5) 0 0
RRECE
FeimEsEn 51 (12.6) 0 0 14 (6.9 0 0
BREEE
(LS 67 (16.5) 0 0 24 (11.9) 0 0
THi 78 (193 15 (3.1 0 22 (109) 4 (2.0 0
Bl 187 (46.2) 12 (3.0) 0 90 (#.6) 4 (0 0 .
ar C26 0 (64) 2 (0.5) 0 15 (74 1 (0.5 0
EM: 74 (183) 7 (1.7 0 39 (19.3) 4 (2.0) 0
—i - 2EHEEB LR EMOINE
T EAE 53 (13.1) 16 (4.0) 0 31 (153) 3 (1.5 0
B 134 (33.1) 20 (4.9 0 62 (30,7) 3 (1.5 0
FERR D P hiE 30 (74 3 O 0 14 (69 1 (0.5) ]
AV 27 (6.7) 0 0 12 (3.9 0 0
R 24 (5.9) 1 (0.2) 0 4 Q0 0 0
BIMER L UFENE _
TSR 20 @49 1 (02 0 10 (5.0) 0 0
BRIRRE
ALT #40 8 (54 2 (0.5 0 16 (7.9 3 (1.9 0
AST i8m ‘ 28 (6.9) 0 0 10 (5.00 1 (0.5 0 .
ez vFF=8m 32 79 1 (02 0 12 (5.9 0 0
A o BR# e 22 54 7 (D 0 12 (5.9 6 (3.0 0
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EFEBIKHE (SOC: System Bl %)

Organ Class) A FFERR (LR
FHAEE (PT: Preferred Term) 405 7 202
(N&edDRA ver.20,1) £ Grade Grade3-4 - Grade5 4 Grade  Grade3-4 Grade3
AR LR e
FRREGR 84 (207 4 (1.0 0 42 (208) 1 {0.5) 0
= 725 AR 22 B4 5 (1Y) 0 3 (L8 0 0
MR R R .
BREEN 37 0.0 1 (0.2 ] 14 (6.9 0 0
BB LU RS
Jicd 7 11 @7n 0 0 12 (5.9 0 )
Z HEEE 7 (9.0 0 0 12 (5.9 0 0
BB 51 (126) 5 (12) 0 17 (84 3 (1.5 0

B AR BV THIEMMRR 16 7 (4.0%) . KRB - BEOTH 20 #1 (4.9%) |
MWRIEE (X¥T - N —ERES) 104 (2.5%) . ITHEEE 62 # (153%) . ik
DRMEREREE 32 B (7.9%) . TRAEEERE 2§ (0.5%) . BIEHREEE 1 4 (0.2%)

ﬁéﬁﬁﬁﬁrlm (02%) . BHREIEE (RIDEMEMETRE) 256 (6.2%) . Hﬁ’%z{ﬂ

(0.5%) K Uinfusionreactions ] (1.2%) MR oz, £, BEEOEBEREE (KE
FEREARAERRE, LIALHE, HREHES) | Hik - BRBUDRARE. Erﬁ%éﬁ%ﬁr\ P -
ﬁ@ﬂ%ﬂ% BE OB, LY, SEMER/NEIAESREER, Bl & OTRIERREE T

B bhihots, zlsﬁlu’ﬁﬂi%fﬁb:wiﬁaﬁga% (BEHRREMERE LS LETeEst
F%%T#

@ERRLFBIERER (KEYNOTE-407 #ER) _

BEESUIARBEE 273/278 41 (98.2%) R UKHRRAEE 274/280 1 (97.9%) iDL,
eRELOERBENRTETCERWEEERIT, FR-F1 265278 4 (953%) KV
249/280 f5] (88.9%) IZRED BNz, WTNHOFE THRINED 5%LL EOBWERIZTERD
ERBYTHoT,

#9 VWO CRARE 5% EOBER (KEYNOTE-407 BB (AT s a4 )

FERRAE (SOC: System . FlE (%)
Organ Class) AHOFFBE b PRIERE
FEAFE (PT: Preferred Term) 278 7 280 171
{MedDRA ver.20.1} 4 Grade Grade3-4 Grade53 & Grade Grade3-4 Grades
LEWER 265 (95.3) 151 (54.3) 10 (3.6) 249 (88.9) 152 (54.3) 6 (2.1)
M3 LY o REE
2% 123 (442) 38 (13.7) 0 117 (41.8) 43 (154) 4]
FEBNMELT PRR D E 14 (5.0) 14 (5.0) 0 10 (3.6) 10 (3.6) 0
A i ZRJR A 23 (8.3) 12 (4.3) 0 19 (6.8) 12 (4.3) 0
F IR AE 97 (34.9) 59 (21.2) 0 86 (30.7) 63 (22.5) 0
M/ tRisi e 81 (29.1) 18 (6.5) 0 58 (207 16 (5.1 0
P IS
AR s TLEE 17 (6.1) 1 (04) 0 2 (0.7 0 0
FRIRHERE(E T 16 (5.8) 0 0 3 (LD 0 0
BIBkEE
@3 31 (11.2) 1 (0.4) 0 25 (8.9) 0 0
T 61 21.9) 8 (2.9) 0 47 (168 4 (1.9 0
Ml 85 (30.6) 2 (0.7 0 71 254) 3 (L.1) 0
RE - 36 (129 1 (0.4) 0 25 8.9 3 (LD 0
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BWERFAIE (SOC: System FilE (&%)

Organ Class) AHIGEA bR
HAKEE (PT: Preferred Term) 278 44 280 4
{MedDRA ver.20.1) £ Grade Grade3-4 Grade5 < Grade Grade3-4 Grades
IR - ZHEER L ORI OIRE

EIIE 46 (165) 3 (1.1 0 41 (146) 6 (2.1) 0

S 54 (194) 7 (2.5 0 52(186) 1 (2.9 0
MR R ,

AST #4:n 14 (5.0) 0 0 5 (1.8) 1 (04 0

- PEREOR S 24 8.6y 17 (6.1) 0 28 (10.0) 24 (8.6) 0

MRS 23 (83 5 (1.8) 0 16 (57 6 2.1 0

B i EkEs 30 (10.8) 11 (4.0) 0 28 (10.0) 10 (3.6) 0
RS X U EEE

BHRIE 47 (16.9) 5 (1.8) 0 57 (204) 4 (14) 0

= 7 &7 HHE 15 (54 1 (0.4) 0 9 (32) 2 (0.7 0
BEHR P L URSERES '

B 36(12.9) 1 (0.4) 0 24 (8.6 2 (0.7 0

A 32(11.5) 2 (0.7 0 26 9.3) 1 (0.4) ]
IEREE

RERE 23 (8.3) 0 0 7 (2.5) 0 0

Fitkm 2 — g AT 55(19.8) 3 (1.1 0 37 (133 2 (0.7 0

SERREL 15 (54 1 (0.4) 0 13 ¢4.6) 1 (OH 0

RGBT =z —aAF—  31(11.2) 0 0 36 (129) 2 (0.7 0
BRI X UE TS J _

B HE 126 (453) 1 (0.4 0 100 35.7) 3 (LD) 0

Z 5 EEEE 29 {10.4) 0 0 15 (5.4) 0 0

i 28 {10.1) 0 0 20 (7.1) 0 0

2B, ABIBIZRBWTRIEMERER 14 41 (5.0%) . KB - BEDOTHT 14 F1 (5.0%) |
PRIEE (XT v - RL—EREEE) 55460 (19.8%) | [THEERES 26 1 (94%) . B
IRAEEEIEEE 31 B (11.2%) . TERAMEEE 2 4] (0.7%) . BHEEE (REEHEKE
ERAAE) 65 (2.2%) R OF infusionreaction 6 7l (2.2%) 2338 B??‘Lvtu i, EEDOK
EiEE (ARG, S, ERAES) | RIBMEES. 1 BERR. K
&\%&-ﬁ&%ﬁﬁr\ﬁﬁﬁﬁﬁﬁ\m&-ﬁﬁ&\&aaﬁ&\@%&\ﬁﬁﬁ
LRI SEBER, AR I R OSFREFERES IR0 D iz o fz, ARIFERZFERRIR
IEEES (BEREEEN ZED) FEUEHERETT.

@Bk H%mﬁﬁ%(mwNmEmmﬁ%)

BHEERIIFAITE 610/636 il (95.9%) R UMLFHRIERE 606/615 1 (98.5%) IZRD L
. IBBRIEL ORBRBRETETCERVEEERIZ. ThEN 399636 # (62.7%) K
Uﬁ%mwm(%qwiu%b%htawfﬂﬂ@ﬁf%ﬁ$ﬁ5%%i@@ﬁﬁﬂTﬁ
DEBY THoT,
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#£10 VWERHORTHREER 5% FOBWER (KEYNOTE-042 38  (ZZ&MMEirafAam)

FEHIRZE (S0C: System P (%)
Organ Class) AFHIEE LR
HAFE (PT: Preferred Term) 636 1 615 i
(MedDRA ver.20.1) % Grade Grade3-4 Grade5 & Grade Grade3-4  Grade$
2BIER 399 (62.7) 104 (164) 13 (2.0) 553 (89.9) 246 (40.0) 14 (23)
mikB LVY N REE
=i 35 (5.5 4 (0.6) 0 220 (372) 80 (13.0) 0
B kI E 10 (1.6) 0 0 35 (57 10 (1.6 0
FEREAME 5 (08 1 (02 0 88 (143) 46 (7.9) 0
M/MRIAEE 305 1 (02 0 56 @ 10 (1.6 0
WIS
FR RS R TTEE 37 (58 1 (02) 0 1 (0.2 0 0
R IR IR T RE 69 (108) 1 (0.2) 0 2 (0.3) 0 0
HIpEE
B R 8 (1.3) 0 0 68 (11.1) 0 0
TH 4 (B3 5 0.8 0 4 (1.5) 1 (0.2) 0
B 31 (4.9 0 0 184 (299) 7 (L) 0
A 7 (L1 ] 0 31 (5.0) 0 0
IRt 15 (2.4) 0 0 97 (158) 2 {0.3) 0
—i% « £ EER LU I ORE
HEFTHE 27 42) 3 (0.5 0 60 (9.8) 10 (1.6 0
Y 50 (7.9) 3 (0.5) 0 102 (16.6) 8 (1.3) 0
BB
ALT 8/ 45 (7)) 9 (1.4) 0 53 (86 5 (0.8) 0
AST #n 41 64 4 0.6 0 42 (68 2 (0.3) 0
R 2 (0.3 0 0 86 (14.0) 54 (8.8) 0
i e 2 0. 0 0 64 (104) 20 (3.3) 0
B i k% 3 (0.5 0 0 71 (1L5) 32 (5.2 0
ol L USRS
FARIRGR 40 6.3) 5 (0.8 ] 109 (17.7y 9 (1.5) 0
HEBRRR I USRS .
kit 27 (4.2) 0 0 46 (7.5 0 0
iR 20 3.1) 1 (02 0 50 (8.1) 0 0
| ERTRIEE
Fit = a - s — 1 (0.2) 0 0 50 @1) 5 (08 . 0
FHEERR = 2 —p AT — 3 (05 - 0 0 4 .7 6 (L0 0
FRUEER. TAENE X URERREE S
Filigde 43 (6.8) 19 (30 1 (0.2 0 0 0
AR LR TS
IHEAE 2 (0.3) 0 0 136 (22.1) 7 (1.1) ]
& S YEIE 46 (1.2) - 2 (0.3) 0 15 (2.4 0 0
% 46 (7.2) 3 (0.5 0 27 (4.4) 0 0

2B, AFFE BT RE AR R 49 41 (7.7%) . KEBK - HEOTH 10 41 (1.6%) .
EEOHBEE (REFHIRIREGE, ST, EREES) 14 (02%) . HEEE
(FZ7 2 - NU—EREES) 1] (02%) . ATHEEERESE 76 6 (11.9%) . FUIRARBERERE
Z92 4 (14.5%) . FTEAERE 3 (0.5%) . BIEKEREE I H (05%) . Bidie
EE (RMEMEMERRE) 3461 (05%) | Bk 18 (0.2%) . LR 1A (02%) &
TR infusion reaction 6 5] (0.9%) 2S5R®H b, Fix, | BERIFE., F4A - HEEARMEIE,
BEAERFESE, R - BIRK, B OMER, ettt/ Mg R, BhtE LR
UFRFBRFILRR D bhigh o o, REWER R IR L BEES (FRREEREE 281

ZRUHRIRERETRT,
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(R - HE]

AFOBEABEDEEETIANERA LY S 2ab—vaicd, &% 200 mg %
Q3W, 400mg % 6 @R (BLT [QeW) &5, ) ik 10 mgkg (FHEH) % 2EMH
BIFE (BATF TQ2W] &3, ) TIE UBEOARF O Mg hRE SR S i, o
BOFH 400 mg 2 QW TRE LEBOFROEFINIEIZ BT 2 EHhFERRE (KL
T MCagss) V3, } I, FEI 200mg & Q3W TIRE LIEBROD Covgss &ERLLT 2 & FH
aEhi (F#) . £, A& 400mg & Q6W THE L-BROEBIDEFREIZBIT A5
B MTEREE (BUF MChmssl £V¥9, ) 1. FF200mg % Q3W THRE L7EED Cooss
B L TEEZ T EFRSNE OO0, BAABRE LB TEAESRR ST
LM - AETHDHAA 10 mghkg (BE) 2 QW TRE LICERD Craxs & R L TR
B RTEFRHERE (TR) . 3bic, ENEAEEE L HRITHHA 400 mg % Q6W
TG Ui/ EIMERER (KEYNOTE-555 328%) X W &b =R AMEICE S < KEhE
NRIA=FIRX ¥V Ialb—a ALY TR LERYEE T A—& LEEILE (TR,
Mz T, BEOBECRT 2BERBERICE S ARORBE L AT aM
L ORFELXRETT 2BRBRISTET VABES L, FA] 200 mg & Q3W X 400 mg %
Q6W THRE LEEOREER L EMEEEEM L OBEIZ SV TR SRR, L

ORI - REOH TAMMERUVERICARRERR RV E FRIS I

F# 11 FHOEBRIB AT A—F
Crunx Cn\'g Comin . Cmnx‘ss C\'g.ss Cmin,ss
fitk - AR {ng/mL.} {ng/mL) {pg/mL) (ng/mL) {ug/mL) {ug/mL)
200 o W 50.1 279 18.1 2.8 504 309
mg Q (58.5, 59.7) (27.7,28.1) (17.8,18.3) (91,7, 94.17 (49.8, 51.0) (30.5,31.4)
123 324 10.6 148 50.7 70,3
+
400mg Q6WT | (155 12g) (32.0,32.7) | (104, 10.8) (146, 149) (50.1,51.3) | (19.8,20.9)
400 mg Q6W 13600 . 14.05 :
(EIME) | (1356, 136.4) NA (14.4, 15.4) NA NA NA
220 144 1o 128 779 197
T
10 mg/kg QWY (515 293y (143, 145) (117, 121) (424, 433) (276, 282) (193, 200)

T:n=2993, 100[ED¥ T = b—ia viZt W EBSh-STESEOFRE (2.5%R,97.5%%) . Crnx : FIEH
EHORENETRE, Cup: FIHBEEOCTHMIEPRE, Con: FIEHERE (31 202 BE55H) ORELRF
‘:F?.%gf\ Crnax,ss: ﬁﬁ?%ﬁizj‘sﬁ- 6%-{%]--&”-?%*%&&\ Ca\rg.ss : Eﬁﬁ%!:ﬁi?éqzﬂmfg*?ﬁﬁ‘ Chingss * Eﬁ:ﬂtﬁl’c
B} 5 BAGMmiE R
1: 56 FlORIMESE (95%ISIHERM)
§ 1 41 FIOBIMESE (95%ISHRIKRHD

NA : SR L
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4, HERRIZOWT

AR OBMREICR LT, AREHE L LTHARERET (2055 »;EohTn
Brihb, YA BYCEETE IR THEINERD D, TOLT, EERY
Zﬁ%ﬁﬁE(Mﬂ)LEO%\$ﬁ®§%mﬁﬁ&%ﬁ%@m®%ﬁﬁﬁﬁbéﬁm
THoT, FHOBRENEILRBELDE - BEL. ﬁﬂ@ﬁ%h&bﬁ%&@ﬁm%
FR LIRSS T 5 Z L BMRERED, LTOO~@0T AT EH BRIz T
HEHRTBRETHS,

O HERITHOWT

@1 FRD () ~ 5) OWFRLZEYTIHRTHDZ L,

(1) E4BMAEREET SR ADICISIARIESE EREMFIRADRERIL RS,
Hh3E A3 A SRR HL AR, HSEAS A BRI )

(2) HrTEHSRERIR

(3) FENRMENEET D NADEHRIE (BASRREEEERR, NABIOESS
BAF. RASRESHEERRE &)

(4) FARACEFEEERE L. SRIEECERER RN | s RIES LR s
2 DWERERECHR D BHEIT> TV B R

(5) FIEMBEEALT EEMBE ORR LIRS B BT o TV B HERR

D2 FEOFRER CRIERBREOMRIC 27 ok & B2 FoEM (TR
VTRNCRR ST S ERM) 25, BMREROFMICETIREOHEE L LTRESH
TTWaZ e,

*

o ERSRIFREE 2 EOMBMERET LEEIC 5 S LOBABBROBRIEY
ToTWaZ E, 2H, 2L R, BAERYEESZT L LBREEEOWES
ToTWNAI &,

s [EERITERIGE 2 FOMBTHERZET LRI 4 FLULORKEREZFL TS
&, Db, 3FELULER, MBONAEDREL SRR FORKMELZT >
TWnHZ L,

@ BENOERMEREROKHICOVT

ERELBFRERICAFTIHEENREBE L, BECENLOBFMED, ARE - &
SUERFNFROFBROCEMEIN T 2 HRIEH, FEERPRE LLBEORSE
%, ERERHTTPNSBRINE-TNE T E,
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@ BIER~OIISIZ2OWT
@1 MERUEHIC BT 2B

BB EASEOEEREMEARTE LT, 24 BERREROT, YikiERX
IEEEERIC BT, BELUAZBERICE CTAREEEC CT S0EIER OENIZ.H
ERREOCHERFPYUAPIZEDN, EbIZHISTRRERBE-TNDZ L,

@2 ERAEEHCL3AFFRNMCETIER

DA uﬁbéﬁﬁm&ﬂﬁkuﬁﬁ%ﬁféE%%%ﬁﬁ@Wm% VY
EEDIEROAY Y —= T ETHWERE L FRELE TE 2T — AEREH 23#
BEENTWBZ &, 2B, BEEEIZSNT, ma%%k%o%ﬁk+ﬁkﬁﬂénr
WazZ &,

®-3 BEMEHOLERHBIZELT

BIER (FEMEMERIZMZ, KBK - /DEL - EEOTH, BIERE - Fre - iF
e ﬁ% ﬁﬂ&%ﬁﬁ\%ﬁﬁﬁ%(ﬁmgﬁgﬁﬁﬁghﬁ%%ﬁ%(?
TAMEALIEE, FRISMEEE, BIMAEREE), 1 ARG, RY o Rk, Bk - B
%mmr\%ﬁ\ﬁ§®ﬁﬁ %(¢%ﬁ%&ﬁ%ﬁ%ﬁ,&ﬁﬁﬁﬁﬁ@%\§%ﬂ
B, ¥|AMEIESE), infusionreaction, M4 - B, EEMENE. WREEST (¥FF L -
NU—ERERS) LK, EER MRS Gt MUREERER, Bk,
IR, EIPIRES) . DRAAMER, BES) LT, YEERILERE
FHBAOFMMEZETIERM & EE L EUERORE-oHEE L THERUOXELS
TohaEFIChE L) | ELICEIZAERTE 2 EFIRE-THWD I L,
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5. BENRLZDBE
[H3EIC BT 23]
O FAHOBEMBEIITROBEILE w'@'ﬁx)ﬂiﬁn‘é:}’b‘fb\é
o {LEREEORV EGFR B FERBH, ALK MEEEFRERVPD-LI B
T (TPSZ1%) OHIRTREREST - BROFE/INARMEEE
o FIFTRAEZEOCERIEREEZF TS PD-L1 B (TPS21%) DOHIERRHER
T - BROHE/NMRMERE (K. EGFR BETFEREBM T ALK el
EFEEDBE T, FhPh EGFR Fu i3 —EREXIXIE ALK F
R F—PHREROHREREETI8BE)
2E, TPSIENA7n ) X< (BETHL) Oz =3 U RIRE (R7E4 :
PD-L1 IHC 22C3 pharmDx [#'=2| ) #BWTHIET A &,
@ FEOMOPMEEEER & OHAREITREOBREIZBVWTHMENRENLTH
5
o NRAPLFE FROTIFHEE L 0HFRRE  (LRRERBOR, EGFRH#
BFEREBERV ALK BEBEFEEOERTERIET - BROERFLER
FE/NHRRR A B
o HNANRTZTFUEVNRS ) ZXEALT T nab-"27 ) FEFEALEOHBERS L
FRER O OEIBRTEERIET - BRORE LEF/NIEERSE
@ {LEEEEDRVEST - BR O/ SE S, PD-LI#ZE T PD-LIEGHE (TPS
21%) ThIVE, FROHEMBEELEB T L2 & ThbH, £z, ZELFPEICH
THRBFEICHER RNV EEZ OGNS BEITH LT, PD-LIERRFIZ»2D L
T ENEFNR OB L TR REEERREL OFRARELZETIZ LN
TE 53, 2B, FEOBRETHIz-> Tk, EZEIA K74 v (A RIEESHR)
SEreRTEL @)
@ pﬂkﬁé’ré‘Z)%%‘Lﬁﬁ‘éﬁiﬁﬂaﬂﬁ%&t}ﬁmﬁ&%kob\'Cii FHRNOF MR
MM ENTELT, FEOBEFHR LRGN,
o IFtEAHBORTE
»  DTEFOFDENRERT WAV OB - Oft RS

B P iE, BESENA KT A (AEBBESE) CBNT, P4 A—RETFERMBEEREND
(DECOG Performance Status 0~1 “£2 7 75 &L . XiZ@ECOG Performance Status 2 =2 OBHFTHL. 3
HRFEA (FEF3EA%) OBRARSMEEShTEY, 20 L 52835 T, BB EiEiod
HEEHCHERSS EL LN B,
(#2) ECOG ) Performance Status (PS)

Score EE

0 | £<MER{EWTED, EHMEFLAFERSRHRR TS,

RERICH LWOEBIEHIR S 588, SHMTHET, BRERNE- TOMERIIITI B8 TE S,
P - BORE, BHIEE

[ 3 .

RoNcBADHDOEY DI & LnTEARV, BRO 0% EE A~y P+ Tl 27

w

ey

2<{Bitiv, BA0EOED O LT TRy, BRIy FhEFGRIT,
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[Z2iEiciBT 5 HE]
O THRERZUYTIEFRZOVWTHAFIOEGHEREINTND LD, BEETT

@

iz &, - :
o AEIORSTR LIBEEOCBIERO H 5 BE
B OFEIZ BV CTRICKE T 2BEIT 2V T, FHORESIIHRE I LW
3, MMOBFRRESRVERICRY, BREIZFAFZEHTIZLE2EBETED,
o MHUMRAOEHIISEEDHLBE
o EESRE CHERERY 2 BE RSO R BRITIEI Byt i
DRI REREER A BND BE '
»  HEARERABOAMH, XITBHELEE L IFREO B ERERBOMERED
HHBE . :
o [ERSEE (ShBHMREBERELSI) OHLBRE
o TEEOBLEIIEERETAESE
»  ECOG Performance Status 3-4 &2 O BEHE
P,
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6. REICELTHETREHEE

0

@

©)

AT EBSICMZ, JERFTESBRET I ERSICESE RO R UEIERE

OO HELERE A IERE L ThbERTIZE,

TERBRAIZEN D, BEIICOFRICEDERVERESZ+AHAL, RELE

ThrbRETHI L,

EFREVERO=R DAY Mo T

. BEMMESRRDLDNAZ EBRHBEDT, $ﬁ®&5k%t01m WIEE
w (B8, FEREEE, %EE) OBEUEE X BREOCEES, BlEr+
ST Z b, Fh, HEIDSCUTHE CT, ME~—V—SOMEE R/
5T &, ‘

» infusionreaction B33 HILD Z L H B, infusionreaction P3FED LILIHEIT
X, BEIRAEBEEITY L &b, BRBRIET 3 CRAZTOREZ ol g
TAHIE,

- FRIREEEREE. Tﬁﬁw BEERCEERERERLLbRE I ERNHZD
?\Kﬁwﬁﬁﬁ%ﬁﬁﬁﬁﬁﬁﬁ¢uﬁ%%&ﬁ%wﬁﬁﬁﬁ(ﬂm\ﬁ%
T3, W T4, ACTH, m¢:w%f~w%®ﬂﬁ)%%f?é*a

o BIRERFHR. FFR2., FHEREREE. R, ERTRRHODONEZ LBhD
@T\$ﬁ®&5%%%&0&5%%¢ii%%hﬁ%%ﬁﬁ(MH\MI
v-GTP, Al-P, VUL EORIE) 2EBTHZ &,

»  RESER (IERARUIIEESRELEZSD) SOERERIBEENRLLDND
ZE¢MHBHOT, EHMCRORFTORELERTHZ L, £/, RORFEN
RO BNEHEITIL, BN ERBEESR T2 L )BELHEETH L,

v AHIOBEFIC LY, BECRERMICERT S LE X LR EEL RRBRHIE
BHLPbNAZENRBD, BRENEDOABSIE, BRLEFHIZISLE
BEFIRR AR BRSO ERD & U OEYZRENRZER 21TV, BEORE
B X B EMERMREDN AT, FAROREBXZF L, RURBIBEER
Ne U BEIORESEFERTHZ L, B, BIBRRESRNVECOREIZE VEIE
A OBENED b VGEEITE, BIBEERNVE Y U ORENHIA OB
bEETAZE,

v BERTE,EHERNGEIABBLTHLRERANRRBRTIZERHDIED
AFOBEXRTRICHLEWEROERICHAIZEET A &,

o 1 BUERE (BUE 1 BIERFEEZ D) B b, BREES N TV F—VR
WEAZERHDIOT, A, Bb, BHLEORROFFLMAEMED EF iz
SEETBHCE, 1 HERFESRDNESSICIRESPIEL, AR VR
ROBESEDOBENRUEBERZITI Z &,

AFI D BEFRRER I 451 T, KEYNOTE-024 3252 % 1 KEYNOTE-042 3B O3 5.0

735 9 Wiz, KEYNOTE-189 RBTIIR 5846 6 BER N 12 @B, U

BiZ 48 @B ETIOREIL, £0% 128 L 2, KEYNOTE407 RER TiXid 55tk

-wg 6B, 2EBECISERB., LIBI4SEEETIOBET L, ZOHRETE

WAIMEDFMEIT > TV Z L EBFIC, ARREFIIFEHNICERRE TR

DHWRBEITH> Z &,
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BEEHHEET A NI 1
RaA7r Y X<vT (BEFHEZ)
(BR5E4 : ¥4 hA—& AT 100 mg)
~EHRAaE~

ERR2 94E2 B (4Fn44E 8 B HKET)
A S @S




zEs

ZUBDIT

AHIDOFFR, 1ERIER

FRER R

HEERIZ2WNT
BREXNH LR LBE
CREBECELTEETREHEIE

S e

P2

. P3

P4

P16
P18
P19



1. IXC®iz

EESOFDM - BEMOMIRO - DITIE, FATBEICESOEEERERRKD
bhd, S5IZ, FEORSEEFOEANC LY, HEKEEL R & OSEEH A FH
FEEMBERBINDIP T, ZNOOEEGZERICHMNERBEICRHETS Z L BRED
REBEL2-oTHY BEMBGEER & QAT 2016 (FK 28 € 6 A 2 BEHHRE)
TRV TYH, EHNERLSOEROREHERZRZ - L L ShTnE,

PRERFEERR L, BEERPREEN T 1 7 7 A AREEOERSR LB b R
RBZERHDB, ZOH, AR UELEICET A FERAFOER TS T TOM,
WHEEADEELMRZIT 3 2 L AYH SN IBAFTH L TERATE L & bic, BlE
FANRER U EBRICLERSE L 52 L RN TR — B OB &1 - E S T
TEZERBETHI,

Lie#oT, BFA FF A4 Tid, BAREREPSINETIZE LN TWAEZIKEN) -
BRI ESE, UTOBEEROEBELER 2 HET 3B b LEREME, 22
FROEEFELTT, '

BB KHA WT A4 I3, MSTATHE NERR EFS SR AR, ASHBEARE
BRARIEEZS, —RHEFEA B ARENRIESRUAKTERA B AR ER %2 0%
Db EER LT,

MG LR BEEM XA M —F AT 100mg (—R4 AT a ) X7 (B
FHE# %))

RELDOPEIEDR : EHBAHE

HBEROAERVRBE : BHE, BRARIZ, o7 n) A+7 (EEFHBAEZ) LT 1
=] 200 mg % 3 IWE R X1 t [2 400 mg % 6 ARMFEERET 30 5
AT TRBEFET 5. L., IHERREDREIL, B HE

12 AETETE,
B R T ¥ EF - MSD BREH




2. AEIOKEK, 1ERBF :

FA M —FEBHE 100mg (—HF4 AT e ) Xe7 BiETFHRL) . BUF TR
I &vv5,) 1L, PD-1 (programmed cell death-1) &FD U H > KT8 5 PD-L1 KU PD-
12 L DS EEMEETS, t MEIgGd E/ 7 v —F Al TH B,

PD-1 fRBI1 T FARS S BT H Bk 5 7o I B AFRBR S A 45 72 fa il il
AA v FT, PD-1 i, EERREBICBWCEEE T MEORETICHER L, BT
ERSEESDABHEXTRR R AERIGEREHT S, $7bb, PD-1 ZVH U FLf
ATAHIEICIVRESREERIZLA VPNV GEESRICHET A%EETH S, PD-L1
DOEFEBBIZRIT 2 RBEITD TR THAN, ELOPAMIBTIE T MlaoBHz iz
AIECRENCRE L TWS, AAMRIZEIT 5 PD-L1 OFEEIRE. B, R,
FFHEARAE, PREE, FEMNMBIAMES DX RRATCTHRARRRFTH Y, BV EFELE
OFBEESBREIN T3,

B O ADERNTH% L PD-L1 RIADOFEEMEDN S, PD-1 & PD-L1 ORKITIES
DABEERIC BN TEERBEIZB S 2 ENFRENTEY R BABROERN L
LTEEERTWD, _

AFiZ, PD-1 & PD-L1 RU'PD-L2 O ) H» FOfREAERBRETIZ &I, BE
M NEE D OIEES RAHIABENE T V o BREER LS, REERE 2 FEHL
T5Z & CHERDRERET S,

FRIOERFICESBECAERGIZLIBERERH bbb, EENIIFETIC
EBFEEND D, FAHORERRPRERICIE, BFOBEL OIITV. BESRE
B HRIEAITE, BE LUEB&IS UEEMN A0 - BB PR E &8s L
Ep BRI 21TV, BEORERMGIZLZBIERANEDN ABEITIE, BIBREFNV
EVHOBREEOEIRABET O LERD S,



3. BREE R
EMHEAEORRRICFHMEfTo~ERERAROKRE LT,

[Hahit]
OEMS I b BB (KEYNOTE-041 3ER)

EFBERE D2 WA B A7 BEFHRIEL) CITIA VAT EN),)
EEERV 2 VIAVETORFFRIERE R T 2RIGRTELEREGAERE 42 7

CERMERRYT SR 37 ) ERBIZ, AH 2 mgke 3 REEE LT TQ3W) &wvwH,)
R OFPER CESMENRE Shic, 28, B CREETIRD bRItBaz,
REETERTERPBO bW EORENIIRE LT3 B T, REAEOHE
Il TRBETARBO BN D E THRFORE LT 5 2 L3RR L i, TEH
MEE T 5RPEIRECIST HA KT A > L1 RIZES < PREUFIZ LB 5225 (CR)
XIZEB2EZ (PR)] 1%, 24% (O5%EHEIKR : 12~41) Tholz, ¥, FRITREL
7 BEIX 10% THh o, ..

@A E THERR (KEYNOTE-002 35R)

AV L 7L 5RRELE T RGBT ELEMBRGERE &R, F42
mg/kg Q3W FE R U 10 mgkg Q3W R 5 DEIMER URLMMR, (LEBRE (F ANy
V. TEYRINRN, AVETZF, R Y EXFEAIIAARTIF o+ 7 &%
'L, BT TICCHEET EH,) 2B E LTRET S, 2B, BRI CERETN
D BN BEIT RBET 2T TRERSRD bR WEOBENREEL THHBHE
Tk, WEILEOEGTHME TRAETIRD bhd T TAR QRS 2k 5 & & 23T
e s, EEFMEER 24T (BIF fos) L )5,) RUEREBATFLIE (2
T TPFS] & 5,) &&h, FENMMEEEE LB LT, PFS 2#FRICER L,

#£1 ARt (KEYNOTE-002 HEk)

Al 2 mg/kg A% 10 mg/kg (b FRE
Q3w Q3W
(180 1) (181 %) (179 451)
FdfE (8] 13.4 14.7 11.0
(95%CI) (11.0, 16.4) (11.3, 19.5) (8.9,13.8)
08 | ~¥F— Fip” 0.86 0.74
(95%CI) {0.67, 1.10) (0.57, 0.96) —
P fE" 0.1173 0.0106
FaiE [B] 2.9 2.9 2.7
(95%CD (2.8, 3.8) (2.8,4.7) (2.5,2.8)
PES* | ~Hf— R 0.57 0.50
(95%CD (0.45, 0.73) (0.39, 0.64) —
P {E"™ <0.0001 <0.0001

CI: {E#HXM]. *1: RECIST HA FT7 4 L1 FRICE-S < R ER VEEERMER X 5 7,

*2 ¢ BRI Cox lFINF— FEFMC L BILERMEL OLLEE, *3: Bilu s 7 v/ BE




100 <

90

— =M 2mglkg Q3W
e A1 0mg kg QAW

at risk3%

80

70 7
gﬁO-_
ﬁSO-_
4 40 1
30
20
10 1

O e ——— "y Rl L
0 3 6 9 12 15 18 21 24 27 30
EEM R)

F# 2mg/kg QBW 180 131 95 70 61 11
##10mg/kg Q3W 181 138 99 79 67 12

{ESERGE

at risk¥

179 115 80 60 48 9

1 OS @ Kaplan-Meier Hi# (KEYNOTE-002 328

100 reg

90
80 1

—— FM2mg/hg AW
—— IM10mg/kg QIW

0 2 4 6 8 1 IO
FMTEAM [F]

#M2mg/kg W 180 153 74 53 26 9
F#10mg/kg Q@AW 181 158 82 55 39 15

{E S

179 128 43 22 15 4

® 2 PFS @ Kaplan-Meier % (KEYNOTE-002 38%)



O FE AR (KEYNOTE-006 #U5#R)
AN A TILEDBBEEORN A EY AT 2EERWN 1 V2R LETOL
PEEEL AT HMBUBRARAESEAEBE 2R IC, AA 10 mgks Q3W REEK

U 10 mg/kg 2 BRI (AT TQ2W) &1 5,) REDEDMER RN,
v 7 ENBE LTHREN EN, 28, BEHE TREBETIBDORLES

ALY A
2. EBE

TR TIERDFED IR WEDERKRIICEE L TV 5 BFE Tik, REILIE O EGEFL

TEBETHBEO NI ETHARRAORGEEMET D Z L B3WEE & &k, FEFMEE
I OS EURPFS & &, AFNIA VY A7 LHEL T, OS RUIPFS 28 EIZIER-L
Vil
#2 EOMEE (KEYNOTE-006 3B
AH 10 mg/kg AF 10 mg/kg AEY AT
Q3W Q2w
(277 ) (279 B) (278 1))
FR{E [B] NE NE NE
(95%CI) (NE, NE) (NE, NE) (13, NE)
08" | A~H— R 0.69 0.63
(95%CI) (0.52, 0.90) (0.47, 0.83) —
P " 0.00358 0.00052
e [A1 4.1 5.5 2.8
(95%CI) (2.9, 6.9) (3.4,6.9) (2.8,2.9)
PFS™ 3 | /~¥— FLER™ 0.58 0.58
(95%CI) (0.47,0.72) (0.46, 0.72) —
P {i" <0.00001 <0.00001

Cl: {E1XM. NE: #ERT, *1 : PHBTNROT—F :2015FE3A3 8y b7, *2: 8
Cox tblNP— FEF ML BA ) be T L OB, *3: BRw 75 ZHE. *4: RECIST #
A RZA 2 LRIZES M L EEHBREERVEEEMEIC L 556, *5 : PR EOT —
# (014E9 B3 RA v A7)



100
90
80
70 7

£ 60
B 50
ﬁ 40
304 ——— Fiomgrkg Q2W
20 7 e FiIOmEIKE QAW
107 —— spunzr :
[ e A SN (e A e - e

at risk%
F&0mg/kg Q2W 279 266 248 233 219 212 177 67 19 0
FF10mg/kg Q3W 277 266 251 238 215 202 1 58 71 18 0
AEULIT 278 242 212 188 169 157 117 51 17 )

B3 OS @ Kaplan-Meier it (KEYNOTE-006 FAB%)

100
90 ] e e e 8 0TIy QW
80- © e A 1O kg QW
g 70 ] | — VLTS
H 60 -
i 50-
B an -
40 -
g 30 1 L!f-![é:*ﬁ
20 B
10 -
0+ T T T YT T |'--i“-
0 2 4 6 8 10 12 14
at risk® ENERETREMIR)
=@10mg/kg Q2w 279 231 147 98 49 7 2 o
#@10mg/kg Q3W 277 235 133 95 58 7 "1 A
SEULTTS . 278 186 88 42 18 2 0 0

4 PFS ™ Kaplan-Meier fi## (KEVNOTE-006 5382



OEBILFRIFMAERE (KEYNOTE-0543458)

FLEBHEORAT VI ® OBEEAEESE (BAARHEZE) 28I, HiE
HBRIE L LUAKI200 mg QQWIREDF MR UREMER, 778 RERRE LTHR
Fani, EEFEEBITEFREFRE (BT RFS)] £W),) L&h, AFNIX7 5
EREHEEL T, RFSERFEICER L,

#®3 AHHERE (KEYNOTE-05438)

AE200 mg 7R

Q3W
(5144 (50541))
il (B NE 20.4

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

RFS™ ANP— R 0.57
' (98%CI) (0.43, 0.74) _
pfE" <0.0001

Cl:{EHHEM. NE: HEEART, *1: PRRITEOT —F 20178108280 » F A7, *2: BEI
CoxtbINF— RETFAL S 7SR E OB, *3: By S - 7RE, Q3W : 3EFME

5. NE : Not Estimated

100 S
90"'

T ——— HHIW00g QIW
] e FSER

o 3 6 9
EEREN (8]

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

at risk#
AH1200mg Q3W
TSR

18 21 24

15
15 0

73
60

o

K5 RFSOKaplan-Meierfi#t (KEYNOTE-054328%)

D ATCC (American Joint Committes on Cnancer) JARIAIR (85 7HR) -3 <EM, AF—2HA T2V

YAEAOEBERER 1 nm BOBES0H,



(2]
OEMNH 1b AR (KEYNOTE-041 35R)
BHEESRIL, 4142 5] (97.6%) B L, BREL ORREENEGETERVWEF
BRI, 34426 (81.0%) TR L, %‘éﬁ%b: 5% LOBIERIZTRO LBV T
HoT,

#4 FABEMN 5%L EOBER (KEYNOTE-041 BB (RS MEAAT R )

. : B (%)
HMERR4%E (SOC: System Organ Class)
HEAEE (PT: Preferred Term) ngﬂ;g{%BWﬁ
(MedDRA ver.20.1) 4 Grade Grade 3-4 Grade 5
2RI 34 (81.0) 7 (16.7) 2 {4.8)
 RTIBEE e e,
 RRMEETE 4 9% 0 0
| FiBmE e T
T Ly aey oo 0 0
R aaBmERLURSHMORE
f"ﬁ‘@’@ e e S e,y 0
. AST i 3 (7.1) 0 : 0
| JaEeEREUEin Ly
 BEBICETHREE , e e e
% 5 FRIE 6 (14.3) 0 0
Bk R 6 (14.3) 0 0
BEAE QR 3 (7.1 0 ' 0

2k, MEMEHRER 1A 4% . KR -BEOTH 24 (4.8%) | ITHERESE 3
B (7.1%) . TEEBEREE 2 41 (4.8%) . FIRIRMEEREE 6 § (14.3%) . infusion
reaction 1 #] (2.4%) &U%S%‘Eiﬁ%% 150 (24%) 2RO, i, WREE (¥7
Vo NU—EERE) | BHEEE GRETMEERERS) | BIBESE, 1 2ERRE.
BEDKERES (KE’#&H&EE&N&% ZTHLEE, |REES) . BER, BHR - SR
e, BUEMEEAME, MBS - B, DB, SIEMEI/MERDMEEER, BMEE
BOGRFERB IR0 b b ofc, RAEERARRRIEESRS (FRREERE LS
tr) ZEUOERBERETT, |

@S5 M HARE (KEYNOTE-002 7A%%)
HEESIT. 2 mgks Q3W B 172/178 41 (96.6%) , 10 mg/kg Q3W B 178/179 1 (99.4%).
- RUVICC # 167171 B (97.7%) IBHHh, ERE L ORRBHEPETETERVEE
BHHIT, TNEN 121/178 FI (68.0%) . 133/179 i (74.3%) KU 138/171 # (80.7%)
R b, WO THRERRN s%uJ:fD&' ERARTROEBY Thotz,



#5 WTRPORTRAEN SUL LOEHER (KEYNOTE-002 BB (&M iR

= . Bl (%)

i%]‘ggangg:a:sﬁ)}ﬁ (80C: System 2 ma/ke QOWEE 10 mg/ks QIWIE 1CCRE
EAFE (PT: Preferred Term) 178 ) 179 ) 171 9

{MedDRA ver.18.0) 4 Grade G]:ie Grade 5 & Grade G?_je Grade 5 2 Grade G;i‘:e 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
MR LY RS

i 5 28 1 ©6 0 7 (3.9) 0 O 35 (205 9 (53) .0

=Rk 0 0 0 0 (0.0 0 0 14 (82) 6 (3.5 0
PRI AE | 1 (0.6) 0 0 1 (0.6) 0 0 14 82) 6 (3.5 0
moNERE 2 (LD 0 0 1 (06) 1 (0.6) 0 16 (94) 4 (23) ©
RSIEE

AR IR AR T 9 51) 0 0 13 (73 0 0 0 0 0
BREE _ ‘

R 5 (2.8 0 0 9 (50) 0 0 14 (82) 0 0
T 15 (8.4) 0 0 19 (106) 2 (1) 0 14 82 3 (1.8) 0
CBEDL ’ 8 (4.5 0 0 16 (89) 1 (06) 0 56 (327) 4 (23) 0
mget 2 (L) 1 e 0 10 (36) 1 (06) 0 26 (152) 4 (23) 0
—A% - 2LHEER LR EEMLORTE '

B E 6 (34) 1 (0.6 0 8 (45 1 (06 0 10 (58) 1 (06 0
wH ' 40 (22.5) 2 (1.1D 0 52 (9.1 1 (06 0 62 (363) 8 (47 0
FEEL 6 (3.4) 0 0 11 &1 0 0 8 (4.7 1 (08 0
HRPRERE _ _ _ _

I T B 0 0 0 1 (0.6) 0 0 13 (76) 5 29 0
M X USSR EREE - _ o

BrEEnR _ 8 (45) 0 0 17 (9% 2 (.) 0 26 (152) O 0
HEERE L USRS

ESNiEE 13 (73) 1 (06 O 12 67) 1 (06 0 9 (53) 1 (06 0
i PITA 9 (51) 2 (L) 0 7 39 0 0 10 (58) 1 (06 ©
R EE

s 2 — o P — 2 (LD 0 0 0 0 0 14 (82 2 (12) ©
SERR 1 ©6 0 0 2 (1) 0 0 11 (64 O 0
RS LU THRIEES
| OBREEE 5 (2.8 0 0 1 (0.6 0 0 35 (2051 1 (06 0
AL 9 510 0 0 9 (50) 0 0 2 (L2) 0 0
% D PEIE 37 208) 0 0 42 (235 0 0 6 (3.5) 0 0
45 21 (11.8) 0 0 18 (101 0 0 8 (4.7 0 0
Wk BB RS 5 (2.8 1 (0.6 0 10 (56) 1 (0.6) 0 0 0 0
2 EH HE 10 (5.6) o0 0 9 (5.0) 0 0 2 (L2) 0 0

2%, 2 mykg Q3W HET 10 mgkg Q3W B WTENSh., MEMMER 1 4
(0.6%) RV 441 (22%) . REFZE - BEOTH 14 (0.6%) BT 65 3.4%) | #hig
BE (X7 - NU—EERE) 24 (1.1%) BT F, FEEEE 136 (7.3%) &
T 15 ] (8.4%) . BHpEREE (RMEMEMERSE) 1 (0.6%) RT1H) (0.6%) .
TEAHERE 1 (0.6%) RU3H (1.7%) . FRISEERS 14 81 (7.9%) BO0LS
B (8.4%) . infusionreaction2 B (1.1%) B3 Hl (1.7%) . EEOKEEE (BES
TERRE(ERE, SMHHE, FXEIES) 14 (0.6%) KOV 14) (0.6%) | B 14 (0.6%)
BOR0 B, ERESEIE MBI H) (0.6%) . MM - BEES 0 BIR N B (0.6%) .
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WTHE S B 0 BIRT 2 6 (1.1%) ARBodbhi, i, BIBEE. 1 2ERR,
Fhe - MEBRAREE . DpZR. SRt M VIR SRBER, M4 M R USRZF RIS
B bhibolk, ABWEARBRLIBEES (RAREMRFE2E0) 280K
ERETT,

@i EMIERE: (KEYNOTE-006 35k)

BEFLIT. 10 mgks Q3W B 264/277 51 (95.3%) . 10 mgfkg Q2W ﬁi 275/278 i (98.9%)
RO IP1BE 2397256 B (93.4%) IZBH B, BRI L DR EBHESTECTERVEEE
B3, FHER 202277 B (72.9%) . 2217278 B (79.5%) KUt 187/256 4 (73.0%) i
BHOLNT, WTNIOFETREERR S LOBIERIITRDO LB Thok,

#6 WThIrORCRERN 5% EOFER (KEYNOTE-006 BB (AR )

. . B (%)

& 55”*%;’@ (SOC: System 1Omg/kgQ3WEE 10mg/kgQ2 WEE IPIEE
Organ Class 277 278451 2564

HAEE (PT: PreferredTerm)

{MedDRAver.18.0) £ Grade Grade Grade 5 2Grade G;a:e- Grade 5 “£Grade G;a;ie Grade 5
£RIER 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)
WARE e e
R AR T 7 (2.5 0 0 17 (6.1 0 0 6 (23) 1 (04 0
_Wﬂm"ﬁmﬁ 21 (76 00 25 (90) 1 (04 O 2 (08 0 0
B e i
i) 5 (1.8) 0 0 10 (3.6) 0 0 15 (59 0 0
KR g (29 5 (1.8 0 4 (14 4 (14 0 19 (74) 16 (6.3) 0
TH , 40 (144) 3 (1.1} 0 47 (169) 7 (25 0 58 (2278 (3.1 0

A PIRLAR ' 11 (4.0) 0 0 20 (72) O 0 1 04 0 0
B 31 {112y 1 ©4 0 28 (o 0 0 22 86 1 (04 0
MR (1.8 0 - 0 10 (36 1 (04 0 14 (55 6.0
—f éﬁl""%faitﬁ&fﬂiﬁ@wﬁ R
£EIE 31 (11.2) 0 0 32 (115 1 (04y O 16 (63) 2 (0.8) 0
BE .53 (9n 1 4 0 58 (209 0 0 39 (152) 3 (12) 0
BRI T e e+ i
ASTHOMD 6 (2 1 (04 0 14 (50 0 0 6 23 2 08 0
RS LU R T e e e e
CRFpoR 18 (65 0 0 17 (6 O 06 20 (78 0 0
B R LU AT e e e
R 32 (1.6 1 (04 0 26 (94 0 0 13 5.1) 2 (08 0
Rl .6 @22 0 0 19 @y 1 (04 0 5 0O 1 @04 0
BEE LUK THRRNE S
S 39 (14.1) 0 0 40 (14.4) 0 0 65 (25.4) 1 (0.4) 0
Rt 37 (13.4) 0 0 4 (147) 0 0 37 (145 2 (0.8 0
BEERM 31 (11.2) 0 0 25 (9.0) 0 0 4 (1.6) 0 0

7238, 10 mg/kg Q3W BER TN 10 mg/kg Q2W BEICRWTZILEN, MIEMMER 4 4

(1.4%) BN (04%) . KIESS - BEOTRIL0H (3.6%) RO 1341 (4.7%) | #&
RS (X5 - NL—EREE) 26 (0.7%) BT F, FH8ERSE 14 6 (5.1%)
BUR23 6 (8.3%) . EASHEREE (RAMEFHEMERS) 24 (0.7%) R # (0.4%) |
FRAMAEEE 1 F] (04%) RO F (0.4%) . FIRIRMESREREE 28 #1 (10.1%) K TF33
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F (11.9%) . BIREES 146 (04%) BU24 (0.7%) . infusion reaction 7 % (2.5%)
ROV B (1.8%) . 1 BUERRE 161 (04%) RO 06, EEOCKEEE (FEHEIRE
R, ST, AREES) 0 FIR L 41 (04%) | BEZ 141 (0.4%) BT 41 (0.4%) |
R - BRBUHEARIE 1 61 (0.4%) KOO HI, BN - SEIER O BIR T 141 (0.4%) . MR
wEEIBEEIF (1.1%) RU1H (04%) BB b, £, EEGEE. L
#%, S/ MRS DR, BOE DR CRFERBIIRD bk o, KEIE
ARBRRIEEES (BEREEEEEE0) 2EDEMERETRT,

@EELRFEIIAAER (KEYNOTE-054 38) |
BEHEGIIRAIBETIE 475/509 B (93.3%) 12, 7T ERBETIE 453/502 F] (90.2%)

WHBRLE, BRELOERBREABTETERWEEERIL, AFBE T 396/509 #
(77.8%) 12, 7T B REETIL 332/502 # (66.1%) IREBR Lz, WTFNHhOFTREREER .

M S%LL EDOBERIZTTRO LB Thol, |

#7 VWThPAOMTRARN S%IALOBIERA (KEYNOTE-054 BB (ZSEAR4TR M)

= E M K& E (Ssoc, Filgh (%)
SystemQOrganClass) AFBE PlaceboB¥
HEAIE (PT: PreferredTerm) 50945 50245
(MedDRAver.20.1) % Grade Grade3-4 Grade 5 “£Grade Grade3-4 Grade 5
2RITER 396 (77.8) 74 (145 1 (0.2) 332 .(66.1) 17 (3.4 1]
EEE S , ,
SRN Y 49 (9.6 1 (0.2) 0 4 (0.8 0 0
- FIRIRBRES TAE L3 aey 0 0 1@ 0 0
HRREE o , o ,
TH# 94 (185) 4 (0.8 0 82 (163) 3 (0.6) 0
=i ‘ 58 (11.4) 0 0 43 (8.6) 0 0
—f - EEEESICESHEO®E
8 SIE 48 (9.4) 0 0 4 (6.8) 0 0
i 143 (28.1) 4 (0.8) 0 135 (269) 2 (0.4) 0
FEPRiRE o . T
ALT $30 26 (5. 3 (0.6) 0 16 (32) 1 (0.2 0
BERRE LUREAREE PR
BaEn 51 (10.0) 3 (0.6) 0 47 (9.4) 0 0
LIk . 6 GhH 0 0 1560 0 0
HEREE s
B 3 Ay 0 033 66 1 02 0
PRRES, MEBIUWRRE 0
RO R 27 (5.3 1 (02 0 14 (2.8 0 0
CERBIUBTRMESE
% 5 EEAE 85, (16.7) 0 0 49 @98 0 0
- B 49 (9.6) 0 0 32 (6.4) 4 0

BE, AR CRIE MR 15 5 (2.9%) . KIBZ% - EE O TH 23 5 (4.5%) |
FreElEE 46 4] (9.0%) | BHEEE (RAEMEETRE) 24 (04%) . TEEHE
TEREE 114 (2.2%) . FIRARHESAEREE 105 1 (20.6%) . BISHAEREE S 6] (1.0%) .

12



1| BUERRY 5 B (1.0%) « SEIEHK 25 (04%) . FH% - BREUHRRE 1 5 (0.2%) .
FEge 2 ) (0.4%)  EEFHESEE 1 41 (0.2%) . LR 16 (0.2%) IETNT infusion
reaction2 ] (04%) BFbbhiz, £z, HREE (X7 - NU—EREE) | BE
OREEE (REFIEIRERRE, £, EREES) | Bk - BEEL. @t/
RIS . AR I R USREFEREIIRED bhiads o iz, AEI{ERRIIRIIED
BHEZ (MAREERWZEL) 23 0EHRERETT,
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(Rt - RE]

RIBURARECEMEAMAE 2315 & LN ERRE (KEYNOTE-002 REB R
T*KEYNOTE-006 BEY) OfER. 2 mgkg Q3W. 10 mg/kg Q2W & T8 10 mg/kg Q3W
OWTHhORE  ARCBWTLAFOASERTESMICERITD bnkdo
oo
AH) D B DR BRI DR R, EMRAESREICHITS 200mg Q3W R 5RO
AUC e (EEIRNABIZIT 2 6 BE) ORE-FHeB TERE) ©FRE [10%7,90%
] mg-day/mL) % 2.16 [145, 3.04] mg-day/mL TH Y, 2 mgkg Q3W &5
AUCs 6w (1.32 [0.722,2.061 mg- day/mL) &ZELIL . 10 mg/kg Q3W R E5-HFD AUC gux
(7.49 [4.32,11.3] mg-day/mL) % TElo7,
BMRAEBELNRE LAROBRBRICHETIOBER, RitsheBE-HE 2
mg/kg Q3W &5, 10 mg/kg Q2W &5 K% U 10 mg/kg Q3W % 5) DEEF T AUCpwk
L BHER TR & ORICIARE 2 EEIIRRH b ol,
FAOBEDRDBEETVERA LY Iab—va itk b, AH 200 mg &
Q3W, 400mg % 6 ERIMIR (LLF TQ6W] & 5,) Xik10mgkg (FE) %28
IS (LT Q2w 2vv5,) THRE LEEEOKRAIOMIEDEENBRSILE,
FORER. AF1 400 mg & Q6W TRE L BORFO EERIBIZIIT 3 FHih %
PIREE (LA [Cagss)l &VVD0) 1E. #5200 mg % Q3W TERE LTED Cuvgss &
P75 L FRlEn (FR). Fh. AH 400 mg & Q6W TG Lz [E0AHF D
ENRBIIBTA2ERMFEPERE CLTF Cuaxs) &V 3,) i3, AF 200 mg 2 Q3W
TG LT2BRD Croxss LB LU THEZTTETFRESN OO, BEABEILS
WTEBHESEREIN TS Ak AETH 553 10 mgkg (IKE) % QW TR
5 LTeBED Craxes & B U CIEEZ R T L FIERE (TR), iz, EEEAE
BE B MRITAA 400 mg % QoW TG L7 BIHERER (KEYNOTE-555 FAER)
LB ONAEEAEICE S EYFREAT A—FIL, Iz b—Ya ek VTl
LI=RMEiE 7 A—& LEELE (TR, MAT, BEROBEIZBT 2 BER
BAEGRICESE | FROBRBERE LAER TRLM L OBELREFT 2 BRERISE
FADHEFE I3, AF 200 mg % Q3W L 400 mg % Q6W TIRELEBRORER
EEDMX IR L OBEEICOW TR ENEFER, LRORE - AROMTH
R O EMICRERERIT RV E FHRIS R,
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#8 FHOKGBME AT A —F

MR | g | Gewo | Gem | GoeD | ogad | ggeb
200 mg Q3W! (53-5;?-519-7) (27-%7?':8.1) (17.182,;'11 8.3) (91.97?'984.1) {49;[,)'; 1.0) (30.3;?'39 14)
400 mg QBW! (125,2?24) {32.%?';2.7) (10.11?'16 0.8) (145?49) (50.51?'; 1.3) (19.28(,)'230.9)
40(0;2;1%;“] (1351.?5?'10 ;6.4) NA (142 ?§5 9 NA NA NA
10 mgke QW (213’2323) “45?45) (1 1;1 ?21) (421,2i33) (272,7232) (19;,9200)

F1n=2,993. 100 @D I ab—iz ok DRHENZRMESEOFRE (25%R, 97.5%R) | Cmx : HE
BEHORDOIFPIRE, Cop : FEREEOFHMIFPRE, Con: WEREE (4 2702 EEA) ORIEML
TR, Cooss | RERIBITH T BEBMIEPRE. Copss : ERRBITBT 2 FHMFBPBRE, Coinss : EFIR
MR 3517 5 B 1% P B ‘
1156 BIOBMEHME (95%SHERHD
§ ¢ 41 FIDBAESE (95%IERERH)

NA : Z%kL

15




4, HERRIZOWNT

RIBEIRT 2B R 2 REEEH & L THERARERE (20/RE) "Ee
HBRTWB L Lhh, SERAELENCERCEX 3R THILERL S, FOLT,
EXL Y R 7 EEFE RMP) itiI3%, AF0OEEMZLEERED~OHAHEHA3
HEMRThHoT, FAHOERENBULRBELRNE - FEL., AFlOREICLVEER
BERZRBRUIBRIHIET 2 Z E BBRERED, LTOO~B0 T RT e ik
RBWTHERATHIRETH B,

@ HEBIzoWT

D1 TRD (1) ~ (5 OWVWThPELATIERTHEHZ L,

(1) BEEFBHRKERBET HRABFEENSFRS EEMFRS A HRELREIL AR,
HiEE A% A RS OB HL SRR iﬂiﬁﬁﬁ:b%ﬁﬁr ﬁ;’%f;&)

(2) HFTEMEHERRT

(3) HFMERRMEHRIEET 2 DA BFERR (ﬁsa%ﬁﬁ%hﬁrﬂm P AT
BBk, BABEREERERR R L)

(4 ARCBREELRBL. BB LEREDS ﬁﬂlﬁ#&%%ﬂ@%ib%ﬁﬂiwﬁﬂ
2 DFEREREICHRDEHEIT > TV B RIR

(5) PUBHEEEAL G EEMBEOEREREIR DB EIT > TV 2 HERR

-2 %’Iﬁ%@ﬂgﬁ@{}:'%%&&UEM’EFH%%H#@?TTEL—I—ﬁ’iﬁ’ﬁf%ékﬁ"ﬁﬁ%%’:l@ﬁﬂi
(FROWTNIAICEETLERM) 23, SELSRBOFFNCETIBROBMEEL LT

BEESn TSI &,

®

v  EENGRHFREE 2 FOUMERET LRI 5 FULEORARROERME:E
ToTWAZE, 26, 2L EZ, BAEDFRES T L LBFREEZOIHES
TF-TWAIZE,

o [EENGIFREE 2 FOWNBMNHELZET LRI 5 EU L0 EEMRESEOR
FREBEZEHLTNEZ &,

@ BRNOERSEFREHEOBHIT-ONT

ERLFRERICUFTOIRMEEPRB SN, REEENPLOHBRED, -2
SHERENFROETERCEMSICHT 5 MR, A EFRRFELE LZBEORE
R, ERERHEITONSBHRE->TWE T L,
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® BMER~ORITOWT

®@-1 EI{ERREREORISEENCBE 2 B4 '
EEERRBRSOEBRBIEARIEE LRIC, 24 WHEDEREHOT, YakhEikx
IEHEERICB N T, BRUZRBWERIG U TAREERC CT £ ORIEA DERIZ M
BELRREOERSY BFIZB LN, ELICHIGFREREFINE-TWS Z L,

®-2 EREEEICLAEEERMSCETIEY

PABRIZED I EMNROBRE RS E T IEREEE BRI = ) 7
EEDEERORAY ) == FEITOERE L FRE G CE 5 F— LAEFREHIMNE
HERTWAZ L, 2B, BEFEICONT, BABE L ZORE+SZAMESKT
WAz &, : j
®-3 BIEROBEPRISICEALT _ .
BHER (FEMEMERICMZ, KIBK - /NBK - EEOTH., BIERFE - R4 - BF
PEEREE - FFA - TLMERRE &, SRS (RMETMEERRSE) | AOWEE (T
AMERERESE, FUIRIRMGEREE, BIHRRREE) | 1 BIBERR, BL OBk, Bk - H
W RARE, Mk, BEEOKBIEE (PEMRLEEMEE., LESERERE. 27
FLEE. FRRAIELE) . infusionreaction, fMZ% - B, EEMGEAE, WHREE (¥7
Vo NL—EEEE) | L%, ERARLEEE GeEM/ MR R, Bt
A, RIFERES, MEBAERAES) | MRBREFRR. BE%) I LT, MEERXIT
ERERSEOEMEEF T HEM & EE L (RHEAORE-CHGIZE L THRERUX
BEZIONAEMGIEHB L) | ELICHTRLER T2 EHRE-THWEZ L,
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5. REMRERDBE
[(FEhEIC B+ 5 %IE]
O TREOBEFIZBWTEAAOFESESREShTWS,

@

o EERERORVWERMEERERD H ARGTRAEESRAERSE

o SEREREBEOAT VIS oEMBAMBEICRIT B HTEMBERE

723, BRAF BEFERHTHHBHFITHEVTHL., BRAF HEXIC L AHBELERE
TAHRIE,

FRICEZEYTEFRFORERVERAFIEIC OV, ZEIOFSERELENA TS
57, FEIOFERR LR LR,
s [MORBHEREA LR L TRESNDIEBE

[Z2tEiz T 55IR]

@

@

TRICHY T2 BELSVTIRABOBRERSERE SNTVE 2 2 hb, BERT
b e, : '
. AFORSICH LBRECEARD L RE

REAOFEMIZBN T TFRIZEY T BEICSOWTI, AR OB SEIHEILZY

M, MOBFKRIRERZWESIBY., BAEXFREER T LE2BETE 3,

 MEMEMEBROSHIIHEEDH S BE

s BRESGKRECHEREZRD 5 HE R UTEHMEO BB IRARE OB e Mgt
EDOMITRIEMELRSL b D BE

c  BHRAERBOSH, XILBMHEALRE L IEEREO B RS RROBEERD
hHHBE

o [BEBBER GLBMRSHEEEZED) ObDBRHE

v HEBEORBRIMAEEATLIEE

= ECOG Performance Status 3-4 &2 0 #E

&2 ECOG @ Performance Status  (PS)

Score

E#

0

£ ERCERTE S, BHalLAL BREERSRRZATLS,

AEEZE LVNEBNIHIR S h 523, BMTARET, BREPE- TOMEFIITI T RNTE S,
AN SN G

SITMETHESOHDOEY O L BT THBEEMEEIITE RV, BT 50% i~y FATBITT,

BLNFZASOHOEY D L LTERY, BPO50%L L&y FOBFFTIRIT,

O I PUR 1S

LBy, BGOHEOEY O Lided TERY, B2y FIBTFTRTT.
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6. BECBLTHET~2¥TH

@

@

®

WA CERITMA, MSRFEEE RIS 2EREIES & AR O R UEIERE
T AODICLBERFRETSICEM L THLERTS L,
BERBRIZSRL L, BEIE ORBITHEMER UfERIEE TSR L. ﬂ@%ﬁ
ThoREFTHIE,

ERBWERO =R YA PZonT

e HEMBEARLLDLNE I EBHBOT, REFIDZEEITH o T, TEE

®R(BWh, RRER, BH%E) OMBREUOMNEE X BREOCEHES., Bigsr+
MO T &, Ele, MBS UTHEE CT IWE~—b —S0RELREE T
5T &,

* infusionreaction 3% b H Z £ D, infusion reaction 23FEH LB EII
i, EORLEETTS L &bz, SRR EET 5 £ TREDREL TICEE
TaZE,

o HRBHBERSE., TEABERERVRISTHEBE LD B3HH0
T, AHF OFERMAEE RS PRI S e (TSH, T
T3, ¥%HfE T4, ACTH, M =pAF Y —AS0RIE) 2ElT5Z &,

o BUERFR, FFRE, FHSEERE, TR, BbHEERPLODNL Z LD D
DT, FHOREBEHR U S LR PILE A ATAEME (AST. ALT,
y-GTP, ALP, YU NVEEDRIE) #EHTHI &,

o RBYIER ICEARVILEERGREED) S0EERREE LIS
TERHBOT, EMIZIROBREOFEREZMRTE L, £, ROREN

RO oNHEITIE, EPPCERBESSSZ T L BE2HBETDIZ L,

. xﬂmﬁﬁhlb\@ﬁwﬁrﬁm CRET D EE L DN ARL REBORE
Bhobnalitihs, BEREDOLNLEEGTE, BRALEFRIIG L
HMRY e & BB EF FORA & B L CGEDRENBZETE1T V. BEORE
RO & 2 BHER B SN BBA I, AFOREX TP I, RURIBERES
NEVRIDOBRESRERTIZ L, B, BIBTEEFRLE - OREIZLVEIE
AOEENRD o 2WEBEITE. BIBRRERVE LS OREmHIERIOEM
bERTHI L, .

s WERTH, AR LEY ABB L ThOEWERRBRTAZ LEH B D,
AEIOBERTRICHEERORBRIC-SicERTH 2 L,

o 1ENERE (BUE 1 BISERE S S Abbbh, BERES TV -2
ELZERNHEOT, 0B, Bl IEHFEOEROFRT-CMEED LRI
SEBETIZE, 1 BHERBREDNHAICITHRSEZFEL, (2 ) 8
Rl 5EoEeRBLITH 2 &

m%m@x%t&&%ﬁﬁﬁ%kﬁﬁﬁéﬁmﬁ\Kﬂ@ﬁﬁﬁ%tﬁmf\E%

BAfsA B 3 0 BLAN, FHLAEL, REMHI D 1 ER 6 BRI L ICAEORF

WEIT->TWEZ L E2BEL, FRARFPIIEIICDHROMERZITI 2 &,

TEUIRRGR OBERAERFE O RMEIRE L UTERT 3 BRI, A DR

HBRICRWT, REMAPDRAFHEE T 12 BT L ICAEDTHEZIT » T
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el BB, FRAOBREPZIENNICIDROMBREEITY 2 &, 2B, iR
ke LTHERATLBAICE. A¥oRESMIz 2 VAETCLETE L,

-
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BREEHEETA R4
Ra7vl X<w7 (BETFHEZ)
(54 : %4 hA—F EHEBE 100 mg)
~HHEETF Y N E~

TR2 91 1A (R4S AU
BEETBE



B

R

U HIZ

FH| O, EREF

Pe R AR

HER DT
WExtE L 2B BE
BECEBLTEETREHER

P2
P3
P4
P7
P9
P10



1. iEUaic

ERR OGN - REMOTROOICIE., BASTESIESWDEIEARERSRD
BiLd, &5, IMEORFEMOESRIZLY |, FHIAERSR EOEFOLFRIERS -
FEERLPEREINITTC, hb0EERZEILUNERBEICRET 2 2 L FERO
HREL2oTRD BREMBGEE &L WEOEASH 2016 CERL 28 F 6 A 2 AMARBIRE)
RBWTH, EFWERMEOFEROREMHERZHEZ L L& TS,

FREABFEER D, ERERCREM T a7 7 A VEBEEOEER A LMCE
RBEZERDHDB, ZORED, FHERUCESMCET 5 HERASERT 5 ToM.
UHEEROBEZB ST A EBPFIN2BHICH L CTERAT & L bIT, BIFE
BRI LT NE ARG E & A 2 EBAREA—EDEG 2R T EREETER
TAHZEPREETHD,

LieMoT, BHA FI4 T, BREBESIAE TCRELR TV A EFESN -
BEp RahicE-S% | LTOERROZRERFERZHETIBENLNELRES, F2
FRUBEBEEEEZTT,

B, BHA RTA L, WIATEEAERMEREBBAEIE, AFtEEARR
RAREESE S, — R EEA B ARBRAR ESRU—REREAN A RLERES OB D
b EERR LT, '

WL AERR ¥4 M —F SESHE 100mg (—iF4 : AT Y X< Glis
FHEMEZ))

WELRDDEINR : FRIBEHEOHHMFIF )

HBREBABERCRE - BF., RAKLE, a7l X<7 (BEFERL) LLT, 1
5] 200 mg 7 3 FHEIFEMRXIE 1B 400 mg % 6 HREEMRET 30 2H
A CRHET B, |

H % R 55 % F . MSD Bttt

o




2. REIOWEH, FRBF

FA FA—F BATEIE 100mg (—RE AT e ) X< (#ETFHEL), BT 4K
1 £v5,) X, PD-1 {programmed celldeath-1) & F DY H> FC¢# 2 PD-L1 KU PD-
L2 LOFEFEREBETS, £ MEIgGs £/ 7 u—FARETH B,

PD-1 #BE I T MR B REHE O bk B 1o DI B AMRRDF A T 5 £ RS HIE
AA wF T, PD-1 {E, @EDREBIZRBWTEEE THEOHMBERICRIRL, BE4
BERGESDANE AR AR RS ERET D, $hbb, PD-1 XU F FefE
BTHIEIEVHREFERICL D VIV RERZAIHETZAFTH S, PDLI
OEFBMICBIT ZRIITLTNTHEP, ZLOBAMIATIE T MECOBEE2MA
DIEEERIZRE LTS, BAABRIZEIT 2 PD-L] OHEFBRIT. SHIE. RS,
FTABARIE, SRELEE. FE/NBRaRiEe ¥ oiEs RRATTFERRRFTHY ., BWEFER
L OFBERREShTNE,

BEOB A OBREEET# & PD-L1 REOMBEMEMN S, PD-1 & PD-L1 ORKIIIEES
DOREERICRBW CEERBRIZES ZERRRENTEY iR BABRROEN L
LTHFE SR T3,

ZHX, PD-1 & PD-L1 ROPD-L2 D Y H¥ FOREERMETAZ &Iz kv, [HE
BUNREPOEESROIESE T V VR E2ERL e, EEAE > BRI
T3 THEBDELRIET S,

AFIDERBFICESBECRERGIC XL 2EERER S b b, BEEXIETIC
ELWEMR DD, FRORETRCRERIZIE, BEOBRLEZ+ITTV, REFRE
O bNICH AT, BER L ERITE U BMpyems & BB OEM L& L TR
WRERRZE 1TV BEORERIGI K 5RHWEAREPNL DB, RIBRERV
EHRIORESEOEIDLLBEIT S LERD D,



3. ERERK
BRXIIHEEOTAN R I Y //\JECDJ?%H#L 2T o Fe E R ERRRER D

FRRRE R T,

[FzhtE]

BRI RIS T4E3E (KEYNOTE-087 3Ek)

BRUIRERMEO TR DX ) LB (210 41, HKAJWW% tr) OLLTF
D 3O aFR— kERRIC, AF 200 mg 3BREMR BT Q3w &), ) ®RED
AER U REERRE S,

- B MEEIABIERITRI, TV YR REFUILBBER TR

F (ad—DM)

- BEEMBRBEIEERTHY . o7 YRivT REF AL BEEE

ZVH-BE (ahk—12) '

C BREMEBMBRBHEETEIC. LY Ei~T RRF UL BRER (—RIEHRX

R EEEO—BLELTOT LY Eed ARF UL BRIRRITE 2

VW) BT TVWARVWEE (ak—h3)

7E, EEFE TREETARD bR IESIT, ﬁﬁ@ﬁ%ﬂ"ﬂ'ﬁﬂ(?ﬁ‘ Y oYY ARANA
LEOEENICEE L TWARBE TR, RELEOE ST M CREETARDONDLET
AROBREZMGET D ERTRRE SN, ZEFMEE THLHEDE (T IWG
criteria (2007) IZE-S< PRYEIZ X 2528 (CR) XiFH4H%EE (PR) OFIE) 1
£ 1OLEBY ThHot, 228, HHICRESNEBEZEHRIT, WThoarm—1+b
20% TH -7, :

| *1 APhiek (KEYNOTE-087 BB

=2dR—F | FE—b2 2= b3
(69%1) (8141 (60%1)

=E£FY (CR) 15 21.7) 18 (22.2) 13 (21.7)

J— Esrzegh (PR) 35 (50.7) 35 (43.2) 27 (45.0)
) RE (SD) 13 (18.8) 9 (i1.1) 13 (21.7)
117 (PD) 3 (4.3) 17 (21.0) 7 (11.7)

PRt 7B 3 (4.3) 2 (2.5 0

5= (CR+PR) (%) 72.5 65.4 66.7

(95%E#H X ) {60.4, 82.5) (54.0, 75.7) (53.3,78.3)




[Ze]
EH RS TR (KEYNOTE-087 #A5k)
HEFHITRERLEE T 202210 (96.2%) I3 L, BHERIL 144/210 ] (68.6%)
Db, BRERN SUULDEHERIIR 20 LB Thot,

#2 FHBESEMN %L EOBER (KEYNOTE-087 BB (LA &M

ZEIFXZE (SOC: System Organ Class) {?ﬁ#ﬁgﬁ;
HAEFE (PT: Preferred Term} 2108
{(MedDRA/J ver.20.1) % Grade Grode 34 Grade s
£RHER 144 (68.6) 23 (11.0) 0
g LY iREE , , . o
L GeeEelE 0 11 (52 5 24) 0
L FPRBEAEETEE |26 (24 L 05 . .0
Tl 15 {(7.1) 2 (1.0) 0
B R S X SRR 1Y) I R B
L TR EFEELLUREAMORE | N . o
e . 19 9.0} 1 {0.5) 0
e 22 (10.5) 1 (0.5) 0
o o=mm PUTUR R = A C B 0 0
R, MRB L UWEREE 0 , , , . ,
| ek | 12 Gn | 1. 03 0
5 16 (7.6) 0 0

7B, FMEMEMEREL 6 (2.9%). KB - EEOTHNL 3 fl (14%). HREE
(FF v - NSL—REEHE) X141 (0.5%), FFESREREIL 8 f (3.8%). FRARMRER
=13 29 1 (13.8%) | 5 4% - BB BIAERE I 2 1 (1.0%) . infusion reaction #3 17 41 (8.1%) .
HALHEEIT2H (1.0%) RULHEE LA (0.5%) TRHbNh, $h, BEFEOKRE
BE (RERSERERE. SR, BREES). TEARERS. HIBHBERSE. 1
BUGEIRAS ., BHEEE (RAERENSRSE), e, EEGHENE, Mk - HRE, &£
e M /NMRIR A MESE R, IR I R CHRFRBIIRD b o7, RBIERFER
RILIEESES BAREERE 23D 280EHERETT,



[Fi: - BE]

FHIOBEFEWHETFARFIA LY Ial—va itk 0, AH 200 mg %
Q3W, 400mg % 6 AR (LIT QW] &v 5, ) XiX 10mgke (FE) % 2 HMH
BIRS (BATF fQawl &3, ) TRE LBOAFOMIEPIRESRM Shiz, Z0OfE
R, AH| 400 mg & Q6W THE LirBoAAOERRIEIC I 5 FIgmiEpRE (2L
T [Cavgssl E¥¥D, ) i, AF200mg % Q3W TERE LIZEED Cupss & BIELT 5 & FH
i (FR) , £/, &4 400mg % Q6W THRE LE=BoAEIOEEREBR BT 35
M IEFEE (LIT MChassl VY9, ) 1, A 200mg & Q3W TS L72EED Craxss
CHBLTBELZFRTETUIAELON, BAABEEBO CASERERE LT
DR - BETHDAA 10 mgkg (BHE) % QW THRE LIIRED Cuavss & HB L TE
fEERTEFRISNE (TR) . bz, BEHERAEERZHRIZEAI400mg % Q6W
TG LA EIHERE (KEYNOTE-555 38R) X 0B b= AEICE-S < EhEiE
NIA—FE, VI 2alb—va el D FRILEEDERE RS A—& LEELILE (TR,
Mz T, BEOBEIZRIT3HARBEBICESE | FZEOBREE L AR et
L OEE AR ARBERIGE T ABHERE SN, FH 200 mg & Q3W X 400 mg %
Q6W TG L-RORRE L HME T Zet & OBEIZ SV TR SR, Lk
O - BEOM THDER CZLMICARRER IRV E TRk,

3 FROKORBAT A —F

B BR | ) | Gged | Gomb | o | Goed | gemd
200me BV | “32?3197) (27-27?-3?3-1) (17-15311 8.3) (91.97?'984.1) (49:?3?':1 0) (30.1??1 4)
400 mg Q6W! (125’2?24) (32-?6?;12-7) (lﬂ.f.ff_’-s) (1433?&1349) (so.si?gl 3) (19.%?30.9)
40(%%?@‘6)“, (1351.2?.10 ;6.4) NA (14_1:, '?5_4) NA NA NA
10 mg/kg Q2! (21?;,2323) { 14;?7455 (1 1;1 S1)21) (423,2333) (27@,7352) (19;?300)

t:n=2,993, 100 EDY I o l—ra VIZL ORHENRMTEEEO DIE (2.5%5,97.5%4) | Cme : FIEIE
S5HOBMMBEFRRE, Cuw : MEEEEOEIMEPRE, Cu: FIEHESE (V12742 REN) ORELE
HRAE, Cinaxss : EHEWRBIC BT 2 BERMERE, Cups : ERRIEICIST 2 EHMBEPEE, Cuns: EERIER
BT 5B MR :
b 56 PO STERME (9595 HEM)
§ : 41 PlORTEME (95SWIEHEERD

NA : Y7L




4, HERRIZOWT ' \

AREM L LTHEAKERE (5% SAFEohTnaItnb, YERATLE
BICEMTE 2R THALERD B, TOLT, AR ORESET2BE DL - &
L. AFOREIZLVEEREWEAZRBE LEBRICHIST 2 LB LERED, LT
DO~BDFT_TCER/THRICBNTERTIETH A,

@ HERIZ2WT

@1 FTED (1) ~ (5 OVThhiESTImETHEZ L,

(1) EEFBRESREETZBABRESILRRRS (EERRSABREEIL SR,
HuIg 23 A RS PR HL A BR.  HUEAS A BB IRR R e &)

(2) FrEBEEREE

(3) FENRMFRBET HRADRKEERE (BABRESEETERE, SABRER
BEEE, BARRESHEERER Y)

(4) ARALFEFIEE R RE L, ARER CEFRIEDHE 1 kBB L ERE2 R
2 OMBREEIRIBHET > TN B HER

(5) MEMEEALGFEENEOBRAEICRIBHET > TV D HER

D2 HHAFIX Y EOERRERVRIERAREBRROMGIZ 0 2MmiG & &
CBREROEM (FROWTNNIEYTAERM) 28, UZREEOREIZET A EED
BEEE LTERBEShTNDZ L, '

x

»  EEIGFEGER 2 FOTOHFHERIET LicgiC 5 ELLLOBABROBRKRIESL
fToTWBZ &, b, 2L FE. BAEGREL X LEBERIBERZEOMES
fToTWNARZ L,

o EMRTREE% 2 EONETFHERET LRI 4 £ EOBEEREZE LTV
SE. b, 3EM L, EMBEMEEEONAEDRE S S TR IREOTHE
BToTWBRI L,

@ BREACEXRSFIEEHROEKGICOWT

EELFEREFHICHETIEEENEB I, MESCENLOERED, A&
SEFEFOFROTEROCEMSIC N 2 1FRIEM. FEFELRE LEBEEORE
BERE, ERFELHITITONDBHRE-TNBEZ &,




® BIERA~OMIRIZONT
@-1 HesdslicB§ 5 B

MEMRBSEOEERBEERARAE L-BRIC, 24 EBERFRERIOT, YiZERY
FEERRITR VT, BRLUEEBWERIILSC TABRSBRR G CT E0RIEROERITY
ELREOHERENY APICE LN, EbICHIGFRREHSE-sTHD 2 L,

@-2 EFEEEIC L3 FFRANINCET 2 EE

MRABRICHS D 2 BB MR RS A T A ERREEPEERE=2Y 7
REDEERORAY ) == FETVERBE L FRELF TE 37— AERFHNE
BEhTWB L, 2B, BEEEHIESWT, BABE L ZoRRCHSCBmMENT
WAhZ &, ' -

@-3 BlIfERORETORISICBAL T :

BER (RIEMARAIINZ, K%K - NMNER - EEOTH., BUEMR - F4a - 5T
HREREE « FFA - TEIRMERRE 20, BHRREE (RATEELEEAS) . AoWES (T
mAAMEEEE, RIS, RIS, 1 BERIR. S & SRk, ik - B
AMREE, BEA. BEEOREEE (TEMRAHTERE, KEEREER, S
BE, MARMIEL). infusionreaction, BMYE - BHRELS, BEMEIE, MERE (75 -
R —EFERE), O, EELMEEE (RAENL/MRBHEIDR. BiutEEm,
FRIFBRE., MEBRIERES) . MIRERMEER, BHE) T8 LT, YRR TEREE
FHEOEME AT EEN L EE L BERORE-CRIGBE L TRERUXESZZ
Foha&ichd L) | BELICEDRABN TE B EHBESTHWEZ L,



5 BENBLRLIBE

(BaEic B4 2 HIE]

QO BFEMBHABECERAM I THEOER IO HHRM RS F U
HNEBFEIZBWTARDEDENTER TS, '

@ TRIZEHTHIEEICNT IFBNORERCERAFEIZ ST, FEOFZMEHR
B ahTBbLT, FROREMNRLERLRN,
o (EERIERBROBE,
o fhoBRBHEREER & 06,

[Z2Mic B3 53]
O TREEYTIAZLZOVWTIAFOREREREENTNEZEMD, BER(T
blanZ &,

o FAEORSICH LIBBUEORERERO H 5 8F

@ BEAIOFMICBV T TRICEY T 2AF IOV TR, AR ORE FHE IR

M, HOEFOERIREAN 2 WBEIZIRY . HBEICAR 2 ERT I L2BETE D,

o MEMMEAOSHIIEFEOHZBRE

 PIHEERECTRERE2RD 5 BE RUVEEME O BT mIRS CR E hdk
BOMMICRESERIERH N D BE

+ BOAFEAOEH. XTBHENLE L THRED i BaERBORFRED
HHRE

« BHRBEE (EhBMRBHEELST) ObORE

v FEORBRIMEESETLIAE

«  ECOG Performance Status 3-4 U DEBZE

GE1) ECOG @ Performance Status (PS)

Score | E#E

0 | &<{MBERCERTES, BRaLFALAEEESRIREZITLS,

| REEZELWEBIIEIR SN 558, SITHHET, BERPEo TORRITS Zeiite s,
. BVERE, FHIEE

BoNHAOEORERY O & LATERV, B 50%U EE2Ry ROEFTRST,

olw|w

2R, HooHoEY 0 kit TERY, BRIy FhlF iR,

BITETESOEDEY O LT~ TREMEZ I TE Ry, AP 6% i<y RA TR,




6. BEIBLTHETREEH

O RITCESITME, BIERTEES SRHIT 5 BRI RS & AR OMER B IERE
DD HERERE+SCEM LT LERTS 2 &,

RIS b, BENITE ORRICEMEROERIEE OB L, RELS
ThbRETHI L,

ERBHER DR RA Y MZONT

@

®

BEMEMERBHOLNE - L BHEDT, FROEREIZH T Tid, FHE
W (B, MEREEE, B ORERLUHES X BREOERS. i1+
MITIFH T &, £, BRECSGUTHEE CT. Ii~—r—4oREs =T
5T &, '

infusion reaction 233 o5 Z & 5. infusion reaction A3FR® bILHEIT
X, BEERMEBEITH L LI, ERARETAE TCREEORESZ +oIBE
TBHZE,

RS, TEEASEBERUVAIERERERH DRI ZLRHBD

T, AR ORGSR CRE M TISEHRIC S UMERERE (TSH,

T3, ¥R T4, ACTH, P aAFY—AEDRIE) #EET D L,

BIERTSE, A%, NTHEBEREE, JTZ, IULMRERBHLDID ZLBHD
DT, AFRORGBLATTR RS T EYPICATHIERE (AST, ALT,
Y-GTP, ALP, EULEVSONE) 2EMET 5 2, |

HESER (AR VIR EREREZED) SOERRIRESEEH LMD
ZLBHBOT, EPNCROREOREEHERTH L, i, ROBEN
B LNEHEIE, EPPICERREEZR T Lo BELEET I L,
FENOFEIC LY BEOKREFISICERT 3 L& X bh dikx RRACHE
BhHbbhdZeihs, REFEDOUEBEIT, BRLEZFLRE LK
BRI & BB F o [EAD L L GEZ2ENBET 21TV, BEDORE
Rz & B RIEAR DN 5 B8101E, FAOKRE TP, RUBERER
NEVRIORESFERTH L, 2B, BIBRKERVELDREIZLYBIE

| FOUERED bRARVESITIL, BIBRESRAE LU ORI IEE O Em

LEETDI L,

WEHRTE. AR CEI ARE L T LEMERRRETAZ LB B0,
AR OBEERTRICHLEHWERORRIZ+SITEETHZ L,

1 R (BUE | BUERAZ2E) A bbh, ERAS F 7V F—v R
KEBZZENHHOT, AR, B, BRHRECERORRLCMFFED LA+
SEBTAZE, | BERRAEDNEBEIZREREEFIEL, 1R ) #
FloGLE0EoRABEITHIZ &, '

AR OHERBRIZBNC, REMEDP L 12 BT LIZHHEOTFMEIT > T D
EEBBIL, AFREDPIIEHINICEBRE CHROMEBEIT O Z &,

10



EEFEAMEETA FFA v
RAT Y X7 GERTFHERL)
(BR7E4 : ¥4 bA—F FiEEE 100 mg)
~ R bR~

W2 94128 (4448 A%
A T s




Bk

BT

RO, 1TEREF

FR PR AR

FEFRIZ 2V T
REMBLIRBEE
BEZELTEETAREEH

S i
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P11



1. Ui

EIRSOH M - REMOREROEDITIL, R’ CESICESWEERERNRD
BB, &5z, EEOREEMORAIC LY, MKEER A L OB ERERS
FEESARRINZTT. ZhbOERL PRI SLERBFIRETS 2 & ARED
BEE o THY BEMBGEE & WEOEARLE 2016 (FFL 28 45 6 A 2 BHBHET)
BV TH, EFNERLSOEHAORBIMERRE - L Sh T3,

PR ERRIL. BREACEEN 7 7 s A VBB EOERR LB L NI E
BRI ERHB, 0D, FIEROREMIET A ERIHSERT 5T O/,
WHERAOBES M ST oL APF SR BE I LTHERTR & L bic, BIfE
ARBERLUEBICKRERYSE & 32 LR EOBE 2 T EREE CER
TEILRBEETH S, '

LERoT, BAHA K54 T, BREESLIRETIELN T3 EFKEL -
BRI E S UTOEERSOREMEALHET AP D LERER, 2
FRUOEESEEYRT, :

R, BHA BT A vk, MTTEEAEER ERHSTA M, AHEEARER
BRARIEES S, — R tAEA B AERARES R O—RHEEEA B AKREB 24 0H%
Hobw E1EK LT,

B LRBERE ¥4 M —F ARHE 100mg (—% : A7) X7 (#s
FHEMHZ)) (

HBLRDPEIRBR : BAALBFIER IZHE U RIB TR AE R RIE L EE

HBERIRERVAR  BE, BARIE, Xa7e ) X<7 (BaFEBz) LT, 1
8] 200 mg % 3 WEEIBRLIE 1 B 400 mg % 6 BRI T 30 47
AT CREERET 5.

B ¥R 7E ¥ F  MSD HXaH




2. FFIORH, T

XA b — & STEE 100mg (—4 A7 R Y X7 @EFERL) . DT A
) &vv3,) iX, PD-1 (programmed cell death-1) & &V F 2 FTéh 5 PD-L1 LT PD-
L2 L OB REHEEETS, & MEgG4 £/ 7 0 —TAHETH D,

PD-1#R% 13 T ABRRSEEARMAR D> D3N B T I A3 AMIRRASFI R 3 5 /2 Se e il el
AL wF T, PD-1 1, BELREBICEBWTESE THREOMBEEECEERL, BCA
ERSEEDAMBELAR 2RSS ERET 5, bbb, PD-1 XY H - NeHE
BTB LItV FRESEKC LBV T EERAICHET 3% EETH D, PDLL
DEERBICBITA2FFERD TN TH DN, S OBAMETIE T MiROBEEZIME
I FBRICHREAL TV D, BAMIRICEIT S PD-L1 OBEREIL, BMiam, RigE, -
FROAERE, SRESRR. JE/NMRRAREE L O Ax RBATTFHETREAFTHY , BWAEFR
- & OFBEMARESIN TN S,

ﬁﬁ@%h@ﬁ%%?ﬁ&ﬂnﬂ%ﬁwﬁ%&#&IDJ&HMJ@&%HEE
OHEBERHIBWTEELRRE A Z L ARB IR TR, Hit B ATAROEN &
LR STV S, '

AFNZ, PD-1 & PD-L1 RUPD-L2 DI ) H o FOREERET2Z ik, EE
BNREPOBRESROMRESE T ) o REeFEEb S, #ﬁ%ﬁf%ﬁ%%&
+5Z kf#ﬁ%ﬁ%%%ﬁ?é

$ﬂ®¢ﬁﬁﬁmﬁﬁ<ﬁﬁwﬁﬁﬁmﬂi6@¢m%ﬁ%6bhaE%X@%tm

EATEEND D, AFOBRSPROREEITE, BEOBEZTSITTV. 2ERR
BHENEESINE, BRLUEFRIG U FEFNRAR L BRE R oERM & B L TE
AN EITV. BECRERGC L SEERRREDI B4, BIBREHRLV
ELVHOBRELEOHENRNBEITH LERDH B,



3. ERERRRAK
M AALEERIERITHEE U R UIERR e e RIE £ B OAGREIZFEM 21T » 7= 72
EEIRABR DO REE T,

[Fzhitk]
Eis it FE MAERER (KEYNOTE-045 SABR)

75 FF R E S TERREET 2B T2 RENETENITEBEORKE FRERE
542 7l (BARA 52 Bl 2ie) %xtgic, A% 200 mg 3 JEFMRE (LT 1Q3WI &3, )
BS50HBERUOTE2ER, {bFFE (7 ) F3E4, FEeFZ $EAXIL vinflunine)
CEXRE LTRET ENRE, 2B, HEFETRAETIRO bGEIC, KAET
Z2RTIERBRD bR WEORKRIICEE L TW5AFE T, RELEO B T
BRIBETHRD O D ETAFOR G 2T 2 Z LBFRRE ENd, FEFHMEERB X
AR (08) RUMENELSFHE (PFS) & &h, AHIMEFEEEL L T, 08
PEEBIERLE RIECED

| T3 F IR RS TEERE (—RER RIDRBETERDIBE, RUTFFIREEET
{REEFRIRIC & AHTRT - AFEMEMESREE 12 VA DN ER LeBENRA AN BN,

*7 : BF T vinflunine IZRARECH A, A2V FFEARB FEZFEAONTHEERIRL
7o



%1 KEYNOTE-045 B DO 2R

Z#) 200 mg -3
Q3W
‘ (270 1) (272 4i)
oSt FofE [A) 10.3 74
(95%fEFHIX ) (8.0, 11.8) (6.1,8.3)
NP — Rkt 0.73
(95%IEHRIX ) (0.59,0.91) —
P {ES 0.002
PESTI FofE [A] 2.1 33
(95%IERRER) (2.0,2.2) (2.3,3.5)
ANY— Wkt 0.98
(95%IEEE M) (0.81, 1.19) —
P f@it 0.416

t PRI OF —F 20164 0R TRy bF7
: BRI Cox e ~F— FEFair &k 2{b35aE L okl -
Bl T I RTE

1
§
l

: RECIST A FZ A 1.1 fRICE-3 < Mz gkl E

100 7
90
80
707
® 607
50 _
4 407 . ——
23_‘ WM«@
3 e 000 QO
107 o mpmi
L BTV i O
at riskg KrrNe (5]
F200mg Q3IW 270226 194169147131 87 54 27 13 4 0 O
. P 272232171138109 89 55 27 14 3 0 0 ©

1 0S @ Kaplan-Meier Bi#f (KEYNOTE-045 2UER)




[Zef] .
EEERFBMAEREE (KEYNOTE-045 3R5R)
B EFHRITAFIRE 248/266 F] (93.2%) R UMLZEFRIERE 250255 B (98.0%) IC&BH b
i, BIFERIZ T2 162/266 #] (60.9%) KUK 230/255 B (90.2%) B bhi, &
Rl TRIVBY SULALOBIERIITRO L BY Thotz,

2 FHHREHN 5% LOBWER (KEYNOTE-045 BB (22t ih&sm)

EEBIR¥E (SOC: System Organ Class) ﬂiﬁu(;;)
EHAFE (PT: Preferred Term) 2660
(MedDRA ver.20.1) 4 Grade Grade 3-4 Grade §
2BlER 162 (60.9) 38 (14.3) 4 (1.5)
PSR . :
R IRBERE (K T RE 15 (5.6) 0 0
L e - :
B3| 24 (5.0) 3 (1.1) 0
L —ig - 2BEER XU S ORI
A A 15 (5.6) 1 (0.4) 0
o 37 (39 | 3 (D) 0
BB s 0 . O
AR kUSRS '
BERLR 23 (8.6) 0 0
B L O TS
F 5 FEIE 52 (19.5) 0 0
Fos 2 @3 |1 0.4 0

7235, AFIBHC ISV CHE MRS 10 51 (3.8%) . Kigs - BEEDTHI 7 Bl (2.6%) .
PRIEE (X5 - NL—EEBRRS) 16 (04%) . FFASEEREE 1441 (53%) . FIRE
HRAEREEE 23 ) (8.6%) . BISHSERIEE 141 (04%) . WMEERE (RMEHEHER
) 1 # (0.4%) K Uinfusionreactionl il (0.4%) A D LN, T, BEOIEE
% (REROHIIREERE, SWALE., MARES) | TEERERE, | TERE. Mk,
5 - ESURmAE, EEGEAE. LK. M - ML, BE 5 BEE, Ristn
IR MESEHER . VMM R USSR IFRRES 12 5RD bALAR s To, ARWERRILRIRITE
EES (RAREEERLED) LaDEERETT,



[R: - HE]

AR OBEREMBEEIAEZFA LI = L—u s Yok, AA 200 mg &
Q3W. 400 mg % 6 WRIRIE (BT TQ6W) &5, ) Xik 10 mgkg (FE) % 2 MM
BIRg (BLF TQ2wl &vV5, ) TRELEBOXZOMFEMBRENREShE, O/
BOFH 400 mg & QoW THRE LBEoAFoEEREBIZRT 2 EHMEPRE (M
T TCavgesl LD, ) b, FHI200mg & Q3W THRE LIZIED Cuyss LEEET 2 & T8I
Ehi (F&R) . 7, £H400mg % Q6W TRE LItEOARIOEFIRIEIZR T 5%
BLEPIE LT (Coasl £V 5, ) H 4580 200 mg & Q3W THRE L7ZEED Couess
LUBLTHERTFTEFRHEREbOD, BAABT B TAFERERILTY
A - AETHZHKH 10 mgkg (KE) % Q2W TRE LB Chuss & B L TE
EERTEFRERE (THR) . b, BREAEEAEZNRITAA 400mg & Q6W
THRE U A EIERER (KEYNOTE-555 iR X B =RRIEIE-5 < EyEhe
NI RA—FX, VI ab—a i LD TR LR ERE T A —F LU L7 (FR).
INE T, BEOREIE Jm‘éﬁﬁfﬁﬁ%%ﬁ‘zﬁ*#_gdé FHIDOBRERE L FIMER TR EM
L OBER R ARBERISTIASEE S, AKI 200 mg B Q3W Xid 400 mg ¥
Q6W THE LEBOBER LA IREH L OBEIZSVWTRT ShZER, L
FTOAE « FEOMTHEHRUCR2MICPERRERITRWVWE TR SN,

#£3 FAOKDENR ST A—F

Conax

RiE AR | o | m | e | e | Gewd | e
200 mg Q3W! .(58.2?.519.7) (27.?7’,].298.1) (17.135,5'1l 83) | (o1 .97?'984.1) (49.5;??1 0) (30.35(,)'391 4)
400 me QoW “2;'2?24} (32%??2-7) (10-11?.59-8) (145?49} (50.51?'57 13) (19.?;(,};0.9)
40(21&%“’ (1351.3‘;?':) ;5.4) NA (14_1:, '?;_4) NA NA NA
10 mgrkg Q2W1 (213,2223‘) (14;?‘1145) (1 1}11 t1)21) (423??133) (27%,7382) (19;,9200)

t:n1=2,993, 1000 @D 3I = b—¥s ck DAY SN RMEBEDOPRM (25%R7,97.5%R) .

Crnax : @@E

-'?-{'éﬂ)%éijfﬂ.?ﬁq:‘ﬁﬁ Cag @J@E-@-"ﬁé@:FﬁJlfﬂ?ﬁq:iﬂg Conin ¢ @@ﬂ‘g‘{ﬁ ('ﬂ-’l’ g2 H%—‘HU) @%ﬁ]ﬁl?ﬁ
PR, Chaxes : EFIRIBIZ BT B i i 7 PR EE Ca\gss EEINEICEIT 5 M F DR, Cons : EERIEI
B 3 EEAEPRE
1: 56 GIOEMESE (95%IERER)
§ : 41 FlORMIHE (95%EFREH)

NA @ #NR2L




4, HERRIZOWT

ARGEM L LTHARERE (&FFE) MO TWAZ Lhd, YEELE
PNCEMTE MR THILERD B, TOLT, AHORENEN2EELDE - 4
EL, FHOREIT LV BELEER 2R LEBCRIET 2 2 E RS ERED, UTF
DO~@DTRTEFHTHRICBWTERTIR&TH B,

@ HRIZoWT

D1 FTEDO (1) ~ (5) OWTFhAhEYTIHBTHE L,

(1) BEAZHREDEET 2RABFEESEILRRS GERERRS A SIREREIL S,
HERAS A BB REHE LR, A A B RRIREE R &)

(2) SEERERRT

(3) TWENRMEFFIBET 2P ARFEERRE (BARREEETERE, PADEEE
Bk, BABREETEERER )

(4) SAR{EFFEELRE L. S RIERE LERERRE 1 I3/ kmB bR RE R ok
2 DRERFEEIAR S BHEIT > TV D HER

(5) PUEMEEAINL A ERNEORREEICHRZBHEIT> TWA R

@2 RELEEOLEHERVBERRIMOMIBIA RN L BRY HOEM
(FROVTIPIZHEYT B ER) 2, &ﬂ%ﬂ®¢ﬂ T B IRROBTEE L L
TRESLTNBZL,

®

+  [ERNRIFEUER 2 ﬂﬁ@@ﬁﬁﬁ{ﬁ%fﬁ"f L7-8IT 5 L OB ATBROBENE:
To>TWBZ &, 56, 2L R, BAREYRELFE LEBRERFZFOHES:
TToTWAI L,

o ERRIFRGE® 2 FOPIEMERET LARIC 4 FLLLOWRBRZEOBRKFE
ZToTBY. b, 2F LR, RELREOSAIEYRELS LS ABRDOE
RWHER T > TS5 ¢,

@ BEAOEREREHOEHICONT

EELFREACHFETHIBMEERRE S, NECENOOFRED., ADE- &
EESEFNFROFTHR CEMBF T ERRME, AEERNRE LB EORE
EH., ERE0HITITORLGRINE-TND I L,




@ E'ﬂ?}%*\@ﬁﬁ‘kob\f

@-1 RERRAmHliCB3 5B
%ﬁ@%ﬁ%@@ﬁ%&@#ﬁ#%&bmﬁm24%%$ﬁ¢ﬁ®? W B HERR L
IR BT, BRLUZEWERISE CTAREEEC CT £ 0RWER &4

ELRECKERYAPIELN, EDHIMISATERERERSESTHWAZ L,

@2 EREEEICLA3FRERMGET 8L

BABRICEDLAEMMRMERUEEEZET I EREEENRIERTE=2Y 7
EEDLEEROAS ) —=r 7 EBTVERE LERE LG T 55— AEREH] I
HEahTWaZ &, B, BHEHIcoVWT, mbﬁ%k%@ﬁﬁ_+ﬁ_ﬁﬁgnr
WwWaZé,

®@-3 BER OBIFCHEICBE LT |
RITER (RIEMEREBITINL, KB - B - BEDTH, BUEFE - FR2 - 5
HhREREE - T - (LIRSS, BilEE (RATHEMBAS) . NAWESE (F
TGRS, RIS, BINHARREE) | | BUEERIE, SV 5 Bk, gk - B
R, Bige, BEORSEE (PEEREETRAE. SMSEIRERR. SWC
B, HRMHEE), infusionreaction, A% - BERZ., HEMITEAE, BEEE (FF7v -

- ANU—REREES) LAY, ERRMIEREE (RREVEML/ MR EIRIER ., PR L,

FRIERREE, EIEAEOES) . MERKEAEGER, BE%) LT, YERXUDERE
ﬁ%%@%%ﬁ%ﬁf%%%eﬁ%L(@Wﬁ@%%@ﬁﬁﬁ%bf%ﬁ&wiﬁ%ﬁ
FToN3&tcHBZE) | ELICHEYBABRTEZRHNRESTHWE I L,



5. BEMRERDHBE
[EstizBE3 35 =I1E])
OQ 7FI7FFRAESHEEREREE T RAFFETEXREBHORB LEEDOA

FIZBOTHAOHFMERBRIES T TV B,

@ FRICHYT 2 BEIHT AR OB EROEAFEICOOTIE, AROEHER

B ENTBLT, FEOREFSRE LR,

o TIFTHEAIEETDMEERBIC I ABREORVEBE,
. FiFOMBhIRIE, -

o fUOTEEERER L OB,

[ZeikizBEd 2 EIE] :
Q TREHMETIAFICOVTHARORENEDL SN TWB T Lhb, #5217

@

biznz &,
« FEIDRGTH VBEREDCBEREDH 5 BE

TERATOFMIC BV T RIS T2 BF T oW TR, FFOBREITER Sy

A, OWBFRRIBEA RVIBEICRY, ERICARZHERT I L 2EBETE S,

o MEEMEBROANIISEFEOH HBE

o JAESEBMRE TRER 2R 5 BB K UTEBM O BRI R i
LOMICREEEENL 6N BE

o BERAKEBOSH. NiTBMHENLE L ITEEMD B CREREBDOREED
HBHBRE

o BRSHE GEhRnMRBEELS) 0bsBRHE

» REORRXREIEEEZETILIAE

*  ECOG Performance Status 34 VD #BE

(81 ECOG ¢ Performance Status (PS)

Score

ER

0

S MBER{ENTES, BHEEFALREEERIHRRATLS,

1

PORRY I LWEBNHIR S h 5 8, BATAHRETT, @¢%¢m01®¢%mﬁ5:amf%5
fl : BVRE, THER

BITARE TCEHR O OB Y O LT TS EEIRCERY, RO 50%L Eid<y FA BT,

BonAa0g0RERYOIE LBTE RV, BP0 0% E2<y FhiF R TT.

B RVLY 8]

£ BTN, BAOFORVOI LR TERN, B2y FARTFTRTY.

10




6. BEIZBELTHEE T SEHHE

@D EATTEEITIN G, BUERRSEEE BRI T 2 W R IO & A Ot R CNE IEE
AOREDIBELRFERETOICER L ThOERT A &,

GRBtaIc D, BE NI FORBECADERVERELZ+SHAL, RBE2HE
ThbRETHZ L,

FREHERO=R T A Mo T

@

&)

MEMRB RS bbhd Z e RHE0OT, FRDOREIH > Tid, FHIE
® (B8, FRURREE, RN OMRELUIEH X RRECERESE, fiRr+
SITATH D &, Fio, BEIGEUTEE CT, mMF~—7—S0oRELERT
5z ¢,

infusion reaction 3% H B T & B D, infusionreaction FFRD LNTLEEIT
. EARLEET S &L biC, SERAEET 3 E TREOREBE I8
TRz &,

FRIRBEEEE, TEABERERUVAIEREEERH DN LB3HDHD
T, AHOREHEE GRS T IR EHNICNSIISIERE (TSH, W
T3. ¥R T4, ACTH, M arFV— N EORIE) 2EHTI 2L,

BUHERFZ. AL, IFEeERE, Tk, BeMBRERRHLDNDI I VDD
DG, FRIOR G BAEIR O SR I EA ITHAERE (AST, ALT.
y-GTP, Al-P, UL B EQRIE) 2EHTH L,

SY 5Bk (CEERCILEERELES ﬂ)%@ﬁ%&ﬁﬁgmbabné
ZEBHDHOT, EHMCROREOFTELHERTL L, Tk, ROAER
ROLNEHAITIE, FPPCEREBEEZSZ2 T L 3BEFLIH/ETDH &,
AFOBEW LY BEOCRERGICERT % LE 2 bh 5#kx REBCRE
BHobhbZERBHD, BRERRDONEZEAKIR, BRELEFRICS L
HPIH AR & RS B RO ERD &8 U CEERERNRE 21T\, 1BE ORE
FER L 3BEHERABEDNABE T, FRIOWREIHIL, RURIERE R
NEVRIOBRESERERTH L, P, BIBREER LT OREZ L VEWE
B OBRERTED LARVERICIL, %%&ETW%/U%wﬁrﬂﬁﬂwﬁm

LEBRETHIL,

WERTHE, LB LB ABRBLTALEERNRBETIZ LR B DD,

AFOBELETRICLEERAORRIZTHITEETH I L.

| Bk (BUE | BEERA 2 &) Bbbbh, BRFEES b7 F—3 X
IZEAZLBHHOT, OB, B, BEHEOEROBRECMBEHED EFIZ+
HEBTHZ L, 1M%ﬁrm&bht%A Wit EEZHIEL, AR Y R

Flo@E5EOENRABEELITIZ L ‘

FANDEERRBIZ BT, &#%%#69@%\%nm%mﬁﬁﬁﬁﬂalﬁﬁm
6 ERRMME, B5HEHS 1 4L 12 BRI CH R OTHE 17> TV e =
L RBE, ARSI ERRE CHEORRERTTS = &

11



BEEREET A FF 14
Rrv7ul) Aw7 (BETHHBEZ)
(R4 : %A b —F EFE#E 100 mg)

~MSL-High 278 % B (S masl BB S acEs) ~
~MSI-High #4573 55 - EBE~

k3 04128 ($F448 Ak
ERE g 122)



ISANEA Il e

Bk

LB :
AFIORE, 1ERBF
ER PR AR
HERIZDWT
BRERRLIRDEBE

BEICHL CEET & TR

P2
P3
P4
P14
P16
P17



1. FL&HIZ

ERHOFNYE - BEEOHBROEDITIE, FAXESICESWEBIERERNRD
bhd, Sbio, FEORERHOERIC LD, HEEER E OB R ER%
FEELRBARINLGPT. ThbOERLLEICSLERBEICRMETS 2 L RRED
BWEEL 2o TRV RERMEGEY L WEOEA S 2016 CER 28 4 6 A 2 B EIHEE)
IZRWTh, BFMERLEOFERORBILEELXRSZ L L ShTW3,

FHRERRFEENL, ERERRESE 7 7 7 A VREFOERES LHALMICR
RBZEWRHB, TOH, BYERURSMEICETIERAR+AERT S E TOM,
LHERLOBELMRS ST 3 LRSS BECH L THEET B L L bz, BIfE
ERRERLABICKERGE 220 LR —EOE R T EREE R
THIENEETHS,

Lo T, BHA FFA4 2T, BRBMESLZNETIRE LTV B ESESH -
BB RHICE-SE DTOERROEERERZET 2BANLMLEREM, £2
FROUBEEEEZRT,

BB, BHA KT A ik, MIIATEIEAER D ERESR OIS, ARHMEARE
BRIEEFS, —RE@EA A ABRABES R C—RAEFBEA B ABRRESOBH
Db EER LT, '

WP LRBDEIES : X4 M—F ETREHE 100mg (— %4 : A7 vl X<v7 (B
TFHEMZ))

MBLRAWEINR : 1. BAFFERIEE LEST - BROBEE~A 7 0¥F
A FMRREME (MSHHigh) 2 F T 2EHE (REMRIREAR
BB EIZIRS)
2. BEYIBRARE/AETT - BROBHEE~A 2T T4 hRE
EYE (MSIF-High) %2483 5% - BEBE

HpLhABERUAR - B%. AR, RAa7 o) X+ (BEFEAKRZ) LT, 1
[E 200 mg % 3 MR X 1 [E 400 mg % 6 BRI T 30 4378
AT TRIEFET D,

R B EE MSDHEXSH




2. AE|OHE. FRKERF

FA b —F EGHHE 100mg (—B% : NATn Y X+7 (BEFRMEL), BT I
FJ &vv9,) b, PD-1 {programmed cell death-1) & D Y H > R T# 5 PD-L1 KU PD-
L2 L OREFZEFEBETS, b MelgGd T/ 7 u—F L H5iETh S,

PD-1 B3 T ARAR SR A BE AR O3l 5 o DI B8 A RIS FI R 5 % R Sus@ il
AA o F T, PD-1 13, BERREBICSOCEER TMROMBERICREL, BEA
BEEGEEDRABE BRI 2B ERET S, bbb, PD-1 BYF i FLiE
ATAZ LIV RBESERC LDV NMRERRICEHET 22 /K& TH B, PD-L]
OEFHBIZRBIT2RRTDLTHITH B, E<OBRAMIBTIE T MIgOBET 2L

ZiZ FBRFICREER LTV D, BAMIIZEIT S PD-L1 OE 3R, BEHRE, FRE.
FTHBARRE, JRELAE, #mmm%ﬁ&kmﬁk&mhr%%Taﬁ%fhb R R
& OFREEMESSRE STV D,

ﬁﬁ@#b@%%%%&kﬂﬁj%ﬁ@ﬁ%ﬁma1m1emnnw#%@ﬁ%
DRBEERHCIS W TEERREIZE S 2 L RTRRENTE Y, Fik R ABROER &
LTHfFShTW5,

A&Z, PD-1 & PD-L1 EURPD-L2 OF Y F v FOFEEXHET S kL;D N
BANBETOEESROMIAESM T U o BREEE L E Y, RIBEAEE BEEL
T3 CHIBEDRERET B,

AEIOERSFCESBEORERINC L DRIERSRS bbh, BEEXIIELTI
ELHWEERDH S, FEOREPRURERICIE, BEOBERE LTV, BESTHE
b BNTEE T, FER L AEBESUTE U BEMR R L R A oEM L E L THE
YIRERNRET 1TV, BEORERIS L 2RIEAREDLN2HBAIE, BIBEEF
E VR OBRESEOEN LB EIT I LERD D,



3. BERAER ,

[RAALERERITHEBEL®IT  BROBHRE~A 7 0T 74 PAREEME (MSI-
High) *F 7 5EHE (FEMNL2BESRERSAICES) ] RO EERAERE
17 - BROBBEE~A 7774 MREEKE MSHHigh) 2B 7285 - EFE) ©
RGRRHEMME T o =R BRABOREE T T,

2B, TBREE~A 70754 FALEME (LIF TMSI-Highl & 5,.) #8754
FIIZBLT, TPCRIEIC L D MSE-High L HESNEE | 2BRTEHES %) I
¥ TMSI-High (PCR#) #HTAHHAF] LRLL. DNA I A+ v FEEHRIEORLEN
HAEEBHTHES (JA58). T7bBIPCREW L Y MSI-High X3S B Ly
& (UUTIHCI &W),) Btk h 2 R~y FEEHBEOXRR LT TdMMR) £ 5,)
LMFEENZAL ZENTSHAICIT IMSIH-High 28T 5 8% LERE L, HCE
2k % MMR #2 & PCR 12 & % MSI RED—HEIL 96.6~98.7% & ThHB = L&
BHREZIR T3,

[(Fahit]

< BAALFERIER B U ETT - BH O MSIHHigh 281 2 BEEE (RS2 TAHMN
EEEARIGEIZRD) >
OEBRERE T1838 (KEYNOTE-164 3Bk, =R— | A)

7ok ) L U URFIBEEREA X ) I F ROV T ERE K
12 X BALFHHERE D & 5 IR PRS2 /21T - 3D dMMR XiE MSI-High (PCR i)
D 2B AR EERERE 616 (BAATHEET) ZXHRIC, A% 200mg3 B
BIEIHE (LT TQ3WS &1 ),) BEOAIMERUESEIRE S, 28, ERF
M CRABETHRD bNHAI BRRETEZRTERSRD b 2WEOBEMICE
E LTV HBRE T, RELEOEGTME CRBETHRD bh b TER OB S 21k
FTaZ LA L S, EEFMEE THEELHE [RECIST HA FF4 v L1AR
WEI FRPIBIZE BEEREY (CR) XEESES (PR)] 12200 T, ARBRICHE
ANz 61 FIDBEIIFR 1 DLEBY Thol,

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

2 gk IC R T, HCHIZ L Y 2 A< v B # /37 T % MLHI, MSH2, MSH6 X% PMS2
OWTRIDFEBRMBRD BheWEEIC IMMR, PCREICE Y 20l LD~ A 7 0¥ T F A4 bv—b—T
RMBRTFEOY A XAOEEABH SR -3541C MSI-High (PCR) LHEShi-,

4 .



#1 BRBAPERUCES®E (KEYNOTE-164 BB, 2k — b A)
(RECIST ver.1.1, FSHEMENTA SRS, PRYE, 20172 10 BF—F v b3 7)

- s B BE (%)

B RBATHR 61 B! 39 B
2% (CR) 0 0
tRr#EZh (PR) 17 (27.9) 9 (23.1)

Z7E (8D) 14 (23.0) 10 (25.6)

1T (PD) 28 (45.9) : 18 (46.2)

. HEEARE (NE) -2 (3.3) 2 (5.1)
#%h (CR+PR) 17 9
(e [oS%IEHEM"] (%) (27.9 [17.1,40.8]) (23.1 [11.1,39.3] )

*1 o AEOHEART N SRR, 22 FMEERTHRER @ 5 b MSIHHigh (PCR #) #HT 585,
*3 . IEFETR ' o

Q@ERILFIS M1E3ER (KEYNOTE-158 5R5k) \ -
—HigR s L TR CRRER O b 21T GE 0817 - BR O IMMR X
MSI-High (PCRiE) ®2 &4 5EREAEE @ 20T, 45 200mg QW REDH
MR UESMERARF S NE, 28, ERMETRAETIRD bhEBA, KEk
TR TERBHED b RWEOBRMIZETE LTV 5 BE T, KEILIEOERFHED
THREETARD b1 E L TAAORE ZMIET B = L BT Shie, ZEHEER
T BELGHE [RECIST A FFA v L1 RICESS RRYER L 5572£FS (CR X
PB4 ES (PR)] 122V T, MSLhigh & 2R S RICARRICRE S W 83 %
(FN—T7K) ORERITIFER 2, FARRICBRGE N 04 FIEICBIT 5 BER ORBRITER 3
DEIBYThoi, '
#2 BERAYURRUESHE (KEYNOTE-158 Bk, /A —7K)
(RECIST ver.1.1, FHEMEARITHGMEASE, PRYE, 20174F4 F 28 BT —F Wy FAT)

S A Fl%x (%)‘ ‘
REREDR 5 B 28 B
2 (CR) 4 (4.8) 3 (10.7)
o FEsh (PR) 25 (30.1) 8 (28.6)
#ZE (SD) : 20 (24.1) 3 (10.7)
#17 (PD) 24 (28.9) 9 (32.1)
HEZETRE (NE) 10 (12.0) 5 (17.9)
#7%) (CR+PR) 29 11

(TR [95%EHEK "] (%)) (34.9 [24.8,46.2]) (39.3 [21.5,59.4] )

* - R EMEARAT S R E R, 2 EMEEITTRERO 5 © MSI-High (PCR #) 2 BT 38%F,
*3 - EfERE :

D) gopg = bz AT 12431 7 22— F R Of MSL-High O#EFTETREBE AR AR F—7 K 5 bk
EN, ZA—T A TIHITFE (RELEE). YA—7 B TiliEs (BRERCIBEOREE), 7L
77— F—AMIEERR . SA—F C CidM, RE, MB, B, EBRUBRBEROMENSUNE
B (BACETPHEEMENS TG . A —7 D TIRTFENERS (AR UCHEEESEER<).,
FN—FETCRFEEE (BRELES) . FA—7F CliRs (BELES) ., Fr—7 G ChlvNilam
. =7 H PR, 20— 1 CRPRIBE, 74— T TRk (PG i Rssisgsi
<Y, FA—7 K Cri MSI-High 263 2EME (B - EEEEZR BF¥EEAANLbRE, FA—
7 A~] TGS BEO MSI-High 1220 Tk, Ve ALY F 4 FRFific Lo HEShE,

5



% 3 MSI-High %57 5 B OFE OFEZ®R (KEYNOTE-158 BER)
(RECIST ver.1.1, BENMEARITHHREMSE, PRHUE, 20174£4 B 28 BT —F h» bA7)

FIE (%) #%) (CR+PR) B (%) #%1 (CR+PR)

i BT CEBE (8) T s (EHE (%)
TENRE 24 (25.5) 13 (54.2) 11 (28.2) 6 (54.5)
=5 13 (13.8) 6 (46.2) 7 (17.9) 4 (57.1)
7B RS 13 (13.8) 4 (30.8) 6 (15.4) 2 (33.3)
iR 10 (10.6) 1 (10.0) 1 (2.6) 0
ARE 9 (9.6) 2 (22.2) 4 (10.3) 1 (25.0)
B e 3 32 1 (33.3) 0 0
HFEHE 3 (3.2) 0 1 (2.6) 0
ZINHB B 3 (3.2) 2 (66.7) 0 0
FEEE 2 (2.1) 1 (50.0} 2 (5.1} 1 (50.0)
TR INNEIE 2 (2.1) 0 0 0
FR R B 2 (2.1) 0 1 (2.6) 0
R LR 2 2.1) 1 (50.0) 1 (2.6) 0
iy 1 (1.1) 0 0 0
SRR 1 (1.1) 0 0 0
B ARE 1 (1.1) 0 1 (2.6) 0
# IS 1 (1.1) 1 (100) 1 (2.6) 1 (100)
WEE TR AR 1.(L.1) 1 (100} 1 (2.6) 1 (100}
5] 1°(1.1) 1 (100) 0 0
WREER 1 (1.1 0 1 (2.6) 0
JRHE 1 (1.1) 1 {(100) 1 (2.6) 1 (100)

*1: HENEAIAT R R, %2 FMEATAT R RER® 5 © MSI-High (PCR ) AT 5H8%E

<JERBARE/RHEST - B O MSI-High 28T 24518 - EiRE>
QEMFLEMRFMARFE (KEYNOTE-177 RER)

(AR O R WIRE YRR R EE2E4T - B5 0 dMMR X3 MSI-High (PCR i) ®2
PHETAEE  EBBAE 3076 (AARAN22 52 &) X8, A% 200 mg Q3W
BEOHERVEZ2MER, HEEMOBRT2{ERE (A v T 0 (BT (5
FUI &V 5.) - R D TF— b on BIF IRV F—h] &20n3,) - AFF Y755
gL (BUF TmFOLFOX6) &V 5,), mFOLFOX6 R UMWY X+ (BT L)

(BLF TRV Xe7) L)) XidEyFo <=7 (EEFARRLZ) CIF Mtyxy
<7 EWVWH ) SFURYF— b - AV )T o EEEEKFERE (LT TFOLFIRL)



L0125 ,) FOLFIRI RUSAY Aw F G V% < 7] ®0 el & L OB &k,

28, B TREETERD b BEAT

W, RBETEZ R THEREED b nE

DERRBNIZZE LT3 BE T, IREILIEO B R T&K BT A58 ébE»szZai'Uli
FOBE R 5 = LA L S, TETEE B SRS A8 (UL T [PFS)
ED ) RURAETFSM & Sk, FENVEBRE L B LT PFS 2 A BICIER Lz (X

4 RUE 1),
#4 BEHERK (KEYNOTE-177 RER) _
A#1200 mg Q3W C IR @
(15341) (154451)

FRfE [A] 16.5 8.2

(95%15 #E X)) (5.4,32.4) (6.1,10.2)

PFS™ | ~¥— P2 0.60

(95%(E %8 X ) (0.45, 0.80) —

P fE" 0.0002

*1 : RECIST H 4 K5 A > LINICEE-S BB REE, *2 : Cox A ¥F— FEFAMIC L B{E
FIEL O, %3 v ST RE, BREAE (/) 0.0117

GE) framprn & LU A VIIBTO L B HBELE,
mFOLFOX6 :
AxHY S 7 F 85 mgm?, HY -f— + 400 mg/m? XX LR A U — 1200 mg/m?, 5-FU400 mg/m? (B
HHE) . 5-FU2400 mg/im? (46~48BERNi i) 2 2B8RMETRE Lk,
FOLFIRI :
AV T h AT 180 mg/m?, R U F— 400 mg/m2 XX VAR K U F— k200 mg/m?, 5-FU
400 mg/m?® (BEHE) . 5-FU 2,400 mg/m® (46~-48REMIRFREIRTL) % 23 MMM TIRE L iz,
AR 2T ;-
5 mg/kg 2 2ARRHRTRE L,
rYERLwS
FENE 400 mg/m?, 2 [B] B BAREIE 250 mg/m? % 1 BEIER TR L.
7




at risk3

FR200mE QIW

e 2. 72

ahy

— EWOEng IV
e {EPEIER

™
e

et — ———1

183 96 77 72 64 60 55 37 20 7 5
154100 68 43 33 22 18 11 4 3 O

8 12 16 20 24 28 32 36 40 44 48
ST M)

0 O

0 o

1 PFS @ Kaplan-Meier gi## (KEYNOTE-177 #E)



[Z&2]
< BAACERIER R LT85T - BH O MSHHigh 28 T2 ERE (REEERZRTAHS
EEERIFAIZRD) >
OEEEFE TR (KEYNOTE-164 B, =Fh—h A)
AEEHIT 6061 B (98.4%) 12, BUERIX35/61 4 (57.4%) TR b, BER
MR S%LUEOEHERIRTRD LEBY Thol,

365 ZRE#ER s%ULOB{ER (KEYNOTE-164 Bl ad— b A) (2RI shEsE)
2ERIKRSIE (SOC: System Organ Class) B (%)

HEAFE (PT: Prefered Term) 61 4] |
{MedDRA ver.20.1} Grade 3-4
2EEA 9

TH
i
MR
R 2 AMERIURERTORE

S IE
ik
FAKALRRE

(=2}

2
i

1N

FRERABLIUESHREE
: BIEH I
U EMEICETHERE

%5 EE |

7 (115 | 0 0

e, MEMEMRE 16 (1L6%), EEOREEE (BEMERERR, SMIN,
HERBES) 16 (1.6%), FTHREIEE 3 1 (4.9%). PRIFEREE 26 (3%, ¥
23 (4.9%) ., 4% - BEEURRARIE 1 B (1.6%). Bzt - BERRZE 1 B (1.6%) 3B DL
niw, £, KB% - BEEOTH, #RES (X7 v - NU—ERERES). TEEREER
= BIEMAEEE, 1 TIERR. BHEEE (RETHEEERS) .. EEHENE. O
s . MR/ MR ESEETR ., B M, FREFRE, infusionreaction RS EH
- BRI D bk o, ARHEARRRLIEESRS (BAREEREZET) 28
DEMERETT,

@EE;FE MR (KEYNOTE-158 #ER)
HEERIL, 91/94 F (96.8%) 1. BIFEARK, 5894 5l (61.7%) X5 b, R}
BN SUALORERIETRO LB Y- Thot,



#6 FEHMHE 5% LORWER (KEYNOTE-158 B8 (SRaieAtiai@sm)

BERXRSIE (SOC: System Organ Class) Bt (%)
HEAFE (PT: Preferred Term) 94 5l
{MedDRA ver.20.1) 4 Grade Grade 3-4 Grade 5
JERtEA 58 - (61.7) 12 (128 0
9 (9.6) 1 (L.1) 0

B 8 (8.5) 0 0
L o] BETNN €)X S LN DS
LR AERERIUBESOWE | e

BhHiE .8 (8.5) 1 (1.1 0
LB _ - 1 (1.7 0o _ S
DR ECR TS T T T e R e

% 9 IR 11 [t ) 0 0

72is, MIEHMRS 401 (43%), KIBK - BEOTH 3 F (3.2%), EEE (¥7
VoS U—EREESS) 2 61 (2.1%) | FFHEEEREE 8 #1f (8.5%) . FRARBRIRREREE 8 #1 (8.5%).
1 Z0FEPRIS 1 B (1.1%) . infusionreaction 1 B (1.1%) 2SFRH LNz, T, BEEOHEE
BE (REARIRERN, SN, BRERS), TRERERSE, BIBTHREREE,
BHEEE (RMEMEEBRS). Bk, TX  HUGRRE. BEEGEME, OF
P, BEgE - BERRZS, UEREM/ RO MR R, EmiEE M, FREHRBRUE Y 5 ER
RO ook, FREWERZRRRIIBEES: (RRAREERELZED) 280%
HRERETT,

< BRI R AE 21T - R8O MSIH-High 2 /T 555 - EEE>
OEFRIFASEAERER (KEYNOTE-177 3RER) |

BETRIT., 149153 Y (97.4%) 1. BIFERIX. 122/153 B (79.7%) TR b=,
WM PROFETREREEN UL EOBIERITTROLBY Thotr,

10



#7 WPhIORTRBEEN s% EOBWER (KEYNOTE-177 BB (L2 SRE) ‘

BENKSE (soC FiE (%)

System Organ Class) FHBE s e

EARFE (PT: Preferred Term) 153 1 143 5 _

~ {MedDRA ver.22.1) £ Grade Grade3-4 Grade5 £ Grade  Grade3-4  Grade$s
ﬁﬁ']ljﬁz ) 122 (79.7) 33216 O 141 (986) 93 (650) 1 (0.7
TR L) v RieE in

iy 9 (5.9 2 (13) 0 17 (119 7 @9 0
# qﬁﬂfiﬁif)r 0 0 0 30 (21.0) 22 (154) 0

6 0 0 1 0
KB 8 (5.2) 3 @0 0 0 0 0
&5 2 (1.3) 0 0- 10 (70) o 0
Tl 33 (248 3 (200 0 75 (524) 14 (98) O
A B 11 (12) o 0 6 (42) 0 0
Bl 19 (124 o 0 79 (552) 3 @l 0
arME 8 (5.2) 0 0 43 (30.1) 6 (2 0
WG 5 B33 0 0 40 (280) 5 (35 0

% (15 5 (63

11 (1.2) 0 0 0
2 (209 320 0 63 (441) 13 (0.1) ©
FEMED JedE .4 2.6) 0 0 25 (17.5) 1 ©7 0
BN 11 (72) 1 07 0 7 4% 0 0
W_emzwvr n‘ﬁ& _ 0 0 0 g8 (5.6 0 0
ALT 8 15 : 0 0 (10 1 ©7 0
AST 80 17 (LD 0 7 @49 1 @©7nH o
MwFT ALP $440 12 (7.8) 0 3 @) o '
TP EREE 1 0.7 0 0 33 (231) 24 (168)
MRS 2 (13) 0 0 o9 (63) 1 D
EERD 3 2.0 0 0 8 (56 0
B mEREED 1 0.7) 0 17 (11.9) 6
{ ‘f‘tﬁi’j‘g i i‘% = & 3 T T T TR

ﬁmﬁé R ' R N 0 39 (34.3)

TEpnE @8 15 (105)

4 0 0 0 0
HRERE 2 (1.3) 0 0 I3 @n o 0
FHE= 2 — /S — 1 (0.7) 0 0 25 (17.5) 1 @n o0
B = 2 —n AF— 0 0 0 29 (203) 3 (@) o0

FR L UVRBEE
EAR 2 (1.3) 0 0 10 0 2 (4 o0
LR ML Qgpmﬁllﬁ%-?;”,_ B e

Bim 0 : 0 0 20 (140) 0




#MEMKGR (SOC: Big (%)

System Organ Class) A HEE {h2EpR e RE
ZAEE (PT: Preferred Term) 153 #1 143 4]

{MedDRA ver.22.1) £ Grade Grade3-4 Grade5 4 Grade Grade 34  Grade 5
3&“%;0{&‘[:‘*&%&% : i R : : \ B e ::.::‘; i -';:f.‘QI}jf HIE B .\'_75\:;;-;»\-::;_;1:\_;_::;:5_ LT o
B E4E 5 (3.3) 0 0 28 (196)° 0O 0
53 =7 7 4.6) 0 0 0 @70 0 0
FiL - RERFRMERSERN 0 0 0 25 (11.5) 1 @7 o
T D PEERE 21 (13.7 0 0 7 (49 1 @©7n o
BT 17 (L 1 @00 0 | ) 1 ©7n o
CHBRRE - T R e L R R R T
& L E 1 0.7) 1 07y 0 9  (6.3) 6 @2 0

7P, FEEMREESH 3.3%) . KBE - /NBSK - EEOTH 144 (9.2%), %
BE (X7« AU—ERHS) 16 (0.7%). BIUEFFS - FFAS - FFHlsemEsE - iF4t
TE(LMERRE 25 25 1 (16.3%) . FIRBRHEREREEE 18 441 (11.8%) , TEEARMEREREE 2 41 (1.3%) .
BIEMREEE 24 (1.3%). BHEEE (RMEHEEERSE) 246 (1.3%) ., k- &
SURRAMAEAE 1 61 (0.7%) ., infusionreaction2 i (1.3%) . #&#% 1 F (0.7%) BRHEIT,
T, EROKEEE (WEEREERMATE. FEHEREERE, SN, |1XE
EE) . | BUGEIRIA. PSS, BIEREE, BE - FEE, FEOER. Lk EER
kRS (et MRIBA SRR, BRER M, RIS, SRREES) ROMm
HREAREERHIIRD bhidok, RARIERZTRRIEEESR (BRREEREEZS
te) EEUEHERETTY,

12



(R - AE]

FHEOBEFHEDBEETAEFA LY I a2 b—va i b, A4 200 mg %
Q3W. 400 mg % 6 BRI (LT Q6w &vvH, )} XiX 10 mgkg (FE) % 2R
B (LT TQew) &5, ) TS LEBOoAR|IOnEFIRESRM S, 0K
B, A 400 mg & Q6W THEE LIzEOARFOEERBICIT 2 FHMmEHRE (B
T (Cavgssl EV¥5, ) i, AHI200mg 2 Q3W TIRE LIEED Cuyes LTELIT 3 & T
At (FR) . £, A& 400mg & Q6W TEE LIzBROXAOEBEREBICB T 5%
FILEFIRE (BAT MCoaxssl V9, ) 1, &H]200mg & Q3W TERE LIZERD Chaxss
LB L THEZRTETFHERZb00, ARABREZIZBWTESESER ST
LR - AR THBHEH 10 mghkg (KE) & Qw T#HE LipEn Craxss & HEBE L TIE
EERTEFHEINE (FR) . i, EHERAEEREZNLITEA 400mg 2 Q6W
TERE LB/ SEIHERE (KEYNOTE-555 3RER) L 0% 6h/mRIEICE-5 < EhEnE
RGA—=FF VI alb—va XD FRILCEDEIRE S A —& LRLE (TR,
MZ T, BEROBEIC BT 3 HERBRRAECESE, RF0BREE L FIENITReM
L OEEERETIRERISETT APEEI L, A4 200 mg Z Q3IW i 400 mg %
Q6W TRE LEBORER L APMX RSN OBEC >V TR SRR, £
TORE AEOE CHROMRUESHICHREREZRII RV EFHRISHE, -

#8 FAAOKGBE T A—F

Cinax Cavg Crain Cmax,ss Cavg.ss Cmin,ss
Atk - AR {ug/mL) {ng/mL) {ng/mL) {ug/mL) {ng/mL) {ug/mL)
200 mg Q3W! 59.1 279 18.1 928 504 309
me (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 50.7 303
. . ,
400mg Q6W! | (195 124) (320,327) | (104,108) (146, 149) (50.1,51.3) | (19.8,209)
400 mg Q6W 136.0F 14,95 :
(ERE) | (1356, 136.4) NA (14.4, 15.4) NA NA NA
220 143 119 423 279 197
:
10 mgrkg QW' (515 999) (143, 145) (117, 121) (424, 433) (276, 282) (193, 200)

+:0=2993, 100ED¥Izl—YariZk ) BEHSNEBMEEEDORRME (2.5%4,97.5%) « Con : FIEHR
EHOBRBMETBRE, Cop: FERSEOEIMFPIRE, Cun: FIEREHE (VA 702 55 ORKEMLE
PERE. Counss - EHRIBICH I DREMIFFBRE, Covyss 1 EFRRIBILIT 2 FIQMBTPIRE, Conins 1 EHRIRIC
1BV D R AR M R EE

156 PIOSEMPEHE (9SUABIRIKR)

§ : 41 GIOTEEIE (95%(5HRE M)

NA:BRERL

13




4, EE&L.’JL\'C

FEM L UTHERAERTIZRIT A58 - E%ﬁ&@<Mﬁm@%ﬁ?élﬁrL
ﬁTéﬁH&ﬁﬁﬁﬁﬁﬁ%hTwé AWELSD, EERY A/ CHEHE (RMP)
LS RO EE L SHERER ~DBIER NS 3R Th - T, AF0REHR
EORBELBY - HEL, AROBREIC X ) BEEARERRBE LRI HETS 2
ERGERED, UFOO~@0T T EHETRRICBONTERT A& ThH B,

@ HERiIZOWT

D1 TRED (1) ~ () OWFRhHYT IR ThE L,

(1) EAFBKEIEET BN ADFOEHNL R BRERFIR A B RO L SRS,
HU A% A B IR ISR R, R AR &)

Q) FeTEHERERDE

() EEFRMERIEET SR ADRESHER (PADIOESIE TR, SADREE
AR, 2 AR ROEEHEE R )

@) ARICEBEELRE L, SSREE 2RI | XA SIES e rus B s
2 OIEEREREIZR BB EIT - TV B HERR '

(5) HUEMIEERIN T TG OMR LR D BHET - TV AR

D2 ﬁ%&&éﬁﬁf@k%ﬁ&&ﬁﬂﬁm%ﬁﬁmﬁm Wy in ik & RBR e
DERM (FROWTIUMCZY T SIERM) 25, YRR ORFIZETIRBROEL
FHELLTHREENRTWAZ X,

K BACRRERICHEE LIGET - BROBRE~A( 707 74 FPREEME (MSI-
High) #H 7 2EHE (RENRBRIEELESICES)

.  EERIFRIEGE 2 FOMMMERET L2BIZ 5 £ EOBRABRBEOBRKIHEL
ToTnbsZ &, 5b, 2FLULIR, BARYRIELE L UBRIEFEOMHES
fFoTWBI L, '

o EEIRFFEUSE 2 FOMBFHELET LcBIC 4 FLULOBRKRREFL TS
T, Ib, 3EU LT, MRERDBERETONAIEMRIEEL STRAIERD
BRERFHEZ{To T BT L,

% - BRRRAE ST - BROBEE~A 7 0¥ 54 NRRER (MSLHigh) 274
BRI - AR ‘

o [EMAFFIBE 2 FOYEITHERIET L%z 5 ELL OB ABROBERIHEL
ToTWnBZ e, 3h, 24ELL Bid, BARYRELS T L LEEBRBEESONEL
ToTNBZ &,

«  ERMGIBIEE 2 FOTEPFHERET Linkic, WEBEONAEDIEL a5
FELEDOBERABZEDERET>TWDH I &,
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o EMGIFRESE 2 FEOTHMIHERET Li-gIc 4 ELLLOBRERREF LTS
“r. 5h, 3ED T, ML IEERE TORAEGRIESZSDBARED
Eﬁﬁiﬁﬂfﬁ:’&ﬁof%é L,

@ BRHOERLFREER D EFICoONWT |

EROFEREHICHETAEEESEBSh, NELEILOFHRBO, A -
SHEIEFOFROTBRUCEMSIIST 5 FHRER AFERPRELLHEORSE
MR BRELMITONLEHIBRE>TWE L,

@ BEWER~OFRIZ2NWT
@-1 HEREHICET 2B A

RUEMREREOBEEREIERBRE LB, 24 RERRESIOT, HERX
IR BT, RRLUEBWERICE L TARERER G CT E0RIMER OER|ITH
BEABREOHENY ARITELR, ELIZAISRRERRE-THE D a

®@-2 Eﬁﬁég%‘h_ L5 FFEHEEMNGICET S ES

2 ABIRIT b B ERIH 2 R0 R Ok e AT B EREFESANERT=5 ) v
FEDTEEROAL )= T EITVWERE L FREFA TE 57— LEREHSE
HEhTWBZ L, 2k, BEEHIZ-OVWT, ﬁxfu%%&%@%ﬁ I EMENT
WaHIZ &,

®@-3 BUERORE-PHIGIZELT .

BIfER (REMMERBICNAZ, KBS - /N - EEOTH, BIERE - iFRE - #F
HEREREE - AP - TEALMEARE K, %%ﬁﬁﬁﬁ% (RAVERBEEBLSE) . owEE (T
FARBREREE, PRIMSAERES, BITREERE). | BERRA. 5L BR. Bk - 5
THRRE, Wk, EEOCREEE (P ﬁﬂéﬁﬁﬁﬁﬁmﬁﬁr B R RE IR E ﬁﬂi SRAL
BE., $EKVEIEL). infusionreaction, FM7% - BEfRZE, EEFHENE. HERE (X5
N U—REEREE) . O, BERMKEE (GRS %‘Fmﬁﬁm\
FRIETRE . EERRES), DREREER, BES%) IR L T, YRR ILIHE
FREB O HPME LA T A EM & EHE L BHERAOREOSICE L TRERUVIESLR®
D onBRHECHD L), ELCENRLERTE 2FHIE-THE T L,
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5 BRERMRLGDEHE
[B%hitic i+ 5 FEE]
D THEOBEBICEBNTHRBEOFEZMENRENTWVWE,
o« BACERERICHTE LT - BROBEE<A 2 0T 54 PREER
(MSI-High) #F 7 2EME ® (BERZHBEPEEZBEICES)
©  IBWUIBRTEERETT - BROBBE YA 7 0¥ T T4 FPARKEY (MSI-High)
RET LS - EHBE
7233, MSI-High IZBT 2 XA D 2 s =F U BEEK L LT, 54 - MSIREF v
F (FALCO) K URFE4 : FoundationOne CDx DA/ A7 w7 7 4 ABKREN
TW5, '

@ TRRIZERYT 5 8E T HAFORERCERFEIZOWTIR, AR OF
L ENTRLT. FRIDEEXRERL RV,
«  FiTORBIERE
+ MOTFUBEMEBH LB L TREShDBE

[Z&tic T 2 %EE]
O TREZUTHIBHFIZOVWTIRFROREPERLINTWEZ b, BEET
FeTATARGIP N
o ABORSICR LBBEREDCEEROL 5 BE

@ WBEAMOFEHCEWTTRIEEYST28EF 20T, REOFRSIIHEI LY

B, MOBERRES2VESICRY,, BERICFFZERTLIZLEZEETES,

o RIEMMRROSHIIMAOLLBE

+  WMEGRRE CREE LR 5 BE R UTEEMME O BUR RIS R I 7%
EOMICRIEEBRLLNDBHE

»  BOLASRBOA, IBHNRE L IXERMO B RAEREBOBREED
HBHBE

o REBEE GEhERHRBEEZES) OHEBE

»  EEORRIEEERTAEE

»  ECOG Performance Status 3-4 ®6 o f

(%5) MSLHigh 254 5 EBEEO—TiL) L FERHTHS - L HBESN T\ (Latham Alicia ctal.: J Clin Oncol.
2018; 1CO1800283)

(#6)) ECOG 7 Performance Status (PS)

Score | JESE

0 SEER EHTEDS, BEMEALREAESMELRITRS.

AT L WEENIHIRE 0 5 38, BTE T, BIFERCE-TORRRITI LA TE 5,
fl: EVEW, WEEER

PATARTEROFOEMY O L 3T TABEMERITE Ry, BPD s0%ELER~Sy FATEST.

| —

BohABLOIORY DI & LATERV, BP0 SI%REESy FOETTARTT,

£{Mitiv. BRVFOEVDZ LI TERV. F2RAy FTTRTY,
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6. BEICELTHEETAREEE
RATCES T, MERFESPRET 2RSS E ST RAORE R UEIER
DB HERERE THCER L THABERTE

ThoiRETHI L,

@
@ RIREMAICEN b, BE I T OFBICAPHHR OEREE 43 L, RELE
®

ERBERO=R YAy MTOWNT

BEMMEERS DR ZEBH IO T, RFORETH > TIE, FHE
w (BEh, MEREEE, WS OEREUITE X BRECRES, Bigs+
ﬁVﬁﬁ_k k7, MHBIZIGUTHEE CT, jE~——S0REL2EET
Bk,

infusion reaction 233 S5 Z L B ¥H B, infusionreaction B3FRWD LB EIT

iE, BEIRREZRTTD & & bIC ERPERT D TREOREE HICEE

TAHI L,
FORIRESEEREE, TEAREREERUVRBREREERH DD Z L BHHD
T, AF| DR ERANT R RSB ERIC NS WEEERE (TSH, 8
T3. 8 T4, ACTH, M a5/ —VEDRE) #E T35 L,
BHERFZ, AL, FHEEE, TR, BLEBEEARLbbh2Z 85D
DT, AAORERAFTIR RS H M P ILERRICITH#EEERE (AST, ALT.
y-GTP, AlP, VYAV EDHIE) #EETHI L,
R HHER UEPARVIEERELEED) SOEERREEEH DD
:&ﬁ%%wf EHMCIBOREORERFERTHZ &, £z, IRORER
R oNEHET, BPrCEREEZERTIIOBEZHEETII L,
X%@E& 10 BEORERISCEET S L E 2 LAk, REBRORIE
BHLbNAZERHD, RERRDLNEBEIIE. BRLUEBRIS L
FERY 2R L RR 2oL & i U THEERERREEIT D, BEORE
FIe & 2 EIERSEELN 25611, AFKIOREZFIE, RUCBIBRESR
NEVRIOBRESEEZERTH L, 2B, BIBERERNEyORECIVEWE
A OBERTD bR R2WIEEIZIE. BB EERNA-T U5 O IfAl 0B m
LbEBTH L,

&E%Tﬁw&iﬁbﬁﬁﬁﬂVﬁbf#%ﬁ@ﬁb%ﬁ?é EBBHBHID,

AFNORELRTHRIZLBEAOREBRIZTHIERTDIZ L,

1 BUBERYS (BUE | BUERFE 2 &) Kb obh, ERHEES FTVF— A
WEDZZELHBHHOT, AE, Bd, BHEFOERORERLMFEMD LF I+
SEETZC L, | BBEREARDNLIZEAICERERZPIEL, AR Y H
FOFBEHZEOBEINLMBEITIZ L,

@ FROEFERBICH T, KEYNOTE-177 R TIX 9 @ =L, %7, KEYNOTE-
158 SUBA KR ) KEYNOTE-164 3Bk (27— b A) CTIHRERE» S 1 £/ 9 BHE
e, 1EDEE 12 AR S L ICBEIMEOFEEEIT o CWWe Z L RSB, AHER
S ENICERRE CHROMR LTI L
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REEHEET A FFA v
RhA7TrY <7 (BEcFHEEEZ)
(R4 @ %A P —F HFEE 100 mg)

~ T B ~

SRITEL2H (Ffn448 ABED)
Eé%@%




H¥k

LT

AR DR, TERBEF

ER R AR

HEERIZDWT
B L DBE
BECELTHET~EEHR

SR W

P2
P3
P4
P15
P17
P19



I. XLC»iC

ERE OB - REMOFERODHIZIE, BRYTESICESWEEERERRKD
b, S5, BEORZEMOBEAIC LY, FIAERERLZR & OEHHY L HiHR/ERg
ﬁ@%&ﬁﬁ%éhé#fx:h%@@%&%ﬁﬂ%%tﬁ%ﬂ%&f&:kﬁ%ﬁ@
AL 2o THY BEMBIEES &L WEOEEFE 2016 (ER 28 F 6 A 2 BEHHRE)
IEBWTH, EFNEEREOCFROREEELRS L L EhTNE,

FHRERRFERRIT, BBEACE2E T u 7 7 A AREFEORER LB LNICE
RBEZEBDHD, ZOD, APERUCEEECET IBRE+AEHT L ETORM,
MHEELOBELBIZT I EBHNENIBEICH L TERTS & & bIT, BlE
AR LRI E R RE LD 2 L BRARER—EOBH 2T EREE CE A
TARAIENEETHD,

LIici3o T, BFA RIA4 L TiE, HRBEESLSINETIRELNTWAESEESER -
RE Rz ESE, UTwﬁﬁmmﬁﬁ&Eﬁ%%ﬁ?éﬁﬁm6%%&%# Zz
FRUBBEFERE TR,

RB, KITA N4 3, WATEEE AN EE R ERSHREAEE, QFHMEARKR
RAEREBFS., —REABA B RERNBESRC—REREA AARRSHNE2OH
HOH EFER LT,

MR ETRDERER  FA PA—F AT 100mg (—RE : N7 n ) X=7 (B

FHAHEZ) )
AR ERAPETER « ARTREIERAGE XL EE ico%fﬁﬂ@%
A ISR T BT AR B

HRERARERVAR | <IRIREIRARESITERE O B iR >
T OTEMEIEER & OBFHICBNT, BE., BAICE, <A77 0
VX< (HaFHMikz) L LT, 1E 200 mg % 3 :@8REMIRX
i 1 [E] 400 mg % 6 W@RIRIFE T 30 SR CTABRET S,
< BHIFEIC BT B EHBRE >
BY. BARKE, fa7w) X<y BEEFHEEL) LT, 1
[E 200 mg % 3 BRIMIFREIE 1[5 400 mg % 6 BRI T 30 28
DT T HRERET B, E#%ﬁmuﬂﬁﬁifk¢é

B & B ¥ E  MSD RSt




2. FRIOK. 1ERBEF

F A h— & EEHYE 100me (—134 :2A7 0 Y v (BEFREL). T &
# Evv5,) ik, PD-1 (programmed cell death-1) & %@ U ¥ KT 5 PD-L1 KU PD-
L2 L OfREEHEERETS. ¥ MEIgG4 £/ 7 u—FVHETCh 5,

PD-1 BT T iR /E BRI bk 2 7= DT B AMRBFIMR T2 Ifxﬁﬁ&]ﬁw?ﬁﬂ
AA v FC, PD-1 b, BELOREBICEBWTEER THREBOMIBEIICEERL, BER
ERIGS 2 SOALEITERIAERSEZH#HT 5, bbb, PD-1 XY X FEHE
BTAZ LI L VRRERERCL B VI RERAICHET 22 R/RETH S, PDLI
DEFMBITIT BRETHTHTHEH, Z<OBAMIATI T MROBHE 22
BIECEEICREL TV, BAMBIICET 5 PD-L1 OBRERIL, SHMIE, M.
Frimiams, SREM. F5/ RN & 0lk% RBATTFRAREF TH Y, EVEFE
L DRRBENBREI TN, _

BHOBALDEERENTE E PD-L1 RIROMEEMN S, PD-1 & PDL1 ORKIIIEED
BRI BV CEELREIFES 2L RTRENTRY LR BABROBH L L
TEFEShTWa,

X, PD-1 & PD-L1 RU'PD-L2 O ) H o FOREEMET I ICL Y, EE
BohBEPOBEESROMIEESNE T UV 8RBt bsw, REEREL2BEEL
TE5Z L THREEDRERET S,

AFI OB ESBEOHRERIGC K 2RERE RS bbb, EEXIIETIT
ELTREMRH D, FRIORSEDRTRERICIE, BEORREZ TSIV, BEMNE
» BNTIRAITL, S L BRITIE U7 MR R & R A B -olERn &l L Tl
SRR 21TV BEOHRERINC X ZRWERR RO 256k, RIBRESN
EUHROBREGFOEENRNEZIT O LERH D, '



3. BREERLMK
FRTEEIERR A BE IR 0 AR R OV AR - B o A I R B R IE O R FRRF I
AT T ERRRBEROMEL T,

[ %hiE]
O EEFAREIERNE (KEYNOTE-426 #E0)
fEFEFERE D 72 W RTAEIBR A RESUIERRAE " OB TR BT B 861 7 (A&
AN FlEET) 2RBIT, A=sFoT VU HAfE (T 1R=F=7)] £, ) 2%
HMBELT.FA G THF T LoFRRE CITIFR/7HF=T 20 5,) "
DHEMER CEESENRFT SN, ZEFFHEB IX2EEFNME CUF fos) &vwd, )
ROEIREAFHRE (BT [PFS) &5, ) Lah, FF/THRF=71L, A=F=
TEHELT, OSRUPFS #FRBICERELE (X1, RB1ERUR?2) ,
*] : American Joint Committee on Cancer R E14-40IT &3 < RV
*2:50mg 1 B 1 Bl 4 WHEEE 2 BREIAKEE
*3 ; AF) 200 mg 3 ERER LT TQ3W] &5, ) THIRFRBREL, 75 vF=7%5
mgl B 2E (BIF BIDJ W3, ) BARE L, 77X F=2S0REEIL, 5mgl
A2 ECHEEETD 22— (68 ALEFMERSY, Grade 2 #BAHTHF=
TOEHERRRD ST, A-oMEA 150/90 mm Hg A FICEFE & h /=84, 7mgBID
~OEBEEEE Uie, $FEOREEL FV, 10mgBID ~OEELFEES: Lz, 7
FoF =Tk, BHEROMER, BEESIZE U THREIZME G mgBID, KRiZ2mg
BID) HWEEL L7z,

#1 AiERE (KEYNOTE-426 BB

AR/ T X FoTBE AnF =T
(432451) . (42941)
ifE (H) NE NE
[95%CI] [NE, NE] [NE, NE]
0S| N — " 0.53
[95%CI] [0.38, 0.74] —
R A 0.00005
hofE (B) 15.1 11.0
[95%CI] [12.6,17.7] [8.7,12.5]
PES'™ ™| NHF— K2 0.69
[95%CT] [0.56, 0.84] -
P {E"™ 0.00012

Cl: {E#ER. NE: #EFT, *1: PEFFROT—# (018F8A24A v A7) | *2: @
Bl Cox bl Y — FBFNMEBR=F =T HE OB, 3. BHw Y 57 #E, *4: RECIST
HA FF A LIRICES < BT e



1 gg N EHI200 mgBWRUTFTHLF=T
80 - | B —
701"

£ 60 1
B 50 -
§ 40
307
20t
10 4

7\:9":7:

T TTETT T T I s Ty M T A T ey

0 | 4 l8 o 12. 16 20 24
a s I

AF200mg Q3W R : ;
T 432 417 378 256 136 18

A=Fo 429 401 341 211 110 20 )
X1 OSOHRENTFFDKaplan-Meier#i#i (KEYNOTE-426308%)

100i
90
80-_
€ 704
B 60
4&350_

at risked SRS )

AH1200mg Q3W 432 357 251 140 42 3 0
BUPFIFZT : ,
AZF=T 429 302 193 89 29 1 0

2 PFSOPRIMATR D Kaplan-Meier i3 (KEYNOTE-42638)



CHEEEMFRFHMAERER (E7080-307,/KEYNOTE-581 RER)

IS BIERE O 12 O RIA IS R B OB MR S MIs S AE " 712 (B4
A3 HlEEd) ZHRIZ, A=F=TU2E2HRBELT, AR L LUAF=TAINER
BT IveRsF=7) v, ) OFRARE (UT IAFI/vrsF=7] Lnd,)
BOBEMMRE CREMIRN S FFl/ Vo A_AF =713 R EFHIE B & Sz PES,

BVHEEED— 2L SN 08 &, A=FoT LB LTEHEE
3RUEA) , '

WIERE L (F2. K

*1 : BEEARRRIC B\ THRFRI UM FRI BN AR S h I BE R & &Nk,
*2:50mg1 A 1@ 4ARMKESE 2 BRKSE
*3 1 KF) 200 mg QAW THIRABREL, Lo _F=7%20mgl A 1EEORE LT,

#2 AR (E7080-307,/KEYNOTE-581 3%
AR/ VN F T A=F=T R
(355%1) (357451}
FafE (B) 23.9 9.2
[95%CI] (20.8, 27.7] (6.0, 11.0]
PFS*- "2 AN Al = A 0.39
[95%CI] [0.32, 0.49] —
P ™ <0.0001
g (A) NE NE
[95%CI] [33.6, NE] [NE, NE]
08* sNF— REE® 0.66
[95%CI] [0.49, 0.88] -
P ffi*™ 0.0049
Cl: TRIAXM, NE FEEA . *1: RECIST 4 F7 4 v LIRIZES SR MRS P IAE,

*) . 20204E8H 28R v AT,
%4 BRIR IS IRER LS P (Al .

F7) .

*3 : @5 Cox EEBINF—FEF il 2 A=F =7 L Dbk,
*5 . PREIMRTEE DT — &

(20204E8H28B H >



oo R 200mg QGIW B AL VR
----- z_-_—_.f:j‘

g DO t
[+]
PINE R T T T S S N S B |

3 6 9 12 15 18 21 24 27 30 33 3 30 42 45 48 5l
B (H)

[

atrisk ¥

A # 200mg QIW R -
LwKF=S -
Azmpnd

&
@
o

338 327 313 280 253 222 188 129 66 26 10 2 O
307 280 264 236 207 186 160 12 60 25 7 2 2

R

10

-

X3 OS?DKaplan-Meierghigt (E7080-307,KEYNOTE-58138%)

w— B 200 QW RUL NPT
wiver XnFod

0 2 4 6 8101214161820 22 24 2 28 30 32 34 36 35 40
M (H)
atrisk B

M 20 QW RY 355 901 300 276 298 235 213186 160 136 1% 106 80 %5 20 M4
9

6
;;_”;'_’_‘;7 BIHRAS B I I0T K5 B &2 W 2 WS 6 9 3 2

31190
1 8

X 4 PFS @ Kaplan-Meier #i#g (E7080-307,/KEYNOTE-581 3%k)



@HELFE MR (KEYNOTE-564 388)

ERERI UL B R PIRIT R OB U A 7 ARV VAR A B AR A3 004 47 (R
AN 5 Flagte) ZRBRIT, MEMEBRES LTAR 200 mg Q3W REOFUERK
LEEN, 7T EREHRE LTRSS e, FEFHME R BN AFHR (T IDFS)
EWVNI ) EEN. AT T ERL B L TDFS #ARICER L (EFIRUVES),

*UTFo (1) Xz (i) ofBFEREHRAhbhi,

(1)t DIREAARFIRBEIC L Y TROWThMNNCEEY T 5 BF (Grade i Fubrman 5338)
* pT2. Grade 4 XiTAIEERZE(L 2 M 5 . NO 530 MO
: pT3/4, Grade RIF", NO 4> MO
- pT B9, Grade 3", N1 2> MO :
(i) M1 no evidence of disease (M1 NED) T&H Y, FHEERVEREERE bio, BHRERHT
BRI BHRIEE | EURNOWTAIORATRERTE Th - - BE

#3 ARERE (KEYNOTE-564 BB

P Fic2 75 B
(496%1) (498%1)
HRfE (A) NE NE
[95% CI] [NE, NE] [NE, NE]
24E DFS £ (%) 71.3 68.1
DFS*! [95% CI] [72.8,81.1] [63.5,72.2]
NP — R 0.68
[95% CI] [0.53, 0.87] —
P fi"? 0.0010

Ol EEEM. NE: HEERT. *1: PRS0 —% 1 2020 12 14B% 9 M4 7 (DFS
AT S I X B EHE) . *2 ¢ B3 Cox HBIAY— FEFAC L 575 &8 b 0 Helk,
W3 BRI RE

100

90 _"‘W’:q.\m
80 A W
£ 70 1 ' T
w60 -
s
43_:'50_
g 40 -
4 30 -
20 ARWmg COW
107 e 5em
0 ' _ ' .

0 5 10 15 20 25 30 35 40 45
at risk% TR [A] :
ZH200mg Q3W 496 457 414 371 233 151 61 21 1 0
TSl 498 436 389 341 209 145 56 19 1 0

X5 DFS @ Kaplan-Meier g (KEYNOTE-564 35

8



{Zatk]

OEELRFEMAERE (KEYNOTE-426 3XER)
REBERIAR/ 7R F =78 422/429 4 (98.4%) RUA=F=7F 423/425
(99.5%) 1B B, EBREE ORRBEENTECEARAVEEFSIL, ThEh 413/429
B (96.3%) RUR415/425 Bl (97.6%) WEDH b, WThhOR CREEN 5%LL L
DEERIETRDOEEBY ThHo T,

#4 WPRNOBETHARN 5% LOBHER (KEYNOTE-426 Bl  (F22fARAT x4 )
BERIASE s (%)

(SOE: System Organ Class) FEN T X F =T . A=F=SE
#AZE (PT: Preferred Term) 429 {5 425 )

(MedDRA ver.21.0) 4 Grade Grades 3-4 Grade 5 £ Grade Grades 3-4 Grade §
2EIER 413 (963) 269 (62.7) 4 (09) 415  (976) 244 (574 7 (16
MR LY A REE )

i 12 (28 1 {02) 0 6% (162} 13 (3.1) 0

A Bk E 50 (12 0 o 7 (8.7 6 (1.4) 0

BRI E 6 (14 1 {02) 0 79 (186} 28 (6.6) 0

L NEIRP HE 8 (19 0 0 94  (22.1) 22 (.2 0
P25y A R

PR A AR TURESE 52 (121} 4 {09 0 14 (3.3) 0

R R BRI T E 135 (31.5) 1 02 0 119 (28.0) 0
RS

Jiskr 23 (54) 307 0 16 (3.9) ¢

{5 ) B ) 0 0 29 (6.8) 0

T 210 (490) 31 (72) 0 1757 (41.2) 19 4.5) i}

A PIREAR: 17 (4.0) 0 0 2 (52 0
HIEARR 12 (28 0 0 48 (11.3) 1 0.2 ]
EAE AR 6 (14) 0 0 34 (3.0) 17 0
ol 91  (21.2) 2 (0.5 0 111 (26.1) 4 0.9 0
Mgk 61 (14.2) 3 0N 0 86  (20.2) 9 20 0

A 34 (19) 1 02 0 56 (13.2) 3 07 0
—if - £EEER LTRSS ORIE

|AE 50 (LD 6 (14) 0 54 (12m 12 2.8) 0

a8 130 303) 10 (2.3) 0 142 (334) 21 4.9 0

LD S HE 55 (12.8) 4 (09 0 90 (21.2) 7 (1.6) 0

SeEh 16 3.7 ] 0 24 (5.6) 0
FRrR iR :

ALT 8350 102 (238) 52 (121 0 54 2am 11 (2.6) 0 .

AST 5 97  (22.6) 29 (6.8) 0 59 (139 7 (1.6) 0

ML 7 V7 F = 48m 24 (5.6) 0 0 0 1 (0.2) 0

i o PR AR AR R - N 27 (5.0) c0. 0 2 (5.9 0

I RREDRAL 307 1 0.2 0 48 (113 29 (6.8) 0

s /N B 14 (3D 1 0.2 0 76 (179 31 (7.3) 0

PR 41 (9.8 6 (4 0 36 (83) 0

B i Bk Ls 1 (02 0 0 37 87D 11 (2.6) 0
U L URRERE

BAREGE 9% (219 9 @n ] 106 (249 2 (0.5) 0

&1 BmE 6 (1.4} 2 {0.5) ] 26 (6.1) 11 2.6) ]
BERRE L USRS )

E3fiEn 52 (12.1) 07 ] 15 (3.3) 2 (0.5) 0

FRr 23 (54 0 0 16 (3.9) 0
PR RIS

BB 40 (9.3) 1 02 o 129 . (304) 0

16 35 (3.2) 307 0 33 (7.8 1 (02 0



_~—

BRI

PldE (%)

(S0C: System Organ Class) AE/ T HFF =T A=F= TR
HAZE (PT; Prefemed Term) 4290 {5 425 451

(MedDRé ver.21.0} £ Grade Grades 3-4 Grade 5 42 Grade Grades 3-4 Grade 5
i X URREE

ERE 6 (154) 11 (2.6) 0 39 (9.2) 6 0.4y 0
FR s, JRERE L UHEHRRE

B 32 (13 1 (02 0 1228 0 0

RBEEE 98 (22.8) 1 (02) 0 12 (@28 0 0

PR PR 28 (65 2 (0.5) 0 16 (3.8) 2 {0.5) 0

M 19 (44) 0 0 32 {15 0 i}
BERES LURE TAERREEE :

Jid 1R 27 (6.3) 1 (0.2) 0 35 (8.2) 0 0

i RERFHNETSERE 119 (217 2 (5.1 0 168 (39.5) 15 (3.5) 0

EIEE 53 (124) 1 (02 0 18 4.2) 0 0

Btz 46 (107 1 (02) 0 38 (8.9 1 {0.2) 0
hERE

5 179 (4L: 91 (212 (] 184 (433) 78 (184) 0

BB, AR/ TR F=TRECBWCREENEER 126 (2.8%) . KBK - B -
BEEDOTH 4061 (9.3%) |, #EEE (FF « AL —EEES) 24 (05%) . IFgEE
BEE (ALT RUNAST #N/: KOS EEREERE 25T 1507 (35.0%) . FIRIRE
HEREE 165 ] (38.5%) . TEFEEEEESH (1.2%) . BIEHMEREE 1061 (2.3%) |
1 BRI 1 61 (0.2%) . BWEES (ROTEEEERAS) of 2.1%) . Hx - #
BERRAARSE 4 B (0.9%) . EIERENE 4 F (0.9%) | K2 (05%) . BEHE
#5141 (02%) EUFinfusionreaction2 B (0.5%) M5B bhic, i, BEEDHKEREE
(ORISR (ERE . STALEE, FRMESE) | Bk, R - fRsk, EE 2 miEEs
(Gt RIS AR, Wit i, RIFRE, BRERES) . MIREEEE
HRUEEEIRED ORI o, ARERBERLIIEEF R (BAREERE 22 1)

ERUHRERETTT.

10



QEREILFIEIIERE (E7080-307,  KEYNOTE-581 3RER)

HEFEHIIAR/ L AF =R 351352 F) (99.7%) BRUR=F= 7*% 335/340
(98.5%) TR b, IFREL ORRBFVTETERVAEFRIL, TATNH 341352
Bl (96.9%) KR 313/340 4] (92.1%) IZ3RH bhic, WThHhOBE CREEN 5% E

DEWERIZFRD LB Y Thotk,

RS WTRAORTERREN S EORIER (E7080- 307/KEYNOTE-581 )

11

(LRSS ED
BERIRAH Bl (%)
(SOC: System Organ Class) FH L AF = TR A=F =T
HEAFE (PT: Preferred Term)} 352 i 340 5]
(MedDRA ver.23.0} 4 Grade Grades 3-4 Grade § 2 Grade Grades 3-4 Grade 5
" &2BEIER 341 (969) 252 (71.6) 4  (1.1) 313 (92.1) 200 (58.8) ]
migds LY //\—:’-Fﬁ% )
#iu 20 (37 3 (09 0 4 (1299 11 (3.2) 0
Bk E 4 (LD 0 0 21 62 7 @20 0
HFRERIBAAE 8 @23 1 03 0 42 (124) 18 (5.3) 0
MR EE 13 37 1 (03 0 51 (500 18 (5.3) 0
P4y s
FIR IR RE TR 22 (6.3) 0 0 8 24 0 0
RS R T AE 150 (426) 4 (1L1) 0 79 (23.2) 0 0
B Bl _ ?
Jii5£r ] 39 (L) 4 (LD 0 12 @35 1 @03 0
s 24 (68 1 {03 0 20 (5.9) 0 0
TH 192 (545) 29 (32) 0 151 (@44) 15 (44) 0
R PR 28 (8.0) 0 0 0 @29 . 0 0
Wk R 26 (74) 0 0 42 (12.4) ¢ 0
B A iR A 8 3 0 0 2% (1.6) 0 0
Bi 94 @67y 6 (1.7 0 9  (27.6) 2 {0.6) 0
g Ak 13 @321y 6 (.7 0 127 (374) 7 (20) 0
WE 56 (159 5 0.4) 0 45  (13.2) 3 0.9 0
—i% - 2FEEE L GRS oWRE '
& 1TE 71 (202) 16 (4.5) 0 54 (159 11 (3.2) 0
WY 13 (32 1 @D 0 109 (32.1) 13 (38 0
RAHIETRAE 17 48 1 0.3 0 17 (5.0) C0 0
e 16 (4.5) 0 0 18 (53) 1 (03) 0
REERiRFE ) .
ALT 380 ‘ 34 @7 11 @ 0 30 88 6 (1.8 0
7 F—EHm 53 (15.1) 26 (14) 0 2 (76 9% (2.6) 0
AST 33 94 9 (26) ] 3 (B8 2 (0.6) )
s V7 F =80 23 (65 1 0.3) 1 03 17 (5.0 0 0
1 R B BRI AR A SN 38 (10.8) 0 0 17 (5.0) 0 0
Y t—2HEm 50 (142 34 (09 0 34 (100) 24 (1)) 0
S-SR ERSI 8 @23 & 0N 0 39 (115 19 (5.6) 0
I NRS 20 (57 3 (09) 0 57 (168 18 (5.3) 0
ERL ’ 70 (199 21 (6.0) 0 19 (5.6) 0 i}
B i EkEk R 0 28 1 ©.3) 0 W (88 6 (1.9 0
Rt LUSRRE. ,
AERER ’ 123 (349) 12 (34) 0 "84 (247 5 (1.9 0
&= L AT n—/ME 13 G 1 03 0 2 06 1 (03 0
BrYZVEYD R 30 (85 10 (2.8 0 23 (68 14 @D 0
HEHRRE L UR B RS
BRESAT 60 (17.00 4 (LD 0 22 (6.5) 0 0
fPam 38 (10.8) 3 (09 0 8 (24 0 0
R RERE



RENRSE big (%)

(SOC: System Organ Class) FEN Vo RAF =T A=F=7H
A (PT: Preferred Term) 352 . 340 {1
(MedDRA ver,23.0) . & Grade  Grades 3-4 Grade 5 4 Grade  Grades 34 Grade 5
THRREAE 38 (108 1 (03) 0 88 (259 1 (0.3) 0
it 38 (10.8) 0 0 22 (82 1 (03) 0
BB L CRREE .
EQR 97 (27.6) 26 (7.4) 0 41 (21 10 Q9 0
FROE RS, HEEBEs & UMERRE
134 - 19 (5.4). ] 0 S8 24 0 0
BEEECE 87 (247 0 0 9 (26) 0 0
R PR ‘ 23 (65 4 QAN o 11 (32 I 0.3) ]
M 18 (5.1) ¢ 0 30 (8.8) 0 o
i 23 13 G 6 (1D 103 0 o 0
2T X UM TARSRARE
i dp 1o 17 (4.8) 0 0 21 (6.2) 0 0
FH - RERFOETSEEE 990 281 14 40 i} 122 (359) 11 (32) 0
% D HERE 47 (134 1 {03 ] 19 (56 1 03 0
B 77@L9 12 (34) 0 37 (109 2 (0.6) 0
BER BB B 24 (68) 4 (LD 0. 5 (1% 0 0
MERN 0 0 0 it E.n 0 0
mEEE
e 184 (52.3) 89 (25.3) 0 133 (39.1) 61 (17.9) 0

2B, AH/ VoNF TR CHEMEMER 1961 (5.4%) KB - DBk -
BEOTH 366 (102%) | BEQREEE (hiMREPRIRE, &ENBEIRERE
B, AL, FEREEE) 261 (0.6%) . BUEATL - FFAL - FFEREREE - Ffst - &
fEAEREE 8 79 B (22.4%) . FORIMEREREE 156 § (44.3%) . TEEBRERRE 3 #
(0.9%) . BIBHAEEE 184 (5.1%) . 1 BUERME 1 Fl (03%) . BEEEE (R
EHEEMEER, RREBERE) 84 23%) . BRsH 23%) | Fk - BNmRARE
340 (0.9%) . EREMENE 1 H (0.3%) . Bk - BEIRZE 3 B (0.9%) . Lfhzk 3 i
{(0.9%) & U infusionreactions ] (1.4%) BB O, Fio, HREEE (X5 - A
VRIS | SO RE, BELOEREE (Bt MR EREEE, At
i, FRIEFRES. EERRIERIES) | IRBESEENEUHREIIRD bhRdho Tk, ABIE
ARBERNIIEESS: (BRREEEEZEE) 280EMERETT,

12



@EFEFFEMIERER (KEYNOTE-564 35R)

BEFESIIARFIRE 470/488 1 (96.3%) RO T EREE 452/496 ) (91.1%) TRDH
., BREL ORRBRIETETERVWEEERIZ, ThEh 386/488 F (79.1%) RV
265/496 5l (53.4%) ZRB bhiz, WINILOBF TRIREN sSul LOBWERILI TR
EBY Thol, : '

#6 WTPhhORCHRERN 5% LOBIER (KEYNOTE-564 38 (R HHRE)

REMARSE FdE (%)
(SOC: System Organ Class) F AR IR E
FEAFE (PT: Preferred Term) 488 # 496 )
{MedDRA ver.23.1) 4 Grade Grade 3-4 Grade 5 £ Grade Grade3-4  Grade$
2RIER 386 (79.1) 92 (18.9) 0 265 (534) 6 (1.2) 0
P IBEEE N o .
Bk R FOHEE 50 (102) 1 (0.2) 0 0 ) 0
FRIREETRIE T 86 (76 1 (02) 0 13 @26 I |
EBEE | o o B
T#l 77 (158 8 (L6 0 51 {10.3) o 0
Bl 39 (3.0) 0 0 23 {4.6) 0 0
[—ﬂ-éﬁﬁﬁﬁlwﬂéﬁﬂaﬁﬁ - a | . i R Lo
oAl 28 (57 1 (0.2) 0 23 (4.6) 0
wy ‘ ' 99 (203) 4 (@& 0 71 (143 0 0
- EEEAERS L U RIS N o o L ‘
. FaERR 46 (94 1 (02 0 43 (87 0 0
i P [ 1 S (- ) I Y (1)) 0 20 (4.0 0
BERBIUVHETHERES , ‘ e o
= O 91 (186) 1 {(02) 0 57 (118 0 ]
5 73 (1500 4 (0.8) 0 36 (7.3) 0 0

R, AFBECHVCRIEMEMES 115 (23%) . KB - /NB% - EED TH 15
B (3.1%) . EEOKEESE (hiptREEITRMARE, FEHIEIREGERE, ST,
FRAEE) 14 (02%) . #HBEE (XFF72 -« A—ERERRS) 14 (02%) . BIE
FFos - FFR4 « FTMseEmEsE - T4 - BYLAERRE 2% 45 B (9.2%) . FRIRAGHEERESE 106 41

(21.7%) . FRAHEREE 2 5 (04%) . BIBHAERE 106 Q.0%) . 1 BHERR 9
Bl (1.8%) . EigEEE (ROTHELEL AREELE) 86 (1.6%) . H%-H
SRR 2 51 (0.4%) . EEMEAE 25 (04%) . Bigs - BB 2 61 (04%) . >
54 1 4] (0.2%) . infusionreaction 7 (1.4%) ROEEMmikkEE (Fofedt i/ vxk s
DHEETER . VAR L, FRIFERES, EEMEES) 1 4] (02%) BBB LR, T,
BEds, B ¥ DM, MIRAAEERE OWHITRD bhibof, RBEERRIAIE
BESS (ERMEEREYEL) FAUEHBRERT,

13



(Rt - AE]

AR OBEMEYPETFAEZFALEYIalb—Ya itk b, &# 200 mg %
Q3W, 400 mg % 6 MMM (BLTF TQ6W) &3, ) Xk 10mgkg (FE) % 28R
MR (LT fQewy LWvd, ) TEE LEBROFE O DFEFRESRN SNE, 20O/
£, AH 400 mg & QW TRE L-BOFAOEFTREBICET 2 FHMERRE (8L
F [Cagss) V35, ) 1F, A 200mg % Q3W TRE LIZEED Cuypss & RT3 & T
Shiz (THR) . £, A% 400mg % Q6W THE Lk BOAR O EHREC 31T 58
BILTEFRE (AT TComes) VN5, ) i3, FH[200mg & Q3W THRE L7ERD Craxss
LHBRLTHEZRTLEFRAEN OO, BAABECBW TEEESERENTY
B - AETHBHAH 10 mghkg (FE) % QW TRE LIBRD Coonss & Tl L TIE
EERTEFRESNE (FTR) . &b, BMECESRE 2RICHA 400mg % Q6W
TRE L7 ETHERER (KEYNOTE-555 BR) L VAo RBIEICE S BEiE
NG Z—BE, VI 2 b= a i kTR LR ERE T A —F LB LT (TR),
MZT, BEOBIEICRT 5 RARRARICE Y, FAOREE L A IR eH
& OBIELRETTABRERLEFUBEEI N, AH 200 mg & Q3W Xt 400 mg &
Q6W THRE LIPROBRIER L WM IR EM & OFEIC > W TR ShIRER, .
oMY - AROMTHIMER CESMICHARRERIIAN E FRISh,

F#7 AHCEOREB T A—F

AR | (g g (ugim) ) o) o)
200 mg Q3W! (58.55?.519.7) (27.27",1.29871) (17.18?‘]1 8.3) (91 .?1?'984.1) (49;?‘: 1.0) (30.35?'391 4)
400 me QEW! (12;,2?24) (32.%?:2.7) § 011016 0.8} (143?49) (50.51?'; 13) { 19.2:;?;0.9)
40?£@%11?E§W (135].35,6'10 ;5.4) NA (a 42 ?2 £ NA NA NA

Omehe W (o ‘3122‘23) (14;?T45) m ;1 ?z 1) (42:,2i33) : (272,7382) {19;,9200)

T:0=2,993, I00EDII =z b—a I VEHENRMESEOPRME (2.5%8, 97.5%8) . Coox : FENR
EHOBELETIRE, Coyg : FIEREGHEOFHOIETIRE, Cun : FIEREE (VA 702 851 OREDTE
¢I§J§~ crnnx.ss . Eﬁﬁﬁ‘:fslj E)ﬁﬁmliﬁqnﬁﬁ\ Cavg,ss H ”ﬂ:’ﬁ%ﬁ.ﬁlli‘o‘”‘%qﬁﬁ]ﬁﬂfﬁq’i&ﬁ\ Cmin.ss H Eﬁ%%i:
B A RIELEPIRE
1: 56 GIOETESME (95%SHHER)
§ 1 41 PIOBMAIFIGE (95%EEER)

NA: %Rl
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4, RWRIZDNT : :

EERY R 7 EFEFHE RMP) [2E-3& | RE O REEHZEMEERIET)~ O #7744
W AMRTH- T, AFORENHEYREELLHT - HEL, FHORSITLVES
REWERZRBRLEBICHET D Z EBMERED, LTOO~BDF T i T
RICBWTHERTIREZTHS,

O HRizoOWT

@-1 FTED (1) ~ (5) OWTNNICESTIHRXTHD I &,

(1) BEAFBRENPBET S BADRERNIFRRS GEHERFRD A BREHELAFH,
HIER A8 A SO HE T S . HUIEIHS A BB A2 L)

(2) HTEMRERDT

(3) HEMRMESIEET 2BABRRESERIT (PADREERERR, BSARREHE
Bk, BABFOEEAEEREER &)

(4) PALFREELZRE L, ASRBIE LERIED IR 1 i3/ B LR ms bt
2 OWEREMEIZRIBHET > T HHER

(5) FIEBEMEEALFEENBEOHEBRERIZFRIBHET > TV D HER

D2 SiEEOLEEERUCEHERREAFORGIC o2 mi% & BRERoEmM (T
FOWTIMNIZEE YT B ERM) 23, YEBRAOFANCET3BROBER L LTRE
SnTWAT L, |

LR

T EEATRAE 2 EOUSHMERET LB 5 EUEORABEOHRRIHES
TFoTWaZl, 56, 26EUER, PAEDRELE L LERKEREEOTHES
fFoTWNAEZ &,

v EMEFREE 2 FOTMMERZET LRI 4 £ EOWRSE FOBKRFEEZTT
S TEY., 5H, 280 X, SHRREOCRAEDRE LS BARROBKRMEET
S2TNAI &,

@ BADERRMREEDEHIZ T |

ERAERERICGEET 5B MRE SN, BRCHE, b ORBED. AP - %
SHSELOEROTEROERS IO 5 HRRE, AEESIME LLBEORE
R, SREDHIITONSEEINE-THD L,

15




® EBIERA~DOHIRIZOVT

®-1 HERERICEE T 5B
MEMMEAEOEELRERMNRAE LEEIC, 24 BEZRER O T, YEHRY
EERERIC BT, BERLAZEWERIZIS U CAREHEE T CT £0ENWER OERIZ.H

BELRBREOKERY APIELh, EbLICHGRAEHRE - THWHZ L,

@-2 EFRMEEZFCLIATERNBCETIERE
 BARRCHEDLIEMN AR E R T AERREEESRWERT=F Y
EEOEERORS ) —= 0 FEITOVERE L BRELRT T 5 F— ABERMGHHE
HENTNBZ &, 2B, BEFERICONT, BABREFLZOREIC+RICAMENT
WaIZE,

®-3 BIEROBEreHRICBE LT

BIfER (REMMRBIZMEZ . RBR - MER - EEOTH. BIEEFE - FR< -
HEREMEE - AT - BE(LMEARE R, BRERT (RMEMEMBR. AREBLRS) . B
GrinkEs (TERARERS. PRIPEERES. BIBRERES) . 1 2ERRK. 5L 5 KK,
ik - MEBUHRARE., R, EEORBRE (DRt RERBEEMGE. FREHNEIRER
BE, A, BRXEESE) ., infusionreaction, 7% - BEIRZS, EAEMEENE, HEEE
(F7 2« NL—EEHES), LIk, BERLEESE (GBI MR R,
VemtkE fn, FRIFRREF, EEENEOES). DIREERE. BES) KR LT, 4%
R ULERERSE O EMIM L H T A EN & EE U (BHERA BB B LTS
RUXB2ZToNIG&HICHD L) | ELITHURLAER T S4H8E - TS
Z&,
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5, ERNB LR LBE
[BAEICBE T 2 EIE]
O FHOhOREBEMEEES & OFHRERTLOBZFIZBWTAMESREIA TN
Do .
THELFoTRIZV o AF =7 L OFRARE  (LRRERO VIR EIRTRE
RM%@@@%%@E%%

@ FFOHEMBEITROBEFICBWTHIERRILTND,
o BRY A7 ORWVBHREOHEES

@ TFTRICHYTHIAEORERCERFECOVTE, FHOFHERRIESNTE
53, REDBREHRR LRERR,
o REBEAREIT A ORERERA L O ARS
o FEIVFoTIXIZVUAF=TUSNONEMEES & OB S

[Z&Hizid 3R] - :
D TFTRICEBTAAFICOWTEIAFIORERERLE SN TWEZ b, 52T
blanz &,
o« AEORSICH LIBRBUEOBRTEREOH 5 BE

@ IBFERIOFEMIZBWTTFRICKY T 2 B2V Tik, ARl oREIHERI LW
DS, HOBEEERERRWERICRY . HEKARZERTI o 2EETE S,
o HEMAEBROAHIIBEOH S EE
o ESRE CHERZRD 5 BE R UTEEIMM: O RSB IR I R GE #k
ORI REERERZ N BE
+  ACABKRAOSH., XiTBEMNARIE L IERED B AR OBERED

HHBE

o [BEBEE (EnEMEBEELSE) Ob3HEE
. REOBLNINEETIAE
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*  RBYIRTREIIEEBAEO BRI 1T 5 Kamofsky Performance Status 70%3f
@D @ '

&1 Karnofsky Performance Status (PS)

Score| E#%

100 |E%E. RBICHTHSEEORLIMR Y, BHRERAZL,

E#EOFEMFEE, $FR2FRBMER, 90 [BEVERFASERIIH DM, EHERTE

80 [ W EREIERMH DM, FH L CEFOETEE

FWT Do LEFTRE, BETEETET, F| 70 |BEHEHOWREIITE LR, EEOREE - HH7 52 L3 e

HILIEE A YBABATRIILIS B O THL, | 60 |BEANMERZLPETEEMN, L& PENIRNE

e REEOTHENEL TS, 50 [RREZEELAFEE LUERMRERITABLE

40 |Bhi), BYIARERB LI USEESKE

HOEOD- L EFBSTTCERN, BilH 5| 30 [T, ARBKEENEZE LT TEN

IRREOES L AEOFRLMNELT5, Ri 20 [HBCERE. ARRAE TR NNRERENLE

PRRHIZET LT SRS 5, 10 |FEMABB-TD

0 13E
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6. BRETHELTEERTRETHR

- O HfSCESCm ., SERFEEE PR T 5 BRSICE SRR ORI R TEIEE

Ao HERFERETAICEBR L THLERATIHZ &,

@ %ﬁﬁ%n%ﬁB\%%Rﬁ%@%ﬁmﬁ%&&@ﬁ@ﬁ%+ﬁﬁ%b‘ﬁﬁ%ﬁ
TheHETHZL, '

@ ZREMERO=RY ALY MIoWNT

REMMRER S D bRD 2 Eih 2 DT, AROREITHT » Tk, FHE
W (Bfh, FRRESE, W) ORSREUHEE X RREOERSE, BEY T
SATH 2k, Efe. BECE UTHEE CT, Wif~—h—S0hEsEHET
BTk, :

infusion reaction 233 H B = & B, infusionreaction BFRD LB/ AT
i, EERMEERITO L &b, ERAEET S TREORES oI BE
THZE,

RS E, TEARERER VRIBBERERHbbNEZ LBHDD
T, AR OB 5 BFAETR U S IR P E I N EER A (TSH, HHE
T3, B T4, ACTH, M =aFY —VEORIE) 2FEETHZ L&,
BIERTZE. FFA4, FFEBRERERR, fFdk. B{LHBRERBHLLhDZ LPHD
DT, AF O EBHTE R EME P ERICITEERE (AST, ALT,

y-GTP, Al-P, VULV EOHEIE) 2EETHZ L,
B E L (IIRARMIEERGAEED) SOEERBREERH DR S

TEBHEOT, EHRNCECREOFERSHRTHZ &, Fio, ROEFENR
BHLNEHAIE, BN CERSEEZR T BE2EE TS L,
AR OBEIZ LY, BEORERIGICERT 2 L& X bh ke REBLHRE
BhobhdERb5, BERBOLNEBAIIE, RALEERIZG L
HPAEY AR EnE & RER B RO EAT LB L CEYARENBE TV, BECREK
Bz L AEMERRELN A BAE., FFOARFEITHIE, RURIBRER
NEVRIORESEZEBTHZ L, 2B, BIBRERNVEOREICIVEIE
FADOHENRRD bAARVEE X, BIERE S AT LS DR ERIF OEM
bEETDHZ L,

BEHETE. SRR LEIABBLTHLEERRRITI ¢ N8H DD,
AH OB SR TRICHOEWERORBRICTR2CEETDHZ &,

1 BUBEFRSE (BUE 1 BERA 2 8T0) N bbh, BREES TV F—v 2
WEBZZEBHBOT, AE, Bl ERFEOEROBHEPLMEHED EFI1T+
SEETAZ &, 1 BERBIRDNEAITEREEFIEL, AR ) V8
FOBRELOBEN R LBEITI &,

@ AFOEKRRBICEWT, KBYNOTE-426 REB CIIREHA,G 12 8B, B
S4EEET6RETL, FD% 128 L, E7080-307, /KEYNOTE-581 REX Tidd% &
BRfAD b § R L ICH M EZ T o TV Z & 2851, AR5 I EH
M EBRE CHROBBEITOIZ &,

® BERIAZOBVWEMEREICRITANEMBEEE LTHERTAEIZI,
KEYNOTE-564 RERIZB W T, 12 @M Z L IcHME 02T TWieZ L 25%E
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W2, AFIOTRE PILERNCHROMBEIT D T &, 2k, FROREMMT 124
RETETHZL, ,
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KEERAHETA RF9A4 v
RoA7u Y X<7 (GERFHEHRZ)
(R7E4 : ¥4 b —F EATFHE 100 mg)
~ SRSRERE ~

SR L 2 8 (4F144E 8 AKET)
JE A Eha




Bk

SR S

XU

AE DR, (RS

FRIR BAR

HEER 12T
BEXGL R DBE
BECEBELTHEETREER

P2
P3
P4
P12
P14
P16



1. [ ZLHic

ERDOFE - ZEMORRBEOTDIZIE, BOXESICESWEEERERNRD
bhb, &5, IHEORZEEROESRIC LY, FUKERS 2 ¥ OEFR R ETIR/ERR
FEELRARENZTT, ZhbOEERFEICHERBEITRICT S 2 L SRR
ML TED BREMEER L WEOEARFEH 2016(ERL 285 6 A 2 ABZHRE)
IZBWThH, EFNEEREOERAOCRFHEERZRD Z & L ENTNS,

SR ERBFERSIT, EEEASCEEM T u 7 7 A ABRBEFEOEREL EHLMNIIR
RBEZEBHD, 0D, AR CREMICET S ERI+H2EHT 5 TOM,
UHNEEROREFRIZIAZLAMFINIBEICHLTERT S L L bz, BIfE
ARBRLEBRIILERNGE L2 2 ERAIER—EOBM L T ERERE CTEH
THILEBEETH S,

LI oT, FHA F74 0Tk, BREERINLE TIBELDRTW S ERERH -
FEEHRMIZESE, UTOEERORERFERZ2HET2H AN OLEREY, £
FRUBEFEEL T,

B, FHA FT7 A ik, M TBHEAER G ERBSRHROEE, ARtAEARSR
BAEESS, —RHEEEANBRBERARIES, —MREFEA A AT 2EERZSE U
A EEA RO EARZESOBRIOL LIER LT,

WNRERDHIEERD : F4 MN—F SflHE 100mg (—% : RAT ) X~ (#
TR Z))

HREGAGEXIHE - BRIOIERES 5§ HIEHENE

HREBAPERCAE - BE., AR, a7 e ) X<v7 (BEEF#E#RX) LT 1
[ 200 mg % 3 WRIFRIX 1 [/ 400 mg % 6 BEMBT 30 5/
AT CRTRERRET D,

% R R ¥ H . MSD B#REH




2. ARF| O, (ERBF

A h— X STHIE 100mg (—A34 : RAT R Y v GRETHEBEL), BT 14
#J 2vv5,) iE. PD-1 (programmed cell death-1) & #D VY H 2 FC& 5 PD-L1 R} PD-
L2 & DESYEREMEETS, & M4 T/ 7 u—F A0 TH 5,

PD-1 fRE&IT T MR b EE RS D B B 7o O I SR AKIIR3F A 5 B 72n e il 1
AA T, PD-1 1%, BEREIZ RO CESR T a0 mEIcEE L, BEOR
ERSE SRR HELBRI R AERIGEHIET S, $2bb, PD-1 XY FEf
BTH IRV RRERARIC LD VTV EERACKET 2 ZEG TH D, PDLI
OEFMBMIBT ARBRZD TN THAHRB, ZLOBAMIRTHE: T MROBHX2HZ
BIECRRIRRERL TV D, RAMIIZIT 2 PD-L1 ORBERIT. Bk, RIS,
FRAmRaE, SREVE, FE/NENRNRZ: & O 2 RBRATTFRABRRTFTTH Y, BNEFE
L DIEBIMEREE STV B, ‘ |

HEOBALDEERNTH% & PD-L1 HIROMEHED 5, PD-1 & PD-L1 ORRIIERED
REERHC BV TEERREEE S Z LRTRINTEY ., Fil 2B ARROENE L
THERFEhTWS,

#FHFi%, PD-1 & PD-L1 B O'PD-L2 D ) Hv ROBEEEETIZ iz L, EE
e NEE T O EBSEROMIIEESME T Vo REFEEL S, AESAE2EIEEL
T35 L THERDREERET D,

AR ORI ES CREOREMUSIE L 2EWER%SR H b bh, BEEXIILETIC
ELHAEMERD 5, AROREDPRUORERIZEL, BEORELTHIT{TH, BEFR
D LFAITIE, FHRLUEFRILS LB L RREF RN & EE L TR
PRERIRI 21TV, BEOCAEGIC X ZRIEAREDNZHEIE, RIBFREFNV
ELROBREEOEDZLERIT I LERS D,



3. BRIERRAK
BREIRERER2E TAHESEORRBFICEMEZT £ EEARMER ORI E

=T

[Fahtk]
EREAEFE MHERER  (KEYNOTE-048 3U5%)
{EFREREORY, BRSO, P THEERUGEOFTREILERGEE L2 AT
ZUHSAERR S LR 882 5 (HAA 67 fle&te) ZXBRIC, EVF <7 (#
faFif ) (AT MeEvyFo~<7) L)), ZazdaevZior (BT [5FU) &n
5.) RUST S FFRAIOHRRS (L¥ERERE) 2428Be LT, 5FU 75 FH)
FIOOEA T TAARE (REIGRIRS ) ™ R UAHAH 200 mg % 3 BRER (BT TQ3W]
W, ®1E (FAIBMREE) OFMHERVREENRET Sz, TEFEmER D
—o ¢ INT=2ETFHE BT [0S] &vd,) iIT20» T, ITT £EIZBWT, KA
BRI EERE LR L CHEBRER L, £, ARIBEMEREIILSERE & L
T, ITTHEEIZRBVT, 0S iXFELE M%7 L. combined positive score™ (EAF [CPS] &
WH,) B 1ULEOBEEMICBNT, OS DEERERBEH LK,
*] : BEARET B E L TEEREEZSULRENERES W TV AE T, SH#E
MOBSEBIAP LM AU ERB LTV AEAIR, MAARTEE Shit (L,

*2:

WIS T #6 1 A LIRIZERBEST LI2BS13ER< ),

Y F w7 (41E400 mgm?, 2[ B LA250 mg/m?) . ¥R T T F 100 mgim? Ridl
AWRTFF AUC S (mg » min/mL) L TR5-FU 1000 mg/m%day (4 B BIFFERIRIZS)

DIFIZ QB3W (BYF <=7 DL 1AMARK) THRR6=—AREHK, Y <7250
mg/m?% LARKMRETHS L,
*3: FF200mg, VAT 7 F L 10mgm?RIFANVRTFF 2 AUCS (mg - min/mL) & TRS-
FU 1,000 mg/m%day (4B ¥ AEE) DIEIC Q3w TRR6a—AREHR, 4#1200

mg & Q3W TiE Lk,

*4 : PD-L1Z2 R Lizfikad (BEAR, ~7 o7 7 —Y RO 28R 2REFMRET

L., 100% 3 Ui ¥,

#1 FHAFRESOHEIERK (KEYNOTE-048 RAB)

AFPF AR 58 {2 RET
(28141) (2784%1)
FofE (A) 13.0 10.7
[95% CI] [10.9, 14.7] [9.3, 11.7]
08" AN N A 0.77
[95% CI] [0.63, 0.93] -
P {E™ 0.00335

ClL: (EHKM. *1: PHEIFIEGT—4F (20186813 v FF 7). *2 : BRI Cox Mol ~H—
FEFMCL DILFERER & OB, %3 BRIl S 7 2 RE




100 -
l\‘l:-_.‘\
90 RN
Sy
80 =)
70 1\:%;\
2 60 RN #2000 Q3W, 7 FFF AR US-FU
o N,
% 50 ‘\x..i\\_ /
th 40|
i / N -
% "’ﬂlm ity A g g1
0- £Vxo=F, 755 NAEUSFU i {l - -Hih
104 Mttty
0 1 T I. - T I T 1 T T
0 5 10 15 20 25 30 35 40
’ AETFHRM [A]
at risk3t
AH200mg QIW, .
7:_-5-, aﬂ_.j_ﬁg%u&rﬁs'FU 281 227 169 122 75 40 10 1 0
E;j‘*;g&%‘&tﬁs—FU 278 227 147 100 51 20 5 1 0

X1 ARGEAEEO 0S O RIBATE O Kaplan-Meier fi#t (KEYNOTE-048 3B%)

#2 FHEMBSOAEERK (KEYNOTE-048 38R

: AF Bk 55 b FRRE
Gl 30141 3004
oifE (A) : Hﬁj , WJ]
: " [95% CI] 10.5, 13.6 9.3, 11.7
ITTZRE | OS NP — FEE2 0.85
[95% CI] [0.71, 1.03] -
P (" 0.00014
B 25745 25543
HRfE (B) 12.3 10.3
CPSZID | oo [95% CI] [10.8, 14.91 [9.0, 11.5]
BEEE . ANP— REE 0.78
[95% CI] [0.64, 0.96] —
P fig" 0.0086

CL: EHEKR., *1: PRBAFFOT —F (201856 13AF » A7),
ﬂ:@ﬂufiv¢ﬁﬁ(#%ﬁgﬁh

REF M & DICFIRIERE & DB,
VIRRE (I P E)

*2 : [B8Y Cox Fbffil/~F—
*4 . Fw S5



20 N
80+ ]\l\‘
70 .\‘"\\"\
' 3 - "“\Q.f:\ A #1200mg Q3W
~— 1\'|
e 50+ RSN
¥ o /
g o
ﬂ-i 0 )‘ ||
: ""” 1111 W
D wwryw, 7559 NERUSFU “H[” ! h HI-11-l
10- |~} HIH“l__
0 [ l- T T T T T
0 5 10 15 2 25 0 35
A7 [A]
at risk#
F#200mg Q3W 301 295 172 125 81 37 18 2
N e S 4N
S5 FFE RS FY X0 245 158 107 57 2% 10 1
100 |,
ma ‘-\;':\I,,\\'
80— I
w5
70 -
T \ 4
SO 1 A#1200mg Q3W
- 850 \“ l\l\
" N g,
30 .
» / Mgy T gy
YRS, FIFFHARUS- FU -4~ [in RS
10 I L
0 T I T T T j I T
0 5 10 15 20 %5 30 35
£FHE [A)
t risk3
;:%izi%mg QW 257 1% 152 110 74 LY 17 2 0
EYFwT, 207 89 47 2 ® 0

13
75 FF A B US-FU :

H2 FHBEBEED 08 O PR O Kaplan-Meier Hi#R (KEYNOTE-04835%)
(ER : ITT4F, TH: CPS210BAEEM)



P

(PD-L1 ZEIIRIRBI DA ZHE)

E S5 IFIRER (KEYNOTE-048 RBR) IWMAAN DN BEDOT —FITHETE,
CPS BNCHRIT 24T = 1o B3 G?E?E’inﬁlﬁffﬁ%’“‘ir) ROEEMOBRIILTO LB Y
Thol,

AEUCFFECA OF ST LT, CPS 25 1 &5 o’)b%%iﬁb#ﬁiﬁﬁ EIFIEERED
ERThoM (F3, K3, ‘

AK B 5 0FEIEICEE LT, CPS BMEWME PSRBT IO 5 AR Bk 54f
OAF— FEBKE <R BEBMBED Hiv, CPS 2% 1 REDBFEITEINY— Pt 1 2
EES7 (F4RUE4),

723, PDLIORIRRIZL BT, FROREMET 17 7 A VMITRER TH o7,

3 KEYNOTE-048 BBz 51T 544 b E ks A O CPS BI¢o 08"

o<1 Mhemmm 5 s e L0061
150PS<20 *ﬂggigﬁ :;g 1;; [[89.2,11]%'53]]' . 0.75 [0.57,1.01] *2 0.25
CPS220 ﬁiggigﬁ i?g i‘:; 5023131,231 0.69 [0.51,0.94] **

CI: (BRI, *1 : PRI -4+ (01846 A 13 AA v b3 7} *2: JERERI Cox BB~ — FE
FA (LEFREIREAT) . *3: ECOGPS (0, 1) RUHPV Bl (B, BBl 2BIANETF & Uiz Cox Hfil i

— FEFL
100 - 1004 ..,
1.
- I\\.\ - “_:'LL
80 \\ . 80+ 1,
. oy
4 704 -
n \\ HA200mg QIW, 77 FHUAIRUSFU ‘-‘1 YR, FIFTURRUSFU

o] "‘“: / o) a/
Hy

1 /\' "’“llﬂlllﬂnnsn 111 ' o / M
2 - ~i

L

ATFR (W
g

EFE (%)
8

(e
ol TTEYTS 77?mmwsw iII-HHHAiu]_1 . 10 AA200mg QIW, 7T FFNAIRUSTU 'I"E |
c T T T T T T T T T 0 T T T T T T T T
0 ] o1’ @D AF ™ B L 0 5 0 5 A B W B
sk EFFHN LA ] ke ATEHM [A]
A3 200mg QIW, 2 3W, . :
AR i oW m o w e e :;Tz%mnsm . oc® w84 10
. ¥
SLAlACAN. D - 5 1 LRt A4 SR % s 17 ) 4 0 0

3 KEYNOTE-048 BBz 1T 24K A ERED CPS B¢ 0S OFPMARATR O Kaplan-Meier iR
(EHR : CPsz1 0 BEMRM, £ CPs< 1 OBERH)



# 4 KEYNOTE-048 BBzl i) 2 A% M5 0 CPS B¢k 0s?

ol [95%CI] ~HE— R ZEER®
PD-L1 53R gow b (5 A) [o5%CI] o i
A BRI 51 44 7.9 [4.7,13.6] .
cps<1 J 45 113 [oL1se] 17 [0862200 7
A B 124 10.8 [9.0, 12.6] .
I1=CPS<20 fatany 133 101 [87, 12.1] 0.90 [0.68,1.18] 0.028
ARF B B0 133 14.9 [11.6,21.5] .
CPS=20 bger 122 107 [8s,128] 061 (04508317
ClL: (BIEER. *1 : PRFETROT —2 QUISECAI3AA v FA47) *2 : 3EERICoxFIAY— FEFA (R
FERVARAT) . *3 : ECOGPS (0. 1) BUHPVER (B, B #BRETF & LizCoxttfl¥— FEF01

wfi e
204 ‘Q\\,\ 0 Y ‘ri
i IR
L [N % & a \L.I
L
- -~ 704
- P N @ LL‘ Y EY Ried, TTFHURIEPSFU
£ o ‘1‘:'\{ < 200mg QIW S o v
% 50+ S L L—il'l:l“-lLL_/
IS ™ ﬁ aa T
# o / | |||| 2] .
“i“' My m E'“”""ﬂl {8 R e
D ﬁ Bl 2 R200mg Q3W e & l“ e
o BFFYIT FFFIURMEESFU -E-HH—LI 1o
G T ¥ T T T T T T T u T T T T \‘ T T T
0 5 10 15 2 5 ® B 0 0 5 10 15 0 % 0 %
w skl TSI [A] b AR (A ]
2 A 200mg QI W 57 198 182 10 ™ k3 17 2 0 ] 200mg QIW 44 2 15 7 3 1 0

4 KEYNOTE-048 BRIz 3517 3 A# B 5850 CPS B0 0S8 O hfRITE @ Kaplan-Meier %R
(kX : crsz1 OEFME, AH : CPS< 1 mBHHME)




(&)
OERILFF IR (KEYNOTE-048 #ER)
BEFRIAFIGE ARG 271276 B (98.2%) . AFIHARE LR 290/300 B (96.7%)
R OMESEperaRE 286/287 41 (99.7%) iR b, BRE L ORRBEHENEFETE RV
FEESRIT, FNFh 263/276 B (95.3%) . 175/300 # (58.3%) B U*278/287 ) (96.9%)
KERD LN, WTRADETREZIAEN 5%U LORHERIZITRO LB Thote,

#5 WPNIOBCRRENEH 5% LOBEA (KEYNOTE-048 3R) (21447 3 i)

BERIALE (SOC: System ‘ Bl (%) . ]
Organ Class) FEGERAZR G - A B 5 B A3
HAEE (PT: Preferred Term) - 276 #i 300 B 287 41
{MedDRA ver.21.0) £ Grade Grade3-4  Grade5 = £ Grade Grade3-4  Grade5 4= Grade Grade 3-4 Grade 5
2RIER 263 (953) 196 (71.0) 10 (3.6) 175 (583) 49 (163) 3 (LO) 278 (969) 195 (679) 8 (82)
iR L IRY T EE
Hin 133 (482) 52 (188) 0 12 @0 2 On 0 18 @l 42 (146) O
REIELT P RRI I 21 (7.6 21 (7.6) 0 0 0 0 12 42 12 @D 0
B R E 4 (123) 8 (29 0 2 (0.7 0 0 38 (132) 16 (5.6) 0
W PERED A 91 (33.0) 50 (18.1) 0 3 (L) ] 0 90 (31.4) 59 (2068 O
/MRS E 75 @21 24 (8D 0 4 (13) 1 (03 0 63 (220) 24 (34 o
BB L UskpE
He 15 (54 0 0 0 0 0 16 (56) 0 0
PAr IR _
PR IS RRIE TIE 35 (27 0 0 39 (13.0) 0 0 1 (0.3) 0 0
HIRREE - .
&5 28 (10.1) 0 0 9 (1.0 0 0 31 (10.8) 0 0
Tl \ 49 (178 3 (LD 0 16 (53) 1 (03) 0 75 (261} 5 (1.7 0
E: AN 124 (449) 15 (5.4) 0 12 (4.0) 0 ¢ 131 (456) 16 (5.6) 0
wlo P 67 (243) 22 (8.0) 0 2 @n o 0 .8 (240) 10 (3.5 0
gt 75 (21 7 (2.5 0 7 23 0 0 64 (223) 5 (L7 0
— - EHFEEB LUR S ORE .
B NiE 33 (1200 8 (29 0 7 2% 1 03 0 30 (105 6 (2.0 0
. el 84 (304) 19 (69 0 43 (143) 3 (10 0 83 (289) 1l (3.8 0
ks 18 (6.5 0 0 4 (1.3 0 0 9 (3.1 0 0
HROSHE 77 (279) 26 (94 0 8§ (27 2 07 0 76 (26.5) 14 (49 )
FHEA 16 (5.8 0 0 10 {3.3) 0 0 12 (42 0 0
IR RS £ UM A IE _ ‘
TR 0 . 0 0 0 0 0 33 (1L5) . 0 0
BE, PEBLUNRESTHE / *
FEACEE S RS 2 07 0 0 i (03 0 0 16 (5.6) 3 (L0 o
REpRARE o
ALT #47m 10 (36 2 @©N 0 7 (23) 0 i} 15 6 2 07D 0
e L7 F =80 0 109 1 (04 0 2 0N 0 ] 15 (5.2 0 0
R B 46 (167) 28 (10.0) 0 1 (03 0 0 54 (18.8) '35 (122) ©
ARSI 51 (185 14 (5.1) ] 1 03 ) ] 46 (160) 9 (3.1 0
ke Hs > 21 (1) 2 (0D 0 9 @O 1 (03 0 300 (105 1 (0.3) 0
B sk 36 (13.0) 15 (5.4) 0 2 07 0 0 43 (150 22 (1.7 0
Rt LURREE ‘ .
BERER 62 (225 12 (43 0 16 (53 1 (03 0 62 (21.6) & (2.8 0
K4V & AME 16 (58 & (@9 0 4 (13 1 @03 0 36 (125 11 (3.8 0
= 750 L 29 (105 4 (14 0 310 0 0 95 (33.1) 11 (3.8 0
EF U 7 AgE 23 (83 10 (3.6 0 g - (30) 6 (20 0 20 (7.0 9 @G0 0
£ Y R 6 22 2 @7 0 03 0 0 19 66 5 (AD 0
i E Ay .
RERE 16 (5.8) 0 0 (2.0) 0 0 15 (5.2) 0 0
FEBEsa—aF— 15 (54 3 (1) 0 1 (63 0 0 6 @n 2 ONn 0



BENKLS|E (SOC: System Pl (%)

Organ Class) AR bR A SR {LZERRERE
HAFE (PT: Preferred Term) 276 %1 300 {7 287 {7l
(MedDRA ver.21.0) 4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4  Grade 5 £ Grade Grade 3-4 Grade 5
BRLURERE
SRR E 15 (54 4 (14 0 4 (13 1 (03) 0 6 @1 1 (0 0
B XU TRl ‘ ,
SHERREL M % 1 (0.4 0 0 6 (2.0 0 0 82 (286 6 (2D 0
A pa 5 (LB 0 0 6 (20) 0 0 27 (94 2 (0.7 0
{zi  RERFARTRIE 4 14 0 0 1 (03) 0 0 20 (700 2 ©7 0
T D EE 14 (5.0 0 0 21 (1.0) 0 0 24 (34 1 (03) o
RiE 22 (B0 1 (04 0 25 (83 2 @7 0 101 (352) 17 (5.9) 0
hid; 150 2 Q.7 0 0 0 0 0 36 (12.5) 0 0

286, AAFRRERHICE W TREEMNERS 136 (4.7%), KBK - MEL - BEO
FHIOB (3.3%). FRIEE (FF 2 « N —EERES) of] (3.3%). IFHeEEE 27 4
(9.8%) ., FRIREEREREE 40 B (14.5%), T ERAEHIEREE 1 5] (0.4%). BHEEE (R
HEMEMESRE) 21 ) (7.6%), D72 146 (04%) BT infusion reaction3 1 (1.1%)
Db, £, BEECHBEE (REHKEERE, SW08, JEREES).
BIE B REREE., | BOBEIRIR. BEZL. Mhsk - SR RARIE, BIEMFIENAE, Mgk - BN,
SESER, ERLLERES (REMEML/MURDMESEER, BIOMEE T, RERES, &
BRIBIES) . MRBRERBEURBZIIBD ohRPoT,

AR SISO THESEERER 16 51 (5.3%), KBK - NNEk - EEOTH 4
Bl (13%) . BEECKEBEE (BEMEIRERE, WK, EREES) 14 (0.3%).
FFHERERESE 15 ] (5.0%) . FORARMARREEE 42 ] (14.0%) . FEAHARRESE 1 41 (0.3%) .
RIEHAEREE 1 5 (0.3%). BHEEE (RMEREMELE) 56 (1.7%), Mk -5
R 1 (0.3%). SESIER TH (03%). L2 H) (0.7%) K TF infusion reactionl |
(0.3%) BRE®H BN, £z, WEEE (F7 2 - N—FERES), | BERA,
% - ERTRIARAE . FEREFFEE, R, EELMIEREE (SaEii MRS SREE
5. dEmEEm, FRIFERE, EERHES) . MRESERMERURZIIRD bhih
oY

AEERBRRLTEESRS (REAREERELEL) 2R 0EHBERETT,

10



(A - A&l .

AR OBEREYBETTAEZRALEY I 2 L—a itk ¥, &%) 200 mg %
Q3W, 400 mg # 6EMMM (LT TQewW] W3, ) Xid 10mgkg (FE) % 2#HMHE
BIBE (LT TQ2w) &9, ) TRELEBOAROMEFRESR SN, 208K
B, AH 400 mg & QoW THEE LEBEORFOEEREIZBT 5 FH0LFFIRE (B
T (Cagssl £V, ) 12, FF1200mg & Q3W THRE LIBED Cuyss SFEEIT S & THI
Ent (FH) . £, £H 400mg % Q6W THE L BOAFIOEFREBIZIBIT 2K
EmEFRE (BLT [Chusl EWV 2, ) iE. &FH|200mg % Q3W THEE LD Coaxs
LUB L CEEZTTEFHERAELOO, AFAABREICBWTAERESHRIATY
LR - AETHDHH] 10 mghkg (KE) % QW TERE L7CERD Craxss & B LTIE
ExERTEFRENL (FHR) . bz, BHEAIEERSE % MRITAH 400mg % Q6W
TRE LA EHARE (KEYNOTE-555 BB £ 0155 h iz ERiEIcE-S < EmEE
R A—=FF I ab—a L0 PRILEZERWENEE Z A —F LHELE (TR,
Mz T, EEOBEICE T AHEFARBRRECESE, FROREER LS IIREE
& ORIEERETT 2MBERIGEFABELE S, FA) 200 mg 2 Q3W Xid 400 mg &
Q6W TRE LEBOBREER L AT ZeMt L O EIC W TRt S EFER, £
HRORE - AEOM THOMRUESMICARELRZERR RV EFRIS L,

26 FAOKWUBNT A —F

Cmnx Cavg . Cmin Cmnx.ss Cﬂ\'g.SS Cmin.ss
Rtk - BR (pg/mL) (ug/mL) {ug/mL) (ug/mL} (ng/mL) {ug/mL)
200 e O3W! 59.1 279 18.1 928 504 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
©
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 136.0% - 14.98
(RENE) | (1356, 136.4) NA (144, 154) NA NA NA
220 144 119 428 279 197
:
10mg/kg QW (919 223) (143, 145) (117, 121) (424, 433) (276, 282) (193, 200)

t10=2993, 100ED¥E = b—{z il W EHEIRBIAEEEOFRME (2.5%45, 97.5%m)  Cuna @ FIEIH
E#OBERMEPIRE. Cog : fIRRSEHOFHMBRIRE, Con - AEBEH (FA 742 BE/ OREMF
PIEE, Crunss : EFWRBICIT DREMIBEHBE, Cops : ERRIBICIT 5 EEMIEPIRE. Crinss 1 BHERBEIZ
B D RARd i iR .

i : 56 PIOBMAITHE (95%EHEEAM)

§ : 41 PIORPAITHE (95%IEIREM)

NA: %21
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4,

RO T :
FRIOBRENENLRELZH - BEL, ARORESICL VEEREEREZRERLE

BRI T B 2 & BMBER LD, UTFOO~@DT T 2R THERIcE W CERT S
_RETHB,

D HigkicoWT
@1 FEDO (1) ~ &) OWTARRKEYETIHRTHIZ &,

(1)

EAFBREIEET 5P ARRERLIRRES (EhHEMN RS A RREEIL SRR,
Mg DS ARSI IE L R, B A RBTRRRE R &)

(2) FrEBERERRT
(3) ERENRAFSIBET SBABEEERR (BALRKESEERR. SARTESE

BAmEE. S AREREHHEERIR E)

(4) SRACFEFIEEZRE L. SRIBRCEREL R | U SRIRR b AR 5

2 DR EHEICR D BHET > T BHHEER

(5) PUBMEIEEAILT FIEMAORERERIADBHET > TV D HER

D2 BEEWEOEEERCRERRBRAB OG5 &ﬂ&k%%%ﬁo&%i
IFHEHEER (FROWTRANEEYTAEMXITEREM 2R, YRR OFRFNIE
TAREROBEE L LTEREBEShLTNWEZ L,

=

EffiteirEEE 2 EOMBTFHERIET Li-RIZ 5 £ ELOBABROBERIME:
fToTWBZ &, b, 28 HIL, BAERMEES T LBRBEZOEL
TFoTNBI &,

EMMEFFEGE 2 FOMPTHERET L& 4 FL Lo B AEGRRIROER
BHEEIToTEY, 5b, 2EU LR, BARDREZ SOEENEEEEDRD
BRIRAMEZIT>TND T L,

I AR5 R ISR E TR IR OMBIHEL BT LoBRIT 5 L LD OEAR
DEFFRFHEZIT > TRV, 35, 2ELUER, BAEWREEZSD OEARORA

BROBREZT-THHI L,

2B, FRIC X BBRCBVWTEEAHEREO2FERLET L7, BEOBE
W HEREMIE LOROWThAIIT TR e = GRERTE O LFRF
ﬁ&UEU‘VEJﬂ%ﬁﬁ#@‘Tm TSR e RREREOEM) & OBREREEOL &
R TH &,
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@ FENOERMFREBOEHICOVT _ _

ERLERETBMFTIHEESER S L, RECEILOHRED, B - %
SMERAOBHROTRR CEMEICRT 2 BREHE, FEFRIBLE LLESORE
¥%. EREINIATONRLHHIBE->TNH I L,

@ BIEA~DORISIZOWT

@-1 HEREHICET>EE
MIEHEIEREDEERBERARREA UEIZ, 24 BRRREHOT, Yz

FREEERIC RV T, BB LUZEWERICE CCAREER U CT £ 0RER ORI &4

BERBREORRESY APIBLR, EHIHISTRERMERINRE>TWD T L,

B2 ERAEEHCLIAFERNBICETLIES

BARRCHED 2EMNRMBEROEEL T 2ERREESEHERE=F Y 7
EEDIEROAT V==V VETOWERELERELF TE 57— LAEREHINE
fEhTWwazE, 2B, BHEFHICOWT, BABRE L ZORECTFICAMENT
WwWaI k&,

®-3 BRI oBEexRIcEL T

BER (REMFREAICME, KIB% - NSJ - BED TR, BUERZK - FFR4E - B
WREREE - 46 - TbMBE S, TRENE ROTHEEEAS), WOWES (T
TREEE, PRIREREE, BIBRAERE). | BERR. 52 5Bk, Mk - M
MRS, BEds, EEORSEE (PEMREBRALE, FEBIREREL. S
BE, JEREIES), infusionreaction, AM#% - BAMRZS, EEMENE. HEESE (X7 -
NU—ERR) | D5k, EE2MEEEE (St VR EEER, BL iR,
FRIFERGE, ERRRES) . MBRAREMRE, S LT, YR SLESE
RO EME L E T S EM & B L EHEROBW IS L TSR OXE RS
FENBRICHD L), EHICEDRMERTE BEHRESTHE T,

13



5. BENBLLDBE
[Fapieic BT 5 %]
O (EFHREEORVWERNSERER AT 2RIFRE LRBERAE TV T, &4
B 53 AR, 5 FUR VT Z F B OHRAREDAEDESI T SR TS,

@ FEHIERHFSIMERR (KEYNOTE048RER) 1B\ T, 24ERIBTE
Ix w7, 5FURUCT 7 FTRFAAOHRRE LB LT, &, 5-FURWTSZ
FFRE DO BIREG R UOFF BMREOFHEIR IR TS, 2L, PDLIE
WP (CPS) LV ADESRRZEAABFTRINZIBERBLNTVEZE (p7
~8B M) b CPS" bR L L THREIR G OREDHE 22 Z L BEE LY,
CPS MUIRMTH D Z L BHR SN BFITRWTIE, FREAOERERELE
Ei5,

*: AFDOBWTEE L LT, PD-L1IHC 22C3 pharmDx [ # =) (JRFE4) AR ESHTW
%,

® TFRICHYT 5 REICHT 5 AFIORE R UBAFEIC VT, AR OB
B SN THELT, FRDORERBLRLARL,
. RS
+ OTHPERT STV RV BOREEIEE & O RRS

14



[Z4tEizB¥4 5 EIE]
D Tﬂ_ﬁﬁféﬁﬁkowrixﬁwﬁﬁbTuaéﬂrwé Enb, B|EET

blanl e,
o FRORSITH LIBRECEERED H 5B

ﬁﬁ%wﬂﬁE%wTT?uMéT5%%LOWTﬁ-$ﬂ@ﬂ5@ﬁ%éhﬁ“
2R, MOBFHERENLVESIZRY, EEXAAEERTI L 2BETE S,
«  BEMHRBROSHNEIETFOH S BE

v HERIRE TRERE 2R D 5 BE R OVEEME O HURRRIIER CRREER R

LD RIERERHZ LN D BE

» HEKREEBOEDF. XiXE@EsRdE LIZHERED E CHRERBDOEERED
bHHBE

. ESEBHEE (ShSHRBEEEZSt) 0HBF

v EEORBBRXIIEAEETIAE

e ECOG Performance Status 3-4 &V D BEE

1) ECOG @ Performance Status (PS)

Score

ER

0

2 BEALEUTE D, RWMERLAFEBESHRZ TS,

—

AEMCEHUESITHR SR, SITTET, BIERCE-TOMRRITI LB TE S,
Bl : BBV VR, ERER )

A CBADEDE D B L BT~ R FREL CE v, RO S0%b L~y FA TR T,

I

RoNzBSOEOEY O L LTERY, BRO S0 EZy RO TRIT,

T, BAOEDEID O Lixel TERY, BRIy FHTFCRIT,
| 15




6 BECEBRLTEETREEH
@ HAXEFICMZ, MERTESPRET IERSICESEFAOFERUEIES
AODIInErERETSICBR L ChLERTREZE,

@

BRBARAIZSEIL D, %%Kﬁ%@%ﬁuﬁﬁﬁ&Uf@%%+ﬁ£%L RIEZ%

ThbEETHI L,

@ CPS LHER LI LT, AROREFEEHMT5 2 & ANEE LA, CPS BERT
FRWVWIESITIE. FEOEROET ZEICHET L ETRETH L,

@ REWERO<=HI AL MTOWNT

ﬁgﬁ%%%ﬁ%anélaﬁ%5®ﬁ\Kﬂ@&ﬁﬂ%tofﬂ\@%ﬁ
W (B, FEREEE, WS ORREUNE X SRECERSE. Bigr+
SITATO L, £, MERZEUTHEE CT, ME~v—I—S0ORELERES
HTk,

infusion reaction 23% H 45 Z & 23 B, infusionreaction 23FRD B FIHRIT
X, BERABEITY & &bz, ERARETSETREORER HITEHE
TAEZ L,

RIS, TREABEREERUVRIBHERERH ORI LBHDD
T, ABOFERFAFLE KR SEHE PIZESIC AW EERE (TSH, B
T3, ¥ T4, ACTH, MF aNF Y/ —AEORIE) 2EETIZ &,

BUERTZE, P RE, FTHREREE. TR, MEMRERRHODNE L85 5

DT, ARIOFEBAN R OB S M P Il EHRICIT#IERE (AST, ALT,
v-GTP, AP, EYAVEVEDREE) 2EETHI L,

O BER (IIERARECIIEEREL TS SOEERLBEERHLbND
ZeBRHHOT, BENCROREOFELRRBTDH L, 72, ROREN
BOLNEBRAIE., EXrERBHLZRTILIBELBE T &,
FROBREIZ LY BEORERISIREET S L EX b bikx RERCHE
BHoEbBHZEndH s, EENEDLNEHAIIE, BRRALEFRIIE LR
BEFIR 725058 & B2 SR &l L CETRERNRE 2T, BEORE
BiSiz X B BEHERBEDN BB AT, ABIOREN TP LE, RURIEERES
NEVRIOBREEEEETZZ L, BB, BIREERLVELXOREIZL VENE
mwﬁﬁﬁ%wah&w%Akﬁ:@%&ETw%/uﬂwﬁrmMM®Lm
LERBTHZE,
&E%Tﬁe&ﬁﬁm&ﬁﬁﬁ&@tr#%&@%m%ﬁfé LBHBED
ARNOBERTHICODBEHWERORBRICHHICERTHZ &,

1 BUERE (BNE 1 BUERABZED) A dbbh, BREEESY F 7V F—v 2
KEBZLBHDDT, AR, B, BESEOEROFBR OEED LRI+
SEETHZ &, 1BERAREREDNEEASIEEEETILEL, AR Y
R DB/ EEOFENZABEITI Z &,

® AROBEKREBRICEWT, ®EHENS 9EE, UBRIZ1ERET6EIE, £0
% 9OBZ L ITHDMOTEMEIT > TV & E2BEIL, AFHHREPILEHIICER

16
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BBE T A FT A

RATuY RvT (RETRBRL)

(BRFEA : A PA—F RIHE 100 mg)
~ I~

S24E8 A (Ffn448 HIGET)
B BAE




Bk

LBz
ABIOFHE, VEREF
i R R AR

HEERIZ 2T

BERBERDBE ‘
. BEZBELTEERETREER

AU I S

P2
P4
P5
P14
P16
P17



1. ik :

EEL OGN - ZE2MOMRODIZIE, B SCESIESWEEERMERARRD L
N3, bz, EEOREEITOESICL D, FRERLR P OEFNL2IRIERKFE
HENEREINAPT, ZhbDEERLFPEICVNERBHFICRMT S 2 L AEROBRAE 2
STRY, REMEGEE L YEDERFE 2016 (ER284E6 82 HEBRE) 1281 Th,
EFNEEMRZEOFERORBEHEEZREZ &L LEh TS,

HHRERAMFEIR ML, EKBEERSCEZEE T u 7 7 A VHBEEOEER LHELMCERS
TEBHD, 0D, ADHHRUVELMECETEHRA TSR T L TOM., HREHK
MOBEEZBRIT DI ENHBFINIBECH L TERTS L &bz, BIIERARHER
LIeBRIZ BB exing & 5 2 E R —EOEF 2T ERSECHERT R -
EETHD, '

L7eBo T, FBHA RT7 A T, BRERESIAETCIRELN TV S EZIEFER -
BRI ES3E, UTOERELOKERERZHEET 2800 b LERERF, 25
RUOEBFELRT,

RB. BHA FIA %, BIATEIEAERSEFRSRBEHE, AREEEA B AR
FRIEFHFE, —BtMEA DABRNEESR S EHEFIEEEA P AREEEORA
DH 4B LT,

KR LI BEER ¥4 MA—F ARHEIO mg (% AT Y X7 (BEF
F# %))

HERERBPAEXIHE  RIGEIBRARELREST - BROAER

HELRBBERVER : TAA RO VUNRBV AT TSI L ORBIRBNT, BE,
AR, _Aa7r ) X<v7 (BEFHEBEZ) LT, 1EH
200 mg% 338 IR X i 1[E1400 mg % 638 PR T304y AT TR
THET D, PAERERICHEE LPD-L B 0IREBEIR
FEERAET - BROBERT EEBICH L TR, &34 Hm
5435Z¢HTES,

# 3% BR 7t ¥ F : MSD HERE4

(&%)

INFR T T UADOMERISR. BEERCHE

ZhRE TR : LUF OFEMENEREIZS 3 2 O PUEMIEER & O F ARRE

HEEE. RERE

RERCAE : hOTUBMEEER L O MEICE VT, 8%, RAKEIAFa T oA LT

1H1000mg/m? (BFEHE) £ T, 4~SAHEB CREABTS5, B#E5ELHVIET

BEIIEA R L H3EMU EoRRE H i TRET S, AFEMREOHRSTIT

PR EMRICHEL B,

BB, i, BEORER S VEERET S,

SRS F L OME IR, FERAR

ISR « A

PR OV | AEAITIY. BIEA BN - RL L. BEOREC L VAR BT 5,
2 -



AlE: VRTFF L LTIS~20mym? (FEREH) Z181E, 50 WEERE L.
Lie L 2BEMRET B, ZhEIZ—NE L, BEFRVIRT,

Bk : VAT FF L LT50~T0mg/m®* (MFRERE) Z1B1IEHRE L, 272K b3
BRKRET 3, chilz—nb L, REZHVET,

B, FE, ERICIYEEEET S,

RARRBRICBIT 2ERAORE - AR 13, BREE OB Ps~) SR



2. FRORKE., ERBF

FA M —F BT 100 mg (—R4E - ~aT7 ) XvT (BEFHRBZ). BT K
#Fl &v 3, ) #% PD-1 (programmed cell death-1) &% DY H o FTHS PD-L1 KUt PD-
L2 LOBEEEERETS, b M gG4 £/ 7 u—FAHETH S,

PD-1 #RBKIT T ABISAUEEAE) DN B 7o DIZ B AR $ 5 E i S
AA »F T, PD-1 {X, BERXREBITRBONTERE T MROMIRREICEEL, BCRK
BERGE DAL ELRR R RERISEHET 5, Tibh, PD-1IRV T FEHE
ETBHZ LI VRARRERIE LBV I EERRICHET A ZEETH S, PD-LI
DIEFARRKICHBIT DRBUTHLTHTH DM, £ OBAMIETIX THROBE 22 513
SRR LTS, BAMRIZEIT S PD-L] OEFEIRIT, BHokes. HEm, s
B, SREAMR, FEANGERANGE E 04 RBRATTPERRAFTHY, BV AEFEERLE OEE
HEREE S THB, :

BEROBADBREI T L PD-L1 ZHROMHEEMD 5, PD-1 & PD-L1 ORMBIIEED
REEBE BN TEERBBZES Z EATRRENTEY, H-RBABREROENL L
THFER T3,

AKX, PD-1 & PD-L1 XU PD-L2 O Y H o FORBEREETHZ &t LY., EE
WoNREROIEBSAAMIREEN T VL SRkEEE LSS, HIERAEEFEELT3
T L CHIEE R T B, |

AE DRI IT £-5 GREDRERMC X 3EHERER S b, BEXIIELIC
EATEEMNH B, AHIOREPRORERIIL, BEOBEEL-HITH, BERRED
BB AITIE, R LSRR U7 TPRR 7 e & R A 1o [ER & L Ol s
EABE LT, BEOCRERRIC L 2BWEASRDN 3BT, ABEERLVE VA
DEREEOBERNBET O LERH D, '



3. EREREGK ,

D AALZEFR IR 1T U 72 PD-L1 B ARSI R 8B 22 11T - BRORMRFE L
BRIV R IE O 72 RIG SRR RE /2 15T - BR OB B O ARSI M 21T
ST EREBERRBORSEETT.

[Hzhtk]
OEBLRFOFERE (KEYNOTE-181508)

—RIEE L L TR R{CERRER O b ARIBTIRTREARET - BRORERFELE
BRORERERS 628 §l (AARA 152 fl2ETr) ZXEIT, AF] 200 mg 3 BEIRKR
(BLF TQ3WI &3, ) HEOEIERVDEEMER, LPEE (70 F%kL, F
TEAFEAIIA N 2 FH) BHBE LTRSS, 2B, EEIHMOTRBETN
R LB, EERETERTERARD b EOBRNICZEL T A BET
It. WEIAEOE SR CREEBEITHRD b £ TARIOR S 2#kEET 5 Z L AWHE &
hiz, TEHEDIISAFEYM CIT fos) &3, ) & &h, EMTHRe LT
®ESNh () PD-L1 Btk (CPS*=10) £, () RELRBEART (i) ITT £H
IZBITS 0S DRERIEE 1 OLBYITHY ., WTFhoERIZEWTHERNICRE SN
BT X iphoT,

*: PD-LI %5ELAMNE GBEER. <2077 —URUY V50 RRMEmIKcHRL. 100 .

C ERUE,



#®1 ERENTS L Shi-BEEMICBIT S 0S DF#R (KEYNOTE-181 3ER)

| T=v MK FRE NF— TR T
BEER &EBH I (%) [95%CI] [95%CI1] (4
(ZA)
AA1 200 mg 107 88 9.3 [6.6, 12.5]
CPS=10 BW (82.2) 0.70 [0.52,0.94] *'  0.00855"

103 6.7 [5.1,8.2]

{bEegsk 115 :
(89.6)

AHl 200 mg 08 166 8.2 [6.7,10.3]
R LB QW (83.8) 0.77 [0.63,0.96] 2  0.00894"

—

182 7.1 [6.1,8.2]
(89.7)

1b5fRE 203

A0 200 mg 44, 271 7.1 [6.2,8.1] -
ITT Q3W (86.3) 0.89 [0.75,1.05] "  0.08431"

284 7.1 [6.3,8.0]
(90.4)

{biF#E 314

Cl: B8R, %1« Wi (FP7, 2ot RCHEBE (RELEE. BB ZERIET L LIER Cox B,
0 HuR (YT, Eofh) RUSRERE (RELEE, RE 2BRET & LABR logrank RE. FEKE (K
) 0.00853, *3: Hugk (77, Zof) 2BHIETE LAER Cox B, *4: Hillk (7V7, Zof) 2§
BIETF & UefEH) log-rank $i7E, FEAKE (F) 0.00766, *5: H#uik (F 37, Tofh) RUERE (RELE
. W) & BRIET & L7=B8I maximum weighted log-rank #R7E, HEkHE (FA) 0.00772



—7%. PD-L1 (Bt (CPS=10) 2ol FELEEoBRE 1674 (ARA 77 HE2ET) I
BOWTHUTOEMERERE LN (R 2RUK D, 72is, MEEER i$ﬁuﬁﬁ’
SRR SER TR BRORBIIHRTH S,

#2 AEMERS (KEYNOTE-181 RE)
(PD-L1 [B% (CPS=10) o RELEEBOBE. EENRBEITEE)

ZAA200 mg ===
Q3W
(85 ) (82 i)
e (A) 10.3 : 6.7
{95%CI]) . [7.0, 13.5] (4.8, 8.6]
08 ANPF— RS 0.64 _
[95%CI] [0.46, 0.90]

Cl: BERME. *: BY Cox bl — FEFAC X (LM & Ol

110
100 -

i

' élsﬁu 206 mg Q3W

QOverall Survival (%)

204 ﬂsq_ﬁ%{f

OIIi.ll.I.ll.li.llll.l'II
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30

Number at risk Time in Months .
AH|200mg Q3W 85 79 70 56 51 43 40 30 27 21 11 7 4 3 1 O

o=ais3vs 82 74 54 42 34 23 18 14 10 8 4 4 3 2 2 1

B1 OS @ Kaplan-Meier #i#2 (KEYNOTE-181 2A8k)
(PD-L1 % (CPS210) 2 0oRELBBOBE, RRHRABITRR)



@EPEREFFIFERE (KEYNOTE-59075k)

{EFFRIERE D 72 RIB IR BRI - BRORIBBEAE 7499 (BARAI4FZETe)
EXRZIC, AR, 5-oNFAro TN (BT [5FUL W), ) RUSRT 75 PR
OB R RSN, TIER, S-FURT R TS FUoHHRRIES xR E LTH
HEN, VAT ITFUORERBER6—AETE Lir, 28, BT TEERETN
RO ONBEIC. REETERTERBED OV EDBRHUIEEEL TWHAE
T, REUBEOERF MM TEAETHIREO LN ETARALSFURVBV AT I F 0
BER 5N IIAS O B 5 ik d B = L RTREL Shk, EEIMEE R IFOSKUE
HWEAFAM (BUF TPFS] &5, ) & &R, FH, SFURV AT S F HERRER

(CLTF TREBE) 205, ) 7 FER, 5FURBVRTSFUHFRRERE OTF 17
FEREE] 05, ) LHELT, OSRUPFSEZARICEER Lz (3, EREUVE3) .
*| : BEORT LR R OB EE R N AE T EAT (Siewert?3Htype ) OIMEBENSHRE &
nre.
*2 1 FH200 mg, AT T F 80 mg/miE UNSFU 800 mg/m¥day (5B MSHEANRE) OMEIZQIW
T —ABSHK. AH200 mgR US-FU 800 mym?day (5HFIRHLRERE) 2QWTHRE S
.
¥ TIFER, YRS TZF 80 mgm? R US-FU 800 mg/m¥/day (5B RIRFFERERE) DIRIZQIWT6
a—-ABEE, 7T ERRUSFU S0 mg/m¥day (5AMRREHRS) 2QWTEREANE,

#3  AERE (KEYNOTE-S% B

AFEE TS5 REE
(37341) (376%1)
hofE (A) 12.4 9.8
[95%CI] [10.5, 14.0] (8.8, 10.8]
Os™ NF— FEE? 0.73
[95%CI] [0.62, 0.86] —
PiE" <0.0001
hyLiE (A) 6.3 5.8
[95%CI] (6.2, 6.9] [5.0,6.0]
PES*! AY— R 0.65
[95%CI1] [0.55, 0.76] —
p{E" <0.0001

Cl: EHERM. *1:2020E7H28 4 v &7 (PESIZRECIST 1.1% AW igEkiB ¥ ERIZ L 5 3ME)

2 : J@R Cox Bl — REFMILL BT FRE L OHE:, =3 BRn VS BE




i
100

90 -
80
.o 70 =1
g i
E 60
?, 50
E 407 ; - |
S ‘ | / "y
30 - : ‘ N iy
y ) ﬂﬁ‘-:—w% .
01 IR PR
| L -
0 1 v | A 1 T I T 1 i I v 1 v 1 v [] N L] ] T T v 1
0 3 6 9 12 15 18 21 24 27 30 33 36
’ Time in Months
Number at risk i
AFRE 373 348 205 235 187 151 118 68 36 17 7 2 (i
5 RE 376 338 274 200 147 108. 82 51 28 15 4 1 0

2 0SSO H TR D Kaplan-Meier fi## (KEYNOTE-59038%.,
20206E7H2B v b A7)

100
90
- 80 |
§ i
= 70
Z 4
5 60
m -
g
= 50
p ]
.2 40 [
30
3 ]
20
o : A
107 75 RE ey
e st el o B
O I M I T T T T M 1 i L] T ] i ] v L] ¥ T v 1 v T
0 3 6 9 12 15 18 21 24 27 30 33
Time in Months
Number at risk
AFEE i 373 289 210 9 . 79 55 45 25 17 4 2 0

. 2 2 0 0
55 d R B 376 278 172 6 6 22 14 6 1

K3 RECIST 1.1% AV /- ThBRia X EEG O FEE 1c -3 < PFS O BAARHTIF (D Kaplan-Meier
# (KEYNOTE-59088, 2020E7H2R N v A7)
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{Z2t]
OEEHFFEIFERER (KEYNOTE-18155R)

PD-L1 Btk (CPS210) M ORELEEDBEIZRNT, FEFRITAFFIEE 31/85 61
(95.3%) . {bEERRuaRE 78/82 ] (95.1%) IZFRH bh, BBE L OREBERAEETE
ROHEFLIL, TR 5585 B (64.7%) KR 67/82 B (81.7%) IZER¥H B, W
THhOOBCRIEEIEM SHWULDEERIITHRDO ERBY ThoTe,

R AVThIORCTRREREN 5% EOBIER (KEYNOTE-151 BB (SZ2MART X SEE)

RERIXRSE (S0C gk (%)
System Organ Class) HEBE eearirdisic:
FAEE (PT: Preferred Term) 85 %l 82
(MedDRA ver.21.0) £ Grade Grade 3-4 Grade 5 4 Grade Srade 3-4 Grade 5
2RIEH 55 (647) 19 (224) 1 (L2} 67 (LYY 32 (30.0) 2 (24
MRS LY o RlEE U S
21 4 @n 2 4 0 2 @68 1 (85 0
FEEAT PIRBE A E 0 0 0 8 (9.8) 8 {9.8) 0
AR AE ‘ B o o 0 6 73 5 6.1 0
RMEE o e
CWPRRgeEETE 00 7 @y 0 0 0 0 0
T ' 4 @7 0 0 13 (15.9) 0 0o
Bl ' 5 (5.9 0 0 17 @07 1 (1.2) 0
API% 3 (3.5) 0 0 11 (13.4) 0 0
- 2EWEBIURESMMO®RE 0 '
mIE 5 (5.9 ] 0 9 (11.0) 1 (1.2) 0
3 ' 0 (11.8) 0 0 16 (19.5) 0 0
BER 7 (8.2) 0 0 5 (6.1) 0 0
. B ' 5 (5.9) 0 0 9 (1.0 0 0
T N T o
pleetes ] iy 1 am e v een T Es o
- BhEREES 0 0 0 22 (268 10 (122) 0
ReEoREEE B S AL o A
B AREER
IHEEABIURSANES
f5AIm
GhERmE
WHEER
K 2 — T —
FHEER = = —a st F—
PEREE, IS URHRRE
izl 23
ERBLURTREMRE 0 | | |
B 1 (1.2) 0 0 28 (34.1) 0 0
5 4 %)) 0 0 6 (7.3) 0 0
U ER R 2 (2.4) 0 0 6 (7.3) 0 0

10



B, AFIFECBWTHEEMER 8 6l (94%) . BEEOKREEE (@ﬂﬁi@&ﬁ?ﬁ
RIARAE., FEHIEIREGERE, SWAEE. BREES) 14) (12%) | #WREE (F75 - 4
L —EREEEE) 241 24%) | HFSEERES o §1 (106%) . FIRARMERERS 7 1 (8.2%) .1 Huigs
RBIE 1B (1.2%) . fhde - REEUpEiEAE 1 61 (1.2%) KU infusion reaction 1 #1 (1.2%)
WD NI, Eio, KBK - /NER - EEOTH. TEMEBRERS. DITKEEE. B8
BEREE (RAVEMIEMEBRS) | Bk, EEHEIE, ML - fiEE, 5 3ER, JDﬁ'ﬁ%
BEELRMEES (R Eﬂd‘*ﬁﬁ@“ﬁ”ﬁﬁfﬁ PR M, RIFERB:, MIRRERES) |
BREAEEER UV Bﬂ’bf.ﬁ?b*oto ARIWEAZBR R MRS (Eﬁﬁfffﬁﬁﬁﬁ%
FED) PEUCEHBRETT

QERAFSIIARE (KEYNOTE-590MB)

{LFERERBO R OIRIBTIR A 2ET - BFROBEEBE L WVT, HEESITAR]
BE370/3704 (100.0%) . 7 F EREE368/3704 (99.5%) O LI, BRI L ORRE
BRBETEARVWEEERIL, FREN364/3706] (984%) BRUB60/3706] (97.3%) IZF
» bz, VTR0 CRRAEEHSNULOBIERIZITRO L BY ThoT,

# sy PhHOBRCREREN %N EOEER (KEYNOTE-590 )  (RLSMEART M)

FBERRSEE (SOC: System Organ Class)

HEAFE (PT: Preferved Tenn) wE )

(MedDRA ver.23.0) AR 75 EHE

. : 3704 370 4

4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5

£REHER 364 (984) 261 (7050 9 (24) 360 (97.3) 248 (6700 S5 (1.4
CREBRGYVARBRE
C %m 143 (386) 46 (124) 0 162 (43.8) 54 (14.6) 0

A M Bkig fE 24 65 6 (1.8 0 28 (7.6 11 (3.0) 0

#F P ERIAE 9 (259) 53 (14.3) 0 83 (238 60 (16.2) 0

ISR AME © 25 (6.8) 5 (1.4) ] 33 (89 10 @D 0
CEBEUMEBRE e

B 33 789 2 (05) 0 25 (6.8) 0 0
TRMBEE e

PR IR 19 (5.0) 0 0 2 {05 0 0

PR BB AR IR T _ 38 (10.3) 0 0 22 (59 0 0
REEE

{mH 50  {13.5) 0 0 63 (1700 0 0

Fii 97 (262) 11 @O 1 @3 85 (2300 7 (19 o

Bl - 233 (63.0) 26  (7.0) 0 220 (595 24 (G.5) 0

0P 9% (25.9) 21 (57 0 93 (251) 14 (3.8) (]

MEn _ ‘ 110 (29.7) 23 (62 0 99 (268 18 (49) 0
- RERERIURSBEORE

Rt ‘ : 45 (122 12 (32) 0 35 (9.5 4 (LD 0

e 135 (365 23 (6.2) 0 107 (28.9) 20 (5.4) 0

e 43 (116 2 0.5) ) 38 (105 4 a.n 0

RO ZE 59 (159 12 (3.2) ] 65 (17.6) 13 (3.3) 0

11



B RIRSAHE (SOC: System Organ Class)

FLAFE (PT: Preferred Term) A O8)
(MedDRA ver.23.0} AR 7R
3707 37047
£ Grade Grade 3-4 Grade 5 £ Grade Grade 3-4 Grade 5
FRARBRTE L R,
FANGRUBT I FFLAT=F—EHM 18 (49) 3 (0.8) 0 1 GBI 2 (0.5 0
M Z L7 F =400 67 (&1) 5 (14) 0 70 (189) 1 ©.3 0
D s ER¥GRL 21 (7 7 (1.9 0 20 (54) 5 (1.4) 0
HhEREkS L 135 (365) 84 (22D 0 109 (29.5) 62 (16.8) 0
AR SR 61 (163 7 (1.9 0 56 (151 17 (4.6) 0
IR 43 (11.6) 4 (LE) 0 47 gz 8 (22 ]
SNk e 89  (24.1) 327 (8.6) 0 69 (186) 18 (4.9 0
RS KU o ' ' , o o
BRRMIR 145 (392 13 (3.5 0 19 (3220 16 @3 0
Jil=8i3 20 (54) 8 2.2) 0 16 (43) g8 (22 0
{4 U & AfufE 34 92) 17 (4.6) ] 41 (L1 19 D) 0
B /Ry ARE 20 BN 2 (0.5) 0 4 (38 31 08 0
B bV ¥ LiifE 32 (86 2 (G4 0 40 (108) 20  (54) 0
ERWE S
BT 4 (92) 0 0 32 (8.6) 0
FRE = 2 — ot 32 (@86 I (0.3) 32 (86 0
: FMMRY = o —n AF— 4 (9.2) 1 {0.3) 0 29 (1.8 1 (0.3) 0
TERIR, MOFRE S URIERE e
Leal b 40 (108) 0 0 33 89 0 o
g 20 (54 6 (16 1 {03) 0 0 0
'&mﬂxdﬁ?ﬂﬁﬁ%‘ o e e us A . e
B 51 (13.8) 0 0 39 (0.5) 0 0o
% DR 23 (6.2) 1 (0.3) ] 8 2.2) 0 0
15 29 (1.8) 0 0 I8 @9 1 (0.3 0

2B, AABEICRSWTHEEMESR 22 §l 59%) . KBBE - Bk - BEEOTH 20 4
(5.4%) . RUERFRK « FFA4 « ITHEEEIEE - IF4C - TR (LIEABE 2 45 6 (122%) | "BieEls
E (REEREEERAS., AREBRE) 18 5l 49%) . TRMAHEEEE 3 # (08%) . B
WRUMSRERESE 50 B (13.5%) . BIBFSREREE 4 41 (1.1%) . 1 BUBERR 1 B (0.3%) . #hzk -
FBCRAEREE 1 B (0.3%) . B 2 Bl (0.5%) . MRIEE (70« RU—JEERS) 2
1 (8.6%) H Uinfusion reaction 6 #l (1.6%) BB bhiz, Fi, REIBEL, BEEORE
BEE (hEMEREEFEMAE. RENTRERE, SFaM, EREES) | BEHENE,
DR, ERRMEESE (GRttm/ M DHESRE0RE, WilmttEm, FRIFHRe., EEhEE
%) | MEREAEEHEEZIGED bhikok, FARIERRRNITEESES (BES

BEERTEED) 2BUREFERETT.
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(A% - AE] .
$ﬁ®l$@%%@&%7W&ﬂﬁbt/\:V~VE/LiD AF 200 mg &
Q3W, 400 mg % 6 WBMMIMGE (LAF TQeW) &5, ) Xt 10mgkg (KE) % 218/
B (LT (Qawl &3, ) TERELEBEROARFOMBTPRENR I, €ORK
R, A4 400 mg & Q6W TEE L IzBROFFOEFREIZBIT B FHMFTHRE (BIF
[Cavgss] &5, ) 1, AH] 200 mg & Q3W TIRE-LIBED Copss LEBEIT 2 L FHIE
nie (THR) . £, AHl 400 mg & Q6W THRE LBOAFIOEFREIZR T &R
MmEREE (AT (Crxsl VY9, ) i% AH) 200 mg & Q3W THRELEEED Craxss &
g L TEEERT TS O0, BAABRBICEOTEFENHR I TV
% AR THAAEHK 10 mgkeg (RE) % Q2W TIRE LTZEED Cums & B U CTIEMAS
FTEFREShE (THR) . &bic, BERAEBEEZIRITAH] 400 mg & Q6W TH
5 L7 MSMETHESRER (KEYNOTE-555 380 X 078 b ZRHEIcES < Bmshe <5
A—FE, I b—a LD TRILEEERE S A—F LERELE (TR), Mz
T, BHOERICT AERRBREEICESE, FEOREER AP ITReHE L O
EERRETT SRERISTT NS S L, A4 200 mg & Q3W Xid 400 mg ZQ6W TH#
ELEBoRER L ANEIZRSM L OBBIC OV TR Sh /R, LEEomRE -
RAEOHTAEMER ESMIZHRLZR TRV EFRIE N,

# 6 FHOEDEB AT A—F

i - AR Crnax Cavg Chin Crnaxss Cavgss Coinss
! (ug/mL) {pg/mL) {pg/mL) {pg/mL) (ug/mL) {pg/mlL)
200 mg Q3W1 59.1 o219 181 92.8 S04 209
® (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 10.6 148 50.7 203
t '
400 mg Q6W (122, 124) (32.0,32.7) (104, 10.8) (146, 149) (50.1,51.3)" | (19.8,20.9)
400 mg Q6W 136.0 14.95
(ERE) | (135.6,136.4) NA (144, 15.4) NA . NA NA
220 144 119 428 279 197
:
10mghg Q2WT) (518, 223) (143, 145) (117, 121) {424, 433) (276, 282) (193, 200)

+:0n=2,993, 100 BD I = b—ia ik D BEHENSATHEOPRME (2.5%5,97.5%7) .

5% ORBMETRE, Coy : MERSROTHMHPRE, Cun: WERSE (F4 74 2 FEH) ORI
PRI, Coonss | EERIEITIN DREMISPIE, oo - ERRIBIC B 5 FHRMPIRE, Crins : EHRIER
B4 B RARMN PR
1 e S6PIDSHTTHIE (95%IEANE )
§ 41 BIOSITION (95%IBRRH)

NA : &ML

13




4, HEEIZOWT

FHORENET2BELDE - FEL. FHOREIZL Y EEREER LR LI
T 52 EBMERCD, LTOO~Q@DF X TEH I THRICBWTERT 5~
EThHB,

O HERizoWT

@1 FED (1) ~ ) DVFAPICHESTIRRTHS 2 L,

(1) EAEFBAEREET 55 ADRESILAFRS GRERTRS A BRGESILATI.
HuS A B BRI LA, I A BRI 2 &)

(2) FeiEREERRDT ,

() EWEFROEISEET 5O ARBRENA (BABICBIRERR. SABREY
AR, ARSI &)

(4) SARACHFEZERE L. SR CREDRE 1 XS L E50E 0 2
DRI %D BH £1T > TV D IR

(5) PIBMEIEERING EIME QMR ELEITR D EHE1T - T B R

-2 BB LFHER CBIEARRAR OXMISIC 4248058 & RRE OB (F&RO
VTRNICREE T D EN) . BRI ORFICETORROREE L LTREBESH
TWaHZE,

&

o EMAHFRER2ECHHMERET LEBISSEU LONABEORKRKIHES:
ToTWnAZE, 56, 2FELULEIZ. BAEYMRES L LrBRIEEFEOWEL
ToTWaZ L, '

s ERRIFREGRZEOMEMERZET L-RIC, HESaROBRARDRIEEEDS
EU L OHEFNBEOERETo TN I E,

o [EENGRITTUSE FOMEHERET LB FU EOBRKRBREF LTS Z &,
2B, 3FHU LI, WEBSBOXAERDREZ S OLHLERFEOBEKF
EBziToTWBH I &,

@ BNOERRZFTREEOEHIZONT

ERIFHEE I EET IEEESEB Sh, RSN OBRED, A - 22
MEIRLAEROSER CEMSICHT 5 HRML, FEERNTA L BEOHEEE,
EARFELNATOR B EHRESTNE T X,
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@ BER~DOFBIZ2NT
@-1 MERR (R BE S 5 B

MEMMERSEOERRBWERASRE LB, 24 RERIRHEERIOT, LR
EHERRRIZ BT, BELUZRERICE U TAREERY CT SORIER OEAITHER
REOKRPHEAPIZBLN, EHICHEFRRERNE- T L,

@2 BEHRAEEFIC L A EERMSIC T 5 E

RABFICHED B EPN 2B R TR E T 5 ERETEREERAT=F Y7
REDEERORY V) —=2 S BITOERIE L EREHE TS 5F — AEREH 2R
BERTWAZ &, 2B, BREEHEICOWT, BABEEFOFRRICHIICARIN T
BT, '

@-3 BIfER OB e MBI LT
C BMER (MEMRRERBICL, Kigk - NBK - BEEOTH., BIFEMZR - TAE - i
BYREREE - fiT5% - FRKHEIBE &, BHEETE (RMEHMEMNEBERSE, RREFRSE) . N
SWEE (TRERERES, PRREERE, BISHRERS). | BERRB. 58 RE
B - S RMRIE, Bk, BEEOREEE (PEMREEARMATE, RERRIRIERR.,
STGHIHE, JEFRAAL) | infusion reaction. JMZS - BHIEZS. EIERPEEME, FHEREE (X7
Vo SRR . UK. BEELLEEE (Rl MRBAEEEETR, Witk .
FREEBREE, EERRIERES) | MIRA ARG, #HE) LT, YEERLEBERE
BOBEMELETAENMEEE L @EIEROZELRRIICE L THREARUKEFZZITL
NAEGEHICHDZE) | HHLIOENRLER TEHEKEIES-THD I L,
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5. BB LiasBE
[(FanEicREd 5 51E]
O THREEETIBEIIBOT, FEOFHEPRIES LTV D,
v BAALEERIRBICHEE L-PD-L1BE" (CPS=10) ORIGEIRRTRERETT - BROR
BERFELRECSE (KAIEMEE)
o BRIO a A=F rBETEE L LT, JBFE4  PD-L1IHC 22C3 pharmDx (423 SBEBEL TS,
o ALEFREREORVIRIGEIRTEEETT - BRORERBE (FEl. SFURVBLRT5F
 DOERRE)
@ TREBRYTIBEFCHT IRFAORERERAL B SWTIE, AAIOFRMEDR
AN TR LT, RBEIORERGE 25N,
o FROFBRY: '

[Ze2tEiz B+ 5 EIH]
O FTRICEYTHIEEIC OV TIAR DB ENERL ENTWAZ b, #5570
AT

o AFIOBICH LIBEIEORIEREO H 5 BE
@ WBFEAMOTHMIZRB W TTFRICEY T2 BEFIC OV TIX, FFOHRG IR I,

DIBFRIUB D 2VEERITIR Y . MEICAHZEATLIZ L 2EBRTE 5,

 MEBEMFREROSHIBEFEOH S BE

o IHESRE CHERE LR 2 BHE R UNEENE O BT R IR R Y i 7%
LEOMTREEEREN A BIEBE

»  HOMAERBOSH, TEBMHALE L IXERMEOACAERACHEAEEDSH
hERE

o [EARBERE (ShiRBHEREEESt) OhSBRE

»  REOBRIIMEEATIEE

*  ECOG Performance Status 3-4 VDB

G2 BCOG @ Performance Status (PS)
Score | FEE
0 2 A {EhTE s, BAEMERL AFEERBEHRELITL S,
AR L EBRIR S N5 5, TR T, BIFEETE>C DR 5 & L3 T 5,
A BVETE, FEIEH
BITARECESOEOED O Z L I F R TAREEBEERTERN, BPD 50%Sl ki~ y FATHTY,
[Ronf-BE0OEOE O L LMTERY, BRO S0%ULEEZy FhHFTRET,
2By, BROFORY O L Ea TERY, BRIy FARTFTBRIT,

[

W

+
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6. BEZEBL TEE I REER
@ HACESCN X, BEREEEPRIT RS ES & FH ORI R NEERA

DI HITHEREHE+AICEBE L ThHrLERTZ L.

@ WBERLICES D, BEXIIFOFEBEIADERERIEEZHABBA L, REESET
hHRETEIE,
® ERBEWERD<TRT AL MIDOWT

»  FEMEMESERSHLLNIZLERHEO T, FROREIHT> T, FTTHE
% (BE, DRIREREE, kS ORSREUIEE X SREOCEES, BELT+
ST H T b, Efe, BEIECTHE CT, mMiF~—A—F0RELEMHS
A,

*  infusion reaction 233 B biBZ LAH B, infusion reaction D3FRH S BEIC
i1, EERABEITS &L LiIZ, ERBEET S E TREOREE-SIUERET
Bk,

e PRBMSEERETE. TEAMERERCRIERERESSLbRDIERHIOT,
ARFI O 5 BIAET R O S RIS I RN A WMEEERE (TSH, WHET3.
BET4, ACTH, MAF2F S —NEORE) 2FE/ETHZ L,

. BIERT. FIRA. FMSEIEE. TR, BB AR LN I LBHED
<, xﬂwﬁ$%%%&0&5%ﬁ¢mﬁ%mhﬁﬁﬁﬁﬁ(MH MITGW
AlP, BIALVEORIE) 2EETHZ L,

o BESEA (IEALRMIEEREREZET) SORERBEERH DD Z
ENHBDT, EHMNCIROREOFREHETIZ L, £, ROZBENED
LRIBAITI, EONCERBBLSR TN OBEEEETDI L,

o FHIOBEIZL Y, BEOHRERINIERTS LB X b Diks REBDRER
HobndZERDHD, BENRDLNHAITE, FRLUAFRIS UEM
B7REncE: & BB A IS ERD Ll U CESARERRET RV, IBEOSERIGIC
Y ARHWERBERDNAEEITIE. FAROKRE I, RUBIBEERLVEH)
OEEEREZEFETIZ L, BB, FIBRERNVE - OBRE LY BIEROLEER
2 LARVESIIE. BIERERNVE L USOREIHEIFIOBNGSET5 2
&, '

o BEHXRTH, BERLEIABBLTHLENERBPRRATAZLEH LD, &
ROBEETHETOEHERORIUCHSICERETAH T L,

o 1 BMERE (BUE | BRERBEED) BHbbh, ERENES T UR-UX
IZBHZEBHDHOT, OB, B, BHEOEROFBRCOLEED LRI+
EETAZ L, mﬁﬁrmﬁbht%Ahi&€&¢mb A R HHE
DR EEOBEHLRNEEITO Z L,

@ FHOEFRRICBNT, REHEND 9 BAMBR TEMMEOFMEITo Tz

L ERESEIT, AFRSPIEBOICESRE CHROMREITI L,
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REFEREETA T4 v
RoA7nY Xw7 (GEREFHEBRZ)
(BR5E4 : ¥4 bA—F 2i§#E 100 mg)

~ ¥~

ST 348 A (’%‘?D'ALEFESE i T)
B4 HEE
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1. [XLC&HIZ

EFRMOFLM: - REMORERODITIE, TS TESVWEEERERRRD bhB,
S DIT, ITEORERIFOERT LY . PuEESRES e L OB i R EIR GRS
:hi.’v FE, I BOEELZBEIONERBEITRET A 2 r‘:ﬁi‘ﬂﬁ@@%ﬁ& RoTRY, BRERME

T LU OREA IR 2016 CERE 28 4E 6 A 2 BEIEHRE) KBWTYH, BHEHERLED
Eﬁ@%ﬁmﬁﬁ%@é_&&énrméa

FORTEFBFESRRIL, SERERSREE T 7 7 A VHBEOEER L ALNIERD -
ERDHB, TOTD. AERTCTLMETAHERR-SEH T2 TOM, UEERD
BEZBCZTHIZ EAYFZINIBEITH L TERTS L B2, BWERARRE LB
MR EE & DI R —EOEG LM TERBE THERAT L BEETH
B

Liedio T, AHA FI71 Tl BRERSSINETIZELNTWHERESEY - §#
PHIRMCEDE, UTOEEROSEREREHEET BN LUEREMN, EXHFRUE
BEEART,

RIS, ABHA RIA 4, IS TEIE N EFERIEFEAA OIS, AR BAKSFIE
S, —WHEREA BARRRARIES R UGB B AZBEEOW A0S L e LT,

HELRDERR ¥4 M —F IR 100 mg (—RkE : NAT7 ) <7 (#

EFEZ))
ﬁﬁﬁm%mm% HHJ%ﬁ@fﬂ%/z@@hﬁ#OHmQPﬁ@imxmﬁﬁ
BRALE

WHEERARERVAR  MOMEMIEER E OGRIZBWT, BE., AR, 2a7
nl) vy (BEFEBRZ) & LT, 1E200mg % 3 EREEEY
i3 1 | 400 mg % 6 IBREEING C 30 2y AT CafgimE+ 5,
B3k AR 7 ¥ & MSD At




2. KEIOYH, ERKF

¥ A bA—FSREEHE 100 mg (—iR% : a7 )X+ (BiF#Hrz) . UT
[AF] &5, ) tX, PD-1"(programmed cell death-1) %DV A FTH2 PD-L1
BOPD-L2 L DG ZEHEBET S, t MEIgG4 &/ 7 u—FARETH D,

- PD-1 &B&IE T MR E B RSAE> bR 5 7o DIT RN AR A FI A % 2 5 5 Hl 1
AA v FC, PD-1 1L, BELRBIZBWNTEER T MROMBREIZRRAL, BER
BRSBTS ETER A RERSEREHT 5, Thbb, PD-1 Y FéfE
ATHEREVMEREECLZ VTPV ERZACHIET 2SR ETHD, PD-
Ll OEFHRZICBIT3RBTL TN THLNR, £ OBAMB T T Mo 20
2 B51E CRRCRER LTS, RAMRRICIIT S PD-L1 OEFEHRIT, FHOAME, R
BB, e, JRELUE. JE/ANEIAMIE Fokx RPATTFRERREFTHY ., BV
AFRLOBEBENREIN TS,
@ﬁ@ﬁh@ﬁﬁ%%ﬁ&ﬂMJ%ﬁwﬁ%%#BIDI&HMJ@?%@E%@
SEEREC BV TEERREEE S T L ATRSNTEY . HieaRABROEI L
LTHfFEIA TV,

A&liL, PD-1 & PD-L1 RUEPD-L2 D ) H v FORSEGEEET S - &L;D JE %
WRRE T OEESRAOMEESME T V2 BREE LS, FEEAEEBEML
T 52 & TCHIEESREHET 5,

ABO MR -5 GBEORBRISIC X 5 BIERS 25 bbb, BEXEES
CEDAEIRD B, RAOREPRUEERITE, BEOCREE ATV, BE
A IR, TR LRI U SRR R & R o E A &
LCEIBENBI TV, BECRERISC L5 EERREDN B HEICIL, BT
BHAAE HIDREEOBDRABET > BERD 5,



3. ERPRRKIE :
PD-L1 D FNT L ZFEESE D b ERIMRETER 7S5 2 (LT THER2] &

W, ) BEtEO R IIE R ILE ORI 21T o e =R BRRROEEE T T,

[F2hiE]
ERRERIEMAAERE (KEYNOTE-355 38R)
B - HRAEBICHT 225 OREREB O 2 W FE 2 RERM DD HER2 &
HOFMARIIIFRILBEDE 84741 (AN 7 HEET) ZREIT, AF) 200 mg
3 EAMME BLTF TQ3w) &5, ) BEHbEREY (FAvZ e gl OF
IFhaeZey)] L0d, ) RUANRTZF o, A7 Y FRRAREA7Y F3E
NV (TATIBEE) (LT Tab-"Z7 Y F %L W3, ) ) OHBHEEDH
MR UESMEN, 77 R HEEFE? (FAV IV RBINRTTF o, Ar
VZXENRidnab-s327 Y FHE0) ERtBeE LTRE SN, 28, BREM TR
BETHED bNEHBEIT, REREITEZRTEREBDONRVEOREMIZEEL
TW5BE T, RELEOEGFTM CEBETERD b2 ¥ THREOF S & #ksk
THZLATREE I, TEHMOEE IIEEEAFSR (LA TPFS] v, )
RUSAETFEHM & s, FFHEFHFREOHERFER T 7 R HE2EEO RS
LB LT, PD-L1 BBtE (CPS@210) B3 323 f] (AFRA 28 FlEEte) BT
PFS #ARBIERE L (R1EUXE]L) ,
*1 @ K 200mg Q3W & LAT {bEEE: (BEEMMBEE ZLICRIN) 26HLE [Fa
VHEY 1,000 mgm? R RANARTFF 2 AUC2mg * min/mL S E (1 =—A 21 R
M, &#=2—20 1, §HBITHEE) | A7V FFEA0mgm® (1 =—2 28 A/, &
a—Z@M 1, 8§, 15 ABIEE) Xiknab-s<7 Y # %/ 100 mgm? (1 =—A 28 B
M. f=—2m 1, 8, 15 BRIEHRE) ]
*2: 7 7E QAW LLUTOERE (EYEEMBRBREZLICER) 26RALE [(Fay
# B 1,000 mg/m? RSB ART T F 0 AUC 2 mg - mi/mL Y E (1 =—2X 21 B
M, &#=—2A0 1, SRBEKRES) . A2V FXEAL0mg/m? (1 23— 28 AR, &
a—2M 1, 8, 15 B EIHE) XL nab-32 U & 3%E/L 100 mg/m? (1 2—2 28 |
M, a—2xo0 1, 8, 15 BBIZ®RE) ],
*3: PD-L1 #FIR LRk (BFEER, v7o0r77—URUY V58 2REEAR
HTREL, 100 #FELCE



#1 HERE (KEYNOTE-355 BBk, PD-L1 Bt (CPS=10) DEE)

AH +bFEE 75 R+ LR
(220 1) (103 )
pyufiE (A1 9.7 5.6
(95%CID) (7.6, 11.3) (5.3,7.5)
PFS™ NP— R 0.65
(95%CI) (0.49, 0.86) -
P ff* 0.0012

CI: {EHXME. *1: RjECIST HAFSA 2 11 RICES S ERTMIIAPRYE, *2 : BRI Cox HHl

AP —FEFAICE BT TR HLERE & OB,
) 0.00411

at risk¥¥

3. @Hla X T oy RE, BEAXE (B

s EFAOME QIWH LR
e TS GRS

o 3

6 9 12 15 18 21 24 27 30 33 36

REREFRRA]

FH200mg AWHLERE 220173122 96 63 52 44 37 25 12 5 0 O

ISR HEERGE

103 80 41 30 18 15 12 8 8 7 3 1 O

1 PFS o Kaplan-Meier fi# (KEYNOTE-355 38, PD-L1 BB (CPS=10) DHE)




[Z2t]

B4R EMAERER (KEYNOTE-355 3Ek)

PD-L1 Bt (CPSZ10) OBFIZEKITDREMANTXIRF 219 FlicBNT, FEFSR
WEAEIDFRAE 216/219 B (98.6%) . {RZAFRERE 1007103 1) (97.1%) IZREB® LU, AR
ELORRBESLETETERVWASTFERIZ, TnEh 212219 ] (96.8%) KT 97/103
Bl (942%) IZRD N, WTNLOBETREHEN SUE LOBIERIITRD LB
ThoTr, '

#2 TR AOHETRENSN 5% EOBIER (KEYNOTE-355 i)  (Z2&tERAr shadiE)

BERXRAB (SOC: System Organ Class) 0
#AEE (PT: Preferred Tenn) HHIGE AR S[oc 375
{MedDRA ver.22.1) : 219 4 1034
£ Grade Grade 3-4 Grade 5 4 Grade Grade 34 Grade 5
2HIER 212 (96.8) 155 (70.8) 2 (0.9 97 (942) 67 (650) 0
MR LY GRS o R o
'ﬁmm 107 (489) 36  (16.4) 0 48 (46.6) 13 ) '(1'2".'6)' —_—
B ERIR A E 41 (187 25  (11.4) 0 2 @14 1 oD 0
HFPRRIEAE 87 (397} 68  (3L1) 0 40 (388 31 (30.1) 0
R E 4 (18n 19 @n 0 22 (214 16 (155) 0
IR BRI T 9 178 2 (09) 0 209 0 0
R 2 (146 1 (05 0 15 (14.6) 0 0
TH 48 (219 2 (0.9 0 0 ©9en 3 @29 0
i [ =Y 11 (5.0) 0 0 6  (58) 0 0
Bl 90  {41.1) 5 (2.3) 0 39 (37H 1 .0 0
ul 17 (7.8) 0 0 7 (6.8) 0 0
(145 4  (201) 6 (2.0 0 0 @7 3 @29 0
'fﬂét"-'égjlﬁ%n‘aiwﬁé%ﬂftwﬂﬁm' B . Lo
wng N 3](]42) e .(.0_..5).......... CE e 0o .
W 64 (292) 6 2.7 0 22 (214 3 (29 0
L3N 12 (59) 1 (0.5) 0 (6.8) 0 0
AR PR AR 11 (59 0 0 4 (9 0 0
gL 22 (100 1 {0.5) 0 0 @ 1 09 0
FS=wT RS ATz T—EHEM 47 (215) 16  (13) 0 17 (165 5 (49) 0
TANFHLRET I FFLATF—FMM 39 (178 9 @D 0 15 (46 3 (29 0
AT AH Y TR T 75 —EHM 9 @) 0 0 7 68 1 (00 0
PG 52 (237 41 (187 0 20 (194 15 (14.6) 0
M RESER 41 (187 19 (3.7 0 4 (36 9 (&7 0
B 12 (5.5 ] 0.5) ] 3 (2.9) 1 (1.0} 0
B RS 39 (178 21 9.6) 0 20 (194 13 (126 0
_'Tﬁﬁiﬁiv%iﬁﬁﬁl ............. 7 AL <o RN TR s e
e | W e "'(o.sj ....... S = (97) o S




SPERIKSYE (SOC: System Organ Class)

% (%)

HAEE (PT: Preferred Term) AFAGF R e
(MedDRA ver.22,1} 219 103 4
. # Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5
CERRRBLURAMBREE R
R 5 (114 4 (18 0 9 @7 1 (1.0 0
b 15 (6.8) 0 0 9 @7 1 (1.0 0
RETR a6 o 0 100 0 0
it} 18 68 1 0.5) 0 8 (7.8) 0 0
S = e /ST 5 (14 2 ©.9) 0 17 Q65 17 (L0) 0
FAEMIE = 2 — 0 8F— 17 a8 L2 ©.9) 0 2 19" 0 0
v, mnz;v@tmﬁ% . ST T SR e
P 14 (64) 0 0 ) o 0
EmsromTesms
e %6 @47 2 (09) 0 w7 @59 2 (9 0
Z IR 16 (7.3) ] (0.5) 0 8 (7.8 0 0
3875 36 (164) 2 ©.9) 0 oo 0 0
BEK EFER S 11 (5.0) 2 (0.9) 0 2 (1.9) 0 0

B, AEEARICIOCEEMERESR 3 41 (14%) . XB% - /B - EEOTH 5
(23%) . HEEE (X7 - NU—EERE) 256 (114%) . BIEFE - RS - iFiee
B - BT - TEILMERRE ZE 65 B (29.7%) | FRIRMBHEAEREE 43 41 (19.6%) . BIEFMkEEREE 2
Bl (0.9%) . BHEEE (RMTMEMLER, ARESHES) 2 4 (09%) . BE 1 #
(0.5%) . Fhs - WBCAHFREAREE 1 ) (0.5%) . BM#e - BMEEZE 1 1 (0.5%) . SEHRE 1 Fl
(0.5%) . OfiEZs 14 (0.5%) K TP infusion reactionl0 il (4.6%) MBIz, £, BE
ORBEE (PEEREBERE, REEEREER, SWOE, BRERS) | TEE
WAERRE, 1 BUERS, EEGENE. BRROKES CuRtE iU MURD DR, YEm ik
Al REHS, BEARES) | DRAMERERUEZIRD bhAhot, RBIEMA
RIDARIIBREES (BEREERELED) 2 EDENERETT,



[Fi¥: - BE]
AHOBEREHBEETAEZRA LY I 2 V—a ik, KH200 mgQ3wW,
400 mgZF6MHRR (LT Q6W! &35, ) XiX10 mgkg (FE) Z2BRME GLTF
TQw] &5, ) THRELZEOXRFOMBPRERRE SN, FORR, &
400 mgF QW TG LIROFEIOEHIRBICE T 2 EHMBFFIRE UUT Cugssl
EWVS, ) iE, AFN200 mgE QW TERE LEBEOCh 2 BElT 2 L FHlEhE (F
£) . Ffe, AH400 mgE QoW THRE LEROAFOEHIRBILB T 2R B MG ERE
. (LT TCuaxss] &V¥9,. )} 1E, AHI200 mg®Q3IW THRE LB D Craxss & HlE L TR
EFTETFREREbOO, BFRABEICBWTERESHER STV A - ART
HHAEKI0 mgkg (EE) 2QWTERE LIEBEOCunsd LB L TIEREZRT L FHl S
nie (TR . &b, BAEREEBRE 2 HRITKA400 mgk QoW TRE L 1B/ 51
PR (KEYNOTE-5558E) LV EOhAEERARIESSEYEE T A -3, &
La2l—va XV FRILEEGBE ST A—F LENLE (TR) . WA T, 8%
OEMEICBT 2 BRRRARICE ST, FRORER L FENIIZeE L OBEL R
T BARBRISTFNAVAEBESN, AF200 mgEQIWXIT400 mek QEWTHRE Ll
DIRGEE L A ITREMN & OB#EIz O WWTRE AN EER, FRORE - BEOB
THMERUCEZESEICHARER T2V L TRIZNE,

# 3 FHRORYEE 7 A —F

BEBE | Gomi) | Gumd | Gemd | Gemd | Goa) | e
200 mg Q3W1 (58.55?;9.7) (27.27?'298.1} (17.18?.118.3) (91 .97?'984. 1) (49.58(,)'; 1.0) (30.?5?'3?1 4)
400 mg Q5W! (12;,2?24) (32.%??2.7) (10.1;(,)'16 0.8) (14115??49) (50.51?'; 1.3) (19.28?30.9)
40(%;1%6)“, (1 3512610 _:6.4) NA a 4_1:, '?55_4) NA NA NA
10mghkg Q2W! | (o 2,2223) ( 145‘:45) a 1;1 ) - (422,2333) (272,7232) (19;?200)

T:n=2993, 100 ED¥ I al—iaArl D EHShSMEMEOPRIE (2.5%5, 97.5%A) . Crux: HIEHRE
BORBMIEPRE, Cop: VERSEOEHMFEFRE, Cu: MERESE (V4270 2 255D OoREMEDHE
E\ Crnaxss ﬁﬁﬁmﬁ;cﬁljéﬁﬁm?ﬂﬁ:q:iﬁg\ Cn\'g,ss : ﬁ:’?ﬁ'%ﬁ@:ﬁij’éxﬁiﬁﬂ?ﬁcpiﬁﬁ. Cmin,ss : Hﬂ:yﬁ?:b&ﬁg}:?s"j'
ARIEMTFPIRE

T : 56 FIOBITERME (95%EHREM)

§: 41 PIOERMTESHE (95%FIFRM)

Na: 4L



4, RRRIZDOINT

FRIOREET 2 BEEZRW - FEL. FAROREIZ LV EELEWERERA LIZE
ZHRET 52 & BNERD, LTOO~@0T_RTEMLTHRICBOTERT LI E
Th3B,

@ HERiTOVWT

D-1 FTiEo (1) ~ (5) OWTHNIRYTIMRTHDZ &,

() EAFBKENBET 2 BALEESENSRERS (EHEF RS A S REEIL AR,
HEHS A BRI, S AR R &)

(2) HFEREERb

@)ﬁLﬁﬁﬂ$mﬁET5mh%ﬁﬁﬁr&(#h SROEISIEERbT. AR
WAk, S A RREREEHEE R &)

@)ﬂ%&%ﬁ%ﬁ&%ﬁb\%%@%M%ﬁ%@%ﬁlxiﬂ%ﬁﬁk%ﬁ& SR 2 O
HERRBHE AR B R 21T > TV SRR

(5) FEMIBEERINFEEMAEOHREEICR D BHZTT > TV 5k

@2 HROCHEERCE {’Eﬁi%ﬁﬂﬂmﬁmﬁ-ﬁfme&&;‘&Eﬁ%ﬁo@ﬁ (T
THMIZEYT 5 EM 2, YRR OFFICETIRROBRMEE L LTRBESI TV
&,

=

. ERIREE 2 EOTETHEAET LRIz 5 L OB AIERROBKRTHE 21T >
TWBZE, 95, 2FEL LR, BAEYEEEEE LEBREEFZOWEEZIT- T
WAk,

o [EEMRETEUSE 2 EOTEIMERET Li-%ic S ELL EOIHE @ﬁsb%ﬁ&%‘*h‘%
SEREE OBRFIHEZIT> T\ B Z &,

@ BREACEKREREBEOKRICONT

E I T A BEENEE Sh, REESEN O OFHRED, ARt - etk
SEFHFROTRRVEMSIIN T D EMREMt, AEFRLRE LIHE ORENRE. &
#ﬁ@#?”bﬂé@ﬁ#%ofwé &, g



@ BUWER~OHIGIZONT

®@-1 JEREHICEET 2 B
MEMMREBEOEELBERNRE LT, 24 BREZRIEEOT, YZEERY
IREESHERRIZ BT, BERLEBWERIZS CTAREERE W CT E0RIERAOENNZMNEL

REORERBY BPIBLN, BELICHIGTRLEHNE-TWAZ &,

@2 EREFEECLIFTEBERNSCETZEMLF

BABFICHEDL 2 BB VEEE T T2 EREFESEHVERE=4 1) 7
EEDEEFERORS Y —= 0 FEITVERE L FRELG TE 35— AEREHPE
BENTWBZ &, B, BEEHIIOWT, BARE L FOFEIHMNIATENTNS
L,

@-3 BHEROBE-CHINICE LT

BHER (MEMMREACIA, RIEL - NBE - EEO TR, BUEMEL - FFR% - T
BERERRSE - ATk - B{LMEIRE R, BHRERET (RUETMEETL. AREBRS) .|
NOWHEE (FTEAEEEE, FIRIMEREEE, BIT#ERS)  138RRBE. 525
fEe, M7 - BRBUGRIARE, BER. BEOKBERE (PHEMAEREICRME, K&
IRARAERRE, ZTHIEE, JRKEEY) | infusionreaction, FMZE - BRI, BHEMEE.
WIREE (¥7 0 - NU—ERBE) | Lk, EERLEREE (GEER/RED
PSR, WA, FRIFEE. EEREES) | ARARERE. BE%) 8L
T, YRERULEMEREEOHMM2 T T3 EMEEE L EHEROZECXRIZE
LTHEBERUZEEZ T ONAEMIH L2 &) BEHICEEZNENR T 2 HH 18-
TWaZ &,

10



5, EMRLLLHBAE

[H iz BId 2 HIH]

D BH - ERLBICHT 525 EONISREDS PDL it (CPSZ10) OFAE
VEREEN D HER2 BHEORFAENIIBRILBRE BT, F& L3R
B (FAVEFECYRPANKTTF 0, R7 ) Z 5B nab-37 U &# %E/0)
L OFRREOEDMERF I TS,
728, CPS BT AAKAID 2 =3 BRI E LT, BRFE4A : PD-L1 IHC 22C3
pharmDx [# 2] BAERIHL T3, ' '

@ TRICHST 3 BB T3 AADR S R OBAFEIT OV TL, ARIOAER
WIS TBLT, ARIORERE L 25731,

+ O THEFOBEIEDRFR S TORV-UOTERMEREEH & O AR E
«  fiRT - IESEDIRIE

(&t 5 FE]

) Tﬂhuéf&ﬁ%kowfﬂﬁﬂwﬂﬁﬂwukéﬂfwé b, 5%
Thinz k,
« AFIORGR BBUE DB D i 5 B

@ HBBRAMOFMICBWTTRIEZRETI2BF L2V TR, AfloRSEFH#REINAR
VA, OBERREREARVESICIBY . HErANEEATI I L EERTE
- B,
- FHEMRBOAHIIEIBEFEOHDBE
o MEEHERE THER LD 5 BE R UTEE: O BRIt - R YU R S O
W SEME AR b B
+  HEREEROSH., XTEENLE LIIBREEOH ABRBORFREDH
Yt
- BEBHE ELSMRBHEREE) OhDRE
o ORI IIEEF T HAE
«  ECOG Performance Status 3-4 ®V @B

(1)

ECOQG @ Performance Status (PS)

Score

et 3

0

2L MU ERTES, BEMLAL A HAESHRR2<ITLS.

BRI LISBILBIIR S5, SITAET, BIERTE-> ToERRIT I DL 0E 5,
B - BRI ISR

FHEFARETHIDHEOEY O & 3T ATAEEAERR TSR, APO S0%E LR~y FATE DY,

wlwlw| =

BN HAOEFOE DO E LACERY, BND 0% E2 <y FFFCBRIT.

2By, BAORFOEY O LA TERV. BRE~y FAHFOEST.

11




o

BREIZEBLTHETNEHIF

MY TES ML, MEHEREERBET 2ERSIZES 2 AR ORMER USEE
EROI-DIBERERE+OBRLTHhERT S s, '
BPEBRMRIZSESI b, BELZORRICEMERVERMEL TSHAL, RES
BThbLBETIZ L,

ERBEWEADO-R YA MT2NT

MEEMERRL LN LBHEOT, RKROBREIZHT- - Tik., MHER
AR, RREEE, B OMSRE TR X BREOEES, BEL ST
HZ &, Eie, BEIGUTHEHCT, MF~—r—S0REFERTI L,
infusion reaction 3% H N5 Z L 233H B, infusion reaction BFRH LNTIBAIZIE, B
e #1T 5 & & biz, ERVPEET 2 ETREOREE+SICBETLIZ L,

FRIEREESE, TEARERERUVRIBTHERERLLDNIZ LBH DD T,
AF D ERMAFT R R SR P BRI oW (TSH, 8 T3, Lk
T4, ACTH, i aiF Y —AEORE) 2ERETHI L, .

BUERTLR, FFAL, FEREE, Fi, BLEREARSL LRI LBH IO T,
AF| O ERBATR OB S PR EROICH#EERE (AST, ALT, y-GTP, Al-P,
EIAECFEORIE) ERTHI L,

SEIER (WEBRECIILEERGREZEL) SOEEBRREERbOONAZ L |
BHZOT, EHNOCIROEFOFBEHETHZ L, -, RORESHEDLN
EEAIE, BN ERBEEZER T IBERFRETA L, '

FRNOFTEIZLY, BEORERIGICHER TS LEX b is REBSHRENRD
EPNDZ LBEHD, EEBRRDONHEITE., BRLAFRITECEMBAR
GGk & R B RO [ERT & il L THEERERNRKEZITV., BECRERIGIZL BE!
TERBEDLN B HEICIE, FHIOKREIZPIE, RUBBEERALVE A AlORES
PEBTHZEL, B, BIIBREFATLOBRSIZEVEERORENRD b
WEEIZE, BIBRREFNVEVUNOEENFIBIOBMNLERT LI L,
BERTH, B0BR» OBV ARB L THHEHWERANRRRTIZLRHID, &
B4 THRIZLRAERA ORI +SITERTH Z &, _

1 BRI (BUE | BIERFEZ ST Bbobh, ERBES hT Y F— R 2ES
ZERHAHOT, BB, Bl EHEOEROBRCOIEEDO LR I+SEETS
T &, 1 BBRRAREDN AR EE T L, A >R Y VRRIOBREEOE
RAMBEITH Z &

ﬁﬁ@ﬁﬁ%ﬁ;kwr mwmnEwsﬁﬁrmﬁﬁﬁﬁ#B24!&?@8@%
&, LU BEIO1FEMIZ BRI LT, 0% 12 BRI L IESEOFEE
ToTWEZ LESEIL, FRREFILEHNICEHBRE CHROMEREITI L,
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REfEREET A FF A
Rr7nl) Xv7 (BIZFHEBZ)
(BRFE4 : ¥4 PA—F RIE#HIE 100 mg)
~FEEH~

SM3E12 A (FFf44E8 AKET)
JEAE A

2% 10




B

FU®IZ

AR DM, 1EREF

)i A (e AN
BEXIRLRDBE
BREBELTEET TR

A S o A

P2
P3
P4
P10
P12
P13



1. ¥

EEROAE - ZEEOHEROT-OITIL, FAESICE S EERERBRD bha,
E B, TFEORFEMOERI LY, FFRESRR OSSR ER S ERERE
NAPT, ZNLOEEDEFRIOVEZBEITIRINT 5 2 L PSSR0 L - TR Y., REME
EE L UEEOEA 2016 (ERL 28 £ 6 B 2 RS E) BV Th, EFNEEMNED
FEROEEMEEEZRDZ & L IhT 3, '
FHUEFIFFERML. SBERSRENT 07 7 A VOBEOBRRS L LN RRD
EWBbD, Ok, FEHERUEZEMIIETAERS+LDER T TOM, YEEELD
BEEERTDZ PG INIBFTH L TEATS L L bIC, BHERXRER LB
MBI E LD EBFELR OB WA TERMECERTA Z LREETH
B -
LIeH o T, FZHA FTA TR, ABEECINETRER/RLONLTWHERZESEN - B
FRRMICESE, UTOEEGORERFERZHET IRV OLEREYR, BXHFRUHE
EWEETT, :

R, BHA RT3, MSHATERE N EREREFRERR S, sk kA A AERARIE
B, —HHENEA B ARERARESROASHTEA BARARBEFS0OB 0 & 1R
Lz,

AL ARBEER ¥ A M—F REHHE 100 mg (—ik4 : AT o ) X+ (#
EFHME L) )
HELROIFEDE : BALERERITEE L RTERET - BROTFERE
HREGFRERVHAE : Lo AF =7 AVABEEOFRAIZBNT, B%. RARIE.
Ra7r) X< (BEFHEBERLZ) LT, 1EH 200mgk 3380
FfRXiE 1 [E 400 mg% 6 WRERET 30 ST TREEF#EET
B, .
2% BR ¥ F . MSDERRASH
(B%&) '
LV ER AT BN 4 mg, RATENL 10 mg (—A : LI AF=TAUNNERR) ©
PRENEIPR, AERCHE
THRESIIZER « BAALFERIRRIEE LR iERIET - BROTERE
RERVAER : ATV r ) X7 (BEFHEEZ) offRAIZBWT, B, A
WL A_AF=7E LTI B 1 E20 mg 2085712, 28, &
HOREIZ LY BEERET S,




2. Kﬂwﬁﬁ\ﬁﬁﬁﬁ
FA M—F BFEHE 100 mg (—RA : RAT R Y X< (BEFABRZ) |

Fﬁﬂjewoo)ﬁ\mn(m@mmwwnmmu)e%wJﬂ/%T%éPDm
EUPD-L2 & OFESETHEERETS, & ME1gGE T/ 7 u—FAHETHA,

PD-1 BRI T MRS REARMIE A & 360 B 7o I 2 AMIIA DS FI A B 22 sa s 4
AA v F T, PD-1i%, ERERRBIZRWTEERE T MlloMizRkmcEE L, BCA
BRGSO ASENTRR R RERIG 2 HIET 5, Th2bb, PD-1 XV H FefE
BTAILICEVRESEKC LAY S INMEERAIEIETAZEETHD, PD-
Ll OEFEZC BT DRFRITDLTHTHER, £ OBAMBETHE THROBE &M
ZBIEEBEICRRE LTS, BAMISICIITS PD-Ll OEKEIL. BHRSE, B
. FFHfafE. JREE. FE/VBRATEZ: & Offe BRATFEAREFTHY, i
AFREORBEIHREIRTWS,

WO WA DERREG T & PD-L1 FEROMBMD S, PD-1 & PD-L1 DEBEIMEE D
FREERICR VW TERERREZE D Z L RTRENTEY, FZRBABEOERE
LTEHFFEh T3, _

AFi%, PD-1 & PD-L1 RU'PD-L2 DMWY H v FOFEEMAET L2 LIy, B
WO NBETOIERMFRAMMBEENE T Vo BREER LS, HBESZEBEEML
T35 L THRERSIREHET D,

ARNIOVERSF I ES BEORERSICL ZBHERS RS b, EEXIIFEE
WELAREERH D, FROREPRUBEEIIZ, BHEOARE LTV, BE
REDONEEAKE, BRULBERIOG CEMNRER EBRBREFOEM & B
L CEE R ERRZ R 21TV, BEORERINCLIRERSELNAZGEIZ. BIT
EEANVE L ROREEOENZAEEITILERD S,



3. ERIREGEK ‘
BAALEEERICIBE L R YBRee 1T - BEROFEHREORRRICGHEZT o7

T B BR DB T,

[A7nit]

EEALRIE MRS (KEYNOTE-775,/E7080-309 3\E)
77 F T A ML RRER O b 5 YRR RERELT - BROTEREAE 827 #
(BAAN 104 G122 T) ZRHUC, AH)200mg 3 BRIMR CLF rQ3wy &5, )

BELLAF=T 20mg 1 B | BEREOHERE CUF RA/ LoiF=7] &

Wi, ) OFPMERCEEMERN, EEE (FR AT 7 ) E5EL) &

WNEBELTRNEN:, TETMERIZ24EEHE (UTF fos] 25, ) RUE

BEAFHE BT PFS) 03, ) E&h, AR/ Vv AF=T 1L, bRk e

WL TOS RUPFS 2B BICER LAY (F1. H1EUVE2) .

1 BA3ERE (KEYNOTE-775,7E7080-309 3§
EE/ L SF =N (L EEREIERE
(411 1) (416 1)
afE [A] 18.3 11.4
(95% CI) (15.2,20.5) (10.5, 12.9)
0§ A= R 0.62
(95% CI} (0.51, 0.75) -
P s <0.0001
ol [A ] 7.2 3.8
(95% CI) (5.7, 7.6} (3.6,4.2)
PF§* " AP R 0.56
(95% CI) (0.47, 0.66) -
P fE" <0.0001

CI: {EIERRI, *1 : AH 200 mg % Q3W, L AF=720mg (BA) %1 B | ETEELE,
¥ FEFYAMEYY 0mg/m? % Q3W, NI 7 Y #FEN O0mgm? ZH=—2 (12— 28R
B) 1, SECNISBBEICIRE LT, *3:20204E 10 B 26 BF—4#F v v A7, *4: @B Cox it
FlAPm FEFAC L BIEHE (REVYAESVIEAZ Y F3EL) Lok, *5: BRn
J'F v PRIE. *6 : RECIST HA FJF 4 2 L1 ARICES < S TS ey E



100 1

90 A
80 4 \‘H‘xﬁ
70 - L™

& 60 - A '
50 1 \\k
‘.I-E‘|-4O-. : “‘H\.,_;

30 - T
20 . I VTS RO
10 “ — R 200mEg QIW BRULYAFZS

| ———

0 3 6 9 12 % 18 21 24 27

ot risk 47 (]

FF200mg W RU '
) 411 383 337 282 198 136 81 40 7
{EEEx 416 373 300 228 138 80 40 11 3 0

1 OS @ Kaplan-Meier Bi##t (KEYNOTE-775,E7080-309 3§)

100 - - . -
Q0 - ‘ — EE0ME QAW RULVINF=D

80_ s s s { R
270]
5&}60-_
& 50
%40“_
3 30 -

20

10 -

0 T T T T T T T T
0 3 6 9 12 15 18 21 24
i
at riskﬁ ll\\gtméﬁmﬁ [ﬁ] ‘

AH1200mg QW RU '
LYNFE=T 411 316 202 144 86 56 43 17 6
{LFEEE 416 214 95 42 18 10 4 1 1

2 PFS ® Kaplan-Meier Ei# (KEYNOTE-775,£7080-300 3382)




[Zet]

EpRiL RIS MFE3ER (KEYNOTE-775,/E7080-309 2AER)

HEBEGIIFF/ V3T =78 405/406 ] (99.8%) . {LFEIERE 386/388 1 (99.5%)
wEboh, BRELOEREEATETERVWEEERIZ, 2150 395406 4
v (97.3%) RUR364/388 ] (93.8%) IZER®D b, WTRMOBETREZAMN %LU ED

S EWERIIRITROERBY Thote,

F2 WPhHORCRAR S 5% EORIER (KEYNOTE-775,/E7080-309 B (2K sHEME)

#EBEANKZE (s0C

Hm

(0.3)

System Organ Class) i (%)
EA® (PT Prefored R L2 = TR e minn

(MedDRA ver.23.1} 406 %1 388 £

% Grade Grade 3-4 Grade § 4 Grade - Grade 3-4 Grade 5
LRIEM 395 (97.3) 314 (77.3) 6 (1.5) 364 (93.8) 230 (593) 9 (2.3)
RBRITY vooREE ,
R 57 (40 8 0) 0 150 (387 45 (11.6) 0
BB AT PR 1 02) 1 0.2) 0 21 (5.4) 21 (5.4) 0
A Bk E 20 (4.9) 0 0 48 (12.4) 27 (7.0) 0
U BRI SE 15 3.7 2 ©.5 0 26 6.7 11 (2.8 0
HF P ERIERAFE A (5.9} 4, (L0 0 129 (33.2) 926 4.7 0
SRR 33 8.1 4 (1.0 0 22 (5.7 4 (1.0) 0
AR IR A oA 2 (i03) 1.0 0 1 ©.3) 0 0
BB IEIE T 222 (54.7) 1.0) 0 0 0 0
wE 3 @4 4 (0 0 3 G4 0 0
Lot 29 a.n 0 0 12 (1) 0 0
& 36 (3.9 0 0 53 (137 0 0
T 171 @21) 26 (64) 0 2 (108 3 ©.8) )
a7 ] 34 84) 0 0 10 (2.6) 0 0
LN 158 (389 12 (3.0) 0 157 (40.5) 4 (1.0) 0
P, 70 172 & . @0 0 46 (11.9) 2 ©.5) 0
WE i o8 @41) 10 (2.5 0 60  (15.5) 7 (1.8) 0
55&7§§ﬁ%3$0&5Wﬁ5ﬁ$ R : I o SRR uhe.” SRR

$HEITE 76 (18.7) 17 4.2 0 % (19.6). 9 '('2;3) ' o
W 13 @718 15 G0 0 92 @3N 12 (3.1 0
B D g 47 1me 6 (5. 0 35 9.0) 3 {0.8) 0
R 26 (6.4) | {0.2) 0 4 (1.0) 0 0
mAHE o L
;j;_‘fégm/ BZUA 6 (63 12 (0 0 14 (36) 2 (0.5) 0
7 L F—EHm 22 (5.4) 6 (L9 0 1 ©.3) 0 0
;;;;7:;1%;;”/ P asy 12 oo 0 12 30 2 (0.5) 0
_{hﬁl@;m VERATTE oy ©n 4 (10 0 5 1.3) 2 (0.5) 0
o o R R s LR 42 (103) 0 o \ 0 0



BEAMNAXZE (s0C
System Organ Class)
#H & # ( PT: Preferred

g (%)

oawwE

S ILE

249

.(6V1 3) .

s

Term) AH VAT =T {LEEPREETE
(MedDRA ver.23.1) 406 5l 388
£ Grade Grade 34 Grade 5 £ Grade Grade 3-4 Grade 5
Y AL 36 (8.9) 20 (4.9) 0 2 0.5) ) 0.3) 0
Y SRR 10 {2.5) 3 0.7 0 23 (5.9 14 (3.6) 0
FPRREGR A 17 4.2) 7 (LN 0 93 (24.0) 82 21.1) 0
AN 85 44 (10.8) 7 (L7 0 20 (5.2) 3 {0.8) 0
{E R 91 (22.4) 25 (6.2) 0 7 (1.8) 0 0
B i ER i 15 (3.7 4 {1.0) 0 60 (155 41 (10.6) 0
m&m;rﬁ%ﬂﬁ% ‘
SRR 151 (372} 24 (59) 0 65 (163 0 0
LY 2R R 23 6D 2 (0.5) 0 1 (©.3) 0 0
Ee 73y AE 9 (9.6) 3 (0.7 0 12 B! 0
ﬁﬁﬁ%%hluﬁ%ﬁﬂﬁeﬁ% R R e ‘ .
B T
TSk ] 54 (13.3) 3 0.7 13 (3.4
VAT 21 (5.2) 4 (1.0 0 9 23
CWERIEE
s . 5 05 ; . . oy R
b 55 (13.5) 1 0.2) 0 14 (3.6) 0
Fitk = o —m i F— 9 2.2) 0 0 22 .7 1 ©.3) 0
CRREUREEE
BER 105 (59 17 42 o 4 a® o 0
W&%ﬁ:ﬂ@&ﬂfanﬁﬁémsﬁﬁ | LIt o
ROpECHEE R 5 T e T
g XNl ) 26 64 0 ‘ 7 (1.8) 0
&rﬁ:&ma&ﬂaﬁtﬁtﬁ B e
e = o P a— ; e e e
gﬁ% RERFAETS o (20.7) 11 @7 0 3 (0.8) 0 0
# 9 FEAE 29 (7.1) 0 0 7 (1.8) 0
R 50 (12.3) 2 (©.5) 0 6 (1.5) 0 . 0

RB, FEoNAFoTREBOCEREEREA S F (12%) . KB - /MK - &
EOTH 506 (123%) . EEOKEEE (Pt EERiuE, KEMEIREGER,
ZWHE, ERBEES) 4 # (1.0%) ., HWEEE (¥F7 2 - SU—EFEHES) 9 F

(2.2%) . BUERFR - FFAZL - FAHEREREE - AT4R - TR(EMEARE R 109 41 (26.8%) . F
AR REREE 237 ] (584%) . TEREKRERE 2 # (05%) . BIFEEESE 4 §

(1.0%) . 1 BUBEIRIR 3 41 (0.7%) . EHERE (RMEMEBEMEELR, RREFTRE)
1341 (3.2%) . Bk 44 (1.0%) . Bhsk - BEACERRMARIE 2 ] (0.5%) . EIEFHESAE 1
# (0.2%) . B - BEIEZE 1B (0.2%) . SESER3IH (0.7%) . LEHE 15 (0.2%)
E UF infusion reaction 5 ] (1.2%) MR bhi, Fi-, BEELMEEE (REMD/MR

7



BOMERMR, EIAER M., RIS, BEARES) | DRAWEGREROERILE
W oNIRpote, AEEARRRLIIEESES (BAREEAR ST 23 0HEME
I%%ﬁ:\“@_ﬂ



[Fi - BE] ‘

AROBEAEYHBEFAZFHALEYI 2 Lb—YaliZh b, A% 200mg &
Q3W, 400 mg % 6 MR (BLF Q6w &5, ) Xid 10 mgkg (FE) % 2 BH
B (BT fQewl kw3, ) TS LA OLE PRESRT S, €O
B, AHI 400 mg & Q6W TRE LI-ROARFDEFEREICET 2 FHMFEPRE (LT

[Crgssd EVV50 ) 1, A 200 mg & Q3W TS LI2BROD Cuges LIBEIT 5 & THIS
i (FH) . ¥, AF 400 mg & Q6W TERE LIZBROABOEHREIIBITAES
MFFEE (AT TCmxssl EVV9, ) 1. &A1 200 mg % Q3W TG LIZEED Craxss &
B L THREZTFTEFRESACLOO, AAABFICBWTAFESER STV S
R ARTHBAA 10 mgkg (FE) & QQW THRE LTBED Chass & B L TIERE
ERTETFHEIRE (TR) . Sbil, BHEBEEBE 26 RICAA 400 mg & Q6W T
BE L¥sE 1 #H5R (KEYNOTE-555 B X VB b/ EAMEIc &S5 < Bk
NREA—FE, Y3al—vaiRED PR LAERYBE T A—F LELLE (T
£) . M T, BEROBEICBIT 2EERBRBRICESE, AROBRER L APEXIT
Featt b OEELZRITTA2RE - RSETAMMBE SN, FF 200mg 2 Q3W XX 400
mg & Q6W THE LEROBRER & Aot Tz et & OBEEIC >V TRE S h iz /R,
LEORE - AEOBTESMEUZSICHEREZERIIRWETRIS L,

#£3 FHAOKGEE T A —F

Crnax Cnvg Chin Cmax,ss C:wg.ss Cmin.ss
R - AR {(pg/mL) {(pg/mL) {pg/mL) {pg/mL} (ug/mL) {ng/mL)
200 mg Q3W! 59.1 279 18.1 92.8 504 309
mg (58.5, 59.7) (277, 28.1) (17.8,18.3) (91.7,94.1) (49.8,51.0) (30.5,31.4)
123 124 10.6 148 50.7 203
t
400 mg Q6W (122, 124) (32.0,32.7) (10.4,10.8) (146, 149) (50.1,51.3) -| (19.8,209)
400 mg Q6W 136.0 ] 14.98
(SAE) (135.6, 136.4) NA (14.4,154) NA NA NA
220 144 119 428 779 197
:
10 mg/kg QZW (218, 223) {143, 145) (117, 121) (424, 433) {276, 282) {193, 200)

F:n=2,993, 100 AN T o b—3a it XY BN EBRAEIED PRI (2.5%, 97.5%8) + Coux : FEIRE.

HOBEMEPRE, Cop: TERSEOFTHNFPEE, Con: MIERES (A 70 2 REFD OFEDEPHR

E\ Cmax.ss : Eﬁﬁﬁ?i:ﬁl&éﬁ%m?ﬁ*mg‘ Cn\'g.ss . Hﬂ:’ﬁ:ﬂtﬁélcﬁiiéﬁi’}]m?%q:i&g\ Crnin.ss : Eﬁiﬁiﬁ?lla"a‘ﬁ'
- BEARMIEPIRREE _

T 56 BIDBTEIDE (95%EHER)

§ : 41 BlOBTEINE (95%{E IHERM)

NA : SRl




4. HRicoNWT

AR OB ENEIZBEEZH - FEL. ZIE%IJOD&L?#_;DE’%&EI TERZ R LR
WHIRT 25 Z EBBERTEY, UTOO~QD T RTERMA-THERICBWTERT 5 <&
THh D,

@ mERic-oOWT

D1 TED (D) ~ (5) OWTHhNZERETIERTHEZ &,

(1) BEAEFBREPEET S HAZREEN RS FhER R A SRS R,
HOFA A SRR, MU ARl &)

(2) K ERBERME

(3) FEMTRIMBVRETIBABDREERR (BARREERERB. PADIRE
BATRkE, DS ARSRER Rl &)

@) SSEEEFREEARE L, R R iee 1 Riﬂ%@%h%{ﬁa"ﬁﬂ 2D

 HREEICRLSEHET o TV A RER

(5) PUEMIEERINSEBME OB EREIC R 5 BH AT TV A%

D2 FEREOEFERERCRIERERFOMGIC IO L BREFOER (TX
DUNTAMNZREE T SER) 23, SRRREOAAC BT SRROBLE L LTRRE
ShTnadzk,

H

o [EMMRFEEE 2EOFTIITMESIET LRIz 5 Ll OB AIBROEERMMER{T-
TWaZ &, 26, 2L BT, BAEYREYEE LEBKREBEFZOIHMEEZIT- T
WAz &, ;

o [ERNGRRFRUEE 2 EOWHIHERIET Lir B4 FU LOBFERERA2F L TNB I L,
56, 3 FLLEE, RAREED S AEMREEEDRABEROBERIHELZToT5
Al

@ %ngﬁnnﬁﬂ%ﬂa)ﬁfﬁ'“u’iwf

EIR S E RIS A B DEIE Sh., B ﬂé%?b LOFHRED., TRk - 22t
LERFAFROBER CEMEIT 2 1EHEMS. FEFRNRAE LT GE0OREERE, &
BEEPPIATONDSBHIBESTHDB L,

10




@ BUER~ORRCVT
@-1 HEREHICET B

MV MERR B O BEERBEWEAMNRE LIcBRIT, 24 BRBREHOT, HEEiX
IREEEERIZIVT, R LAZBIERICIE UTABZEER O CT E0aWER OERIC LER
BEORERSY APIzBE L, ELIEHNTEREHPESTHE T L,

@2 EFEEEECLIFEESRNNCETIEML |

BASRICED A EMNRIBREVERE AT EREEENEMERT=4 ) 7
BPEDEERBOAZ V= FETVERE L FRELFTED F— L EFEHI
HEEhTna o &, A8, BHEEIZoVT, BABRE L ZOFRCHHTFMEIR TN D
Z &,

@3 BUEROBWIRHGIZELT

BWER (RIEMEMRBIIM A, KIBK - /NBK - BEDOTH, BUERTR - FRE - IF
HeRRREE - AT4C - BRLMEARE 22, EEEEE (RAMEMEEBR. RREBRE) |
HAWEE (TREMERES, PRREERS, BITHMERS) | 1TEREB. 55
RS, fhdk - BRBUBRARE, MR, Efgﬁ;"@ﬁi)@ﬁﬁ% (PR T EIERALE, KBS
IEARGEIERE, ST, JEXMIEL) | infusionreaction, FM#ZE - BEELE, EIEMEIE,
HREE (FT - NU—ERRS) | Ok, BEEROMEEE (GEHE DL/ ML
PESEEES. TAMMEAN, FREERE, WISNERES) | MREREER, S Il
T, YRR DIBERASEOBME 2 E T AEM S ESE L (RIER ORIz B
LCHERUOTEEZITONIEMICHDZ 2 &) | HHICEERAEN TE D4G] 555
S2TWAEIE,

11



5. BEXRERDIBE

(bt B84 5 FE]

O F7FFEAEELBACERERICEE U ERET - BROTFESESR
FIZBWT, FH & VonRFo T A UNVERE L OFERS TERMRTER TV S,

@ TRIEEUTIAFIATIFRORERCHERFIEIZ OV T, FHIOEEER
FEMLSNTELT, AFlokgdHgE bRy,
o JLEFEREIC L SRR ORVBRE
©  OTARIOFRBEST STV RV IOTEBIEIESH & Off RS

[Z2MizBT55E]

@ TREBEYTIBEFZ SVWTHRAFOBRERBEZLINTVWI IS, #5%
ThiRnz &, '
« ARG LEEEEOBEEREDH B BE

@ HRBOOFEMICBNTTRIZEYT2RH IOV TIT, AFloREIxH#HEIAYR
WA, MOBREEBRERRWBAIZRY, BEICARIZERTI L 2EETE
50
¢ BEMREOSHXIIBHEDD 5 BE

+  EENEERE CRER 2530 3 BE R OIS BSOS R IS S RE A S 0
W SAEMEZE L A b B B ’

«  BERERBOAMH, NTEBMNRE L IIEREOHCRERBOEEREOCH
ABE

- RERBEE ELMiTBREEEZE) 0bhiBE

s REEORBRUIRARATHBRE

= ECOG Performance Status 3-4 ®9 @

GE1) ECOG ¢ Performance Status (PS)

Score | ZBE&

0 | £<PERL{BEUTES. FRETL AL AFAEFHIRRIITLS,

AEMICH LD EBRHIRE DM, HITET, BEEXE- TOEERTI B8 TES,
Bl HEVWEEE, BEIER

PHATAIRECAROEOEYD O &3 T-<TAHREMERII T Y, PO 50%E i<y FAGRTT,

BohiBNOFORED O & LATERY, BFD 0% EE2<y FARFGRIT,

B b —

2Bt BROFOED O L2l TERY, BERAy FIABFTRIT,

12




&

BB L TEETR&ETR

A CEEICMZ, BIERERE PRI 2 BRI E-S SRR O R R TEIE
FERODITHLERERE HSICER L THhERTL L,

RBRIRIC T . REXIIEOKRICEDERVEREL+ORBE L, RAER
BThbRETDH L,

iﬁﬂﬁﬁ@v*?%ybtowi

BIEIEIRR BN S BB = L5 B DT, FADREIC ST Tik, THHER
(Bh, FERMREE, W) ORBRUEY X BRECEES, BEr+HIC
THZ L, Eh, BEIZSUTRE CT, WE~—F—S0oREELERTIZ &,
infusion reaction & B D Z LM D, infusion reaction 73528 b T-EAITIL,
WEIARMBEFTD & L b, ERBEET 3 ETRAEOREBE FHICERET ST
&, :

FRRIRMEEREE, TRARERER CRIBERERS Lbh3 - tRBHB DT,
AR OB 5 BT R R SR T IEMAIC NS WMEEERE (TSH., U8 T3, ¥
B T4, ACTH, M 2rF /- EORIE) #EHETE L,

BIERTZS. FFARE. FFHEREE, FFARUBHEEBEEAR b bbh3 Z LRHB0
T, FEIOBEHETR RS HIR I I FHSIEREE (AST. ALT, y-GTP.
Al-P, EYALEAZEORIE) #FEMT B &, _

SIS IPARCUEEREAEED) SORERBEERHODhE L
BHBEOT, EHOTROREORELHBTHI L, £z, ROEENEDHL.
NEBBITE, ELrREREEESRTI L BB TS L,
AROBEIZ LY BEOREBRIGICEE TS s EL b aEx RRBSRER D
bbhadZMihHsd, REXEBDLNEEAITE. REALAFRICE ULEMY
RNl & R AR OE & B L CEDRERBE 217, BEORERINIT
BEMERBREDN DB, FAHOREXTFIE, RUBBRERLVEVEIO
BESYZRTHIL, 2B, BIBRERLVE L ORER LY EIWEROHENR
D HRRNBEITH, BIERERLVEVUANOREMEHM BN ZE TS L,
BERTH, FCEMNLEY BRE L THLEEARRRT 5 LRH B0, &
KOBERTHICLEHERDRBRIC+SICEET2 2 L,

1 BUEERRSE (BUE 1| BUERS 2 81) Mbbbh. BRRMY 7Y F—vRE
ZZeMRHAOT, OB, B, BEHES0EROBESLOEEO ERICHEER
FAT L, | BEERERRDNE B A REE P L, 4R ) L RRIDR
DEDRABEITD Z L, '

@ AHIOHERRICI VT, KEYNOTE-775,/E7080-300 R CIXEEAETT 25 8

B (BRMCLERSAIEL VEE) CAMEOTHMETo T L S
Fio, FEHR G PIRIEBOICERRE THROMREITO 2 L.

13



2% 11

B AEET A R (v
RATul Xvs (BEFHREZL)
(R4 : %4 F—F SF#E 100 mg)
~EBWEEEETERE (TMB-High) 2HETHERE~

FAMAE2H (TR44 8 AHET)
BT BE




B

S

LD

FRIDOREE, ERF

ERPR PR

HaFRIZ 2N T
BEXRNRELRDBE
BECBRLTEETRETR

P2
P3
P4
P8
P10
P12



1. IXC®HI

ERLOFDE - REEORROLDIIE, MAXESCESWEEREMANRD
bihvd, EbiC, BEOHRFERWNOMESRIC LY, FIFEES R 0L LREFTIRIERE
FEEBRPEARINLIPT, TN OEEMFRICHERBEICRMTD Z L BBED
ML 2o TR BEMBEE L WEOEAFE 2016 (EFL 284 6 A 2 HREEE)
BWTH, EFMNERSMEOFERAORELHEZRA Z L L ERATWES,

FREABFEERT, EEERRSEEN e 7 s A VREEOEER LA LMNICE
RAZEBHDB, LOD, FYPERURSHICET HERI-SEHET S TOM,
UHEERORELZB ZTIZ LM ENZBEF KN LTHERATS L L I, BIE
ARFBR LEBELERNEE LD 2 R ARER—EOEL T B cER
THZLENEETHS,

LicHo T, BHA KT 0T, BREERPINETIZTBLN TV B ERIREN -
BEHRMICESE, LTOEESORERERZHETIBEAP O LERBMH, £
FERUBEFEEETT,

BB, AKTA FT A 1%, BUTBEAERERERBRBAEE, ABRAFEARE
RARERTS, —RAEFAEBEA B ARBERAR ESRU—BEEEAN B REERESOBS
Db EER LT,

MRERDERR  F4 M~ F RHHE 100mg (—B4% : a7 0 ) <=7 (#f
THAHRZ))

HEERDIPEXIDR : BAALEREBIEE LB WEEEETFERE (TMB-High)
ERT HET - BROERE (EENRRERPEERERITRS)

HRERBAERVAE : BE. RAIKR, ~A7 v ) X=7 (BEFHEHL) LT, 1
[@] 200 mg % 3 WRAMIFEE 1 E 400 mg % 6 BHEIFEFRE T 30 4/
P CRERET 5,

B iE AR 5E ¥ & . MSD BRRat




2. FF oK, (EHEF

XA b—F SR 100mg (—R%E : A7 r ) Xv7 (EEFR#ERL), UT X
] 2vv35,) i&, PD-1 (programmed cell death-1) &% U F KT 5 PD-L1 KR PD-
L2 & DREAEZEEEET S, & MEIgG4 £/ 7 u—FARBTH S,

PD-1 #2513 T #MB s B R b kN 2 7o DB AMBRBFIRAT 5 iriﬁﬁaﬁﬂ%ﬂ«ﬁl
AA »FT, PD-1 1L, EFELREBICE W CEEE T HROMIKERIIZKEAL, BOMR .
ERG 2 S AU EXLRRARBERIGERIET 2, bbb, PD-1 XY T FEHE
ATAZ LI L VHESAREC L VST VRERARKHET 2R/ ETH D, PD-LI
DEFAMICBI 3R FAZTDL TN TH 2P, < OBAMIRTIE T MiOBE 2HMA
ZIEYVBRIZRR LTS, BAMAIZEIT S PD-L1 OFERIAIL, BHiakE. RS,
JFHERaRE, BRELRR, FE/NERRATEE /R & o4 BRATTFRAREFTHY , BV EFR
L ORHBESHRESL TN,

WO A DR & PD-L1 BHROMEMED S, PD-1 & PD-L1 ORRITIEE
OREERHIBWTEERREZE S Z LARRENTEY . B ABROEN L
LTI TW5, '

AFiZ, PD-1 & PD-L1 RU'PD-L2 DFE Y A v FOBEFBEETHZ Xy, BE
W NBEE R O EER RAIIRESEE T V o 38R by, BERE L2 BEHL
T5Z & THIEEDRERET D,

AR DOIERABFICES BEORERIGI K SRIERSENH 5o, EEIIIETIZ
EDAEEERD D, FARORERRURERITIE, BEOHLEL TRV, EEME
bR, R L BERITE DM MR E BREF OEMEEE L TH
MR 21TV, BEORERIGIC X 2RHERREDh S HEITI, BIBRERV
EURIOBREGEOBYIRILE T O BEXH D, "



3. EEPRRGRE

- BACFRERICER LEAVIEEEETERE (BT ITMB-High) £\ 5,) 24
THET - BROBME (ZENR2IGREPSRERBESICRS) OKERIZEHEE2ITo7
FRBRERBROREEZRT,

[B3hik]

EFRILESE O FEER (KEYNOTE-158 3ER)

{EZERRIERE O HDEIT - BROBEWERE (BARI LIS A~L OF A —
T BNTH 200~1,595 ) EREIZ, &K 200 mg 3 BRMRE ELF Qaw) &
9.) BEORME R RELEPRTTENT, FFIOF LML, FoundationOne CDx 127 &
¥ TMB 2 27" %% 10 mutations/megabase (mut/Mb) Ll E & BH & 71412 TMB-High
CHETHIEE L, BATEHEICE ST, FA—T7 A~ IZBFREANERERE -
W AT,

TMB-High &89 5% 102 # (BAA 6 #l%&ETr) KU TMB-High 24 L72\> 689

(BERA TN FlEgie) ITRiTD, TEFFHEE THS RECIST H1 KT 4 > 1.1 liC
EDSSPRHER L 2FDHROBER QVI9IF6A27TBT—F Ay bA7) ER1DL
BY Thot,

¥ —RIBRE LTIEENICER SN TV A{LERELTCIC A SRR THA LR TS E
W R UHMAEREREE 2 CHRICERE I TmEO BE BEA AN b,

¥ FTA—TILBNT, TENEFRUTORERMEAZAR BN,

AP (RFELEER) ., B: BESE (EBEUCIEEORE, =707 7 —& —RIMEE

). C: . BEE, JNME. BB, EIEE OB EOHMENSIIEE (Goe8Xiad

BRSO WIEE), D: FEREE (AEXIHEREELZEL). E: FETE (B

LB, F: B (RELERE). G: /IR, H: PEIE, I: FRBE, 1 ik

B (PBENGIMIZBERERZ2EL) . K: BRE~A 70V F 54 FREER (BLTF TMSI-

Highl £V 5.) 287 3 ETHEEEE (G5B - BEBEZ2ER<) ., L (PEOH) : MSI-High %

AT BETHEEE

*3:5%UEOT VABRETRHINW -FEFRERUIERIBZEEND, ETEHBRRATIOLER
EUBMMIIHENERES D LEI ONIERZBRNEEFEEL- Y OTEE O

{mut/Mb}
#1 FEMERE (KEYNOTE-158 :REk)
R TMB-High Non TMB-High
102471 6896
CR 4 {3.9) 11 (1.6)
PR 26 {25.5) 32 {4.6)
B SD 14 {(13.7) 228 (33.1)
(%) Non-CR/Non-PD* 0 3 (0.4)
PD 48 (47.1) 349 (50.7)
NE 10 (9.8) 66 (9.6)
ey EQC;I:IS{) (%) 29.4 (20.8,39.3) 62 (4.6,8.3)

CR: =223, PR : 4rFEgh. SD: &5F, PD : AT, NE : SHlREE, CIL: (EBXRE
* Bl TR S TIIEIERLE 2 L E &h, 1AEREKIR 54T Non-CR/Non-PD L5l E i

B,




TMB-High %845 102 6] (RAA 6 Hl&&1r)) KU TMB-High 7 L7V 689
(BAAN 71l %EET) ICBiT 5, RECISTHA FF A4 v L1 UICE SIS FRHZEICLLS
RABIOENEORR QVI9FE6H 2T BT —FHy NAT) E#E20LBY Tho
p il '

#2 BABENOFHZERM (KEYNOTE-158 )

TME-High Non TMB-High,
RAME FE (%) #%) (CR+PR) FIEL (%) #%) (CR+PR)
102 45} (FEHE (%) 689 15 (FEHE (%)
N ol 34 (33.3) 10 (29.4) 42 (6.1) 4 (9.5)
5 SR 16 (15.7) 5 (31.3) 59 (8.6) 7 (11.9)
FENEEE 15 (14.7) 7 (46.7) 67 (9.7 4 (6.0}
- HCP9¥ 14 (13.7) 1 (7.1 75 (10.9) 8 (10.7)
PNy 12 (11.8) 2 (16.7) 60 (8.7) 2 (3.3)
PR P IR 5 (49 2 (40.0) 82 (11.9) 1 (1.2)
AR IR 3 (2.9 1 (33.3) 79 (11.5) 3 (3.8)
FR R MR 2 (200 2 (100) 78 (11.3) 3 (3.8)
th F7 BE 1 (1.0) 0 84 (12.2) 9 (10.7)
RESE S 0 .= 63 (9.1 2 (3.2)
—  HEERT
/



[Zzait]

ERE4L R D55 (KEYNOTE-158 R58)

HEERIL 103/105 4 (98.1%) i

LR SRULOBHERIITRO L BY THoT,

#£3 BERN %Y LEOBEWER (KEYNOTE-158 BB (ZaitfBir&armm)

Z. BIWEMIZ 67/105 1] (63.8%) 2R b, KR

HRERIKIE (SOC: System Organ Ciass)

gk (%)

HEAEE (PT: Preferred Term) 10541
(MedDRA ver.23.0) £Grade Grade 3-4 Grade 5
. Z2RIER 67 (63 3) 5 (143) 1 1.9
L PIAy IR s e L R e L
EF#:HE%*E;L:EJ“ 7 (6 7) 0 0
@b&ﬂﬁﬁﬁ‘*ﬁﬁ?f ' 13 (12.4) 0 0
E%ﬁ% T ety Rt S s I 8 L %
TH#I 8
Bl 6
= 2RREBIUREREORE " 3 e
I F)E 13 (12.4) 1 (1.0) )
s ) 17 (16.2) 0
;_ ﬁﬁ#%‘i@%iﬁ% T T T

RAKEGR

LEERASLORARANE
5P

EE[&EJ:U&T%F&% e G e

sy
Fei

9

V.V]!;é):’. s T
(8.6)

0

0

e, FMEEMERAR 45 (3.8%).

% FF R FriRe
RIBSHREIRE 1 681 (1.0%). 1

KR -

1 BRI 1 6] (1.0%) .

INBS - BEEOTHIZIF (2.9%) . BIAERT
FEEE - FF46 - TR LMERRE 45 5 41 (4.8%) . BRI REIEE 15 61 (14.3%) .
BElEE (RMERHEERX.,

HERAEEAE) 14 (1.0%) RUinfusionreactionl il (1.0%) AWHOLhE, ¥, &

BE DBk

HREREE (F7 2 - N—EREE), TEAHMERS

JEFREENE, it - B, B L&D REK,

MR, WA,

DFHR E’%@ﬁm&
IR, MEERIEIES) mﬁﬁﬁﬁﬁ&ﬁ&u‘ﬁ*ff 1R 5

B (PEVERECHERMATE, MEHRIREREE. £WAH, BREES).
. B, ﬁ%ﬁ% B RARE, B
& GREetEm/ MR

hipipotc, REWERRBRRLIEESS: BRREEEF2SD) 280EMERE

T,



[k - BHE)

FE|OBEREYMBEETTAZFALEYI 2b—va il kv, FAl 200 mg %
Q3W, 400mg % 6 AR (LLF TQew) &9, ) Xik10mgks (FHE) % 2HMH
R LT TQawl &3, ) TRE LEBROAKOMIETRESRI &, O/
B AH 400 mg & Q6W THRE L-BoAFOEFRIBIZR T 2 FHMBEPIRE (B
F [Cougss) £, ) 12, AH 200 mg % Q3W TRE L7ERD Covgss L FELEIT 5 & T
Ehi- (FH) . £, A 400mg % Q6W THRE LI-BOARBIOEFINEBICEIT 55
BEMFFEE (MUT TCoxsl V3, ) iX, AAI200mg 2 Q3W TG L72IRD Couss
LB L THEZ T TS LOD, B FABECBOTCRBERER I TY
B - AETHLAR 10 mgkg (FE) % QW THE LTZIRD Chus & B L TR
EERTEFRShE (FR) . 51, BHRRCEBEZHRITHA 400mg % Q6W
THE LS BIHERE (KEYNOTE-555 RER) & V&b - EREICE-S < e
PRI A—F I T 2 b—a X TR LR F A —F LEE L (TR .
2T, ERORARICBIT SBERRRRCESE FAHOBRBERELEDERIIRZS
ML OBEYRT ARERLET ABEEIN, A5 200 mg 2 Q3W Xi 400 mg %
Q6W TG L7-BEOREE L AP ITZEM L OFEIL YW TRFEHLFER, &
SLoRE - BROB THIERCREMICHAR2ZR IRV & Tl S,

o6 FHAORGEI AT A—F

. Chmax Cavg cmin Cmnx.ss ca\'g.ss Cmin,ss
Atk - A& {ng/mL) (ug/mL) (pg/mL) {(ng/mL) {ug/mL) (pg/mL}
200 mg QIW! 50.1 279 181 02.8 504 309
mg (585.597) | @77,281) | (178,183 | (017,940 | (498,51.0) | (30.5,31.4)
123 324 106 148 50.7 203
X
400mg QEWT | (195 124) (320,327 | (104,10.8) (146, 149) (501,513} | {193,209
300 g Q6W 136,08 14.95
(EAE | (1356, 136.4) NA (14.4, 15.4) NA NA NA
220 144 119 For 279 197
+ ‘
10mghke QW' ()15 923) (143, 145) (117, 121) (424, 433) (276, 282) (193, 200)

ten=20993, 100 DI = b—a ik P BHSAEMESEDPRIE (2.5%F,97.5%K) + Cmx @ FIEE
5% ORRMIEFEE, Cup: IEREHOFHOLFTRE, Cun: OIRRESE (A 742 RER) OREMIF
FRIREE, Craxss | EARIBICH T B BEMIEPIMEE, Covgss : BRRIBICIS 1T 5 FRIMIBE PBRE. Coinss 1 EHIRIEIZ

i BRI R

T 56 FIOSMEEE (95%EEXRM)
§ 1 41 FlOBMTIHE (95%FREM)
NA : 3SR L




4, BRITOWT

AREZESD, BEEMR) A7 EHNE RMP) ZE S AR OEEREZLMERES
~DBAERDBHLHRTH > T, AFOREFPBED2BEEZZW - FEL. FAFOR
%hi@i%&%ﬁﬁ%%ﬁbt%hﬁﬁ#é EBBERTD, LTOO~QD T~
T%ﬁt?ﬁ wfﬁﬁféﬂéfbé

@ J‘iﬁaﬁkob‘f

D1 TEO 1) ~ (B) OWTNAREYTIMRTHE Z L, :

(1) BABBRESIEET ABABHEEEIERES GEERTIR S A SREEREIL R,
HI 2% A D FOEHE L AR, A A R ) o

(2) FrEMRERIT

(3) #ERFRABPIEET 3P ARRERRE (BARRKEERER, PSARRES
BhREE, BARFREEHEERER L)

(4) ANRACFEREELHRE L, JSRIER L EREREE | IS RIBR L EmiERRE
2 DRERIEMEILR D R 21T » TV 5 Mgk

(5) FUEMEEALFEENBEOHBREEBICEIEHET > T2 HER

O-2 ﬁ&&&5ﬁhﬁﬁﬁk%ﬁE&Uﬂﬁﬁ%ﬁﬁwﬁmK+ﬁ&ﬂ%kFﬁ%'
FoOEM (TROVWTANIHEYE T HEM) 2, UEBFRAOFFCET S IRHOK
EEELLTREST TS E,

*®

»  EMGHFIEE 2 FOPHHEZET LI 5 FULELORABROKEKETHES
ToTWBZE, 56, 2L LT, BARYREL L LEBERERESEOMES
ToTWBZ &,

. E%ﬁ%ﬁ%&2&@%%%@&@Tbt%t4Eui®ﬁﬁﬁ%%ﬁbrwé
Tk, Hh, 3IFELEIX, HRERIBABEFR TOBRAIEDRIEE SR ABR
DERTHEZIT > TWA Z &,

@ BEHOERRFREROERIZOVWT

EERLERETHRICRTTIEEENEESh, NECENLOBRED, A - &
EHERFHFROETER VEMSIC T 5 FHRE, AZERERELEFEORE
£, SREIHIITOR D FHIBRESTNBZ L,

@ BIER~DO®INIZ2WT

®-1 HMEREEICET 3B
BMEMHERBRSOESLEERMNRA LRI, 24 B2 ERER O T, YERX
EERERICR VT, BELUAZRERICRE L TAREREU CT S0ORWER OERIZ S

ELRREOKENY ARG oN, HLIIHISTRREHNE S TWE I &,




@2 EFRUEEELIFEERNICETIEN

BABRICHEDL > FMMLARRURELZ R T SERESEPRIERT=F ) 7
REWIEERORY Y —= v FETVEBE L HREHF TS 57— AERKHIE
BENTNBZ &, BB, BREHICOVT, BABE L ZORRIEHMCRIENT
WhHIZ &,

®-3 ElfFRoREeHRcBLT

BIER (MEEMREICMZ, KBE - NBK - EEOTH, BIERFE - FA2 - IF
HEREREE - BFgs - BRALMERRE S, BiRREIEE (RMEMEMER. AREBRE). A
SWMEE (TEESEREE, PIRBSERE, RISHEEE) . 1 BIBRA. &L O IRE,
g - BECUSRMIERE, e, BEOREEE (PEMRZETRMAE, REHEFERERE
B STALEE. EREIEL) ., infusionreaction, FMZS - fEMEZS. EIEMEAE, MiREE

(XF v - N—ERES), LK, ERLMKREE (R D/ MR ERITA.
VIMER M. FRIFERE., EEAEELS), mIRFREGRRE, BES) o LT, SFE
LT HERSBOEMM 2 AT S EH & EE L GUER ORI OSICBE L CHEE
RUOZEZZIONIEHEHHZ L), ELITHNRLENTESHHBE->THD
ek, A



5. EXHBLLLIBE
(F2hitic B+ 5 =]
® TROBEICBOWTXAIDEDENREIATNS,
o BAERERICEE L TMB-High 283 58T - BROBERE (EfEm;
TBRSEENESIZED)

723, TMB-High BT 3XKAD o R4 BWiESE L LT, Re4 :
FoundationOne CDx B3 A7 /) A0 7 7 A LISER IR TWD,

BREChi>Tik, BEESOHA K74V EORFOHREBEIC, KTOL
EREZIZL S TMB REFBR~OEERUREICHV AREOERIFIIZ ST
W B,

@ TREZATIBFLHATIFAORER CERFEIOVTIL, AR OFEEHR
FELENTRL Y., KADEREGHGRE LR,
- FilF oKL
« ROFEMEREA AR L TREENDEBE

10



- [ZZatizfdT A HI1E] .
@ FTRIZEYUTIRFICOVWTIHEARORENER L ShTHWA I b, #EEIT

@

bz, |
« ARSI VBBREDKERDSH 5 BE

IBRENTOFHEIC BV T TRICEYT 2 BFIZOVWTH, FROREIHER Sh ARy

2. MOBFBIRER2WEAICRY, EHEICAAEZERATIHIZL2EETE S,

»  FEMHREACAHIREOHSBE

o JOEREERE THIEE 2R 5 BE R UTE B O BUR BRSO R A 2%
LD KEMELRL BN EBE

¢  BACHRBEAOSD TBEMLRE L IIERED B RAFERBOBFRED
HHBE :

o RESRERE (CEMBARBHEEZSD) OHLBRE

. REOBPIIEEEZETLIESE

»  ECOG Performance Status 3-4 &V D HE

(#1) ECOG @ Performance Status (PS)

Score

TR

~ 0

2{MEAEYTE S, FERaE AL REEFENRRZITX 5,

—

PHAENIZ I L WERERZHIB E 0 528, SMTREET, BIERRE s TOMERIT I 2L B TE S,
] BV EEHE, RN '

B TESOFDRIV O LT THERIEMERRCE LY, BRO S0%M LAy FAGHRTT,

BEiESOHFOEDOI & LEATERY, BPO S0%L LRy FABF TR,

Slwfr

LRy, BAaOSOEY O e TERY, BRIy FhBTFGEATT,

11




6. REIBL CHET 2 HE \
D WRAXESITMA, BEIAESE SR 5 TR 1 s 3 A DR O

@

@

RO EREREZ TSI HBE L ThrOERTBHZ &,

BRRBABIZELD, BENIIEOEERCADERUCEREZ HoMBA L, AEZE

ThLRETHIE,

EREHERO=R P AV MO T

o MEMMEENRGLDNEZ ERHDOT, RAFOHFSIZH o TlE, VHE
W (B0, MR EEE, ) OMREUIEE X RREOCEES, BRL+
FEATIZ L, EFi, BEIZGUTHE CT. ME~—r—E0RESEET
Hrk,

* infusionreaction BH LoD Z LM H 5, infusionreaction 2358 b =HBEIT
W, BERAEETI L LI, ERBEET I ETREORERLZ HSICHE
THIE,

o FORBMSHEEE, TEAMEEERCRIBHERERSODRDIZ LRHED
T, FEIOREEHAE RS TIPS WNERERE (TSH, it
T3, ¥EBE T4, ACTH, P 2AVFY —NVEORIE) FEET5Z L,

o BUHERTZ. BF R4, FFEEEREE. FR. bEEEAREH bR Z 055
DT, AFOREERTIR O SR RIS ITREGERE (AST, ALT,
y-GTP, Al-P, EYA YU EDRIE) ZEETD L,

o SEIBER PR CILEEREREE) SOEERBEERLLDRS
IeBHBZOT, EHWIZIROREOFEEZMRTHIZE, £/, BOEFER
BOONLEHBEITHE, EOHCERBELSR T2 BT LEE T L,

o FFOHEEICIY BEORERIGICRET S LB X LN Dk I EERRMERE
BHLPNAIERHD, EFBRRDLNAEGETL. BRUEBRIGUE
PR 7256038 & Bk 2 R oAl & B L CEE R BRI 21T, RE OHE
BN & 2BWERAP RO DB EIZIE. ARIOREXZFIE, RURBRER
NEVRIOBRESREBTHZ L, B, BIBRHERNECOREIZE VEE
HOUEENRD bNRWEEITIE, BIBRERVE U OREIHEEIOBM
BEETHI L,

s WERTH, HEM»OHEITABRELTHOCRERNRRTIZERHAED,
AEIOREXETRIZOEFAOCRRIITRICEET S L, ‘

o 1 EUMERA (BNE 1 BERFBEESE) Sbhbbh, BRAES F7 Y =3
WEDZILEHHHOT, N, Bl, EHEOERORBRSCMBEED LRI+
SEETHZE, 1 BIFEREREDNI-HESICEEERZPIEL, AR ) 8
F OB ELEOBRABEITD = &,

FEIOFEERERIZBYYT, KEYNOTE-158 BB Cl3RE/iA» 5 | ERIT I BRI

&1 EUEE 12 BRI IEESEOFMET- TWeZ 2 2BE T, XREERYS

T IR ERRE TR OMREIT S = &,
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