A 11305 1 5
R 294 11 A 30 8

#;oE N R
| REFTRET (FEEER (R) & &
oo K

BAGBMEEE - AEHEREEMFEETHBRE
(& B A K ).

~Naval) AT (BETFHEL) BAoRBEFEREET A 742 (Fik
MT/%/)LWE@WW&UWﬁﬁ%%£ﬁ4b74/@memW“
mERAR) O —#HHEIZOWT

REMEGES b SEOEARTE 2016 CERk 2846 H 2 ABEIRE) &b
W EFNEESOFERORELHEELZXD 2 km@@@intuk%ﬁ
JCVEFNEEMPBECNELEECRET A DICREFEREES A R
FAVEERT AL LTOET,

SR, RATa ) AvT (BEFHBRL) BE (KBS X4 P —F 8
WERE 20mg R TME 100mg) (o-2WC, HHEYR U E 0 oS E i w L O
AT5E0BEBEETELNNROLRBOEHEERMBET M FIF A4 L LTRY
FEDOFELEOT, TOFERICUz TR, A FITA VIZHOWTHES
naL9, BENOEERBEECERCHTIAMEZBEWLET,

Fh, SAT ) Av7 (BaFEEL) BAE IR R OER R
EREIC L CERTABOEBEREEIZOWTIE, T=Rr~7 (BEFHEE
) BAIR G LT ) X7 (EaFBfz) MAORBEERIEET A F
T A v (GE/ANERRE B OV B ) oo (ERk29 £2 H 14 BfF
JERAERER 0214 B I EEASHEEE - AEHERERLEETHER
B|E) 2k, FhEnrLTEREZATY,

%%\&Afm)fvf(ﬁ%%ﬁﬁi)%ﬂ@ﬁﬁt@&iﬁ&ﬂém
T PR W, MEFHBEEEIISDWT, FRFRIO B HEWELE
L7=oT, BEENOERERIRUCERCHITHIEAMEBEVLET, 2B,
WIEROBEFFERIAET A FF 4 202, FIREZO L BY TT,




FE MR O BB e Rl A A BT A OUETEET (R BR)

B

# !
B Tae (THRERBRR) R (Bl )
42— 31 AuEEiEE (KEYNOTE-024 3458 4 (# 1 @B
A 200 mg iﬁg
AHxate
3w (L2
(154 $i) (151 )
(959%CT) (8.7, NE) (4.2, 6.2
PES™ | st Q.50
FH* {0, 37,

{95%CT) 0.68) —

P i <0. 001
gL E

NE NE
A1 (NE, NE) 9,4, NE)

os* | ot 0. 60
|z (0. 41
(95%C1) 0. 89) —
P {E 0. 005
CI : {B1HE M. NE : #7755, #1 : RECIST JA
FFA 0w 1.1 R E-S S isrthhiiE, 2 B
Bl Cox M@l ¥ — REFAW L HT T TR




gt bR L O, *3: BRInF Ty

BE. *4; PREFOF—F 2016 £ 5 A 9

HA v bAT
6~ # 2 HhYERAE (KEYNOTE-C10 3 6~ (F 2 i)
A2 | AFI | Fesx
g/ kg ze/kg A
QW Q3¢
(244 ) | (346 471) | (343 7))
08 | i | 10.4 12.7 8.5
[E] (9.4, (10, 0, (7.5,
(95%CT | 11.9) 17.3) 9.8)
)
A= 0,71 0.8]
|3z (0. 58, (0. 49, . -
(g5%c1 | 0.88) 0.75)
' <0.00L | <0.001
P '
CI: BHEERE, 1 : BA Cox Hffl¥— =57
AMTELSFEZEXEA QRN 2 B oS
T
TP | RS TR OBTRIEREN ML EOBIER | 62— | WA OTETRIBEMN SR FORER (4
(Ze et EE) PEREAT RIS M)

BEBIARSE (S0C: System Organ Class)

HAEE (PT: Preferred Term)

50C
PT




(MedDRA ver. 19. Q)

{MedDRA ver. 19, 0)

gt ¥, BEEOCEEES CUSHERMAEREE, £ | 7V 7, BEEORBEE (HEEERERE. £
TBAIBE, BFEES) . AITHERE. EEME TELEE, ERNES)., BIESEEE. EEHE
JHE, e - BEEK, RESBk, DR, & JHE, MM - BiREK, BE I BEEEOLHRIL
et i iR RV SR, BRI PR B ORI b bhihol,
B ok et,
9l F F4 TR0 TREBEN L LORIER | 80— WO TRESED YL EORER (F2
(22t % S5EH) PERRAT e SAE )
gagrel o433 (S0C: System Organ Class) S0C
HEA4ZE (PT: Preferred Term) PT
(MedDRA ver, 18.0) (MedDRA ver. 18. 0}
g i—i2 70, BEREMENE, M- HER, SEIE | 82— Fio, EREEARE, Mk - MR, 585K
ge, DA, gt VR PESR B, RECLHRIIFD ohighoT,
P M CHRFEHEIIRD bhid ok,
WA=y @1 FRo {1~ 6) QWFhpic#dd | 9-4—Y |01 FiEo (1) ~ 6 dvnFhiirEgdd

AR cHL L,

(1) EAEFEHREAREST DA BFEEER S
IREREE (ERIAIT IR DS AR IE L A,
WS AR LU, MR A BRI
2E) (CFHI294 4 A 1 AR - 434 Migk)

(2) HEHeRlE (EEk 2046 A 1 AMERT: 85
Hiigk)

(3) #EBEFFRAERIEET 228 ABISHIERER

SHiRThDH L,

(1) EABEHRENEET 28 ABEEELS
IRERAE (HOETF R AR A BRI I IR B
Hul 8 A B A e, MRS AR IR
WEkele ¥ PRk 284F 10-H 1| HIRA @ 427
Higk)

(2) W iEHEeEIRTE (Enk 249 H | BERS @ 84

oo =1,

it




(P A BEEEIRTER. BABFREERD
R, HABREEERRSY)

{4) AP E T RE L, SRR
1 XTSRRI G 2 DY - R
HRHET->TWARERR CER28FE7H1
AR : 2640 FESD

() PR L 5 & BN B O MERR He HE (D R
HRHEToTWHHR CPRL284FETH 1
H R 0 1200 #5538

(3) FMEFRAFE DI E T 5 18 A B EHERER
(BNABRESREERR. PAREEER
FIARE. IRASRGEIEE R )

4) SRR AR L, AR kM
B AR RRINE 2 g en
OB ZIT- T Bl CERAET A
1 AREAS : 253805

(6) HEI A A E RN R O MR KB IR
DB ET- T AMER (BR2T4ET A
BB © 1284 HER)

1

@~3 BHER OBErosmicE LT

BIfER (MESmERICINE, KBk - BEEO

T, IPRERRE . TR R R R

BRE), MAWEE (TEREEEEE, TRIE
HERelRE, B HREEE) . 1 ABHRE. B
e, fRek - SREUBRATE, Bk, BEORE

M2 (RSN, SR, |REE

%), infusion reaction, % - fEMELS. BIE

I AE, HEEE (FF - SRR,
A, SR/ M TSRS i

i, AREFERESE) T LT, MEENERE SITATE

EFREEOEMEL AT OEMEEE L BiE

AoBETsGcB L THEELUTEELZTL

haghichal), BbioENhn@n v

10 3

@-3 AR ORIt InB LT

BIER (HEMMERICNZ, KBk EED
T, ATREREMEE, WHEERGE (RpEEEMSE
WRE), NOWEE (TEIEEERE, Fim
e, BITHRERE) . 1TURE. 589
ME4e, w4 - BREUDRMiREE, Bk, EEOCKE
B (HEHEIRAERR. ST, HREE
%), infusion reaction. A - B, FEIAE
FREEME, TR (87 o - S L —ERERES) |
DEFARE) 1R LT, SRR ST = R
BoHMEEE T 2 EM L EE L EHEROR
Wi M L CHRE AU E S S bR D 4
it b m k), ES TR MER TE L ER
BESTNAZ L,




| stkbinB-> TV B Y, l

TR B A ORI RET A BT 4 o ORETEN GTRNER)
- 1B

Bt (FHREEE) LT (BT I ER)

40— EEEMYIER CH A EPE RECIST A FFA | 40— FHRME B ¢l 5284038 [RECIST A BT
VLRI ES RREE L aEeEs O ¥ LIS P HREGEIC LS E Y (CR)
TR (PRYD bk, 24% (9SWEREER : 12 FTERA IS (PR)] IX. 24% (O5%ZHEERM - 12
~41) Thoto, 2B, FolicilE L MEE ~41) Thoi,

10% T oz,
4P 1 AHitERiE (KEYNOTE-002 3E%) 4 e (31 DB
FA2 | AF#H 10| (LR
me/kg | ma/ke B
Q3W Qaw
Q80 | (814D | (79 )
#)
05 | HRfE | 13.4 4.7 1.6
[A] {11.0, | (11.3, (8.9,
(95%CT) | 16.4) 19. 5) 13.8)
AR 0.8 0.74
e (0.67, | (0.57 =
(95%C1) | 1.10) 0. 96)
PiE* | 0.1173 | 0.0108
PFs" | ShE 2.9 2.9 ‘2.7




LAl (2.8, (2,8, (2,5,
{(95%CI) | 3.8) 4.7) 2.8)
AP—F 1 0.57 0.50

e (0.45, | (0,38, -
(95%C) | 0.73) 0, 64)
P {m* = =
0.0001 | 0.0001

€1 : BRI, 1 ; RECIST HA KA 1L1JE

b S < BT R O

fifi, *2 : BRI Cox A~ — FEFiz KB4k

P &

S&F

FEIE L OHEE 23  BRn ST v S HRE

622 #2 FEhiERAEE (KEYNOTE-006 #45%) 6t (& 2 o)
AG 10 | BRI | A Y
me/kg | me/kg | AeS
Q3w Q2w
@7 | (219 | (278
i #) a0
{A3 (NE, (NE, (13,
(95%C1) NE) NE) NE)
NFE=F1 0.69 0.63
v (0.52, | (0.47 =
(9B%CT) | ©0,90) | 0.83)
P{E* |0.00358 [ 0. 00652
PES™E | dpafll | 4.1 5.5 2.8
[A] (2.9, (3.4, (2.8,




(95%CI) 6. 9) 6.9) 2.9)
AF—=F 0.58 0.58
e (0.47, | (0.46 -
{ge%cT) 1 0.72) | 0.72)
P " = =
0, 00001 | 0. 00001

CI: {SHEEH, NE : HEET W, +1 - W EARNrE
DF—R WGEIAIEIY AT, %2 ]
Bl Cox WY — REFAICEDA VY hwT
& D, %3 BRiw S F R, %4 RECIST
HA ¥4 1 LRI ED ST U7 O e
ERVEEEME D L 550, *5 : hREETR
DT —F (WILEIAIHI Y b 7)

Bt g3 WIHEN UL LORWER (EeEFrE | 7Y #F RIS U LOBIENE (GRatEiirdg
HARE) #£H)
BERIIRSYE (S0C: System Organ Class) S0C
HASE (PT: Preferred Term) PT
(MedDRA ver. 18.0) (MedDRA ver. 18. 0}
grl—? Fir, MEREE (XT . AL—EREES), B | 7TV Fi, HREE (XTSRS, ¥

MazmE (RHTHERRAS) ., RITES. 1
RigER ., EEORREE (CUERBHRAEREE,
EFALRE, FAREE), W, fhgt - B
fighe, BAEMMEIE. R - B, LK,

HEEE (URTRIEEAS), BITRE. 1
BERR, EEONEESE (KEHEREREE,
ETHLBE, FREEE), Mk, Bt - BRimE
AUE, BEEMEIE, B SERARDLER




s e RN R A o TR (23 =11 D 4 8107
FRERBOL LR,

HBED bR,

9= | Fa WThOORTREEN L EOBER | 852 [ £ W OTE TRELIER 5% _EoRIfER
(AT S e ) ' (e RARE])
BREBASHE (S0C: System Organ Class) S0C
FHAFE (PT: Preferred Term) PT
(MadDRA ver. 18.0) {MedDRA ver, 18.0)
g7 Fio, BIEEE., 1BUERE. Gl - BRAAEE | 8—3 £, BITEE, 1TERE. 2t - Dasrmt
e, e, SaErhi MERESERIR, B MRRERINLA R IEED Do ke,
M OFRIFREIIRD bhitho T,
10— | &5 WTFRPOBTRESRN %L LORBIER | 92— F VTR ORCIHRBESRN BN EORIER
(F el g g ) (T @PEARHTR S ER)
BERIKDSHE (S0C: System Organ Class) S0C
HAEE (PT: Preferred Term) PT
(MedDRA ver. 18, 0) {MedDRA ver. 18, 0}
10— | %k, FEEMEE, D%, SEEnh/l e | 00— £, EEMHEIEEELERERRD Bk
PYESEOR ., B R REREIIRG 27z,
ieinoi,
11— D=1 FE® (1) ~ 6 OwPhpei#EYyd | 10— |01 FRe (1) ~ 6) oWFhisegy+

SRR THHIE,
) EAFBREFEET S B ARTEETA
kS (BRI,

BRRTHE L, |
(1) BB KEAEET 55 A B IESIA
RIS (ESURPRD AR AT,




WS AR H L EUR R, Mgt A BRI
YY) (ERL 2944 A1 ARRK - 434 fEgk)

(2) BEETRAERIE CPR 2086 A 1 HERG 1 86
Hiags)

(3) FEFFIERMEPEET 58 ADEEEHR
(A8 A DISEE IS TR, A DILERIE A
e, %A FREE R 7 &)

(4) ALt R 2B L, Sk mREmE
1 kAR R R N 2 O IR
HEHET WA (ER28FT7TH L
B 2540 FiER)

(5) $FE 4 B 7 AL 5 A BRI 0 B s AL HE T AR
AMHET-TOANR CEBETHL

Hulgh A% A RS RCH S IR RR . HUE S 52
BRI &) (WAL 284F 10-A 1 HERA : 427
Hizk

(2) #EaaEiy CPRi284F 98 L HIFA @ 84
i3%)

3) FER IR BB E T 5 R ABFEE R
{(BSABREEIRERER. HABREIER
SRk, AR R R )

@) AL EIEEEERE L., ARLFEREN
B AR SRR E 2 g Al
ROHBEHET > TV D fliax (FR4ETH
1 HREE « 2538-HafR)

(B) PrEMEIEEAIN S FENE OMmR IR

B R A ¢ 1290 FE3) ARHET-TWAHER (FEETA L
HIH 8 1284-HFR)
12-0—Y | @3 BHER DR ERrE LT 11— | @3 BEROBE-PHSICELT

EIfER (Féﬁ'ﬁﬁﬂl{!ﬁ% JJ[]K\ Fipgs - BED
T, FrHsEREE EEE (RMEREN
) . PIBEE % (—Fﬂﬂiﬁgﬁhpﬁln RN
HEERDE, pitEMEEREE) . L EBERE. 555
foise, fEds - MERCARGLAEAE. BT, BMEEOKE
R (HERIRIRIERE, £WALEE, BHREE
4) . infusion reaction, M - PEIEZE, Hig
MR e, WHEREE (BT - AL JERERE).

BIER (MEtmRERICmME, KIFE - BED
THI, GRS, SHERE (RBTMEE
RS | AW (TIREHEEERE. TR
P, BISEEREE) . 1 RERA, 585
B, fRde - BRECRRARAE. MEZe. HEONE
fEsE (R RERETENRERAE, ST, BITRE
%) infusion reaction, Fi# - fHIEZE. HAE
B A e, AR (X7 - AL ERREE)




MUY Nty o W . R e o R PR 7bﬁ’£§%%) WRFLT, MRERER SR
I, SRIFHOES) LT, MR BOEMEEZ T HER & BB L @EROR
[ERE O EMEE T T 5 EM & B L (BIfE Mo iic L TRERUEERR bR A S
HOBE0HISCE L TEERTUEERLSTL Hicdha 2 &), BH B A g 2 T & 5
NHEREIZHEHT L), EHhiCENRABRTE RESTNEI L, '

BiERBE-TWB DL,




RIS

B AHEETA RT A v
Rh7Jul) X< (BiaFHE#Z)

(R4 : ¥4 bA—F AFETE 20 mg, %4 Mb— & 2 100 mg)
~EHHAERD U N~

SERR 2 941 1 H
JEA S



Hk

LB

FHIORFE, ERMAF

IR i

BRRAZ W T |
BEHGLRDEE
BECRLTHET ~&$EE

A e

P2
P3
P4
P6
P8
P9



1. RU®IZ

B OFH e - BEMORERO T DIZIE., B CESF RSV EREARERRD
HILA, X B0, FEORFEEIROERIC L Y, IEERR 2 E O H iR
FEERLPEREENAP T, N HOERENEEIOUNERBE RSS2 L RIRED
A L Jp o TS 0 R TEOE R & I A #2016 (K 28 456 H 2 A BIRIRE)
CBWTH, BEHENERLSOFEAOREELZRL Z L L a3 Tna,

BRI R ESE S, A et 7 a7 7 A A BBEFEOERRSL I R
MABTERDD, O, AOERUEEMEICETAERN ST L EToM,
W OREA T A Z L AYF SN AREICH LTHERT 2 & &b, BIfE
PSR LT B KB b D 2 L B ARR e~ E OB A T ERSM cHER
FTEZLREETHS,

Lo, BHA FT7A Tk, FREESCZNE T/ LA THSEFET -
B RS E | T OERGOREREREHET 80 D EREM, #X1
FEOHEFEELTRT,

RIS, ABAHA BT A bk, WSHTENE AERE G EFSR A, ASHEEARA
BRI, — AR A B AR AR NEHE S R O — Bt EVE A B AR IR S o o
% EAERR LT,

SR L RBIERES ¥4 M—F SIEEE 20 mg, ¥ R SEFEL 100 mg (-~
ey AT n Y Xv7 (B THE L))

R RO EEE - FISEGIEHAME O AR VX Y Nl

SR RAAEECRE @, AR, ATV XS (@BEFERZ) LLUT1
[a] 200 mg % 3 BEIEIET 30 4 CAFESET 5,

Bl 3% BR AR ¥ H - MSD Rt




2. FBHIOEE, TERHF

FA M-S EEEE 20 mg RTR 100 mg (—i%4E : AT 0 ) X7 (BEinHAf
Z). BAF TARAD £v5,) ik, PD-1 (programmed cell death-1) & FD VU H o FTdh
2 PD-L1 RTRPD-L2 & ORBGEEBHETS. v MEIgG4 €/ 7 v —F K TH 5,

PD-1 2BV T T FRIAE B S > IR 5 7o IS S AFRM AR A3 5 72 i i
AA w I T, PD-1 13, BERREICBWCERE T ldoMmEfmc®Rm L. Aok
UG 7 F e AU E AR e AE R EHET 5, Tbh, PD-1 U T NEE
BT L LI L RESERIC LS v I AT 2SR/ TH S, PD-LI
DEFMICE T 2RRUTDT N TH L2, 2 < OBAFMIATIE T HAOHE 2525
EEIRRELCRE L TWA, DAMIRICEITS PD-L1 O&ERHEIL, Bk, R,
FFHIEE, DRELE., FEHEaRTR: & Oka BB AU TFERARRKT-TH Y, KW AEFSR
& OB EE S TN S,

OB ADIERI T & PD-L1 BROMENED 5, PD-1 & PD-L1 OREITIEED
GIEERHCB W CTHEEREEEZES Z EBRRR I T Y, Bzl AiBEDER L L
THIfF Sh T 5,

AFEL, PD-1 £ PDL1 R OPD-L2 OV A FOREEAET L LiC kv, BE
W NERBEP OIER R RADHIREENE T V S ERATEME L &%, BiEE R & BIh
5 & THEENREEET D,

AFNOIEFHEFA TS REORE R L 2RIERSER S &b, BEIRTIT
ELAMEMEDR S D, ARORGHETESRICE, BEOBEEZ STV, BESR
0 BIIEAICIE, FH LI FRUTIE U7 M7 50alk & R 2 -0 1 Al & J8ie L Ci
YR ERIRZET AT\ IR DRERIT K 5 AITER B 2 BE 1L, BIBRERV
TR OB GEOENRERIT I VERD B,



3. BeE AR
B TEa O B AR X ) R ORI T AT o R RREEBR O
R E R,

(F%hi%]
ERRIEF S T FRRER (KEYNOTE-087 &R
BRSO AR % o ) o BERE (210 Bl HARN 10 FlaEie) DL
T3 2mak— FEEEIC, AF 200 mg 3 HEFRRSE S O AR OVEZSESRE
I,
- BSOS MESAIIABEE TRIC, T YT S RF LSRR SIT AR
#F (28— MDD
- HEEMBMABRETR THY, o7 L rYdied ARNF UL ARES
ZiFeBE (2 b2)
-l EEMEHIBBRETRIC, TV YFied SRFU LR (—RIBE
SRR O—RE LTOT Ly Y X vw T ARFUCLSENERIIE S
2N B TWARVEE (afk— h3)

i, HEETAG THEBETARD B EAI, REBETE R TERIED LR
L ORERMICEE L T2 BE T, RELIEOEHEFHT CRAETARED b ST
FEOBEEPRGET S EBRAREL Shvk, FEFEHE Th2EPR (UEFT IWG
criteria (2007) (23 PoLEIC X S5y (CR) A ZEsh (PR) O¥E)
EERLIDERBY Thote, 2B, FANCRE SNRESREHEIL, WThoafk—rY
20% T,

#1 HPERE (KEYNOTE-087 2A)

aR— k1 am— k2 21— R 3

{694 (8141) (60f1)

seeFE (CR) 15 (21.7) 18 (222) 13 (21.7)

% HoER (PR 35 (50.7) 35 (43.2) 27 (45.0)
(%) #ZE (SD) 13 (18.8) 9 (11.1) 13 (21.7)
i#fT (PD) 3 (4.3) 17 (21.0) 7 (11.7)

P ANEE 3 (43) 2 (2.5) 0

F=9#%E (CR+PR) (%) 72.5 65.4 66.7

(95% (SR (60.4, 82.5) (54.0,75.7) (53.3,78.3)




[Z&iE]
[EIpRE

LR NAHRE (KEYNOTE-087 #48h)

FHEERITABREME T 202/210 8] (96.2%) (238 Liv, BIYEMIL 144210 {4 (68 6%)

\—Dlh\bb 6#’{/7’:—0 %ﬁ.}:ﬁ) S%UJ-@ﬁI /HEJEH i% 2 @ E j&) ‘O Tﬁ)ofpo
#2

FTEW S%LL EORWER (ZEtBIrdRE6)

FEBIXNSE (S0C: System Organ Class)
{PT: Preferred Term)

N
(MedDRA/J ver.19.0)

BB (%)

A
2108

4 Grade

Grades 321 b

__ ____;ﬁz‘l ﬁﬁfﬁ_

144

(68.6)

23

(11.0)

-;'5:;%&:@%%
a0

ﬁf%’ioiw*x’ﬁﬁﬁﬂ‘ﬁ%

%

16

(7.6)

(0.0)

7ok, RIEM:EERNL 6 ] (2.9%).

(T2« NU—SEERES) 11 (0.5%).

BEETL 29 61 (13.8%) A

| BIEIR N, B isEE

# (RAERENEERS),

I 7

_Ifta—'—- =1
ECI\ 5L

KEF9 - EEOTHIL 3 B (1.4%), PhigissE
v 8 i (3.8%).
4% - FERCRMARSE 1Y 2 51 (1.0%) . Infusion reaction i 17 5 (8.1%) |

SEEIBARIT 2 ] (1.0%) BRUWLMEHRIE L E (05%) TRHbhE, £k, BEOR
JEEE (RS ﬂiﬂ%ﬁﬁr fElE, ZTALEE, FHAIEIES) . TRAEARR

IJR%BL‘A ?‘I:? \

Bk, HAEFRHEAE, B2 - RERRAR,
T iiﬁld\*ﬁfiﬂ‘i fxﬂﬁi T MR I R OFREFERBHERE D bhviadaoTe,

FIR R e



4. HERIZOWT

AL E UTHEARERE (FRE) S LN TV I h, YSRELH
IR CE SR THOMLERH D, FO LT, FHOREHEI2 B LB - 1
E L. AAOREIC LY BERAZMEMN 2RI LEBRICHIST 5 2 & A0Bakw, BT
OO~QD T~ TERTHRICBWTCEHT & Th 5,

O HERITOWT

O-1 Fio 1) ~ 5) OV TFhPIEETHHRTHDL I L.

(1) BEASEAEIEET A PAZREEL RIS GO R AR BEEILURE.
HUHS A R L SR B, IS AU &) (CERR 29 474 A 1 AEFRL - 434
HE7%)

(2) HEReemty CER29 456 A 1 BEFA 85 HiEsk)

(3) EMEIFRAFSIRET 2P A BB (S ARTHEEE FWEL. S ARREE
W AIEBE, A ARREGESHEERIE 2 &)

(4) AR EARE L, AR bEEEME 1 sk ke 2 ofuak i
CRZEEEIT> TS EEY CER28 7 A 1 AREAL © 2540 flER

(5) HUEMEIEAL G E IR ORI R D AT O S hEat CERL 28 4 7
A1 BB 1290 FEsk)

M-2 FHESHE VXU SOV R OBIER ISR O e 4y A g & R
B b FEOEN (TEOWTIMTEES T HER) A, YE2HEAOAANCET5ERO
BEE L LTRESHLTWAZ L,

. [EfAIFEEE 2 EOMBITHEL KT ULn I SEU_ EOR ATREOERIHME 217
STWAZE, 95, 2FU EE, XARDREY L UEBEREEEOMEZTT
RoTWAT L,

s EfATEEE2EONBIMES KT LEBIC4ED LOBFERB2E L TVH 2
oAt 3ED R, ENSRENEEO D AEDEE L ETEFE LIRS OTHE S
ToTWATE,

@ BENOEREMFREEDOMEKEIZONT

BRI E T D EEE AR Sh, REEEENLOBFRED., A&
S ENE RO R OE SIS T 2 F R, AERHNBE LEEGOWSE
HFE, ERFONITONSIERRE - TB T L,




@ EER~DORIHIZOWT

@-1 FERARHIIZE$ 5 B
FEEMEBSOEEREEMNRRA LT, 24 RERREROT, Yigiiat
I ER IS BV, BB LAERERICIE UCABE B R T CT S 0RIER OERI2.4

ERRRBEOFREFPY BPIELI, BEbCE MR ERNNE-TWD 2 &,

@2 BEFUEFEE L 2B FESNICE T 284 _

BDABFICEED 2N RRE ERE AT 5 EREEE LB s
TEOITERDA Y YV —= 0 P RITOERE L R E i T& 55— AERKH S EK
fHEhTHhB e, 2B, BiEkHlzconT, SUBE:FoFkctHSicEamsh
WhH Tk,

3-3 BlERE ORI IZBE LT

BIER (REMEMERICM A, KR - EEO TR, SRS, Bl (R
EHEERRE) . WAOWEE (TEAEBERS, FOIRIVERES. RITHERE), 1
BURRERES, 589 Mgk, Ak - BEEUAALIE, BER. EREOMSRE (M RRREeE
B, ZIBHEE, BERMEYE), infusion reaction, MMFS - BEINA. FIEMMEINE, bk
F(XFTv e N ERRE) . DR, SRt MRS RSB, Wi, R
FFEREEE) R LT, YRR T R RSN O B A AT A R & L (FiE
AOBH-HSIZBA L TIRER B EZT AR A 2 &) | HHIZEE
CERTELIEHIESTNE D L,



5. BeEmBRERHEBE

[4eethiz B3 A HIAE]
O THIEYTLRFICOWTIRAFOBREPER L SNTWEZ &b, B ET
Forad AN

o EFIORS R VRBUE DO H 5 BE
o IR L COWARREMED B S RE

@ RERTORMMIC BV CTRICHEY T 2 BE L OWTL, ARIDR FIIHRE S L2

2, MOEREREREARWESICRY | HEICAHEENTLO I 2EETED,

o FHEMEMEROAEIEBTEDH D 8E

o SR CRVE R A D B B ONEENE OB RN O T R
H OISR B LI D B

o HACSEREROSOE SUTBMERA L IEERMEO H OB OBERED
I BB

o ERBEE GELMSHRBREEL ST ObORSHE

*  ECOG Performance Status 3-4 EV D3

(& ahitic B4 5 3]
D AL e U I A AR O FR IR o lBe) R U )
AEREFICBWTAERIOEYMERRENTWS,

@ TRICHEY T 2BE T AR ORE O IFEC VT, ARO[ HED
Hrah TR LT, ARDERERELIRLR,
o (REFERRIEARIBROBE,
o flOFUEMREEA & OOFR,

D ECOG @ Performance Status (PS)

Score E#

0 | &<HELHEHTES, BEAMLECREEERSHRR TX D,

REIICE LOEENIHR S h a2, STARET, BIERCHE> TOMERIIMTI Z B TED,
7 e, HEEE

BT TR TEHSOHEOE ) O L TR AMERIT TERV, B O S0%EL LSy FA Tl I,

4w

RENEFBESOEOEY O LBTERY, BROS50%EE Sy Fivg+TiRIT 1,

ATV, BAOEOED O e TERV, BEXSy Fifg P TRIT,




6. BETBRLTEE T 250

O HASCEFCN L, BERTEET DRSBTS & AF OB OSE IR
RO DB+ EE L ThBERTA &,

HEBAsIZ AL S, BEXIITORBICEIMER EHREE S L, AELE
Thofrs5da b,

FREBHER O3 A ¥ MW

@

@

BEMEMERYES bbh b Z B85 50T, AFORSTHI»TiE, FIE
R CEET, PEREEE, NE) ORERE U X R E o, #isit 1t
FEATH b, e, MBS T CT, M~ —b—S0RE 43251
HI &,

infusion reaction 3% H 35 = L2383 5, infusion reaction 23588 HALT-HEIC
i, OB EITY & LB, ERAEET AL THREDRES ool
TBEL.

BRI SEEREE DS ot 5 Z & 835 5 O C, AFIOFK 5B 41T M O SR
T ERR I RN (TSH, ¥ T3, 58k T4 20HE) 2=+ 5
&, :
FAEREEER H b = L35 DT, AFOHR5IEETR O 58I/ b
FHIRFERERE (AST, ALT, v-GTP, AP, B U A EVEONE) %%l
THZ b, . _

K ESER WCEREICEEREEEZ ST SOEERIBEEND LIS
ZERHLOT, EHMCROBFEOGRERR T 2 &, 17, BORER
D LDNCGEICHE, BOHCERREESR T X AR ERE T AL L,
ARENOEEC LY MEORERIGTHEET S L& 2 b Atka ik BOmE
OO ERSBL, BEIGED ENSEEICE, BE LEFLITS U
B e it & R A RO EAT &8 U C IR BRI 2 T, B DR
FOSIZ X HEWER BRI A HATiE, AROREIPIE, RUBIBRE S
NVECRIORESEEBETHZ L, 0B, BBEERLEOREIZ X VRTE
FIOMERTD DR AT, BIREE L A DS osem
LEBTLI L,

BHETE, AN LB ARB LU ThLHBERBRIATAZ LB H 50,
FEIOBGH/THRICBRWERAORIUC S EE T 52 &,

1 HEIRIE (BUE 1 BISTRIS 2 &) b bbh. BEREM, b7 -
IWEDZLEPHDLOT, AE, B, EHFEOIEROREIRCmEED LR+
SIERT A, | BIERIFEN RIS IR G2 I L, A2 ) vl
RO EEOREIRMEETTH Z &,

AFMORRHFABIZB VT, RSBGPS 12 B L ICHIEOFTmEfT> Tz
ERBET, AR GHIEPHICEHGRE CHROMEERITI D L,



EHERETA R4 v
NRATTY XeT GERETEMRZ)
(R34 A4 PA—F BRIESHE 20 mg, ¥4 b —F SR 100 mg)
~ FE 2N R B RS ~

ERR2 982 H (EEK2 941 1 HHET)
JEA 55 18E



Bk

Ui

AFORFE, (EFHT

bR A AR

BERY 22T

e Exig b in b BEE
BHICR LT BT & FE

AN

P2
P3
P4
P10
P12
P14



1. JZU»iz

EI S OFNE - ZEMEOTEIRO T D120, A UEFICE DWW EREMR KD
BALD, S5, ITEOREHT ORI LY | FURESEL R & OB HHERE
Fr IR S S AR énémf T B OERD EEICHE 2 BE RS 2 & AREO
&@&ﬁof%@Jﬁﬁ%ﬁ@a&@E@ﬁXﬁﬂamﬂ$ﬁ2M£6ﬂ2H%%&EJ

RWT S, EHMERLEOHBOREEHEERRS 2 L X Tng,

ﬁﬁ@ﬁﬁﬁrimj:i@%ﬁ%ﬁéifu774wﬁ%fwzi LI B D TR
RHEZERBDL, 0, FERCEEMECET S EHRS+2EHET 5 £ TOM,
MHEEGOBELEM T2 EPAHMFINEFCH LU TERTL & & i, 8ifE
FAREE LI ER G & 5 2 LN AR — EOE4 - T ERRECHE M
TAHIEPEETHSL,

LieaT, AHA W70 2T, BRERHESCILE TITHELA TV S EFIEFR
FRH R S &, LUF O EES ORE R ER HHEE S 28870 b LB R B, f%x
FROCHBESEHEZ T,

B, BHA FTA 0%, MOrfTEGE NESELEFRE G SHE, ARTEEBEARAR
MRRIEE S — R IIE A B ARRNEIES, fFEERNTEEA B AE =R T
— TR A B AR SRS OW I OB LR LT

SR &R DIRIER A P A— S RIEEE 20 mg, ¥4 PV—Z REEE 100 mg (—
_ frd o R AT o Xwd BfEFEEL))
A ERAEVINE « PD-L1 Bt ORI A EST - IR OIE/ i
WhrnaRERGER - BE., RARE., S2a7n ) X<w7 (@Eer#fz) & 1L7T, 1
[ 200mg % 3 ERIEIFE T 30 53 CAUsEET 5.,
B35 IR 8 ¥ A  MSD RS




2. AN ORI, wmmﬁ

XA ha— &ﬁﬁ#&mmgﬁumm@( W NAT e Xwd (BEFREE
Z). BT T&A &Evvd,) ik, PD-1 {(programmed cell death-1) &FDVYH L FTh
% PD-L1 U PD-L2 & DfEE#EERET 5. & MbIgG4 € / 7 0 —F A HiikCh 5,

PD-1 8IS T MR R HHEE ) IR A 72 D12 5% AR 9 3 e dn fe e i
AA wFC, PD-1 i, EEERRERIC B W UIER T filaoiadmic kil Aot
FE OG22 S e AL E TR RS EHIHT 5, T7bh, PD-1 Y H o F e
BT DI LR FRRERIC LS VT VEERAICHET s R EKTH 5, PDLL
DIEFHRC BT 2 BEITOTHTHIN. 2L ORAMIE TR THROBE 225
IEEERNCHEA LT D, NAMIEICET S PD-L1 OB, T, RS,
WA, IRELE, I/ NIRRT 22 & O 2 A CTFBARIBTETH Y, RVVETER
L ORI EE Sh TV,

RO A DEERAT T & PD-L1 BB OMBMEN S PD-1 & PD-L1 ORI IEED
R BV TEEARRE RIS 2 LARBENTE Y, B ABEOEN - L
TR S T3,

AFE, PD-1 & PD-L1 ROPPD-L2 O U 4 v FOKEEHAET A Lick 0., g
e/ NEREE T O IR BRGNS EM: T U L SR TE ML S8 MBS R & Skt
AL CHEESR T RIET D,

FRIOERBFCE S GREORERIGC L ABERSERH Hbh, BEIRTIC
BHFRME DD, FFR ORGP ROEESHIZIE, BFOBEE H5iTh, B AR
W BRI EITIE, B U S80I U P70 203 & Bk 2 FF-D B I & S8 | (il
B8R 21T, IBEORIEK G X AR A RbN 2 B8 01, BIERERL
£ U OB EEDBYRNE T HER S 5,



3. BEIRRRE
PD-L1 B o B Ao 84T » B3 O 5/ N i OO AGRI 3l 24T » 7o B A iE R
BROAE AT,

[Hahit]

OEELFRFEERE (KEYNOTE-024 345)
{hZEREERE O 72\, EGFR s 72 Biatt, ALK fl68& 57t & O PD-L1 5% (PD-L1
A REEL L7 BEEA S 5 5 A BIE (BATF ITPS) L 9,) =50%) "OUIBEARE ST -
FE3 Ol ER (305651, AAA 40 FEET) ZRAEIC, AH 200 mg 3 W
MRS DA R ek, 77 T A &b 2R IE (BT Isoc) &
W5, ARRE LCREShE, Al MR CRBETATED bhBai, B,
BT A TER AR B W EORFRANCLE LT 5 B Tk, wmEIEEOREI{R
At IR BAET TR B A F CARB DB S F{ET 5 2 LA WRE & Shvis, FERH
TH B A AR (AT TPRS) &5 ,) | BRI B il A0 (BUF Tos)
g, b ER, BRI T AL ST PRE L B LT, PES, RTROS (W
MAEYT) 2 A RICHER U,

¥ oo So B L CRGERFEAGE £ TV B PD-L1 THC 22C3 pharmDx [ & =1) & H T

Eaxhi,
#z1 AgikakE (KEYNOTE-024 7k)
= | A
#F] 200 mg Q3W 777 TRA R
(154 45) forhrik
{151 #41))
afE [A] 10.3 6.0
(95%CT) (6.7, NE) (42,6.2)
PFS™ ANP— R 0.50
(95%CD) (0.37, 0.68) —
P{E"> <0.001
hfE (A NE NE
(95%CT) {NE, NE) (9.4, NE)
0s™ AH— R 0.60
(95%CI) (0.41, 0.89) —
P E" 0.005

CI: E#E[Xi. NE : #EART, *1: RECIST HA KA > L1 RICES A uplE, *2 .
&% Cox HfflNPF— FEFMC L AT 7 FHH gtk fiE L Ol *3: Bila s
T BOE, 4 hEEITREOT 2 (20164E 5 A9 RS AT




100 -
90 -
80 -

g70-
BB 40 -
8 307
20 -
10 o

e R INGE AW
e PTPFEEERERSE

at risk#
EEI200mE Q3W
TS5 RRERUILEEE

154
151

REEEFREA]

89 44
70 18

22
9

104

99 1

R TEIT X B PFS O B RATR O Kaplan-McierBiZ}  (PD-L1EE (=50%) O BFER)

100 =

90 -
80
70

& 60"

§§ 50

ﬁ 40 -
30 |
20 -
10 -

B T N

e T (LAWY
s FEFFERRESTRPES

0 -
0

af risk#
AH200mg Q3W
TEFTRRREG s 151

154

6 18 21

SHFHMIA]

82 32
64 34

136
123

121
106

11
7

Lo

OSOHRBYTR O Kaplan-Meier ii#8 (PD-LIBHE (250%) OBHFER)




DERRAE I /MRS (KEYNOTE-010 345%)

75 FF K R A TR 2595 PD-L1 Bk (TPS=1%) 2 O HIERAAE /2 HEAT »

EIROIEIIEEERE (1,033 4, BARN flEETe) FXRiC, &H 2 mgke 3 H

BRI 5RO 10 mgke 3 BREMRER S OFHERGEZEWR, Fid A Kmep
(BAF Thoc) &5H,) ZRBE LCRF SN, 23, BEGFL CRERETHERD

BV EA L, BRI AR YRR D B ARV E ORISR E LT D B T,

P ECABE O B FEAN TR BT AR b H E CAFIO R SR A FTRE & S, FE
SEATIE H X OS BROVPES & &k, AFEDOC & HE LT, OS 2 A BICHER LT,

*]: EGFR #ETEREE T ALK BEBEFHBIECRE Ck, 77 Tl S bBRRIc LD
FREEECNE., FhFEh EGFR AEERNIE ALK BEER %A1 2B EEEAIC L 5 155E
RHYLHBEBMER AL,

*2 ; PD-L1 IHC 22C3 pharmDx [47=) OBMEX » FEAWTHE SR,

B (KEYNOTE-010 5468)

AH 2 mg/kg A 10 mg/kg R &

Q3w Q3w :
(344 {51) (346 A1) (343 f31)

0s | e [A] 10.4 12.7 85
(95%CT) (9.4,11.9) (10.0, 17.3) (7.5,9.8)

A BT 0.71 0.61
(95%C1) {0.58, 0.88) (0.49,0.75) —
P {E™ <20.001 <0.001

CI: {E1EIKE. *1 : BRI Cox HfflNF— REF X B R F B OEL, %2 . BYI
oS IRIE

100 % '
a0 - e Hll B ESRE I
80 . AOMGIRE QAN
701 e Jtr@ Sl
£e0-
4 40 - o o
30+
20 |
10
0 5 10 15 20 25
at riskE =2ed L HE
*# 2mg/kg QAW 344 259 115 49 12 0
A& 10mg/kg Q3W 346 258 124 56 6 0
FEoEEIL 343 - 212 79 33 1 0

0OS OEHSRATEED Kaplan-Meier B#R (PD-L1 B (Z1%) OBFELEH)
6



[Z24=ft]

OEBRIEE S M HE: (KEYNOTE-024 2ER)
FERLIIAAIRE 148/154 #1 (96.1%) BT SOC B 145/150 B (96.7%) =

24

lb\y) En\

R & ORBBEREATECERWEEFESIT, FhFh 113/154 # (73.4%) KO

135/150 5] (90.0%) !

Fits

W BT, WO TRERR 5% LORWEMIT TR

EBY ThoT,
F3I WERHORCREEDR s%UEORER (REEFRITIRER)
FEBIRSH (SOC: System - FE ()
Organ Class) B SOC B
FAFE (PT: Preferred Term) 15449 1504
(MedDRA ver.19.0) 4= Grade Grade 3L/ 1 4= Grade Grade 3L E
ERIEA 113 (73.4) 41 (26.6) 135 (90.0) 80 (53.3)
LA SOV S SaREREE 0 T T R R T T T
=g} 8 (52) 3 1.9 66 (14.0) 29 (19.3)
H [ 3k 12 i {0.6) 0 3 (5.3) 2 (1.3)
i Eki A 2 1 {0.6) 0 34 (22.7) 20 (13.3)
MRS N AR ) SR TR € '
Eag. - S T - ERNE IR TR IS R SO R I S
FRIR B RR O ENE 11 (7.1) 0 0 0
FEPRIRBE AL T B FIU ) B 107 0
HhEREE _ A IR DR o
& 6 (3.9 0 17 (11.3) 0
TH 22 (14.3) 6 {(3.9) 20 (13.3) 2 1.3)
ol 15 9.7) 0 65 (43.3) 3 2.0
AP 4 (2.6) 0 18 (12.0) 2 (1.3)
Nt _ L 4 2 1 (0.6) 30 (20.0) B SR ()
AR e EREERS LCREWLORE : D e P R PSR EE R T ELIE N
1 AE 5 (3.2) 1 (0.6) 1t (7.3) 2 1.3
i 16 10.4) 2 (1.3) 43 (28.7) 3 3.3
xEge 1 {0.6) 0 9 (6.0) 0
T 6 o4 .0 8 (3.3) 0
.ﬁ$&§m T  : . RO e . i . " S
TI=T IR 10 (6.5) 0 7 %)) 0
7 xS —YHEm
FTASRTEBET I/ | 8 (3.2 2 (1.3) 5 (3.3) 0
G A7 xS —EHm
B 27 LT = 3 (1.9) 0 15 (10.0) 1 ©.7)
TP ER B 0 20 (13.3) 6 (4.0
/MRS 0 18 (12.0) 9 6.0)
F i SRR T (06 0 16 (10.7) 3 (2.0)
s R U SRR R e e
AR 14 9.1) 0 39 (26.0) 4 @
MEerRvyLsmE 1 ©6) 0 9 (60) 0
R RS & OFE AR S : D REEEE L
L] I3 (84) U LA @n 0
IERREE B ;_ o G o T r :
ERERE 1 0.6) 0 15 (10.0) 0
FAME = 2 — S — 20y 0 9 (6.0) 1 0.7
BRSO LUWEREEE oo Sl B TIE FU RN E eI
Wilgse _ 8 (5D 4 2.6) 1 (0.7) 1 0.7
R L UHTRSEEE . i e e R
Fit 2 0 12 (8.0 0
P 1] 8 (5.2) 0 | 0.7 0
5 EAE 12 (1.8) 0 3 (2.0) 0
FiE 11 (7.1) 1 (0.6) 3 (2.0) 0




72K, AFIRECTEVEERE AR 9 B (5.8%) . KBK - EEOTHNE 8 B (5.2%) .
FRIEE (T« SRS 26 (13%) | FASReREEL 22 41 (14.3%)
RIS RERE T 21 ] (13.6%) . TIE(ESREREIT 1 41 (0.6%) . 1 BURERIE I 1 41
(0.6%) . BHREEE REEMEERRE) 1146 0.6%) . BRI L6 (0.6%) |
T4 - FEFEUTRMEIE T 1 1 (0.6%) A TF infusion reaction i 5 ] {3.2%) TEEH LI,
£, HEOREEE (REHIEIREER, 2P0, SXMES) | RIRHEEE,
BEMREEAE, MM7E - BRI, 5 & 9 BEs, LR, gt MR EEREER . B L
M L ORFEERES IR H v h o 7o,

@ERE RS /IAEE (KEYNOTE-010 3UER)

HEELT 2 mp/ke Q3IW T 331/339 1] (97.6%) . 10 mg/kg Q3W B 330/343 B (96.2%)
KR DOC ¥ 297/309 ] (96.1%) [T DL, IWREL ORRBBENTECERWEE
4L, FALEI 2157339 Bl (63.4%) | 2267343 18] (65.9%) KX 251309 5] (81.2%)
R vz, W OORETREIBER SR LORIEHIEITRO LBV Tho Tz,



FA4 VTR ORTRERS %L EOBHER RSN SEH)

BERKAKSIE (SOC: Sysiem Bl (%)
Organ Class) 2 mgrkg Q3W BE 10 mp/ke Q3IW HE DOC B
FEAEE (PT: Preferred Term) 3397 34343 3094
(MedDRA ver.18.0) 4 Grade Grade3fll: 42 Grade Grade3fPlt 4 Grade Grade3l L
2E{ER 215 (634) 43 (12.7) 226 (659) 55 (16.0) 251 (812) 109 (35.3)
M D SASRIBEE e
. ' 0 (29 3 0 14 @) 1 (03 40 (129 5 (1.6
IFThEREAEE 1 03 0o 1 @3 0 44 (142) 38 (123)
PYAPTIRIREEE -1 o st T T T G T e e
O PRMMRRRETEE 0 25 (74 0 23 (6T 0 L (0.3) o
BRBIETE: 0 T R T T e e
T ‘ 24 (L) 2 (06 22 (64 0 5 (181 7 23
B 37 (109 1 03 31 Q.0 2 06 45 146 1 (03)
H A 13 (38) 0 720 1 (©3 43 (139 3 (L)
R 12 .35 0 13 (38 1 (03) 24 (78 2 (0.6)
TR BAEER L CBRGEAIOIRER 5 T e e e
At 20 (39 1 (03 19 (35 2 (06 35 (1L 6 (19
e 46 (13.6 4 (12) 49 (143) 6 (L.7) 76 (246) 11 (3.6)
FAH LR 5 QA5 0 4 (12) 0 21 6.8 0
TR w @9 1 03 1 @y 0 17 (55 1 (03)
BRERBRZE & o ol T T e e e T T e e
S BRI 0 0 2 (0.6) 0 24 (7.8) 19 (6.1)
[ShikeS e 0 0 3.@e) e 16 (G2 10 (32
AR L OSERIRE - 0 T T L e T B
Rkpg 46 (13.6) 3 (09) 33 (96) 1 (03) 49 (159 3 (LO)
AR LU aMMREE o T P A P T TP
BBV 13 (3.8) 0- 19 (55 2 (0.6 18 (58 0
ERE 9 @n 0 10 @29 o0 2% 04 0
FEERERTE i s e T T e e T
R AR 4 (12 0 7 (2.0) 0 16 (5.2) 0
Fi i o A — 2 (0.6) 0 3 (0.9 0 2600 1 (03
CmRE 3 (09) 0 3 (09 0 17 G5 .9 .
Wi BAE 3 (09 0 2 (0.6) 0 101 (327) 2 (0.8)
£ 9 FEEE 25 (74) 0 32 (9.9 0 5 (L6 1 03
i 29 (86 1 (03) 44 (128) 1 (03) 14 (4.3 0

72k, 2 mg/kg Q3W HER TR 10 mg/kg Q3W BECENZ 4L, RVEIEREHEBIE 15 6 (4.4%)
FOV14 ] (4.1%) . KIBZR - BEOTHIIZ S H (1.5%) RO 24 (0.6%) . EEDMK
FEPETE (REREREIEIRIE AE . ZHEE, BEOMESS 141 (03%) LU0 H (03%) |
MIREEE (7 2 N U—EREES) 132 B (0.6%) ROF3 # (0.9%) | JFHkgERSE
VE 23 1 (6.8%) TR 22 1) (6.4%) | FRIRIRFEARIRESE 1 32 4] (9.4%) J T 35 7] (10.2%) |
NEABEREEEL L6 (0.3%) ROVB (03%) | BIEHREREER 241 (0.6%) RO
Bl (03%) . 1 BRI 16 (03%) B2 (0.6%) . BHEREREE (A RgEn:
BEAE) 1T 44 (1.2%) RUR o4, BT L (03%) ROMO . 4 - R mlR
SEIE 1 6] (0.3%) R0 B, infusion reaction L 2 ] (0.6%) MOV6 ) (1.7%) T3H
v, e, HEIETEIAE, Bk - BEER, S DMk, LRk, wethii M
PR, VS MER M OURFEERS IR0 Lo e,




4. HRRIZOWT

KA E LTHARERE (SFFHE) Ao hTnad 2 enh, Yia & imel
WWEBTX MR THIAMNERH L, £0_ LT, ARNOF 53 EE 7 RE 2R - 15T
L. AFIOBEC L0 BEREWEH 2RI LB 2 LB 0RERED, LTFO
D~@DT R CEMTEHRICBNTERT A & TH D,

O MRizH>NT

@-1 Tﬁ@(n-6)@wfhﬁ_ﬁﬁﬁémff%é*k

(1) EABMAERTEET A BARFEMSIIURERS: BOER RAS AR L SRR,
mﬁmh$%@#wﬁﬁh;m@#h Sl 8) (ERk 2044 A 1 BIES 434
faa)

(2) FrEtgeembt (FRk 299 6 A 1 HERE : 85 FERR)

(3) BLEFFEIERIEET LB ADEELERE (BARREERFRET. 1A R
Wb, B ARRCEEEHERRT R &)

4y AL FRERRFE L, AR ESEREME | 3O R EFHREMER 2 Ofia 21
AR BRI E T TWANEER (FR 2847 A 1 BEFA : 2540 fsk)

(5) PUEMEARIEAIA T EEME OB EER D ME AT > T DhEsk CERk 28 £ 7
F 1 BB 1290 fEgk)

O-2 WO CFEIER ORIERRBBIS ORISR M L R e f-oEm (PR
WS TS EMD) B, HEBEROAFICETBEORIA L L TRESh
TWaHZ &,

o [EMfifaiFEES 2 E0OWEINHE R T LBIC 5 FU LD ANREOBRIHE 21T
STWAZE, Hh, 2 BT, BAEYEREE XL URBEEEFOMEZTT
roTWAZ L,

s  EMAHRESH 2ECYWBITHEL KT LnBIC4F U LOBERREH L A T
&o b, 3L RN, RO N ASEMRE T SRR ORBRHE 2 1T > T
AP RN

@ KAOERELEFREHROCEHICONT

ERLEREHRICEFTATEADEE Sh, BEECENLOFRED, Aot - 24
PEAEEREO SR O B R CEME AT 215 WRE, A EFRARAE LB E0MEE
B, HERHEROPITITON D EHINE > TNDH 2 &,

10




@ RER~OXIRIZONT

@-1 HERAHIC BT B B |

MR O TR 2 IR AL L IeBRIC, 24 WHIRBIRINO F, MRAROLS
BRI BV C, BB L RIHERICIE U CABRE LR ON CT SO RINER ORI 4
RAREOFERNG HRICB b, EH ISR R R E - T A 2 L,

@-2 ERUEEHIC L I FEERNNICET SES

DABRICIED DM 2GRN 2T T AERIEFEDRBEHE=2 ) v 7%
EWEERDAT ) -z FRITWEIRE & 1H80E 0 T & 55— AR A
BRTWH T E, 2B, BiEAHICoWT, BASBHE & FORBICHHICBMEhTH
Aok,

@-3 BfER OZE-eRRICE LT

BIEAH (REERECMZ . RS - EEOTH, ITHEEE, BHERE (Rg
FIEMEE %), WoWEE (FPEEEEEE, HRIREEES, JIEHEERES), 14
BRI, S & DI, Mk - BRRCHRIIRAE, ek, ME ORRERE (B RERIRIREERE,
ZGHBE, FHRVEIES) . infusion reaction, WM - BERLSS, SLAEMAGMEDME, MhRERE (X
G e NL—REREEEE) . DR, SR d MR M SRBES, YA, ARk
S2) R LT, MREHES TR B PERERE D EME A A S R & i L (RIER 0%
WrRosh i ic B L CHRE L B2 o5 4&Mich s 2 &) | BHCHNRAERT
X LHHRBESTWE DL,

11




5. ERRENDBE

[ZzatEiz B+ 2 F1E]
D TFTERICEYTAERECONTIIARORERBEE XN TWD D L, #5217
bl b,

o RHIORSCK VBB OREREO H 5 BE
o FHRSGIER LT A RREREO b 2 BFE

@ WBEATOFMICEW T FRICEY T 5 BF IS0 UL, AFoF GRSy

S, MOTERERREN2WREICRY , EEICRHZEMN T L2BETED,

o MEEREROSOUIBEDH S BA

o IEERE AR CRIER 2380 5 B R UNESIE O FUR R IS RS PR 2%
FOCRESEZEL RS HIVD BE

»  HEGERBOSH, MTEBMENLE L BRI B LRERBOBERO
HoHBE

o JEESALRE GEL BB RERE ) ObLBE

»  ECOG Performance Status 3-4 VDR

[Hahdic B 5 FHE]
O TFROBFICBWTARADOEERRIES LTS,
o ALERIEE D2\, EGFR E{RTEREM, ALK fiasa kT PD-L1
BB (TPS=50%) OUIRRARRE/RMEST - RO NRIalEEE
o« IS FFRRE ST CFEEERE A 5 PDLL B (TPSZ1%) OIERRRER
HEFT - RO NMIEHERE (23, BEGFR EaTFEREME T ALK @d
Wi T OBE T, FAFN EGFR Fa A —FHEAIXIT ALK 5
Yy —PHEEROEHEL T 5 8E)
2k, TPSIT~N A7) A7 (BarHiEz) oz =4 2% R4
PD-L1 THC 22C3 pharmDx  [# =] ) #RWTHET S Z &,

@ FRICHENST A BREITET B ARROERE R OMER FIEIC oW T, AR OF MED
L EShTELT, FROBRESR LB,
o iRtRRBM LIRS,
o hOPEEMEIERH & O,

(L ECOG > Performance Statis (PS)

Score ER

0 | &< BB IEETE A, BIRETE W L H A S HIERR <A A B

PEEICE LV IEBIISIR S A3, STRIEET, BERCE - COMEITI 2R TE B,
7 BOEE, FHER

—

HFATAR TR OHOE Y O LT R CAEESEEIITE vy, BHO 50% kT~ FACE I,

BEhizAa0E0EIVOZ L L TEhyy, BPO 0% LSy KT RT3,

[ )| b

ECEFR, AROFOEN DI LEEL TERY, BRIy FETCRIT,

12




@ R AT A F7 4 v (BARMFRTSH) 8BV T, ECOG Performance Statas 0~1
WH 75 280 F, XiX ECOG Performance Status 2 7V @mEB#HClE, & 3 s
CH (FEeZ i) OBERRGNEESNTEY, 7T F 7 1B OEMHESEIT
EVEDEASRNT—AR D 5, LHEEREETBECHATEE, 7
Z S BRI ORTEES 2 < & B E 3 husA A CORRE LT 2 BE B
Tit, AFIOREEHR/TE 5,
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6. BREELTERETR&FTH

O HACEF T2, QSRR ET PRAT D BRI D & AR O Rtk K U E
AD DI UERERETHICEFE L T oERTLZ &, :

@ TREBSICESI L. BE I oFRICEIE R ekt E Homi L, REE2E
ThbEGTsZ L,

@ FREWERD<vHZT AL Mo2WNT

MEMRRERH SIS Z RS 50T, AFOEEICH - T, WIHE
P (B, WS, R MR N UHIE X SR E O RS, Bl |
AT H L&, F, MBS UTHE CT, WE~v— b —FOmELEmRT
Aok,

infusion reaction 3 % H LA T L3 H B, infusion reaction BFERYD LAILITHEIT
VI, EERAEEAT O & BT, SRR EET D E TRADOIREL ool
TAHZE,

R IRESRERE D D B 5 Z L3 H A O T, FEI O3 SRR bEN & U455
HOTEEIR I BRI e AT (TSH, 28 T3, ¥58E T4 S OWE) £E1 5
el

FFsERREE R 5 bbb 2 L35 5 O T, A% O S BAATT & O S i
FEARNITHAEMR A (AST. ALT, y-GTP, AP, B U AV E0MIE) £l
TAHI k.

SEFER (WWERRCIERBFERELET) SOEEREEESH DS
ZERBHEOT, FHENCRORFEOFEEERT L &, E72, IROBH R
RO LB EIE, mehCEERMEA SR T L2 REERRETS &,
AR OFHIZEY | MEORENCREREAT S &5 2 bitdifx nRBRE
BHEbhAZ LB, BESBEOLNESEIE, BHLUEFRIS UL
BRHEY Zp anEk & IR EE O EAD LB L Gl el e R R ATV, HE D
PO X AEWER P EDN 256, A OERESGIF I, HURERE S
WELRIORGEEZERTLHZ L, 2B, RIBERERLVEOREIZ IV FIE
A OBERRD LIVRWIEEIZIE, BITRZE SR NE - YA O R EEIE M
LEET DL,

WERTH, EEM»LEARB LU ChOEWERRRET A L Xxbh A0,
AROBGHETRICHEEROBIICHSEET B2 L,

1 BRI (BUE 1| BUBEIRIR 25 te) bbb, FERFEES N TV F— A
WCELZEBHLHOT, 0g, B, RHEFEOEROIE MRS ERic
SEETAZE, 1 BERBE M ELON SRS ERIEL, AV 3
RO GHEOBONIRNEELITO Z L,

@ FHIOBEFRBRICBOT, WEREID IRA ., TR, REBENH 1 FH]
133 BG4 T Z L ICHEIMEDITHME 21T o TV Z & BB, BAIBS-HILEH

B4

CHBRE CHROWEREITO 2 &,
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R RAHEET A Ko A v
RAT Y X< (BEHREEL)
(R5E4 « ¥4 M —F SFE#E 20 mg, ¥4 M—F GIEE 100 mg)
~ T BL£A i~

T2 928 (PR 2 94F 1 1 AYET)
A B
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1. Uiz

EHEBOFIE - BREOMFEODITIE, BASCES I E S B E R ARk
b5, &6, IWEORFEIROERIC LV | FUEREIL R & OWEHR e IR /Eng
FFEEBAARINLHC, Zh b OERL BV ERBRE RIS - L BEED
&E&&ofimu&%%@ﬁa&&$®%$ﬁﬁmmF%mw$6ﬂ2H%m&ﬁ)
BWTH, EFNERNSOFHOREHEELZRS L L& T3,

B RSREE I, SRR L e T 7 A VR EOERR LB LR
RBEZENDDH, TOTD, FEERUESMEICET ABERA FOERT S S To/,
HEZEFELOBRELMZT 5 EPHFSNIBFIC LCERTS & & b, Bk
RABER U BRI MBS E & 5 2 L S TR — i OB & i 7 B ik o fF
THLEPEETHD,

Lc3oT, BUA FTA4 - THE, BIRBEHBRZNAE CELNTWAEFHZN -
BRI RIS & DT OERR ORG24 2880 b SISk, %2
FEROEEFEEY T,

TR AAA I A LpE, AT EE A B E R S A2 A B A
ARIRBES S, —AEHIE A B ARBRIRINEHE S K CAEAE TR A B AR SR oW
Db EfERE LT,

R e RAHERS - F A MU RHETE 20 mg, ¥ RL— X EIEEE 100 mg (—
g RaTF ) Xvr B THERL))

MR ERAPENIHR IR gE B R

HELRLAERTEE  BE. RAIE., AT ul A7 BETHEEL) LT 1
Bl 2mg/keg (FE) % 3 WERE T 30 L2 CEREERET 5,

o3 BR R 2 A MSD #EASHE




2. AFIOWE, /ERMF

¥ M —F R 20 mg XTN100mg (—% - AT R Y Xv T GEETHEE
%), BLF T&H 21 9,) i, PD-1 (programmed cell death-1) X ZDUH > FTh
% PD-L1 R ORPD-L2 & OFEA #EEHET S & MEIgG4 €/ 7 v —FVHHETH D,

PD-1 R BT T MBS F B REERE H Bk D 7o DI 23 AURBR D3RI -3~ 5 2 7 e il
AA o FC, PD-1 i, EEARECBOCEER T filloMBEmicEE L, Boh
2 B S e A B SRR A RS AR A, bbb, P XU A N e
BTAZ &I J: !9 FUEZRKRIC LD v S EERAICHET 2R B ETH S, PD-LI
OEFHEBRICBIT ARRIL TN THELIB, ZL OAAME TR THIROBE 2L 5
VR LR Jé?ﬁ L—cu\éu BAMMWC BT D PDL1 OEFEBIE. BlnE. WS,
FTAmiags . FRELE . JE/ Bl D2 BB ATTRARNFTH Y, BWAEFRLE
OB E ST D,

HE DM A OGRS TH% & PD-L1 BIFOFMEEL S, PD-1 & PD-L1 OREIIER O
EEERE BV CEEREEAZH S 2 LARB IR TR Hiloe N AREOER & L
THFENLTND

%13, PD-1 & PD-L1 RO PD-L2 DY Vv FOFRESEMEET I L0 LY, B
/R OB A RAIIE SN T U oS BR B FRE L S 8 FUIEE s 2 i3
AL THRIEESRLEET S,

AFNDAE R EE D GREORE ST L DENERSH b b, BEEXBELIC
EDHAHEMERH D, Kﬁ'UDK‘iffﬂP&U\&W& i, BEOBEEHSTTV, BEPARE
D BLIVFRICIT, BB LI ER J“L?Lﬁ?ﬁé’]t&%ﬂ%&F‘%ﬁ%ﬁOLEﬂikﬁﬂjﬁL”C;EIE
YRR ET AT, WEDRAERIST & D E 1’Eﬂﬁﬁ>%mbﬁéi@*A I, BB R E A
TR ORLGFEOBEYRAEEZIT O LERH D,



3. EEPRRUE
ARTEEDERBE 2o S LG D 7R GRIRR I BT 21T o e 270 BRI Sk BR O il & 7R,

(B 7]
DEAT 1 b 435 (KEYNOTE-041 35
WFRER O WIEA YY) Av T EEAHEL) CITF (A EU A7) Lnd,)
BEER 2 VU R L ETOPEEREE AT D IRIEEIERR R A AR 42
(AR 37 1) &5 8in, A4 2 mykg 3 BREFR AT TQ3W] &1 5,)
B G OF R LSRR Sz, 7ok, IHERHE CHREETHRD bivkBaic,
BRI T A /R g BN R DAL WS OBRIICRE LT A B T, WEILIFE O
{GETAT CHRABHEAT IR BILD £ TARIOR G 2R 5 7 LSRR L Shi-, T35
E B CH HFHE[RECIST H 1 BT A > 1.1 RRICEES < oo L 52224 (CR)
XX REE (PR ik 24% (95%IEHERM : 12~41) Thol, B, FHATNTHRE
L7-BE{EIL 10% Th -7z,

O N AHFRE (REYNOTE-002 #5%)
AV LI LAEEREE T ARG B B AR 28, AFA 2
mg/kg Q3W &5 K T 10 mg/kg Q3W 7 DI L Ve, {b5Eih (X Ay
V. TES BN, ANKRTTF N ) EXA IR I8 ) H
T, BLF NICC B 20 5,) &3l e LTRE SN, BB, Bl o5 BT
VR HNIIERIC, ERETEZ 7RI ERPRED bW EDRKMICEE L TWA A
HC RELL R O ERFTMCREBEITATED BILD T TAROR B 24T 5 = LS
FHE & Shin, FEFHMEEE IAAETFNM (08) ROMEMEAGFN (PFS) & &h,
AFNHLFIRE & W LT, PPS 2 ARICER LTz, |

#=1 Az (KEYNOTE-002 #AER)

AH] 2 mg/kg A 10 mg/kg | #=ai=20
Q3W Q3W
(180 1) (181 f31) (179 1)
0S | gl [H] 13.4 14.7 11.0
(95%CIL) (11.0, 16.4) (11.3,19.5) (8.9,13.8)
AP B R 0.86 074
(95%CI) (0.67, 1.10) (0.57, 0.96) —
P " 0.1173 0.0106
PFS”" | thafl [F] 2.9 29 2.7
(95%CI) (2.8,3.8) (2.8,4.7) (2.5,2.8)
AN R 0.57 0.50
(95%CI) (0.45,0.73) (0.39, 0.64) —
P " <0,0001 < .0001

CL:/Z#HE M. *1: RECIST A F3F A ¥ L1 RIS ES < SR B B OB M E 1 & 2 T,
*2 1 BRI Cox MMl — FEFMC L H{LFREE L OB, *3: Bl 7T 7 B

4




100
a0 o — A 2 mEkg W
80 - s B BROG R QIW
& 60
E 50 s
H 40 .
30
20 A
104
O vy P W L L ; ! LR et L
0 3 &6 9 12 15 18 20 24 27 30 33 36
at risk# S [F]
x5 Img/kg Q3W 180 13 95 70 &1 11 0
R 0mg/kg Q3W 181 138 99 79 &7 12 0
{LSEROE 179 115 80 60 48 ] 0
0S @ Kaplan-Meier B
at riska REEEER A

*M2mg/kgQIW 180 153 74 53 26 9 4
FMOmg/kg QAW 181 158 82 55 39 15 5 1
2

2.

179 128 43 22 15 4

PFS ¢ Kaplan-Meier i#R



@i F AR (KEYNOTE-006 #.5%)
A Y LTI EDHMREORNUIA CY A T REERN 1 VPR ETORE
PR A+ DIRTBUIBR A Re e B B AEAE 8T, AR 10 mg/ke Q3W &5 K
10 mgkg 2 WM (LT TQ2W] &\ 9,) HFEORZMERUERER, AU b
TERRBE UCRET SN, Tods, ESEME THREBEITID DR EAT, REET
ERTIERPRD SR W B OERINICZEE LT 5 B T, WKRIBIARE O B 7L T
RBETERD DD E CAAORG EHET A2 BT S Shk, TEREERR
2AFHE (CUF T08] &), ) ROMEREARDM (BUF IPFS) LWwWaH,) & 3h,
FHNFA BV LA F LB L T, OS XOVPFS ZERICER Lz,

#2 TR (REYNOTE-006 345k)

AF 10 mg/kg AH 10 mg/kg AEY b=
Q3W Q2W
(277 ) (279 #1) (278 f8)
0os™ | mdufE [H] NE NE NE
(95%CD) (NE, NE) (NE, NE) (13, NE)
NP — R 0.69 0.63
(95%CT) (0.52, 0.90) (0.47,0.83) - —
p g 0.00358 0.00052
PFS™ | msffE (A ] 4.1 55 2.8
»? (95%CI) (2.9,6.9) (3.4, 6.9) (2.8,2.9)
NP RH™ 0.58 0.58
(95%CI) (0.47,0.72) - (0.46, 0.72) -
P {E" <0.00001 <0.00001

Cl: EHEKM, NE: #ETH, *1: PHMFTROT —F 1201583380y M 47, 2. 8
Bl Cox il ~F— FEFAACL DA EY w7 L O, *3: @Hlv 7'F 7 BifE, *4: RECIST
HA FZ 40 LLRIZEDS ML LR ER CEERMEIC X 5500, *5 : 9GO
T (2014 9H3ABH v bAT)



100 ¥
90
80
70
£ 60 -
# 50
{5 401

30 e diOmesig QI

107 e g¥ULTT
G 2 4 6 g8 10 12 14 16 18

at risk#¥ EHEEMIR]

M 10mg/kg QIW 279 266 248 233 219 212 177 67 19
FH10mg/kg Q3W 277 266 251 238 215 202 158 A1 18
AEULTT 278 242 212 188 169 157 117 51 17

o o e

0S @ Kaplan-Meier B

o e e B TG AR T
o - BE VOB TRE QI
— A PULT T

at risk2%

FH0mp/kg QW 279 231 147 98 49 7 2
FH0mg/kg Q3W 277 235 133 95 53 7 1 1
AEULTT 278 186 88 42 18 2 o 0

PES @ Kaplan-Meier s



[Ze 4] _
DIENE T b fE3kER (KEYNOTE-041 #ER)

HEERIL, 41426 (97.6%) ([TRD HIL, BB ORRBENATETCEROEE
BRIT, 34742 5] (81.0%) IKRD HNTz, HBFER 5% EOBHEHIITRO L BY T
E ooy ol

3 FMER 5% LORIER (e aaq)

, g (o)

BEIASEE (SOC: System Organ Class) -

HAFE (PT: Preferred Term) 2 mgﬂ;%ﬁQlJB Wi
(MedDRA ver,18.0)

“Grades Grades 3 L E

2RITER 34 (31.0) 8 (19.0y

| Emekoel
BB R UB TS i
5 ' (143)
PRk B S (14.3)
SELEH 3 (7.1) 0 (0.0)

Apds, MVEPERGSE LB (24%) | KB4 - MED TR 2 4] (4.8%) . FFHRERE 3
1 (7.1%) | TEMBERERE 2 §1 (4.8%) . FIRIREERERE 6 #1 (14.3%) | infusion reaction
16 (2.4%) ROEBEESMEE1#] (24%) TROENRE, £, WREE (¥ 8
V—IEERES) | TR (REEMENEAS) | RIRMEE, 1 HEREFE, EEo0
FefEtE (R RIRIRAE e, 2R, FRRES) | R, Mk - BEBUTHRAEE,
BEIEAGEEIE, A - RIS, RS, Sor i RIS DR SREER . A i B TRAR
FEHIBEIRD bhiRho T,

D/ E TR (KEYNOTE-002 3A5k)

A HHEEIT. 2 mg/kg Q3W BE 172/178 H1(96.6%) . 10 mg/kg Q3W B 178/179 1 (99.4%)
KOVICC B 167/171 B (97.7%) (TR HI, BEIE L ORRMENTECERVEF
AN, FRER 1217178 B (68.0%) | 133/179 1 (74.3%) R TF 138/171 4] (80.7%)
R b, WP OBECREEN YL EORERITI TRDOLEBY Thot,




F4 WTHPOHTREAEN 5% LORIER (REtkffrSER)

BE RS (SOC: System Organ Class) % (%) ‘
EA5E (PT: Preferred Term) 2 mg/kg QIWHE 10 mpkg Q3IWHE ICCH
(MedDRA ver.18.0) 1780 L7947 171431
o 4= Grades Grades 324 k= 4 CGrades Grades 381+ “£Grades Grades 3L B
__Z=RIfEA 121 (680) 20 (11.2) 133 (743) 25 (140) 138 (80.7) 45  (263)
TR SO S SRIEE T e
CEm 5 TRy
SRz 20 % 0 6 (3.5)
B R SR 1 6 (3.5)
R ot 2 4oy
0 _. ._(00) :
St (0.0) S
3 (18
4 (23

T @y
_;])l %E’!ﬁ%%if)‘&%—%ﬁi@fﬂfﬁg I i RIS fEne
' 06 8 T@s 1 @6 10 (G581 06

Cwmhm Y S ¥ |
wH 40 (25 2 (L) 52 291y 1 (06 6 (363 8 (&7
. e, B BH 0 @y 1E o ED 0 00 8 Un 1 08
CEBE o e T
C /MRS 6 5 <29)
3;_:'j1tﬁ¢i%‘k0m%5*% R
 EEOLE 159 0 @ 0
15%%%%&;0#Aﬂ%@ el s
. ﬁ’*ﬁ:ﬂ“ _ . 1 )
RS DRI
K o ) R B W)
. SR o o4 0 00}
i*&}%ioot(}&?#ﬂﬁkﬁ*‘i e R St e S
B B 5Es 0 ©e 1 e 0 o 35 Qs 1 (06
bicd 173 9 (51 0 (0.0) ¢ (50 0 0.0) 2 (1L} ¢ (0.0)
Z DRI 37 (208 0 (0O 42 @35 0 (00 6 (35 0 (00
B 21 (L8 0 OO 8 gel 0 @ & @hH 0 {00
Bk RS S (28 1 @6 10 @GE 1 (@©e 0 00 0 Q0
SEEAN 10 (56 0 (0.0) 9 (5.0} 0 (0.0) 2 12y 0 0.y

75,2 metkg Q3W B I TR 10 mg/kg Q3W BRI BWTH AL, I E MG B 1 451 (0.6%)
B4l (22%) . K% - BEOTH 14 (0.6%) XU6 B (3.4%) . MERE (¥
T Lo s RS ) 2 1 (1.1%) B TR 0 5, FFHSREREE 13 41l (7.3%) BT 15 441 (8.4%) |
EgREREE (RAEHEEE RS 160 (0.6%) B LA (0.6%) . THEREHRREREE 1
il (0.6%) F O3 Bl (1.7%) . HORBREEERENE 14 61 (7.9%) KTV 1544 (8.4%) . infusion
reaction 2 (1.1%) B3 (1.7%) . BEORERE (CERAFIRERR, 2BE
BE, FERBEL) 16 (0.6%) ROV H (0.6%) . B 141 (0.6%) BROO0 B, EEER
MESE 0 BTN B (0.6%) . B - S8R 0 RO B (0.6%) . T HE SR
KOFILRG2F (11%) TED LNz, £, BIEEE. | BERR, % - S
R, Dofhge, SRR M D YEEREES . B I R ORI b
7o



QA EMAEREER (KEYNOTE-006 #lk)
BEBELIL, 10 mgke QIW #E264/277 71 (95.3%) , 10 mg/kg Q2W £ 275/278 £41 (98.9%)
B NPT 3 239/256 f4] (93.4%) iR HiL, B L ORRBRATETERVWEES
X, ENEN 202277 81 (72.9%) . 2217278 ] (79.5%) KUK 187256 5] (73.0%) 2
MmO b, WTILAOTECRERERR S%U LORWEIITEROLBY Th o7z,
#5 TR ORTHRESREN 5% EORIER (Rt SEm)

FIB_(%)
BERRAHE (SOC: System Organ Class) - . .
ST , 10 mgkg QIWEE 10 mg/kg Q2 WEE TPIEE
( Efﬁg (PT: Pret;:r:ed Term) 277 27841 25674 |
MedDRA ver.18.0 “2Grades Grades 3B} [ “4Grades  Grades3Pl E  ®©Grades  Grades 301 E
28IEH 28 187 (7.0}

202

221 (795 37 (133)

51 (19.9)

P
C FRIREETEE
DR RS T

HleE

R AR LU SRS
Eﬁ]ﬁﬁ (11.6) (0.4) (9.4) (0.0}
bES

B O L - o
D . (0.0} (14.4) (0.0) (254 1
K5 37 134 (0.0 (14.7) (0.0} (14.5)
FHEHEOBE 31 (112) 0 0O 25 50 0 (0.0) (L6

728,10 mgrkg Q3IW A TR 10 mgrkg QW BRIV T 2 24, RV R i 28 4 491 (1.4%)
RN (0.4%) . KB - EEOTH 10 F (3.6%) KON 13H (47%) | miRpEE
(T o N—EFEHE) 24 (0.7%) RO 0 M, FFHEEEREE 14 4] (51%) RTR23
7l (83%) . BHREEE (RMEMEEERSE 26 07%) BC1H (04%) . TiE
RBREREE 1 ] (0.4%) RO 1B (0.4%) . MIRIEGREIEE 28 1 (10.1%) MO 33 f
(11.9%) . BIEFEEE 14 (0.4%) B2 (0.7%) . infusion reaction 7 5] (2.5%) K&
RS (1.8%) , 1 BUBERIE 1 61 (0.4%) Rrofil, EEEOMLREREE (KRR
T, ST, JRAES) 0 FIR 1 B (0.4%) | FREK 161 (0.4%) RO 141 (0.4%) .
Bk - BEBCHEREARIE 1 61 (0.4%) KN O f, Figde - RS 0 Bl 1 #1 (0.4%) | 3
TNZHS E IR 3 A1 (1.1%) BT 1 H (04%) TROLRE, F/0, BEEEE,
D, SRR MR PESEEEE ., TR ML L DRI I bhie o,
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4. JRRIZOWT

ARG Y U THERRERZE (ST SRELh WD 2L, %A L mHY)
WEBTXABRTCHLILERD S, FOET, KHOBE I EY BT F20 - FE
L. AF| OG5z X 0 EEREER £ 38 LI BICHET5 2 LB icd, LITO
O~@OT T EH MR THEHAT 5 E Th 5,

O MERIZOWT

D1 Fieo (1) ~ 5) DWTFRMTHEYT I/ THD T &,

() BASERKE R EET 28 A BRI ET S (BE T R AR il R
HiEe s A RO ARSI ARERE e &) (ERE29FE 4 A 1 B ¢
434 Hig%)

(2) WpEHEREREE CTRE 294 6 H 1 ARFA : 85 fiaR)

(3) FREFFEMEBRET DR ADRESRER (B ARREEERER, M ABIOEE
Wmke. BABFEEHEERE R L)

@) b FRERE2RE L, SR EREINE 1 UIAREERIEME 2 Oliis 21
WARD B AT TV AKER CEAL28 47 H 1 BIRER @ 2540 JEs%)

(5) PUEMEESIL I F RN O IEIECHR D AHEIT > TV D iR (PR 28 4 7
A1 HEFA 1290 Eg%)

@2 EERGEOLSEER CBIERFEEBE ORI -5 7 ik & R % oA
(FEOWTIBICEYNT HERM) 28, Y2 EROACET sIHEOETEE L LT
Al S TnDd 2 k&,

*

o ERREESE 2 COMPHER T Lctkic 5 S LR ATBRORIERHE 2
THoCWBI &, 55, 2 FLL R, RAREYREL £ & UEREEEOTHE
BiTipoTWH I &,

o [ERfSFTERE 2 EOMIIHEL T Lisikic 5 FLL Lo REELIESZ RO
KRBREHLTHWDH I &,

@ BREACERLFEREEOEHIZONT

8 RS U T D EEH BB S h, BREENLOFRED., At - 24
PSR e O TR (RERZ Oxr T A 1EHREL, AEFRARE LB E ORER
B, BERHRIATOR A REIRE S TNA T L,

11



@ EHER~DORHIZ 2T

@-1 RElfEFARBRF OIS ARN B 5B

IR RS OB RREIER T A LB, 24 WRIBIREHIO T, Meakis x
HHEERER BT, BB U RIS U CABRER LD CT SRR OB LB
IeBEORERAPE A PICB LR, EBICHGER AP Chd

@2 EFEEL L A3AEFSRNCET A EY _
BABECEDIEMN AR E OB E AT 2 EEEEENEFERAE=2) 7
EOEROAL V) —= U T EITOERE LB E G T 59— AERMKH 2 4
SINTWBZ &, BB, BEFEHICOWT, BAUEE &FOFRICTH M IR T
ATk,

@-3 BEWEROBERIRIZBE LT

BUER (MEMEERICN A, KX - EEOTH, IFEEES, BHERES (RaE
FIEMBRE) . NowkE (FEAEERE, PRRMESERES, BISEEES) | 1
BUREIRIA, S EORESR, Tk - ARBUMMARIE, ek, EEOKBEEE (FREhkIRE i
T, ZIGHBE. FFEIES) | infusion reaction, 7S - BRI, FIERTEEIGE, FhiRE
(X T 2 NU—EERE) | DR, SRRV EREER, TR, AR
IS ok LT, MR UL BE R O EME AT A EM & EE L GIFE
AOBHRSIcE L TRER B2 b h e &F e hd k) | EhIciE
ERTEXDEFIRESTNWDZ &,

12



5. 5B BE
[ZetEz B4 5 FIE]
O TREEYTIEBFZSOWTIERAROERERERE IR THWAZ Ehb, REE1T

Dlpnwz b,
o ARFIOFESCH LHEUE OB H D BE
o FHRSUIFRELCWATREN OB A BE

@ HFRATOFMICEBN TFRUIEE S T 2 BB oW T, BRI ORGSR SRy

A, MOTREBRRES RG-S ICRY  HECAREZEMNTS I EBETE D,

o HEMMRBOEMHIIBRDOH S BE

o JEE iR CRIE R 20 D RE R TTE R é@ﬁ&ﬁh‘ﬁﬂmﬂﬁﬁ% LA B 2%
LOMICRIEMEMS D BE

s HOAEEBROAI, XOTEMERLE L REREDH AR EOHERED
HOHLBHE

s IERSBAERE GG R S L) OHLBE

»  ECOG Performance Status 3-4 &Y O EE

[k BE9 5 FH]

O ALFEEREO R WAE R MEFRERO B 5 BF B W TAROFDER R I N

T4,
B, mumﬁm%zﬁ%ﬁfé$% WBWTIHL, BRAF HEARINC L 2HEHBRE
THIE,

@ TR T 2ARAOBRE B O F ISV CiE, AR OFEPREL S TR

L, ARlORERE LRGN,
o itk mE LR,
o oFEEEER S OO,

D BECOG @ Performance Status (PS)

SCOI'B

R

A A FEETES, BFATE R EEFBBHBR TS,

W{iﬁﬁiuﬁbb‘ﬁﬁmiﬁﬁﬂﬂﬁéhéﬁl FATAEEC, BAERCE - TORRITIT ) DL B TE L,

CEEVHE, FHER

%u FRRCHAOEOEY O 2 LT UHEEA{ERR XAy, BTPO B0%EL Bl K4
T,

BB AOEOE YOI L LATERE, BHOB0%E, L2~y FARFTRIT,

2B, BACHOEY O LA TERY, BRKSy PTGl
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6. BB L TEE T HNR

@O WASCEEICIN A, BUERTEEE PR 2 BRI D & ARK O R R USEIE
HADOCHERERT - L Th RT3 2 &,

@ TREBBICELD, BEXITFOFRCAEDEEERES TEA L, AE25

- ThbRETHI L,

@ FREWERO=RT AL MZ2NT

FEMENREN D HND 2 8BS B0 T, FROEE ZH T > Trk, FIHE
WO ORHT L, PRRRIEE, Sk ORER K O X B o EiES, 8184+
ATH Tk, e, MECISUCHE CT, Mif~—2—F0kEs BT
ATk,

infusion reaction 23 % HiL 5 = &3 8 B, infusion reaction 3528 HILZIBEESIT
i, EEIRAEERIT O & b, ERAEE TS CREOREES 4T
TAHZL,

RIS REEE R S B A 2 LR H 5 OC, AF| ORe SRR MART R U 51570
PITEHIRNCHUR I RER A (TSH, ##8E T3, ##0 T4 EoME) 245
Tk,

RISREREENR 5 b biLd 2 E N 5 5 0T, AR OG- BIAERT R O SR P i
TEHENITAEEERRTE (AST, ALT, y-GTP, AP, YU LV %0HIE) £
THLE, _

S &R (EREUEEREREEE) SOEERERERL LD
ZERHEOT, EHMICIROREOFTREHERTAZ L, £, ROBEEMR
B LNEGESIE, HeAICEREMEEER TS Lo BEREE T &,
ARNOEFIZLY | MEOREFIICEET D &5 2 5NA8L REREBSKRR
BHOLLNALZ ERHD, BRENFEO LNEASICE, B8 URERTS 0
B 72 ek & B A Fr o EAN & HE UMD R8BI B 2 1TV, B Ol
RO Y 2 BIEA B EEDIL 2RI, AROKRE b, R OBIERE =
NECROREEEZEET DL, 2B, BIEERERVEYORECLYEITE
R OERGRD b WA, BB RE R AE A DR mEFR OBl
HEETH L,

FETH, BB LD AR L T HRTERARBTIZ 8550,
FRIOEE# THRICHLEWEFR ORI HHIcEETD 2 &,

1 BUpEIRIE (BE | BUBERB 25 8) BH bbb, BRBMES b7 P
KELZERHLOT, 18, B, EIZEOEROREB L MEE RO ERic 1+
SEETAHI L, | HERFARDNLEEAICHREERIE L, 1A T 8
o SEORY) L MBRITH 2 &,

@ AHOBEERBTEWT, RE55E16 3 r AUWN, THLRT, REHENE 1
ERE 6 B Z L ICHEOTFL 21T > T e 2 & 2880 RKEIEREFITENY
WAROHERBEITD Z &,

14







