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RMRRER LB LEBRRISE & D2 EBFRER—FE OB & /- T EFHEE CTEH
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FCARAOZEG #/ET S Z ENHEEE STz, EEFFMIER 24 TFHME (0S) &
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A%l 200 mg (b2
Q3W
(270 f41) (272 )
os' thodefiE [H] 10.3 7.4
(95%{EHRE ) (8.0,11.8) (6.1, 8.3)
N — RS 0.73
(95% 5 4R [X [H) (0.59,0.91) —
p i 0.002
PEST ho g [A] 2.1 33
(95%(E4HIX[H) (2.0,2.2) {0.3.3.5)
S~ — RHEE 0.98
(95%({= HE X [E]) (0.81, 1.19) -
P fi 0.416
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EIFE 4L A5 MAHEER (KEYNOTE-045 5U5#)
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#2 REED 5% LEOBHER (RN RER)
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FEAFE (PT: Preferred Term) 26615"!
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F [ 3 fh S 7GR éﬂéﬂP C.ZhbDOERMZEIILELABEFICRMT S Z LR
B E 2o TH Y IRIFHEOER L SEE DA 2016 (TFRL 28 4 6 A 2 B BGERT)

CBWThH, EHMEEMEOERORBHEELXHL Z L EEhTWDS,

FOREMB R EIE ML, BERRE2M T o 7 7 A VPBEFEOEIES LA O IS
RBEZENDD, ZOH, AOERVCEEMEICET 216@®m H9&ERT 2 £ TORM,
WHEMSOBRBELMZITE 2 EAMFINABE I L TERT 5 L& LI, BIE
FANFRUI-BICLELMIE LY L D2 LN ARER—E OB A= =R CEM
THIENREETH D,

LMo T, KA RIA4 Tk, ARESCINE CIE LN TV AEEIEFEN -
By RS X | UTFOEESHOFoE 2 E A 2 HEET 280 b LR 2, B2
FHERHEEFEL TR,

¥ BHA BT A 0%, MSATEEE A E SRR EERGR A, OREEIEARAR
ERERIEE S, — BN B ARBREANRES, FFEFSFNEEEN B FiEFEa U
— BN B ARG F20mAD0 b EER LTz,

KB L AERES ¥4 ML— X ERHEE 20mg, ¥4 M—F sGEEHE 100 mg (—
W4 - a7 ol Av7 GEETHERZ))

WL R HMENINE - PD-L1 B OB EEZELT - B3 DI/

HELRAMERVEE - @E . AT, A7) X~v7 (EETFE#Z) LT 1
[ 200mg % 3 WRAFNE T 30 /AT TRMiET 5.

o5& MR e #¥E A MSD HREi=tt
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2. AFIORFE. {ERBFF

FA M—& mGEEHE 20 mg ROV 100 mg (— %4 - RATn ) X+ (Glfs i
Z). LT TARF] &vv5,) 13, PD-1 (programmed cell death-1) ¢ ZFD U H > FTH
% PD-L1 X UFPD-L2 & D& EHRET 5. & MhigGd €/ 7 u—FAfikThH 5,

PD-1 #RB& 13 T MIAR SR IE BEtRARE 2> & Yk 2 729 (2 28 AR A3 FI -4 2 3270 G g% il
AA wF T, PD-11F, @EELREICBWTESES T MlgoMiakmicAi L, Ho®
ERIS Z2 8O AMBE AR RERIS 6T 5, T7bh, PD-1 12U H Y R e
ATAZ LI VREZERICL D VPN RELAICHIET 2SR ETHS, PD-LI
DIEFHEIC BT HEBITOT N THLHP. L OBAMIATIT T Milan@x2mz 5
FEWRNIFBE L CTWD, BAMRIZEIT D PD-L1 O&EFBEIIT, B, B,
Arimiags, SREEE, IR AlafiiEle & Ofkx 2B A TTFEARREFTHY | KVERFSE
& DRI HRE SN TV D,

B DD A DRI T L PD-L1 B OMBIMED 5 PD-1 & PD-L1 OfRMITESE D
RPEEREIC B WTEERERIZE ) Z L0VRB I TE Y i 2B AREOEN L L
THFENATND,

AAHNZ, PD-1 & PD-L1 ZUPD-L2 DU H> ROFEAEMREST L Z L2, 5
P/NBRBE TR O BRI RADKIIIEENE T U o SER A 5 Mk S FUIRE s 4 At b3
DI L THIEGDREEEST S,

ABNDVERBEFIZ £ BEORERIGIC X 2RHWEMSEARH bboh, BEUIRETIC
EDAREMDDH D, AAOEREFRUERERITIT, BEOBELHITTV. EFHR
DHONTIGEIIE, B L FRITS Cl-F MR 22 0k & i85 & RF D ERT & i LTl
SRR 21TV mEORERISIZ L DREER BSLN 556 101X, BITREAR L
T UAIOEREFEDOEY 2 EZIT I BERDH D,



3. BEEEEGE
PD-L1 B O YIERAHE 22 ST « 1538 O FE/ B NS OO 7GR | Z 33l 21T - 7= = Ao BBk
Bk DRk AR E T,

[ & 2hi4])
DEREIEFFE IHEAE (KEYNOTE-024 #U5)
{L2EFRIERE D 72\ EGFR #{n T A BIEVE ALK &8 a1 FEME & OV PD-L1 514 (PD-LI
FRB LT IESMRA S AFE (LT ITPS) &vv9,) =50%) O UIBRAREAHEFT -
B OIE MRS (305 5], AN 40 FlEETe) A8z, A4 200 mg 3 M
a5 OAMER OEZRMEN, 77 F WA E0mERNLEmk (LT fsocy &
Wo,) ExBRE LTHREI S, 7eds, BI{GFM CRABET AR LhizHElz, &
BT 2R TAER DR B2 WEORRRAIZZE L TV D BE T, RIBI LI O i
Al CRBEIT AR b D £ THRAIOE S Ak T 5 2 & Avalae & Shviz, =8
HE T AEA TR (BT TPFSY & vvH ). BIVREEARIE B X241 (BLF ToS)
EVv9,) ka3, RFNLT T FHRFI A ST L TFRIE L LT, PFS. RUPOS (1
MfEYT) #AREICERE LT,

oo loNo B EE L U THLEIRFERGE STV S PD-LI THC 22C3 pharmDx T4 =) MV Tlg

Tz,
F 1 AR (KEYNOTE-024 i)
AF 200 mg Q3W 77 :j+?‘]m clals
(154 {3) ek
(151 1)
Hhoefig (A 10.3 6.0
(95%ClI) (6.7, NE) (4.2, 6.2)
PFS™ NF— R 0.50
(95%CI) (0.37, 0.68) —
P " <0.001
i [A] NE NE
(95%CI) (NE, NE) (9.4, NE)
0s™ eyl R 0.60
(95%CI) (0.41.0.89) e
P "™ 0.005

Cl: 54X, NE: HEEATl, *1 : RECIST # A FF A4 > |1 BUCE-S < s i) iE, =2 .
&5 Cox Ll — FET ML A7 T F 8L ST b5k L otk 3 @Bhlo &
T ME. 4 PRI OT —% (2016 ES A9 BD v MAT :



1%

— EH200mg QAW

TEFFEBES OGS |

<

o 3 6 9

12 15 18

HREEEFREYA]

at risk¥
AAN200mg Q3W 154 104 89 44
TEFFNRESOIERE 151 a9g 70 18

22 3

-—

a 1 0

hHHIEC X A PFSO BT EE O Kaplan-Meierfi# (PD-LIBE (Z=50%) OMEHER)

100

X 60" iy e
‘E‘E‘ 50 = P 4] S i o e s s s
i a0
30 |
20 1 —— ammomg oxw
10~ IEFFRARSUIPRE
03 3 6 9 12 15 18 21
at risk¥ SRR A)
AHI200mg Q3W 154 136 121 82 39 1 2 0
ISFFERARZOILEEE 151 123 106 64 34 7 1 0

OSOH TR O Kaplan-Meier B (PD-LIEBHE (Z50%) oBEHEH)



QEPRIEREF I /MHHFRS: (KEYNOTE-010 #5#)
77 FFEBESTCFERIEE" 26T 5 PD-L1 BB (TPS 2 1%) ? O UIRR A7t
AR OIE el SR (1,033 B, HAN9 flE&Le) & x8lc, A#I2 mgkg 3
IR G R T 10 mg/ke 3 BHEREES OFIER OZEMENR, FEZ X2 KMY
(LLF TDOC) Evv9,) &R E L CHRFTE Nz, Zds, mifgiil R BET,AR
LTSGR REET 2R TERPRO OV EOREICEE L TWABE T
REILARE O BN CHRBMETRRO LN D £ TARlOE Gk 2 aRe L Sz, F 5
AEMIE B 1X OS ROV PFS & &4, AANTDOC Ll L T, 0S 2 FEICIER L,

*] : EGFR @ EFZE R UT ALK A SETFIBEOBRETIL, 75 FFMAZ St LEmEIc L 5
BTN A, FhZh EGFR BUEEH T ALK ME(EH % A 5 B AT X % 185
ARTHBEEDMAIN SN,

*2 : PD-L1THC 22C3 pharmDx [ # =) OffEF » F &RV CIRE S iz,
F2 FihERGE (KEYNOTE-010 #X5%%)
AHl 2 mg/kg A 10 mg/kg K & ¥
Q3W Q3W
(344 {71]) (346 i) (343 )
OS | rhdefii [H] 10.4 12.7 8.5
(95%CI) (9.4,11.9) (10.0, 17.3) (7.5,9.8)
sHF— R 0.71 0.61
(95%CI) (0.58, 0.88) (0.49, 0.75) —
P{E" <0.001 <0.001

CI : {FHEXH.
0oy 7 IRE

*1 : @R Cox el N — RKEFLIZ ) A

Kt # ¥t okl *2 BRI

100
90 1 ~= 33 2 mg/kg QIW
561 s A 10mg/kg QIW
70; — FRIFEL
& 60-
E 50 1 i
. TR 1
3 40 TR L IIERT

30

20 | R

10 1

0 5 10 20 25

at risk® AR (F]
FF 2mg/kg Q3W 344 259 115 49 12 0
AE10mg/kg Q3W 346 255 124 56 6 0
FIFEIL 343 212 79 33 1 0

0S DEAFEITEF D Kaplan-Meier 818 (PD-L1 BHE (Z1%) ORELH)
6



[Ze41k]
(DIE BE AL R 55 AR SR (KEYNOTE-024 %)
BEFRRIIAFIR 148/154 #] (96.1%) U SOC B 145/150 7 (96.7%) (252D B,
BERELORRBAFRLSGETERVEFTRRIL., i 113154 Il (73.4%) RV
135/150 il (90.0%) (238 Bz, WO IETHRIBEN 5% EORWERIZT TED
EBUTHHT,

#3 WTh OB CRESEN %L EOBIER (RSHAETRSHEM)

SEERIRSIE (SOC: System (A& (%)
Organ Class) A BE SOC

FLAGE (PT: Preferred Term) 1543 1501
(MeaDRA:ver.1.0) 4 Grade Grade 380 % Grade Grade 304 -
=&I{EH 113 (73.4) 41 (26.6) 135 (90.0) 80 (53.3)
miEs LU i RmEEE

=i 8 (5.2) 3 (1.9) 66 (44.0) 29 (19.3)
i B i 1 (0.6) 0 8 (5.3) 2 (1.3)
i S ERBAE I 0.6) 0 34 (22.7) 20 (13.3)
i /AR s iE 0 0 17 (11.3) 8 (5.3)
Py R

FR IR R TUAE 11 (7.1 0 0

R IR RE (R T 1 12 (7.8) 0 1 (0.7) 0

H Gk E

{E 6 (3.9) 0 17 (11.3) 0

T 22 (14.3) 6 (3.9) 20 (13.3) 2 (1.3)
Bl 15 (9.7) 0 65 (43.3) 3 (2.0)
BEEEAS 4 (2.6) 0 18 (12.0) 2 (1.3)
G- 4 (2.6) 1 0.6) 30 (20.0) 1 (0.7)
—ii% - ®HEFER LIRS ORE

piiatig 5 (3.2) 1 0.6) 11 (7.3) 2 (1.3)
HEFH 16 (10.4) 2 (1.3) 43 (28.7) 3 (3.3)
fEE 1 (0.6) 0 9 (6.0) 0

T ER 16 (10.4) 0 8 (5.3) 0
FEFR R

TS 4 hT R 10 (6.5) 0 7 @.7 0

7 x7—EEM

TANRSHUET I b 8 (5.2) 2 (1.3) 5 (3.3) 0

S AT 7—EEN

M7 L7 F =80 3 (1.9) 0 15 (10.0) 1 0.7)
ff P ER B 0 0 20 (13.3) 6 (4.0)
i /SR E R 0 0 18 (12.0) 9 (6.0)
A i Bk R 1 (0.6) 0 16 (10.7) 3 (2.0)
1 kUi re s

EARiRGE 14 9.1 0 39 (26.0) 4 2.7
B~ 7 3 7 AMIE 1 (0.6) 0 9 (6.0) 0
BEBERL L UHSERES

B 13 (8.4) 0 4 2.7 0
PR RIEEE

MR E 1 (0.6) 0 15 (10.0) 0

T = 2 — o siF— 2 (1.3) 0 9 (6.0) 1 0.7
PR RS RA%hds X UERRREE

it 4 8 (5.2) 4 (2.6) I 0.7) 1 (0.7)
2 RS %5 & OV T AR ke

it B AE 0 0 12 (8.0) 0

B KGRl 8 (5.2) 0 1 (0.7) 0

7 O ESE 12 (7.8) 0 3 (2.0) 0

¥15 11 (7.1) 1 (0.6) 3 (2.0) 0




k. AFIRE CRIEMEMESIT 9 6B (5.8%) . KiB%k - BEOTHIL 8 ] (5.2%) .
PREREE (FZ 2« NU—EBERS) 226 (13%) . [FEeeREEE 22 il (14.3%) .
HRIRBERERE 313 21 ] (13.6%) |, TIE(RHEREREEIZ 1 61 (0.6%) . 1 BYBELRIHI 1 44
(0.6%) . BEHRelEE RAMFHEMEERS) 13216 0.6%) . BESIE 161 (0.6%) .
A - BRACHR FRAFAE 13 1 61 (0.6%) K2 UFinfusion reaction 1% 5 Al (3.2%) TRH L7,
E/o, BEEOMEES (BREHERIEGE, S2HA0, BREES) | BIBHEEE
BREAIEAE, Mdde - BABTAS, 55X 9848, Oinds. s/ NI MESE B . M
PEE M J TR IFERES IR L Ae o 7z,

@EFRLEMRE I /MARS: (KEYNOTE-010 #5#)

BEFRIT 2 mgke Q3W BE 331/339 5] (97. 6%) 10 mg/kg Q3W A¥ 330/343 4] (96.2%)
B U DOC £ 297/309 5] (96.1%) 1278 L, R L ORBBEGRIGETCERVWEE
FRIL, ThEH 215339 ] (63.4%) . 226/343 5] (65.9%) J X 251/309 5] (81.2%)
IZFRH BT, WTRAOBETREBREN %L EORBIERIZTEDO B Thotx,



F4 VTR0 CTREAREN 5% EOBER (et R ER)

#HERI R (SOC: System % (%)
Organ Class) 2 mg/kg Q3W Ff 10 mg/kg Q3W ¥ DOC 7§
HLRFE (PT: Preferred Term) 33944 3433 3094
(MedDRA ver.18.0) 4 Grade  Grade 3Lk | £ Grade Grade 3LL E 4 Grade Grade 304 E
2RI{EH 215 (63.4) 43 (12.7) 226 (65.9) 55 (16.0) 251 (81.2) 109 (35.3)
ik LR o FfasE
eyl 10 (29 3 (09 14 @) 1 (03) 40 (1290 5 (1.6)
i P ERGR SR I (0.3) 0 I (0.3) 0 44 (142) 38 (12.3)
P4 Wl
FR R RE IR T e 25 (7.4) 0 23 (6.7) 0 103 0
B G E
T 24 (7.1) 2 (0.6) 22 (6.4) 0 56 (18.1) 7 (2.3)
G 37 (109 1 (0.3) 31 (9.0) 2 (0.6) 45 (146) 1 (0.3)
=N By 13 (3.8) 0 720 1 (03) 43 (139 3 (L.0)
s 04 12 (3.5) 0 13 (38 1 (0.3) 24 (7.8 2 (0.6)
— % - EHEER XU S o RE
e fiE 20 (59) 1 (03) 19 (55 2 (0.6) 35 (11.3) 6 (1.9
5 46 (13.6) 4 (1.2) 49 (143) 6 (L7) 76 (24.6) 11 (3.6)
A TS A 5 (L3) 0 4 (12 0 21 (6.8) 0
FEER 10 29 1 (03) 14 @0 0 17 (5.5 1 (03)
B AR
prrdaals et o 2 0 0 2 (0.6) 0 24 (7.8) 19 (6.1)
(A 1in Bk RE L 0 0 3 (0.9 0 16 (52) 10 (3.2)
{CE s L U alsE
FARiEGE 46 (13.6) 3 (0.9 33 (96 1 (03) 49 (159) 3 (L0)
HEHEERE L U HRAEEE
PE R 13 (3.8 0 19 (55 2 (06) 18 (5.8 0
b 9 (2.7) 0 10 (2.9 0 29 (9.4) 0
TR R B
U 4 (1.2) 0 7 (2.0 0 16 (52) 0
K=z —n AF— 2 (0.6) 0 3009 0 280 (9.1) 1 (0.3)
Gl 3 (0.9) 0 3 (0.9) 0 17 (5.5) 0
B2 R F X U T R
=L 0E 30 (09) 0 2 (0.6) 0 101 (32.7) 2 (0.6)
% 9 FEAE 25 (7.4) 0 32 (9.3) 0 5 (1.6) 1 (0.3)
i 29 (8.6) I (03) 44 (12.8) 1  (0.3) 14 (4.5 0

7283, 2 mg/kg Q3W BER TN 10 mezkg Q3W BETHENEN ., BIEMERMZEIL 15§ (4.4%)
FEO 14 6] (4.1%) . K% « EEO TR S 6 (1.5%) RO2 6 (0.6%) . BEEOHK
b (R RSFEIBRRAE (Y . ZIERLBE, JEOREIESE) 131 /1 (0.3%) KU 1 (0.3%)
MWRRREE (¥ T« AL—EERSE) 132 6 (0.6%) KO3 fFl (0.9%) . IFHEGERES
1% 23 {7 (6.8%) B U 22 51 (6.4%) |, HUIKBRFERERE T 13 32 (3] (9.4%) K0 35 1l (10.2%) .
MRS AERE ST 1 B (0.3%) RO Tf) (0.3%) | BIEHERERES L 2 4 (0.6%) KON
Bl (0.3%) . 1 BUBERAIE M (03%) RO 2 ] (0.6%) . BEEREREE (RIDEMIEM
BRACSE) 1L 4 (1.2%) Je R0 B, BESSIE 1 B (0.3%) B0, fhdS - R AR
SEVL 1 0 (0.3%) K OF0 6. infusion reaction i 2 1 (0.6%) KTR6 Al (1.7%) T
B, Fo, EBIEMREAME, Mgt - SR, S E IR, ORR. R kiR
PESREENS, AR M R AR IR 5B bz d o7z,



4. HEERIZDOWT

HFGREM & U THEMMGERE (2HRE) SfebohTnad b, Y%HE2iEe
(CRIETE AR CHAHMENH D, O LT, KEOWRE @ 7 BE D - 5
L., BAOTREICL 0 EELRRMEA 2R UBISHE T4 2 EBNMER-D, LLTO
O~@DFT T EM-T gk I cB W THFEHT A Th A,

@O MRIzHOWT

@1 TFieo (1) ~ 5) OWPNCHKYT BERTHE I L,

(1) FEAEFBKEDFEET 275 2B ILERFSE (BB IR A AL B HEL SRR
His s AR EEE ML S . MRS ARSI R &) CERE 294 4 A 1 AiAS - 434
fii7%)

(2) FFERERERRE (CERK 294 6 A 1 B RS : 85 fiizk)

(3) FBEIFEESEDMEE 3 5 03 ARSEOEEERET (8 ARSHREIERR ERlR, 73 A S i HE
Wmbe. 25 Aseid e HEdE e e &)

4) IRRALAREE AR E U SR E RN | USSR s 2 ok K
IR D AT T D lEa% CERK28 47 B 1 BB : 2540 Fazk)

(5) BUEMENEE AL, E BUNE OMR IR D BHEIT> TV A% (ERE 28 4F 7
H 1 BRI ;1290 i)

@©-2  filiffE DA EE s K ORI FE BRI T 43 7 st & SRR 2 # O ERT (F&R O
WERNICHE T HIERM) 23, YZLRBORFICET 5 IBEOEEE L LTRESH
TWE Loy

i_-_

o [ERIRFFEUGE 2 FEOWMVHE LT L721212 5 4L E O 2 ATRIR O BRERIFIE 217
2TWHZE, 96, 2FUEE, PAEYREY XL UtBRIEREZOTHE 21T

TpoTWAZ L,

*  ERTRFFIRIGE 2 FEONMTHE LI T LI2RIC4F L EORRRERE A L T\WVW5 2
o 26, 3FELLEIE, Wi DDA FMIREZ & PR FE OBRKRIHEE1T-> T
WEH S &

©® BRADCERMEREROEHIZOWVWT
EFEMLERERIZERTTH2H(TENERE Sh, MESELLOFREND., Aot - %4
PESESESAAO T 0D B IR O M 1265 AR A E TR AR LB A OMsE
B, SRESLHITONA RS- TWE L,

10




@ BHER~DRHRIZDWT

@-1 MR AEHNCE 4 5 EH

MEMEMEBEFOEELRERNRE UZERIZ, 24 BFRRIREHOTF, Y% it
R IZ BV T, BEUZRWERIZIGE U CARBEE L O CT S 0RIER ORIz 45
RBEOHFERPE A PIZB LN, BBICHIEREAR KR NE S TWE 2 L,

@-2 EREFE I L 2AFEFRICHT A ES

ARSI D D R 22 ek e O e 2 A+ A2 EBRMEFEENRIERE=2 ) 7 %
BOIGEROA T ) —= o VTV EIRE L ER 2 A T 5 F— AEFREH A
SINTWDHZ &, Lk, BiESIco>0T, PABEEZOFEEICHSICAMSh TN
S5 TE,

®-3 BIER OB LT

RITER (HIEPEMZCBIZMZ . KIG% - EEOTH, IFEERES, BiiEEE (Rag
MEME ), WowbE®E (TREEERS, FURIREERE, BIBRaeREE), 18
BRI, S E D WEge, ARde - REAURRRMIRIE , e, BEE DR EIEE (R REIHRAEGRE
ZICALUE, FERIIESE) | infusion reaction, %S « BANRSS, HIEANIENGE, MiRIEE (¥
T2 NUERRES) L DRSS, SRRV PESEBER . IRt i, FRIFEREE
) ASH LT, MR LR E R O FM A AT B EM & Wi L BEHER®Z
e I IZ B L CHRE R OB 22T 6N AEMIch A 2 ) | BHICHEE R AEN T
XHEHINRE-STNWARZ L,

11



. BREXNB LR HBE
[K PEICBE T 5 $IE]
O THRIEZEYTHIBREFIZOVTIIAFIOBRENZEZ L ANTWAZ L, BE5E2fT
DPIEE B,
o KAIOR S 2R U BUE DBEFED & 5 BE

@ mﬁm@ﬂm IBWTTRICEYETI3RFIZ OV, ARIOBEITHEREI LW

 MOBFEEIRE S 2 VEEIZIRY | EEICAKIEZFERTAZ L 2EETES

o [WEMENMEEOSH I EOH 5 BE

o FED i %R CRIVE 82 & 3R 6 2 B K OREME O FiC 75 il 4% -0l e i %
SEOMNZBIETE BN A b D BE

©  HORBRBOEHE. UTBMERNZRE L IZHERIED B DRk BOBEE

ih D HRH
o RS RAIEE (G M Es e R A S L) Ob S B
*  ECOG Performance Status 3-4 “VoD#EFE

[Fah 2B+ A F1H]
O TFTROBFEFIZBWTAIIOFEMERRIES L TWS,
o ALTFIRERE O EGFR B TERRME, ALK #EEE MR U PD-LI
Btk (TPS=50%) DOUIBRAREZRMET - BFEOIE/ NI i BE
o T I FFRAE ST EERRIEREZ A T 5 PD-LL Bt (TPS21%) OUYIBRAFRER:
AT - FROIE NI EBE (3. EGFR B FERBME T ALK @ié
iR T O BFE TIE, T EGFR Fu %+ —FHRER XL ALK F
2L rd P —PHEROREREYET 5 H8RE)
B, TPSIINL7 0 ) A7 (BEFHBZ) oo =4 2EE (RE4 :
PD-L1 IHC 22C3 pharmDx  [#=2] ) #WTHIET S Z &,

@ TRIZENT 2BEITHT H2RAOHRES R OERFIEICONTIE. REIOFEMES
VSN TEOT, ARlOTEGEHSR L7250,
o iz LR,
o (hOHUEMENEEAI & O,

@h ECOG @ Performance Status (PS)

Score TE %

0 e GEBTE S, BEAILF U HEAEESHRE ITA S,

EEN:DY _«}2’1 LWESHTHIR E 525, BATAIRE T, BIEECH - COERIIITO> ZenTE 5,

l B RVEE, HIEEE

BITARECB DO HE ORI O Z 3T~ TAREEAHEREIT TE A2, BRO 50%LL B~y 4T

Ry

2
3 R&hi: HG}UJEW)DUUJ LLATERY, BROS0%UEE~y FlFTiRIT.

EET A FOHOREIVOZ L FELTERY, BRIy KpBF T I,

12




@ W T A K74 > (AARMESSm) 28V T, ECOG Performance Status 0~1
G0 w75 5L . XiF ECOG Performance Status 2 " o #F T, 3 R
#l (KEx¥EL%) OHARSAHEShTEY, 77 FFRAIOERHELA T
W=D SN Wy — A3 5, (LPEEREZFTHBEIERTLHE. 7
5 FF BB OFTEEA < & B 3 HAFEAIEA COBRERELE T 2BFITRB
T, ARlOBEEEZEETE D,

13



6. REICEB L THEETREHH
@O B CES IO A, BOERGEER MR 5 @RS I E D & RA O R R UNEIE

MO blc LB ERE IR L ThHhbERTLZ L,

@ JRERBIZESL L, BE T FORKRICASEROEREEZHSRAL, REL2G

ThLEs5T5Z L,

® FRBEMERD=HT AL FIZ2OWNT

o MBEMEMERNSLbNLZ EBHEOT, KAOEEIZHTZ>Tid, FIE

W (Bd, WP R EE, k) O R O X SR AE 0 EME . B+
SIZATH 2k, £z, REISEUTHEE CT, i~ —br—F0mEZEE T
2ok,

o infusion reaction 23d H I D Z & A dH B, infusion reaction 2380 LT HE T
WL EE B RIT O & & b, IERAEIET S E TREOREL oI 8IE
Joa Eody

o HURIEREREE N H B D Z LA D DO T, AF O 5B kAR U5 B
o E BRI IR IR P RERR A (TSH. 588 T3, WEfEE T4 S0llE) 2FEET D
g

o JFEREMEENH LD Z LM HH O T, RAOEGREETR KRS HIRF
TEMEICITESRERR A (AST. ALT. y-GTP, Al-P, BV LU HOHEE) % %l
THIE,

o BEIEE IIEARVUMEBEEEEED) SORERIREENHLDNLD
TERBHLOT, EHMICIROBREOGELMRT AL, £, IROZEDR
R HNIHAITIE, EePCERERE 2T OBEEREETL L,

o RAIOEEIZLY, BEORERIGICER T L& X LN DKL REBDRE
RHobh3Z b5, EFRROLNHEICE, BRLEFRIIGLL
B PR 22 EEk & R A Fr O R Lo L Ol U AR RIS A 1T R O
K X ARHWER S S 285810, RAIOKRIESTPIE, R ORI RER
NECRIOBEERERBT A L, ok, AIBRERLVE L ORHIZIYREIE
F OBMENRZD bNARWVIEAIZIE, BIERE T LA oSkl oM
LEETHZ L,

s BEETHR. ZRABSLEDABBLTHLENERABRBRT L Z BB 5D,
AR OB ERTRICHEWEROBRI+SIcEET 5 2 L,

o | TUERRIE (BUE | RUEREB A ETe) B o, BEREES LT =R
ICEDZERHHOT, OB, Bd, REFEOEROFRLmEEO LR/t
SEEBTAZ L, | BERBASEDNZBAICIESERIEL, AR Y R
AlOBEGFEOBMYRAEZITO Z L.

@ AFOBEERBRICBWT, ®58E15 9B, ZHLEIE, k5B G | FH

133 A ST D ICEME DM 1T W Z & 2B EI, RARGPILEY

AYIZ B{BIRE COMROMEREIT I T &,

14



s AfEET A KT A v
RATBY Xed (EERFARZ)
(R%4 : ¥4 h—F SR%E 20 mg, %A bA—F RIEHIE 100 mg)
~EEEARE~

TRk 2 9428 (ERk2 941 2 AWET)
R4 BAE



B &

I CHIZ

AREIOFFE. 1ERBER

B DR RS AR

FEEZIZ DWW T
BExtGB L HEE
BHEIIBELTEETNEEH

P2
P3
P4
P11
P13
P14



1. i IUBIT

[E3 2 OFME - ZEMEOTEARDT-DI21E, R SCEFICESWIDEIERBER- AR
HBha, 52, IEEORFERMTOESIC LY | FURERSS e & ORISR R
FEHEBNEREINLGDT, ThbOEEMLZEICVERBERIRMT 5 Z L3RR
BMEAL 7o TH Y REHBOEE & EOIEA S #2016 (AL 28 £ 6 A 2 B RERRE)
WCEBWTH, EFMERLSEOFERORE(ILHEEAX S Z & &L EhTng,

FREARFEE ML, ERERSLZ e T 7 s A VDBRGFEOERES EA LR
AL NHDH, ZOD, AOMERUESEICET RS+ OERT S E TOR,
YAERDOBELMZIT A EPHFINLBFIH L TERT 2 & & b, BIE
FAMRFE U BIC BB SR A & 5 2 L RN Ahe e — E OB 47— 3 EREE TR
THZLLEBNEETHD,

Li=MoT, AHA R4 Tk, ABRBEHLINETILBEON TV S EFEIESER -
B RN S X | DT OERLOREMEH 2 HEET 280800 RERESF, B2
FRUOEBEFEEELTT,

fds. RAA BT A o, MSATEGE AN ERGERESHE ST, AEEIEANRAR
BRERIEE S . —RHEREA B AR ARES R OAEEEA B RS2 OHA
DY EERK LTz,

Wy AERS A FA—F EEERE 20 mg, ¥4 ML—F SEEE 100 mg (—
4 ~Aa7o) X< (GEETFHIRZ))

MBERDPENINE - RIGEIERRE /e B R AE

HBEARAHERVRE @, BRAICIE, 2avn ) X< (BEFHRRZ) LT, 1
[l 2mg/kg () % 3 @REMEE T 30 4o TRIEFHES 2.

H 3& AR 7 ¥ & - MSD HRlatt




2. KRIORE, 1ERBF

FA b—F AR EHE 20 mg X100 mg (— x4 - NAa7ul XA+w7 (EEFH
Z), UF IARA] Lvvd,) ik, PD-1 (programmed cell death-1) &ZFD Y W2 FTH
% PD-L1 RUSPD-L2 & Of & #EEMRET 5. MbigGs £/ 7 a—F Ak ThH 5,

PD-1 &85 13 T MRS A Dk 2 72 DI AABE DT A - 5 F 70 G & il
AA wF T, PD-1 13, @EZDREIZ SO CEESR T oMo XmicI L., 3ok
ERG % B R LE TR 2 RES &I+ 5, $70bb, PD-1 XU FEiE
%Té:&ﬂ;@ﬁﬁ%ﬁ%’ YT rEEAICHIET 5%/ ETH S, PD-LI
DIEFHRBICBIT A RBUTOTHTHEIN ZL OBAMIBTIE T MAOME2IA 5
ﬁaﬁﬂ’%ﬁbrwé MAGMRIZ 50T 5D PD-L1 O@EFEERIT, BHasE, B,
FFAIIASE ., IREE. FEBIAIES O 2 2B A TTHRARRF TH Y | R AEFRL
OFEERHE STV 5,

BEONA DGR T% & PD-L1 3B OMBEEAD S PD-1 & PD-L1 O i8I3NERE
FIE AR B W THEEAAREEE S Z LR EINTEY | e AEROERN & L
THfFEh TV 5,

A#NZ, PD-1 & PD-L1 R O'PD-L2 Oifi ) A FOFEEEEETHZ L2k, [EE
N BEEE O IEE R RIS ENE T V R 2 E ML S FUES %S 2 BiE e
5 ETHIEGEDRERET S,

FAIOERBERFIZ IS GBEOREFISIZ X DRIERE2 H b bh, BEILELTIC
EAHAREMEN S 5, AROFGH R OEE#ZIIT, BEOBEL HoITV, BREFR
D HNTZHEITIE, BB L2 F RIS U A G & 5k 2 RO Bl &ofdg U Gl
7SRRI A 1TV B ORIERURIZ X DRHER 28D 2 BE 11T, B RE RV
LRI G FOBEN RGE LT 5 BN H D



3. ERRAUGE
RIGUIBRARE 2 B A E O KGR TSP 2 1T o T =l O GE &2 77,

[ ahiE]

OEME 1b A% (KEYNOTE-041 5X5&)

{LFEERO VWIS EY A= T GEEFHRIEZ) WUTF A1) a<r) En),)
EEERLV2 LY AE TO/LERERE A T HRIBUBR A2 B R ANE RS 42
(B Zh Ve %4 37 7) Z %9, A& 2 mgke 3 BMIMER (LT TQ3w] &wo,)
BH5OfR @J'f"f&tﬁﬁ%l‘iﬁ“*ﬁ'féh'f:n 7235, RN THEBETRD ST EA T,
TR T 2 R T IEIR AR LRV DERFRAVICZE LT\ B IR T KB LA O
Tl THRBETIRD b D ETAAIORS 2kl 5 2 LB AHe L Shiz, EERT
8 B Tdh HZBNER[RECIST HA K7 A > 1.1 IS < e flEls L 5 52254 (CR)
XITERZESD (PR)] 13X, 24% (95%IEHEEM @ 12~41) Thoto, 7ed, FANIHRE
L7-BMEIZ 10%TH o7z,

@#EstE TSR (KEYNOTE-002 #5#%)

A Y A7 L BREREZE T HRIGUIRARERZERAEBE 2 4RI, KA 2
mmeﬂV&§&Uum@mQﬂvﬁﬁwﬁJ&&Oﬁiﬁm\k%ﬁ&(&ﬁWAy
Y. TEYBI R, AVKRTIF, AN EXRAXIINVKTZF o +232 ) 7%

®a, AT TICC B &v9,) xR L L TRE Sz,
(<, FRAEAT Z R AR S
F I YRIE AR 0 [ ST A O PR AT A ER
AHEE &z, FEFHRER T4

DRDBNTHE

AFNI{eFRIE L i L C. PFS 2 A&

F 1 BMERE (

B BHRAWE

LE L/f;o
(KEYNOTE-002 #{5#)

ek, EHRRTAN BT
OEEEANCZE L TWDHE
HHNDF TAIEOERE Zifid 5 Z & A3
£t%ﬁ0%)&0ﬂﬁﬁiﬁ%ﬁ(m&)&én

A Al 2 mg/kg AFN 10 mg/kg a3
Q3W Q3W
(180 {31) (181 1) (179 f51))
0S fofiE [A] 13.4 14.7 11.0
(95%CI) (11.0, 16.4) (11.3,19.5) (8.9,13.8)
AF— FH™ 0.86 0.74
(95%CI) (0.67,1.10) (0.57,0.96) -
P {3 0.1173 0.0106
PFS™ | s [A] 2.9 29 . 2.7
(95%CI) (2.8.3.8) (2.8.4.7) (2.5,2.8)
A — REE 0.57 0.50
(95%CI) (0.45,0.73) (0.39, 0.64) =
p " <0.0001 <0.0001

Cl:{EH KR, *1:

*2 - J=ER) Cox Leff| ~H—

RECIST # A FZ 4 > 1.1 MUCHEES < iR ER OMEHMEIZ X 558,
REF I L A(LFREE Ol 3 Bla 75 v 7 E




100
Q0 1 —— & 2mg/kg Q3W
80 ] e EA0mp/kg QIW
70 - e {LRIEE
£ 60
5% 50
ﬁ: _
# 40
30 7]
20 ]
10 ]
D SR UL ALLULLELALLY LLLLLRLLALL] UALUAALLL LUALALALUALE! LALULLALLLY (LA T i aadad iy alanleiats Dk adii
0 3 6 9 12 15 18 21 24 27 30 33 36
at risk# £FEM (8]
A% 2mg/kg Q3W 180 131 95 70 61 11 0
FA10mg/kg Q3W 181 138 99 79 67 12 0
{3 RGE 179 115 80 60 48 9 0
0S ® Kaplan-Meier B
at risk®% EREEFNRM(B]

#&2mg/kg Q3W 180 153 74 53 26 9 4 2
FA10mg/kg Q3W 181 158 82 55 39 15 5 1
{EHE 179 128 43 22 15 4 2 1

PFS @ Kaplan-Meier ghi##



@ FE MRS (KEYNOTE-006 #5#)
AN AT LBEREOLRVWIIZA Y AT 28R 1 LIPALFETORE
EIER 26+ HIRB BT A B R A ERE 2552 A 10 mgkg QW 5 KT
10 mg/kg 2 WRIRE (AT TQ2w) &5 ,) BEOEEROLZEMEN, A1) A<
TERBLE L TR SN, 2, BN TEBETHRY b icma s, REBEET
ZRTIER DD b WEDRBEEMIZZEE LTV 5 BE TR, KEILAE O BE{gFh T
FEBEITARD LND E THRAIORE 2k T 2 2 LN FHe L shic, FELEA 13
SAELFHIRE (BLTF T0S] &vvH,) ROMEEEAGFR (LU TPFS) &vv9,) & ah,
FHNZA ) A=T L HEIL T, OS RU'PFS #HBICIER L7z,

# 2 AehtERkiE (KEYNOTE-006 7U5#)

AFl 10 mg/kg A 10 mg/ke PN
Q3W Q2W
(277 #51) (279 #51) (278 511
OS™ | whdefl [A] NE NE NE
(95%ClI) (NE, NE) (NE, NE) (13. NE)
e il N 0.69 0.63
(95%CI) (0.52, 0.90) (0.47, 0.83) =
P i 0.00358 0.00052
PFS™ | tidufl [A] 41 55 28
- (95%CI) (2.9, 6.9) (3.4, 6.9) (2.8,2.9)
N — R 0.58 0.58
(95%CI) (0.47,0.72) (0.46, 0.72) —
P i <0.00001 <0.00001

Ol : {E#RXR. NE : JERAT, *1 : PRI 07— (201543 A3 Ay A7, *2: @
Bl Cox el — FEF /ML DA B U Av7 & Ol *3: BHIe 7 7 > 7 RIE. *4: RECIST
HA KT A2 11 RGICIES < S L7 HOHRPHE & OB PR (< & 5 R, *5 - RRARHTIF O
F—% (04 9H3AH v bA7)



B 50

e e e HFAIOMGIKE QIW
FA1omeglkg QIW
— AHULTT

at risk#

F&10mg/kg Q2W 279
FRI10mg/kg Q3W 277
AEVULIT 278

AR AL AR En LA SRR S RERLRANS

2 4 6 8 10
Eram (R]

266 248 233 219 212
266 251 238 215 202
242 212 188 169 157

0S @ Kaplan-Meier gl

TITTTTTTYTT

12 16

67
71
51

19
18
17

177
158
117

IGRASASRLAE AR ALERLE LARLERLEES

18

i L

5 sed

s s v 2538 10mg/kg QAW
e A 1DME kg COW
—— (PULTS

=~
T

E“%"!#fx

at risk

FHN0mg/kg QW 279
FH10mg/kg QW 277
AEULIT 278

TT T T I T T T T[T T T T T[T T

6 8

TTT T TTT T I T T T T T T T

SHRETHAMA]

98
95
42

49
53
18

23
235
186

147
133
88

PFS @ Kaplan-Meier Bif#

~J
—



[ 24 1%]
OEME 1b HH#E (KEYNOTE-041 %)

BEEST, 41/42 5] (97.6%) IZRBD BN, ERELORFERPGETERVAE
FEIT, 34/42 ] (81.0%) TR bivlz, FIEN sNLULORHEHIZTROLEN T
hoTo.

#£3 RBEREN 5%ULEOBER (Z2URTNRER)

T Bl (%)
Hr B 7738 (SOC: System Organ Class
HEAGE (PT: Preferred Term) 2 mghke Q3WHE

(MedDRA ver.18.0) 4204
“£Grades Grades 3 L)k

2RIER 34 (81.0) 8 (19.0)
P ilEE

AR IR AE IR T 4 (9.5) 0 (0.0)
H RS ;

T 3 (7.1) 0 (0.0)
% - BEEE B L OEREMALORE

i ERE 5 (11.9) 0 (0.0)
BRpRHRE

TFTARAGEUBT I/ P vrAa7xF—EHEN 3 (7.1) 0 (0.0)

AFEEEREUE N 3 (.1 0 (0.0)
FERE 45 & OV T HLER R 3

% O PESE 6 (14.3) 0 (0.0)

BEIR IR 6 (14.3) 0 (0.0)

FEtEAsr 3 (7.1) 0 (0.0)

7eds. RUEMENZEE 6] (2.4%) , KAGK - EEOTH 2 4] (4.8%) . ITHERERSE 3
] (7.1%) . FEEREEGEREE 2 7 (4.8%) . FRIREEREREE 6 5] (14.3%) . infusion reaction
L) (24%) RS EIBEL 16 2.4%) TROLNE, iz, REE (F7 -1
L —iEGERES) | BHEREREE (RMMEMEEEASE) | AIBREE. 1 BERRB, EEO
R RGBSR (F RS . ZTRALBE, MRIIES) | B, W - BB RMATIE
EEAEE R, BNZE - BEIBIS . DRSS, SRt RIS PESEBER . VA MR & UV
FIRBEILRRD bR T,

@iEsh s TSR (KEYNOTE-002 #5#)

HEFSIT.2 mgkg Q3W EE 172/178 (1(96.6%) . 10 mg/kg Q3W £ 178/179 1] (99.4%)
FOVICC B 167/171 18] (97.7%) 1278 b, 1RERIEE ORFRESEE TERWVWAE
HET, FREN 121/178 #1 (68.0%) . 133/179 5] (74.3%) K O¥ 138/171 i (80.7%)
IZEH B, WO TIRERN 5% EORIERIZITERD BN Tho7,



#£4 VWTRPLOBRTERER %L EOBER (Z2EMET A REH)

#5 B B R 4548 (SOC: System Organ Class) iz ()

HAREE (PT: Preferred Term) 2 mg/kg Q3WEE 10 mg/kg Q3WHE ICCE
(MedDRA ver.18.0) 17844 17945 17115
=== “Grades Grades 304 E 4 Grades Grades 341 E “Grades Grades 354 E
2RIER 121 (68.0) 20 (11.2) 133 (743) 25 (14.0) 138 (80.7) 45  (263)
M s LN R REE
ey 5 (2.8) 1 (0.6) 7 39 0 (0.0) 35 (205 9 (53)
(i ER e fE 0 0.0 0 (0.0) 0 00 0 (0.0) 14  (82) 6 (3.5)
TR IE | 06) 0 (0.0) I 06y 0 (0.0) 14 (82) 6 (33)
1R 7315 2 2 (1.1) 0 (0.0) 1 (0.6) 1 (0.6) 16 (94 4 (2.3)
P PN
FLRNRBEREAR T AE 9 (1) 0 (0.0) 13 (73) 0 (0.0) 0 00y 0 (0.0)
R
(@ fik 5 (28 0 (0.0) 9 (.00 0 (0.0) 4 (82) 0 (0.0)
T 15 (84 0 (0.0) 19 (106) 2 (1.1 14 (82) 3 (1.8)
L 8 45) 0 (0.0) 16 (8.9 1 (0.6) 36 (327) 4 (2.3)
gt 2 (1.1) 1 (0.6) 10 (56) 1 (0.6) 26 (152) 4 (2:3)
— ¥ - RFREER LUB SN ORE
1 E 6 (3.4) 1 (0.6) 8 (4.5) I (0.6) 10 (58) I (0.6)
W 40  (223) 2 (1.1) 52 (291) 1 (06) 62 (363 8§ (4.7)
N 6 (34) 0 (0.0 1 (61 0 (0.0) 8 4.7 | (0.6)
AR
RN 0 (00) 0 (0.0) 1 (06) 0 (0.0) 13 (76) 5 (2.9)
RS L R REE
FERRGE 8 435 0 (0.0) 17 (95 2 (L) 26 (152) 0 (0.0)
FhTG-R 4 L O & TR
PA ER 13 (1.3) 1 (0.6) 12 (6.7) 1 (0.6) 9 (53) | (0.6)
7% P9 9  (31) 2 (1.1) 7 (39 0 (0.0) 100 (58 | (0.6)
=2 —r 3 F— 2 (. 0 (0.0 0 (O 0 (0.0) 14 (82) 2 (1.2)
FHRELTE 4 1 (06) 0 (0.0) 2 (1Ln o (0.0) 11 4 0 (0.0)
FER 35 X O TR
IRESE 5 28 0 (0.0) 1 (06) 0 (0.0) 35 (205 1 (0.6)
FE R e d5 9  (51) 0 (0.0) 9 (50 0 (0.0) 2 12y 0 (0.0)
D FERE 37 (208 0 0.0y 42 (235 0 (0.0 6 (35 0 (0.0)
N5 21 (11.8) 0 (0.0 18 (101 0 0.0y 8 @7 o (0.0)
BEK B KR 2 5 (2.8) 1 (0.6) 10 (56) | (0.6) ] 00) 0 (0.0)
SR 10 (5.6) 0 (0.0) 9 (5.0) 0 (0.0) 2 (1.2) 0 (0.0)

72%5.2 mg/kg Q3W BER U010 mg/kg Q3W BEIZ W TN MV PERR 1 14 (0.6%)
RO 4 (22%) . KB - BEOTHI 1 (0.6%) RU6 6 (3.4%) | #iRlEE (¢
LS L—REERESE) 2 1] (1.1%) R TR0 i) AFREREREE 13 1 (7.3%) e TV 15 f41 (8.4%) .
ERRERERE S (JRAME MM 255) 1) (0.6%) ROV (0.6%) . TR 1
i (0.6%) B34 (1.7%) . FIRAREEEERSE 14 41 (7.9%) KT 15 7] (8.4%) . infusion
reaction 2 il (1.1%) KO3l (1.7%) . BEOKREEE (BRFHBEIRIE R, £
BE. HRIEIES) 1A (0.6%) KON (0.6%) . HEZR 1B (0.6%) BO0 i, HIER;
WEAHE 0 AR ON 1 Al (0.6%) . MZE - BEEESS O IR TN ) (0.6%) . WMZSE DI
KOGIRO 2 (1.1%) TRHOLN, £io. BIBREE, | BUERW. Hge - BEHH
FRRE . DRRZS . RIS N PESEBER . VA MM MK OFRFERES 380 S e o

=
iig



@A E AR (KEYNOTE-006 #45:)
A EFRGRIT. 10 mg/kg Q3W B 264/277 151 (95.3%) . 10 mg/kg Q2W f 275/278 4] (98.9%)
B OVIPLBE 239/256 (3] (93.4%) (23R baL, 6L L ORRBEEPEE TERWVAES
BT, FNFEN 202277 B (72.9%) . 2217278 il (79.5%) KON 187/256 3] (73.0%) I
BO LN, WD TREREN 5%LL EORIERIITRO LB ThoTz,
#5 DT OBECTREENR 5% FOBHER (MM SEH)

3 p i (%)
#rBRIRIE (SOC: System Organ Class) s = "
KARE (PT I’referre}d Term) ¢ m%lé%fgjngé " m%{%f%zw“ QH:}JEJ
(MedDRA ver.18.0) 4Grades Grades 324 F “£Grades Grades3 VL 1 +Grades Grades 311 _F
2RIER 202 (72.9) 28 (10.1) 221 (795) 37 (13.3) 187 (73.0) 51 (199)
P
R R RE TOEESE 7 25y 0 (0.0) 17 61y 0 (0.0) 6 (2.3) | (0.4)
FHR AR RE IR T E 21 (76) 0 0.0y 25 (9.0) I (0.4) 2 08 0 (0.0
i G
2573 5 (1.8 0 (0.0) 100 (36) 0  (00) 15 (39 0 (0.0)
K54 8 (29) 5 (1.8) 4 (14) 4 (1.4) 19  (74) 16 (63)
TH 40 (144) 3 (L.1y 47 (169 7 (25) 38 (227) 8 (3.1)
A Pz 1 @ 0 0.0y 20 (72) 0  (00) I 04y 0 (0.0)
Bl 3l (112 1 04) 28 (01 o0 00y 22  (86) | (0.4)
L 5 (18 0 0.0) 10 (3.6) 1 04) 14 (35 0 0.0)
— - S8R L GRS OKE
e 4E 1 (112) 0 (0.0) 32 (115 1 (0.4) 16 (6.3) (0.8)
5 55 53 (190 1 (04) 58 (209 0 (0O) 39 (152) 3 (1.2)
REFRREE :
TARFELET I/ T 27T —ERM 6 22 1 (0.4) 14 (50 0 (0.0) 6 (23) 2 (0.8)
FRmtEs & Ok - '
FrERiEGR 18 65 0 (0.0) 17 (61) 0 00y 20 (78 0 (0.0
BB ik X UME S RaEE
pafm 32 (116 1 (04) 26 (94) 0 (0.0 13 (51) 2 (0.8)
fih P9 6 22y o0 (0.0) 19 (68 1 (0.4) 3 (200 1 (0.4)
iR X U kR E
9 EESE 39 (141 0 0.0y 40 (144) 0 (00) 65 (254 1 (0.4)
iz 37 (134 0 0.0y 41 (147 0 0.0) 37 (1435 2 (0.8)
= 1k BB 31 (11.2) 0 0.0) 25 (9.0) 0 (0.0) 4 (16) 0 (0.0)

7235, 10 mg/kg Q3W fE M UV 10 mg/kg Q2W BEIZ BT, VB PEN 4 17 (1.4%)
EOV L6 (04%) . KEBZE - BEEO TR 10 6] (3.6%) RO 13 Il (4.7%) . ikl
(T >« NU—IEREES) 26 (0.7%) ROV0 6, AFiRelEs 14 f (5.1%) XU 23
7 (8.3%) . EHEERE (RMEMEEEERE) 2061 (0.7%) KO #H (0.4%) . THE
EERERES 1 7 (0. 4%) J Ot (0.4%) . HURAR RS REREE 28 B (10.1%) J TR 33 {41
(11.9%) . BIEFEE L F (0.4%) FUV2 ) (0.7%) . infusion reacnon?f&' (2.5%) K
OV5 3] (1.8%) . 1 BUBERRA 1 1 (0.4%) RONO B, TR D R RGHE (R fhNEARAE
L*%’f ZIALEE, BREIES) 0 BN B (0.4%) . BER 1 {5 (0.4%) &o 1 18] (0.4%) .
% - REFUTRMEAE 1 (1 (0.4%) JXU‘O (Fl, Mg « BEWEZE O BB ON 1 ] (0.4%) .
Gz S E 528 3 B (1.1%) RO 1 (04%) Cidh bz, 7z, BEIEAENLE,

OiH28. s thm RO YESEBER . R M MR M Kk ORFERES IR b o7z,

10



4. RERITONT

AGREAME L U CERRERE (SHARE) P bhTuws Z 8 b, Yk 4t
ICENETE 5k T&%Zwﬁ?ﬂ“i’)é 0 FT, AEIOEEGET) A B A B - ST
L. AFOHBGIC L EEZRWER 2R LRSS T 5 2 L Bsngnizw, LLTD
®N®®'§_“{—C%{ﬁfl—‘rjﬁﬁﬁiu}0b VCERT & TH S,

O MERIZTHOWT

D-1 F@Eo (1) ~ (5) OWFhNICHY T HiExTHHZ

(1) EAEIGERENEET D2 AREOEENLURBESE (BB TR /R FaiE i s b
HEEAS AU RS R S R . HRIAS ARSI A2 &) CERC 29 4F 4 H 1 B A
434 fngk

(2) BpERERERRbE CPRk 29 46 H 1 BFRES - 85 Hligk)

(3) EMBEFRIMEFEDNIEET D AREEERRE (DS ARREISIEERPL, 2 A2l
BAmbE. PNABEEEEHEERE 7 &)

(4) AR RIEE 2R E U, AR SEEME | SJUTA bR IEINGR 2 ol K1
MéF&%ﬁonér*(Immﬁﬁﬁlaﬁﬁ 2540 Jiiz%

(5) ?n%ﬁ ME A 5 A A0 5 B BN O M s BEE IR D M H & 1T » TV Sk CFERk 28 4 7
A1 HERS ;1290 fitia)

@D-2 EMEBEEEOLEEER CRITERBEEE ORIz 55 22 ek & R 5 2 RO ERD
(FROWT RIS T HER) 23, YEZBRE ORI ETLmROREEL LT
TRy AT T

K

o [ERMGREHRER 2 EOYMPHE AR T LT-%IT 5 FLLEO D ATRIE O RERIHE 2
ToTWAZE, 95, 2 ELLEIT. DAFEYERESE L LIZRRNER S OWHE
EITR»TWAZ L,

g Fﬁﬂ]ﬁi;ﬂrﬂﬁ{a %2 iFCDTJJEﬁﬁ}HIK’i’ LT L7212 5 LA L O B B ENE IS 22 5 O B

@ BREAOEELEREBROKERIZONT

% SR IE E PR m%‘?f‘éﬁ?&%mﬁd i, MEEREMNSOFREND, A - L2
i%}i FHOE %{0) R OB RS L2569 B IS R, ﬁi$9§zm’étt LUEQW%E%%
L ERFERCHIThNAERIBESTNWAZ &,

4‘

11




® BHER~DORIEIZOWNT

@-1 BIERZRBREREORINERIZEE 3 5 B4

RIEMENR B OEEZ2BIEM A RA UZBRIZ, 24 RefI2EAR o T, SiZisg
R ICBW T, BB LUZEWEMIZE U TARERE O CT H0RHEH ORIz 405
RREOFHERNY BFIZELN, EBIZHISATRERERIAE > D Z &,

@-2 EFHEERICLH2AEFSEAISICETLENS

DABIRICHED A MR E OCHEE A T 2EREREEDERERE=2 Y 7%
EDEERODAY V== FEITOERE S HRE LA TX 57— LEEEG] 2 E
EhTwWwazZl, B, BEEHIzoNT, PABELZOFEEZHFICEAmIhTWY
ST s

@-3 BEROZECXRICE LT

BIVER (RVEMEMERICI A, KIBZ - EEO I, IFERERE, BhaekEs (e
FIEMBE RS | ASWEE (FEAKEEREE, BIRIREERTE. RIEREREEE) (1
RUPEGRIFT, 5 & D BRSE. % - BERUIDRMIRAE, BEge, B ORISEE (R REREARAE 5
M. ZIEALEE., MAKXIEIES) . infusion reaction, 7S - BENESS, HAEAHHEIE, PR
E (X T2 NEERESE) | DR, SR MRR PSR . il L, R
FERESE) 1o L C, SRR )R BB O M A T SRR L EHE L (RIHE
HOZMRodcc L THRERVEELZZ T ORI RMICH L Z L) | BELIZ#ED 20
BN TEHEGFNRE-TWEZ L,

12



. BREMBRLLLBE

b‘a =B 2 EE]
D FRICHELTIRECHOVWTHAADOREPES L ENTND b, BEET
BTk,
o ARANORSIH WIBIUE ORETERE D & & BH
@ JEEHIOFTMICE VT TRICHS T 2 BHIIHOW T, ARlof SRS
S, AMOIEFREIR LD 72V GE ﬁEU’) BEICAFEZFEHTHLEBETE D,
. %%HMT$®AWXJ%QW% B
o FEREI{E MR E CRUE Y & R0 D B N ONE B O K HR M E S REGL M i ¢
SO RIENEELE 26N 5 BE
. E CRIEREBOEH, RiWﬁmﬁﬁL<dﬁiH@Luﬂ&\ B NETERED
HBHE
. m&lﬁ%fﬁ’ﬁr(tﬁuﬁ"fﬂlﬁﬁfé‘?i’é EhEir) DHLBE
s ECOG Performance Status 3-4 " ¢ B3
[#5htt iR 2 3 0E]
) M%ﬁﬁﬁwmwﬁﬁkwmiﬁﬁﬂw%é@%mﬁwfwﬁmﬁﬁﬁﬁ%én
TWa,
7235, BRAF B FERYHTHHREITHVTIL, BRAFHEANIZ L 2BFELEE
5T L
@ TFTRICENT AAFOBE R OERAFECZ W TE, AAORZMERTHIS N TR
5P, AROEESFR LB,
o iR LR,
o fthoPUEMENEEAI & OFFH.
@h  ECOG ¢ Performance Status (PS)
Score TEfe
0 2 FEER < EHTE S, BEATEFUABEBENRIRLITAS,
] ]Ptﬁ’]i ';;i_l»‘{i%f)lii‘ﬁl IBREN DD, HITAMHE T, BIFHESE - TOMERITIT I ZENTE S,
il BORE, FBEE
5 BITARETAESOEOE ) O = P E TS TAREEAEEETERL, AP 50%EL EiEA~y Fob
3 ;;Sn::g AOHEOBED O L L e, BRO 0% EE Sy Kk TORIT.
4 £V, BHDHOEY DI LEHEL TERWY, FRIISy FRTTRIT,

13



6. RECELTEETEHFH

@

@

®

WA ES TN A, BLEIRSE RS DR D B RS 1230 & KA O keI R ONE iE R

RO HBELRERE+HICEMBLTHOERTIZ &,

TP S b . BE T F ORISR OSaRitE |- L, REZE

ThbiRETHI L,

FEREHERO~=R Y A Y MZ2WT

o RIEMMERSHLbND ZENRBHOT, KROREIZHIZ > TH, FIME
W (BEh, MEURREE, k) ORMERE ORI X SR OFEN S, MRE A+
MZATH Tk, £, HESEC T CT, Mif~—V—%0R&ELEEY

’Z) : &ﬂ

o infusion reaction 733 B D = L A3 d 5, infusion reaction 2338 HALTZIE AT
L EER B AT D & L bis, SERAEIET 5 F THREORES HNCELE
THI &,

o HURIBESEERSE N S b D Z LD 5O T, AR 0% 55 bR R O 5 1]
HH T ERIAD I BRI RS RE R AT (TSH, B8k T3, 0#8fE T4 FORE) 2Eu+ 5
&,

o FFHREREERH LIS Z L0 H SO T, A0S BiAE R O S5HIR T
EMENIFEEREREE (AST. ALT. y-GTP, Al-P, BV AL EOMIE) % EfE
5 3Tl

o RO PR OILEERERK 2 ET) SORERIBEERH bR D
ZEBHADT, EMMCIROBREOFEARRT S L, £, ROBRFEHR
AW LNBEAITE, EONCEREEAZZ T LI IBERZREETIIL,

o KEIOEEIZLD . BEOGRERIGICERET S & B X BN Sk RIKESRHE
RhHbbhaZ tibhsd, BENBDOOLNGEIZIE, BEALEFRIIGLE
B2 ENEE & RER A B [ERT & RS U CRUZARERIR I ATV, @E O R
Rz X ARHER RS 2581013, AFOARSEITHIE, RURIBRER
NEVRIOEEESEREZEET AL, ok, AIBREFRLVE L OREIZLYEIE
FOUERTRD bRV IZ I, B RE R T LSO REMHIRI OB
LEETHL,

«  BERTH. BOEBOESARBL O LAIERANBET 2 ZLRH L5729,
AR OB S/ THRICHOEBWEHORBIZH2IEET S 2 L.

o 1 RUEERRGE GEIGE 1 IUBERB A ST bbb, BREES P T F—U A
IEAZERHHOT, DB, L, iESOEROFBERLME MmO BRI
SEEFTH DL, | BERFSEDN SIS ERIEL, AR UH
ROEESO@EY 0B EITI Z &,

KA OBEFRABRIZ BT, HGSEENS 3 » AN, ZNLIREIE. BE5MENG 1

L 6 R 2 L ICHIMEOFME T - Tz Z & 2 5B IC, ARG PILTE

IHBROMEREITI Z L.
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REERHEET A RT A
_RA7n Y XA<v7 (BicFi#az)
(BR5e4 : %4 M —& HIEHTE 20 mg, X4 b—F SHEHE 100 mg)
~EHERE Y RE~

T2 941 1A (FRL2 941 2 AYED)
EA T BE



SR/

LI

AHI O, TERBFF
[ PR R A

FiE% Iz oW T
BEXR LI LBEE
TEICHELTHEEST~

R N N

= I

I8

P2
P3
P4
P6
P8
P9



1. LI
EH S OFDME - ZEMEOMEO DT, T CEFICESWoEIERER KD

bA, 52, ITEOREEHT oML XD | PURESER R & OFEFH 225 ER
FEELNPRBENDIPT, ThHLOERLZFEICLERBEICRERET S Z LBRED
BRA S 725 T Y RFEMEOEE O IEATTE 2016 (T2RK 28 4 6 H 2 A RRIRE)

WCBWTYH, EFESESSOFEHoRE{bHEEERZR S Z L EhTnd,

BrREMEEFFIESE ST, EFRMERST 2N T a0 7 7 AL BEFOESER EA L MR
RAEZLENBSD, Zon, AR OEZEEICET AEERS+ERET 5 ToOM.
WMHEERLOBELZEZTAZ EPMFENBEFICH L TERT 2L & HIZ, BIFF
AN LIRS MBS I8 A & A 2 & Religde— m@%#%ﬁtfiﬁ&%(ﬁm
TAHIEDNEETHD

Ltpo”\$ﬂ4hf4yﬁm\%%&%@:ni?mﬁgnfwéﬁiﬁiﬁ-
Bpy Rz S & | U FoEESOR@E A2 HET 5880 b BEBELREN, 1
RO EFER AT,

I, ATA BT A 213, MSTITEGE N EEREERSGE SRS, ARHEEANRR
BEERMEE 4 | — iRt HE A B AR RN EHE & B O — R #tEE N B AR luig S oo
b &R LT,

B L RAEIRE XA b—F SEEE 20 mg, ¥ bA—F SJEFHE 100 mg (—
x4 - _Aa7nol) X=wT7 (GEETFHEEZ))

HELEAMEXADE - BRUIEEEO HIMAYE % ) 3R

HELRARERVAS - BE. AT, *avnr ) X< (BETHHEMERZ) LT, 1
[ 200 mg % 3 WG T 30 2T CTREEHET 5,

B 3& IR 5t ¥ & - MSD =it

(N



2. AFIOKM. 1ERERF

XA b— % SIEE 20 mg ROV100 mg (—fE4 - Rav e ) XvT (EEFHHR
Z). LT TARFAl 2vvad,) I, PD-1 (programmed cell death-1) &ZD Y K TH
%A PD-L1 J, UNPD-L2 & OFEE #EFEMAET S & MEIgGs £/ 7 u—FAHKTH D,

PD-1 #R B2 13 T AMAa 6 3 bs tRHEHE s 6 3k 5 72 D2 A8 A SRR 2SI 5 2 3 72 e e il il
AA v F T, PD-1 1L, (EFEREIZBOCGEER T MlaoMiaRmicEE L, BOR
G % S e g x&ﬂﬂﬁﬂ&ﬁﬁ%ﬂ@f7 FThbb, PD-1 ZY v FEiG
ATAHZLICLVIEZRERICED VA ERAICHET 2ZEFEFTHDS, PD-LI
DOEFHBICBT 2BIIDb TN THIN, Z OBAMIBTIE THREOME M5
ESBENCHRB LTS, BAMIEICISIT A PD-L1 O@mEEE, Bk, BREEE.
ST ARG . BRELGES . FE/NiRARliE 72 & Ok BT TFRARBRRTFTH Y | EROEFS
EOMEMESRREIN TS,

WO AV OBRFEN T & PD-LI BHEOFMBAYEMN S, PD-1 & PD-L1 DR IIIEE O
GIEERREIC BV T EEARE AR ) Z ERRBENTEY Bl B AREDERE L
THIFEIRLTWD,

AHIiZ, PD-1 & PD-L1 }U'PD-L2 Ol ) T FOfREEEMAESHZ &2k, IEE
PUNBREE R O NES R RATHAR G EVE T V o~ ERE TR S F“E%%ﬁ&%ﬁ%t{t{tf
DI TSR AT S,

AHNOVERBEFIC S GBEORERIGZ L 2BIEAER S b, EFXIETIC
EAWREMENRD S, AAOERS P ROEERIZIT, BFOBEE+oIciTv. BRENR
B BIEAITIE. 3 L - T RIS U7 EHMR 70 A5k & AR 5R % FE-o AN & L Tl
)2 SRR 24TV R OGRS X ARIER b 25 E8 1213, BIRBIE AL
EURIOZBREEOWU R ILVEEIT I MNERH D



3. ERPRARAR

B3 TR HIMEY R O F ) o fEORK

D% R

[A7hik]
EIRE 4L [R5 1 463

z2hi,
- B ZEOE M Er AL e e TT
# (zd— k)

- BFESE Mt B IEES TH Y |

Z\F - BE (33— F2)

NE St T R AT TR e 3 (N

XIFTHRAEAL FHRE D —

AR (KEYNOTE-087 slli)
PR3 SUTHEBYEO B YR 2% > U v SEERAE (210 Hil,
Fo320ar— MEHRIZ,

Ty xw T ARF

B
7e0Y) B TVWAWVWERE (h— h3)

Ppd . B{ERETAML TR BUETT A3
-®M%W’EILCL7$§T
/liﬁlicD%Q% HL‘{)LT{S & ﬁkﬂ
criteria (2007) (23S < PRYFEIC L HELFEL (CR) XITE S
BEI1OEBY ThoTo, 2B,

20% To -7z,

B bhigae
F. WREILARE O 5 A TR BETT 255
&éntgigﬂﬁﬁaﬁbéﬁﬁﬁ(&awwc

&% (PR) OFIE)

FHNCRE SNBERDFEZ, WThoak—FY

AR

AH 200 mg 3 BRI S OB/ IEROE

F 1 AR (KEYNOTE-087 3Bk

W EHI & 1T - T =R R RS O

HAN 10 flZ2E5Te) OLL
MED T

TR RFFCLBEREESTRER
MOT L YERITT RRFUICLDEFRE
e (—kia

&LT@iVyy#yv7W«k%/Li5méﬁiai

Iz, Jy’e*@ﬁ%*j"@‘ﬁﬁt?)m&)%mﬁb“
BHLNAFE

aixE— b1 = e ad— k3

(691) (8151) (6051)

%% (CR) 15 @1.9) 18 (22.2) 13 (21.7)

L, | #r3E% (PR) 35 (50.7) 35 (43.2) 27 (45.0)

= —

o) 7ZE (SD) 13 (18.8) 9 (11.1) 13 (21.7)
1T (PD) 3 (4.3) 17 (21.0) 7 1.7

Al fith A~ HE 3 (4.3) g 2.5 0

#=5h% (CR+PR) (%) 72.5 65.4 66.7
(95%fEFH ) (60.4, 82.5) (54.0, 75.7) (53.3,78.3)




[Z241%]

EpR L [E 5 11 ARRSR (KEYNOTE-087 k)

1 ERE AR IR T 202/210 £ (96.2%) (258 v, BIFERIX 144/210 7] (68.6%)
IR BT, FEEERN 5% EDRIERIZR 2 DEBY Thol,

2 RERY S%ALOBWER (Z2MEATSIRE)

WEBIRDIE (SOC: System Organ Class) @fj;ﬁ(ﬁﬁf;\

JLASGGE (PT: Preferred Term) : 2]\0%
(MedDRA/ ver.19.0) = Grade Grades 301
SR 144 (68.6) 23 (11.0)
M ds LU ) o R s

17 He s 1 (5.2) 5 (2.4)
P E

UL AR AL BE I TE 26 (12.4) 1 (0.5)
i ERE

FHi 15 (7.1) 2 (1.0

il 12 (5.7) 0 (0.0)
—f% - EHEER L OB SN ORE

T 19 (9.0) 1 (0.5)

P 2 (10.5) 1 (0.5)
THEE R E

SA% 13 (6.2) 0 (0.0)
MR RS, ERES X OWERRIEE

LA 12 (5.7_’) 1 (0.5)
BER L O PSS

5 16 (7.6) 0 (0.0)

feks, FIEMERREERIL 6 4] (2.9%), KBS - EEOTHIL 3 F (1.4%), MEfEE
(X5 v« NL—IEERS) 121 6 (0.5%) ., IFHEREREEIT 8 B (3.8%). FHKIREERE
B3 13 29 (5] (13.8%) . il 4% - BERU RERAE 12 2 651 (1.0%) | Infusion reaction 13 17 {4 (8.1%) .
SEIMAE 2 B (1.0%) BROWZLE 1 F (05%) CTRObLIZ, ¥/, BEOK
EbEE (R R IEARIE GERE . ZIAIEE, FRIEES) . T EIREREREE . RIS,
| HUREGR . ERERERE S (PRANSRIE IR 25, B, EEMEME, Mgk - SN,
S M D PEEEBER MR f e OSRIFERES IR bz o7,



4. HEERIZDOWT
IR L L CERMGERE (20FE) AT Tnad Z &b, Hitad 4
ICEECE AR CHALENRS D, O LT, RFOES A #EE) e BEEZ - &
EL, ARIOESIC LY BEEALRBERZRER LZRICHIST 2 2 BB ERIZD, LT
DO~@DFTRTEMIZTHRICBWIHERT A& ThHS,

O HEsRIZoWT

D-1 Fio (1) ~ 5) OWTFRNIEYTIMRTHEZ L,

(1) JEASIE BRI ET 5 A A S EH LSRR S BB R A SRR AR,
Hidal 73 A2 s L s gsle . MU A A RSB /e &) CERX 29 4F 4 A 1 B - 434
fiti 7% )

(2) FrEtgRERmbe CERk 29 F 6 A 1 AR - 85 fiak)

G)%LH“ﬂ%#JET WA EERE R (B AR TaREIRERbT. 25 ARSTEE
BT, A AR EEEEHEE R E)

(4) SRALSFREE A RE L, AR FEBEME 1 IS b FRIEME 2 Ohiax 51
IAZ 5 A 1T > TV A MiRR CERL 28 467 A 1 B : 2540 Hisk)

(5) TUEMEREEAL S E AR ORI R DR AT - TV Al (FRk 28 4 7
H 1 BEES @ 1290 Kagk

M-2 HHMAE T x ) B0 FERRE R ORIER R BRE O 5tS 145 72 76k & %
B 2 O ER (FREOWTNMIZEY TS ERM) 2, Y2 BEROAFICET LRED
AL RESILTWDZ L,

*x

o ERRHRES 2 EOVTHEZ X T L2 %12 SELLEO N IR ORERHE 21T
STWAZ L, 95, 24 FiX, DPAKMIEEAR L U RRES EOYHE 21T
o TINE T &y

o ERRRER 2EOVIITHEL R T Lz®%IC4EL FORERREF L TV DH D
L.ooah, 3EDEIT, dEf SRR O M ASEMEE & TR IR OWFHE &
THoTWAZ L,

@ BACERLFREROEHICOVT

I S 00 1 R PRI TE T 2 HEE AL b, REERS O OREER, AAME - R
M RO B R CEMS IS 2R AEFEPRE LG EOWRE
¥05. FHERHITONOERINE-TWD I L,




@ BEHWER~DIIGIZOWT
@-1 HEsR BT 5B

BN BLoEE2BEMSIAE LIS, 24 FFRBEERHIOT ., ML X
AR T BT, BB LAEERICS U TAREH LU CT FEORIER OERNIZ L
S REOFERN Y BRICBE LN, EHICHISATRERERISE-TWDH I &,

@-2 ERUEEEICL 2FEFRANCICET 2

MASTICED 2 EMP MR A ORIEE2 AT HAEREFEVRIEHE=2Y 7
EEAOIEEROAZ ) —= o T RITVERE L EREIEH TE 5 F— AEREHIDE
fEhTWA I L, B, BlEEHIZHOWT, BDABRE L ZOFRICHDIZAmENT
LNELE s

®@-3 BIfERA OBZWr-oHIRIZB L T

FIVER (REMERREEBICINEZ, KIBZ - BEOTH, RS, BikaERE (R
BREIEERS) . owEE (FTEAKERS, RIS, RIBMRERT), 1
TUBEFRLT . 5 Y9 S FhdS - BRECAMIRAE, BEde, EEORIGHEE (BEREISEARAE 5
BE. SIRACET. MARIEIESE) . infusion reaction. M7¢ - Bifkgs, HUERNIEAAE, PhiFRE
T (XFF - AL—EREES) . Ok, st/ MOBA TR, e, AR
SERREEAS) Lot U, YR UL B E R o SME A A S EM L EHE L (RIFE
Fl OBt ic Bl L TSR OTEEZZT O & M4CH D L) | ELITEYRL
BERTEAEFINRESTNDZ &,



. BREXMBRLRDBE
[ﬁé (B3 5 ]

@ _Mﬁf BEICOVWTRARIOBENERL INTWAE I b, 5 Z1T

biﬁb\ &
o ARFNOREA IR UIEEE DBEERED B B BE

@ BEAIOFMHIZBWT TRICHEY T 2RIV TIE, AAloEEEF#EIS W

A, LOBFERIREE S 2 VEAIZIRY | EHRICAAEZER T L 25ETED

o MEMEREEOSHUIMEDCDH S EE

. Hﬁﬂ*ﬁ_ff%\)r@ P CRVE % 2 R D B K ONE B 0 Bt it 2 o fek e 14 il 2%
SOMIZKIERELDR A BNDEBE

. E CARIEEBOAH, B L ITERED A SRR EOBER D

A H
. Hﬁxﬁ%@ﬁ i GEmEREREE ST OHh 5B
»  ECOG Performance Status 3-4 VB

(A 2B+ 5 %IA]

O A FiE iR R ORI R O F 3 IR EO KR Y U

NEBREFICBWTERFIOEDERTENTWVS

@ TFRECIENST 2 BEICKT 2 ARMOFRE R OER T EIZOWTHE, RRIOFZHER

X ENTEOHT, AFloRERNFELRLR,
o (LFEFRIERIBROBE,
o fhOFEMEEA & O,

(D ECOG @ Performance Status (PS)

Score EF%
0 MR EITTES, BHAECFE LA FAEENHIRZL TS,
| Hiﬁ’}l_f%{ LUVNEENIHIR S 528, BITRRET, BIEESCE > TOERITITO LA TED,
CRVEH, HIBEE
2 ’F‘rTTﬂ:’C BAOFOEYD O LT A TAREEBEEETERV,. Ao 50%L Eld~y R T8 I3,
3 [Roh-BaoEnmy o L LnTEiw, R S0%E Ed~y FEF BRI,
4 STV, BHOHOED O LI TEL, BRIy FlF I,




6. BREICELTHETNEER

WA ST B IO 2, SLERFEEE AR B EEE IS B0 & AFI O R K UNELIE
RO DIZBEREREHSICEEL TOrLEHRTL I L,

TBERAICSESI D, BEIIF OFRICHEIMER CfEREL o5 L, RELXE
ThbiEs+ sz L,

FREWERDO=R YA M2 T

)

)

L]

MEHREERLLbND 2 ENH DT, REIOEGIZHTZ> TiE, MIHE
W (aui, REURERIEE, kSR OFRER OWIE X MR A O EEF, BEr+
SITATH 2 &, Elo, BEISUTHEE CT. MiEF~—"—F0REL £+
BT E,

infusion reaction 234 B oI5 = & A d 5, infusion reaction M3FRMH LI HEIT
X, EERABERITO & L bz, ERAEIET S E TREORELZ o IcBls
Al Sl

FURIRHEREREE S & bbb Z 038 5O T, RAIOHK 5-HAMEET K U5 1M
WL E BRI BRI AERR AT (TSH. ifEfE T3, WEEE T4 FORIE) &Rt 5
zE,

BFESREREE N S bbb = L33 5O T, A0S BthE & O 58k I3
EMAI ATHLREIRE (AST. ALT. y-GTP. Al-P, BV L E U HEORE) % Ehi
TAH5IE,

R oL WA RUIEEREELEED) FOEERREE SO
IrRBHBEDT, FEHHCIROBREORELHGETAZ L, 2. IROERED
RO HLNTEAITIE, ECHICEFRERE 2T L BB LRETI L,
AHENOBEEIZL Y BEORERIGICERT D & E 2 b b kxR EBRE
NHLPNAZ LMh5D, BREMEDONEHEICIT, BRLEZFRIISLR
B 72 ik & RER A B [E RN & U Gl AR R A TV R O ek
RIS X BEIERASEDN S IBA 12T, ARIOKRIESUIRIE, RURIERE
NEVRIOBRESEEETDH L, 2B, BBRERLE L ORSIZLVRIE
O UENRZD HNARVIEE T, BB RE R LE LISk o S il o8 i
LEETDH &,

BT, SoRM LI ARB L T LREERRRET A 005728,
AFNOTRERTHRICHEWER ORI +ITEETH Z L.

| BRI ORI 1| s R 2 ate) b bbb, BERBES b7 F— A
WEAZENHAOT, A, B, BHEZEOEROFERSCLEED LRI+
SEBTAIZ L, | HERBELEDL-BACERSEPIEL, A2 U
OB 5% O@EY R IEZIT) 2 &,

AFOFEERERIZE VT, BERBENS 1282 L ICAEMMEOFMEIT> TV Z
LEBEIC. ARESETIIEMAICEERE CHREOMREITO Z L.



