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1. XT®IC

EXEROFE - ELUEORROEDIZIE, FAEECESHEEERZERNRD S

hd, Sblz, IHFEORERTOESRC LY, EEEMN EOEF2FRIERAMFE
SMBEEINAP T, ThOOERSPRICHERBH RS 52 LR ORE L /2

STRY., BFEMEEE L SEOEAR S 2016 CER284E6 B2 A MBEE) 2B\ Th,

EHFMEELEOERORBHEEZRZ &L L Eh T3,

FHRIERBFERRIT, BRERRRAN w7 7 A VBBEEHFOEER EHLMNIERD
TEBBHD, Ok, BIMERVRSEICET AHEA+AEMT 2 E TORM, YZREE
OBEEEZITAZ EBNEFENIBFIH L TERT L L bz, BWERAMRHERA
LRI LB E & B 2 E RARER—EOBEG M TEFRBECERT I &N
BEETHS,

Lo T, KHA K74 Tid, BREESLD miTL%BﬂTwéE%%%M
BN AHIcESE, UTOEREROEERFERZETIBAN b LEREHR, Ex 45
ROEBEIEETT, ‘

B, AHA FT7A /i, RATEIEAER S ERSSRAMIE, Ak B AR
KRIEFYS, —AREEA R ARERARESRURFEREFEENEA A AREFESOWHA
Db LERE LT,

WHELARBERR  FA M —F SRR EI0 mg (—RE - o7 v ) =T (BEF
FEHEZ))

HBRERDIPEXIDZ « RTBTIRTEEREST - BROMIER

HEERAAERVAR : FAFA R U ZFVNRETVRTTF e OHRIITENT, B,
AR, fav7 vl Xwd (BEFHEZ) LT, 1H
200 mg#% 3@ F MR 1L 18400 mg 6B FEE T304 2T TA
TEHIET B, AACEERER ICHE L PD-L1B M ORIGEI

BERAEAT - BRORERF ERMIIH LT, REZ MR

FTHZLHTED,

IR T ¥ F  MSD#RLe

(&35)

TVARTTUNVOHRENIIHER. AERCHEE

ZhEES IR uTwﬁﬁE%Lﬁ?5M®#ﬁ&E%ﬁ&@ﬁﬁﬁ&

EESRTREE, REE .

AERUVCHE : tonEEERR & OFRAREIIRWT, @F., AR AT e LT

1R 1000mg/m®> (AFXmHE) £ T%, 4~5SAMER CRREAETS, BREL2BVIRT

BAICRA R EH3EMUEOBIREEZ H1TCIRET 5, AFBEBEEOEAITIX

PrRRSRICEL S,
2B, Fiip, BEOREBREICLVEERET D,

AP IF L OISR, FIER AR

SIS R R

RO - SEE L. BRI R L. AEORE LD ARE RT3
2



Al VY RTFFF L LTI5~20mg/m® (K@) Z1A1E, 58 EEERE L,
M & B2AMRET S, ThEly—nb L, EEFHRVIET,

BiE : YRS F & LT50~T0me/m? (EEEE) #1B1EEREL, 242< &3
BEHRETD, chizlrz—ne L, #EEBDIET,

ks, EE, ERCIVEEHERT S,

B EERERIC I 1) A A EAD B - BRI (3. WRRE 0EF Ps~) 2R



2. FF O, (EREF

FA M —F ST 100 mg (—HR4L AT ) =7 (BEFERZ) . UT
#Fll & 5, ) 14 PD-1 (programmed cell death-1) &% @Y # FT#H% PD-L1 KT PD-
L2 L OBEEEEMRETS, & ME 1gG4 T/ 7 u—FAHETHD,

PD-1 ##&ix T MR RMEY bk 3 7= DIZ R AHIRPFIA 4 2 2255 5
R vFT, PD-1 i, BERREBICEWTEER T MiaoMaREIcRA L, Al

RS # S DANE LB 2B RIS EHIEHTS, Tbb, PD-1 XYV FER
ETHZ LRI VIIFESERIZL AV I IEREFAIHBT5SEETH S, PD-LI
DIEFHERZBIT HREIZDTHATHLN, ELOBAMIETIE THIROBHE 2L 513
CBRIZFERLTWD, BAMIRICIT S PD-L1 OEFEE. SHIRE, s, ke
. DPEUE., FENVRERRER E oA RBATTFERRRFTH Y, BWEFERL DR
HABESN TG, |

BEOBADBKRYTH% L PD-L1 BEOMEBEMED S, PD-1 & PD-L1 ORKIZEED
HREEMECB VW TEERFBDZIE S Z ENTRENTEY, FRBABEROERE L
THFRFERTWB,

AFNX, PD-1 & PD-L1 BRU PD-L2 OV F v FOEEGEEETHZ Lick v, [ER
BB OMEES RAIIMESEME T U SR Ei &8, FEERE 2 FiEElT 3
Z L CHBE R ERIET D,

AHOEABFICES GREDHRERISICLDBMERENRH bbb, EEXIIELTIC
ELAEMRH D, FRIOREFRUEEHEICIE, BEOREZTHITITV., BENRED
bAESid, BHELABRICE LB L BB 2 RO EM &8 L Ol
ERRETEITV. BECRERINIC L HENER EDN S BRI, BIRRERAE VA
OEREEOBFORLEBEIT I LERD S,



3. ERARERK

O AR ER ITHEE UPD-LIBORIBTRRERET - BREOREREL
BB OO ZRIER O RWIRBEIBR TR 2 1EST « BRORER QARSI LT
> e ERBERRBRORRE =T

[H%hiE]
OE BRI FFIHEFER (KEYNOTE-1817ER)

—RIEHR & L CIREER R (L ERIER O H 2RISR 2T - BRORERF LR
BRUBERERE 28 4 (AAA 152 fleEde) ExRIZ, A& 200 mg 3 ERIRME
(LI TQ3w] &3, ) BEOFIMERCREMSR, (L¥RE (7 V7 %kr, F
BEXEARIBAD 2 THY) BRHRE LTHRFENE, 28, BERFTE CRAETH
B HNTEET, REBETERHERSED DN RWEOERMICZEL TWEIBET
ik, YREICAEOEGEEHME CREETIRD bk TAEIOR G2k T 5 2 L 8RR &
Ehi, FEHMIEBIXSEFENR LT fos) &wvw), ) L&h, FHEfwRE LT
WESNE () PDLI BB (CPs'z10) £H., (i) RELEBEARY (i) ITT £
ICRBITD 0S DRRIFR 1 0LBY THY, WThOEHITE W THERICRES

EEELHI- S ot
*: PD-L1 2FE LMK GREME, <7 v 77 —-VRUY V58 REEEMRRECRL, 100
w3 U7, ‘



#1 TRFERL ER-BEEERICBITS 0S DMK (KEYNOTE-181 i)

AR MK ] N R p fE
BEER BRER  fX (%) [95%CI] [95%C1] 02y l1))
(7 8)
Al 200mg |- 88 9.3 [6.6,12.5]
cpsz10 OV (82.2) 0.70 [0.52,0.94] *'  0.00855%
EEmE 115 103 6.7 [5.1,8.2]
) (89.6)
AFH 200mg oq 166 8.2 [6.7,10.3]
RELEE QW (83.8) 0.77 [0.63,0.96] Z  0.00894™
g 203 52 7116482
(89.7) ‘
A 200mg 4, 271 7.1 [6.2,8.1]
ITT Q3w (86.3) 0.89 [0.75,1.05] ' 0.08431%
s 314 284 7.1 [6.3, 8.0]
(90.4)

CL: fBHERREL, 1 sl (FY7, 2oft) RUYERE (RELRE, IR 2ERIETFE LB Cox ERE.
2 (727 2oM) RUMHE! (RS LR, BE) 2BET & LB logrank BE, FEKE (F
) 0.00853, *3: Mk (F 7, Foofh) £BIIETFL LicEy Cox B, *4: Hk (F¥7., Toth) %8
BIEF & L8R logrank BE., AEAN (FRD 0.00766, *5: Hutf (727, Fofh) RUMERSE (FELKE
. D 2BIETFE LEBE maximum weighted log-rank HE, BEA¥E (KA 0.00772



—7. PD-L1 BBt (CPS210) 2 oRFELEBOBE 1676 (BARA 77 HEED)
BOTUTOEMERBREAE LN (R 2 RO 1) o b, YUEARTERITERE
SRS ER TR, BROLBITERTH D,

#2 FifERE (KEYNOTE-181 38&)
(PD-L1 B (CPS=10) »oRELE#MOBE, RENZENER)

AF1200 mg 1Bk
Q3W
- (85 %) (82 f51)
FofE (B) 10.3 6.7
[95%CI] , [7.0,13.5] (4.8, 8.6]
s AN R 0.64 )
[95%CI] [0.46, 0.90]

CI ; {S3IKM, *: B3 Cox thfflvi'— FEFI L Bk iE & O
AW,

110 -

100
50
80
70 -

A#l 200 mg Q3W

Overafl Survival (%)

2

20 - =230 )

4

o0——rr—T—TT7T T T T T T T T T T T 1

0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30
Number at risk Time in Months
AE200mgQ3W 85 79 70 56 51 43 40 30 27 21 11 7 4 3 1 0

== 82 74 54 42 34 23 18 14 10 8 4 4 3 2 2 1
\ ‘ E 1 OS® Kaplan-Meier Fi# (KEYNOTE-181 $E)
(PD-L1 it (CPS210) Ao RYELRBOBE, BRERMBITHRR

7



@EBRIEREMERER (KEYNOTE-59055%)

{LFEPRERE O 72\ VBIAEIRREE 2T « BROREEAE1749%) (AARAN41F%ET)
EXRIC, FH, s-oFduavTion (BT I5FUL LW, ) RBVRTTF -GHRRK
EROFMER RZEER, 7R, SFURBVARATIF - FRFRER SRR E LTn
FEnk, VAT ITFUOREIIRR6a—AFETE L, 2B, BEEFMM TREETH
BDOLNEBEIZ, BAETETTERPRD bW EORKMICEE L TWABE
T, RELEOERITE TRAEITHED b ETERESFURTY AT ZF D
FFRREX AR OB S LR TS 2 EBFREE &hic, TEFMERE IZ0SKTE
BEAFNE (LT TPFS] &), ) & &N, KA SFURBT AT T F G LS

(CATF [HFBE &5, ) 1377 BR, SFURVV AL T F MRS OF 17
FEREE LVH, ) LHELT, OSRUPFSZFEICER L (&3, EREUI3) .
1 : BEORTELEERCRESEEVICEETEST (SiewentFEiype ) ORBRENSE L X
nk,
*2 1 FFI200 mg, AT F 80 mg/mRTA5-FU 800 mg/m¥day (5B MFHRAFHES) OIEIZQ3w
Toa—AEE%, AH200 mgBk U5-FU 800 mym¥day (5H IR ATRHRE) 2QWTHRESH
il
*3: SR, VAT T F 80 mp/m2 US-FU 800 mg/m¥/day (5B FIFEEESTERS) DIEIZQIWTE
a-~AREG, 77 ERRUSFU S0 mym¥day (5 AMFHARRS) 2QWTRESIE,

3  BEERR#E (KEYNOTE-590 28R)

AT 75 R
(37341) (37641)
hfE (B) 12.4 9.8
[95%CI] [10.5, 14.0] (8.8, 10.8]
O8™| - FEE 0.73
[95%CI] [0.62, 0.86] —
P {#" <0.0001
heefiE (A) 6.3 58
[95%CI] [6.2,6.9] [5.0, 6.0]
PFS"™! NP — R 0.65
[95%CI] [0.55,0.76] —
PiE" <0.0001

CI: f54AKM, *1 : 20204E7H2A# » b7 (PFSIZRECIST L1% AW iBRIEYEMIC & 57 |
*2 1 B Cox bl — REFAAC L DA F R L O, *3: BRIn Y/ 7 I RE




100
90 -
80 -
~ 70
B |
E 60 -
g 50
g 40 -
-
& i
30 :
e g .
20 #5 > i '
Z =R HH
| 4!-4}—}4...,“}.1} -+
10 - o
E [
0 T M 1 1 1 v 1 ¥ L M 1 M 1 M [] M ] M T N 1 1
t] 3 6 9 12 15 18 21 24 27 30 33 36
Time in Months
Number at risk
Kﬁua* 373 348 205 235 187 151 118 68 36 17 7 2 o
7° 5 = ﬂfﬁ 376 338 274 200 147 108 82 51 28 15 4 1 o

®2 OSD F R TER D Kaplan-Meier fi#i (KEYNOTE-5903A8,
2020827 H2R A » b A7)

100 -
90 -
= 80 -
g _
= 70 4
2 A
g 60 -
m -
B
i 50 <
& i
a 40 -
) 30+
& i
20+
B Tk '
107 75 ura I
0 ‘ e e s v
¥ 1 T T ¥ T T T ¥ 1 T ] T | ! 1 v ] M 1 v 1
0 3 & 9 12 15 18 21 24 27 30 33
Time in Months ‘
Number at risk
373 289 210 9 79 55 45 35 17 4 2 0
75 & R 376 278 172 62 36 22 14 6 2 1 0 ¢

€3 RECIST 1.1% AW =I5B Y =AT OFEMRIz B35 < PFS@&*%%HH%@KapIan-Meierﬂ
# (KEYNOTE-5903BR. 20204E7H2B b v b Z7) '

9



(2]
OEBFLEFRFEIERE (KEYNOTE-1813R)

PD-L1 Bttt (CPS=10) M 2RFELEBEOBREFICTBWNT, FEFRITFHE 31/85 #
(95.3%) . {LSEHRTERE 78/82 0 (95.1%) R bh, BBREL OREBENEETE
RWEEBRE, FhEh 5585 Fl (64.7%) BN 67/82 4 (81.7%) IR bhiz, W
THOHOE THEIRBNEN SUULOBWERIITRD LBY THoTe,

£ AW ThHORTRENSY 5% EORER (KEYNOTE-181 B (2l asim)

BRERXRSEE (SOC: i (%)
System Organ Class) AR {acasi=37 52
EAFE (PT: Preferred Term) 8541 82 17
{(MedDRA ver.21.0) %4 Grade Grade 3-4 Grade 5 4 Grade Jrade 3-4 Grade 5
ZRIER 55 (647 19 (224) 1 (12) 67 . (8L.7) 32 (39.0) 2 (2.4
MBS OY oskEEE e
1 4 @n 2 (24 0 22 (268) 7 (8.5) 0
B PERIAE 0 4 0 8 9.8) 8 (9.8) 0
SFPRRELLIE . 0 A 0 6 03» S5 &L 0
WY ILHEE . o S o .
FRIREREETE o6y 0 0 0 ' L
- ABRE s
TEl 4 “@.7n 0 0 13 (15.9) 0 0
Y 5 5.9 0 0 17 (20.7) 1 (1.2) 0
A% 3 (3.5 0 11 (134) 0 0
R 2HWERIOREBEORE o
HEAFE 5 (5.9) 0 0 9 (11.0) 1 (1.2) 0
e 10 (1.8) 0 0 16 (19.5) 0 0
EER 7 8.2) 0 0 5 6.1 0 0
e o 5 (59 0 0 (11.0) 0 0
R
 FERMEGRA 1 12y 1 (1.2) 0 17 @07 7 85 0
Shik=e- e 0 0 0 22 (268) 10 (122) 0

RMisrOsmE

o (195) ,

08

REREE

T
FAEME= = —m s F— 1 1.2 0 0 5 ©.n 1 1.2 0 .
FEERE = - T — 0 0 0 22 (26.8) 1 1.2 )}

PRRRR, MMBROMEREEE
i b 7 8.2) 0 1 (12) o 0 0

ERBrCETEREE TR o
BiEAE 1 (1.2) 0 0 28 (34.) 0 0
ki -4 .7 0 0 6 7.3 0 0
BEREBRES 2 (24 0 0 6 (13 0 0

10



kB, AHRBCBOTHEERESR 8 fl 94%) . EEOREREE (PEERKIEE
BAEAE, FEREMERRERAEWRRE, SEE, EREES) 14 (12%) . #REE (F7 -
L—EMEREE) 240 (24%) | FFEEREE 9 @l (10.6%) , FRURIREREREE 7 4 82%) . 1 Bl
FBE 1B (1.2%) . S5 - SERUSRMRE 1 %1 (1.2%) KX infusion reaction 1 B (1.2%)
READ N, Eio, KBR - /NBK - EEOTH., TERAREES, BIRHREEE, B
BEEE (RATMEMEBRS) | BR, BEEFEIE. ML - BRE, SEORE, DR,
EEmERES (GRESOL/MIED SRR, WOEEn, RS, BRARES) . h
EREREFEER URBIIRD bhied - To, AEMERRBRRRIIEESS (HRREERE
EEt) EEUEHERETT,

Q@EEELRFMFAFRE (KEYNOTE-5905ER)

{LERERE O R VMRIBEIBRARERET - BROREEBRZTILBWT, FEFRIZFH
FE370/37040) (100.0%) . 77 EREE368/370%) (99.5%) ITB® b, TRRIE L OERRE
BJRBETERVESERIL, TNTH364/37061 (98.4%) KBT360/37081 (97.3%) 1258

HENT, WTRHOBETREFISHSBULOBERRITROLBY Thot,

# SVThPAOB CREMAN 5%LLEOBHER (KEYNOTE-590 B (RTS8 E)

BERIKRSIR (SOC: System Organ Class)

11

HEATE (PT: Preferred Tenn) B ()
(MedDRA ver.23.0) i~ 7S5 RE
37041 3704
4 Grade Grade 34 Grade 5 4 Grade Grade 3-4 Grade 5
£BIEA 364 (984) 261 (705) 9 (24) 360 (973) 248 (670) 3 (1.4)
&M : 143 (38.6) 46 (i24) 0 162 (43.8) 54 (14.6) 0
[Shik=i2gn 24 (6.5) 6 (1.6) ¢ 28 (76 11 (3.0) 0
T PERMA E 96 (259) 33 (14.3) 0 88 (23.8) 60 (i6.2) 0
BiilIIN% 33 A 25 {6.8) 5 1.4) ¢ 33 (B9 10 27 0
CEBXUSEBEE e
o o 33 (89 2 (03 0 25 (6.8) 0 0
M}wﬁﬁ e e B, ot BT
ERRIREE HETLIE R 19 (5.0 0 2 (05) 0 0
HRREARETE 3% 0y 0 0 2 (59 0 0
RBERE
e ' ' 50 (13.5) 0 0 63 (17.0) 0 0
. 97 (262) 11 GO 1 (03 85 (2300 7 (19 (]
B 233 (63.0) 26 (7.0 0 220 (59.5) 24 (6.5 0
aPE-S 9 (259) 21 (57 ] 93  (25.1) 14 (3.8) 0
G S e @9 23 (62) 0 99  (268) 18 (4.9 0
R RHBEBIURGMEORE i
HhEE 45 (122) 12 (32) 0 35 (85 4 (D 0
= 135 (365 23 (6.2) 0 107 (289) 20 (5.4 0
BEmS 43 (1.6 2 (0.5 - 0 39 (08 4 (L), 0
LD IR 50 (159 12 (3.2) 0 65 (176 13 (3.5 0



BEBXSHE (SOC: System Organ Class)

HAFE (PT: Preferred Term) Bl (%)
(MedDRA ver.23.0) B 5w REE
370 %) 370 B
£ Grade Grade 34 Grade § 2 Grade Grade 3-4 Grade 5
EERmE
FARGHURT I FILATT—ERN 18 (49) 3 (0.8) 6 19 (51 2 (05 0
Moy V7= 67 (181) 5 (14) ] 70 (189) 1 {0.3) 0
V oo ERER 21 57 7 09 0 20 (54 5 (14) 0
5 PEREOE 135 (36.5) 84 (22.7) 0 109 {29.5) 62 (16.8) 0
A R EDR A 61  (165) 7 1.9 0 56 (15.1) 17 (4.6) 0
fRE 43 (11.6) 4 (11 0 47 (127 8 (22 0
RmEREES 89 (241) 32  (89) 0 69 (186) 18  (49) 0
B SUSRREEE o - o
HAkBGR 145 (39.2) 13 (3.5 0 119 (322) 16 (4.3 0
Bk 20 (54, 8 2.2) 0 16 (4.3) 8 (2.2) 0
EH D v LhiE 4 (82 17 @6 0 4 (L) 19 (B 0
B & 237 AME 21 (3.7 2 (0.5} 0 14 (3.8) 3 0.8 - 0
Lol NV N i 32 86 20 (54 0 40 (108) 20 (54 0
e T4 4 (92 0 32 (8.6) 0 9
it o —niF— 32 (8.6) 1 (0.3) 0 32 (8.6) 0 0
HAHEBE = o —m AF— 34 (0.2 1 (0.3) 0 29 (7:8) 1 {0.3) 0
R, WSRIURERE e
Lol ® 40 (10.8) 0 33 (8.9 0 ]
Pit: % 20 (54 6 (18 1 (03) 0 0 0
;'&hé;ﬁﬁﬁﬁﬁﬁﬁ% e T L B | . :
T 51 (13.8) 0 39 (10.5) 0 0
% 5 ¥R 23 (6.2) 1 ¢.3) 0 $ 2.2 0 0
5 29 (7.8) 0 18 49 1 0.3) 0

B, AFIBEIZBWTHEMERER 22 6l 59%) . KBk - /MBk - EEDOTH 20 f#
(5.4%) . BIREFFZE - FFA4 - FPMBREREE « P4 - TRILMEARE S 45 f (122%) | Bigeis
= (RASHEMBAS. AREBLRE) 18 Fl 49%) . TEMEEREE 3 F (08%) , H

PRAMEEEEREE 50 6 (13.5%)

. BIBREREE 4 1) (L1%) . | BUBEERYR 1 ) (0.3%) . Mhdk -

BIOURARE 161 (03%) . B 2 6] (0.5%) . #HREE (XF7 v - SL—ERHS) 2
i (8.6%) . MiZ% - B8fEZ 14 (0.3%) B Ulinfusion reaction 6 1 (1.6%) MWL, Fi-,
SEIEL, EEORBERE (PEMREBTMETE, FESRIBEEERE, SWMH, ]
RS . BEESHENE. Lk, BEELQOLERES (REEED/MRBA SRR, BEgd
i, FRIFERES, EEERENES) . MIRERERER CEZIGERD bhvido 7, RRIERSR
BRIEEEESR (BAREERE 28T 28 0EHBRERT,

12



(A - AE]

FHOFERAEYBEETAEZFIALEY I 2 b—a3 42k, A& 200 mg &
Q3W, 400 mg % 6 WERIRME (BATF TQ6W) &3, ) X 10 mgkg (KE) % 2@
ke (AT FQawl &35, ) THRE LEBoAROLEPRESRN Sk, 208
B, AA 400 mg F Q6W THE LIz ROAFOEERBICIT 2 FHhEHIRE (BT

[Cavgssl EVYDo ) 1 A 200 mg % Q3W TERE LIZBRD Covges LEREIT 5 & TR
e (FH) o E7-. FH 400 mg & Q6W TRE LIBROAR O EEIRBIZBIT &S
MIEFERE (CLF Chaxss) V5, ) 12, AF] 200 mg & Q3W TIRE LD Chaxss &
L CEEERT EFRENEZLO0, HAABEEBOTEFHESHEREINTWAIA
- HETHHAHE] 10 mghke (AE) % QQW THRELZIED Cohaxss & B L TEES
FTETFRlENE (TR) . bz, BHERAEBREZHMRIZAHS 400 mg & QoW T
5 U5 BIAERARR (KEYNOTE-555 BB X VB o e RRMEICES KBk <5
A—ZX, VIab—a LD FRILERGERE T A& LEHLE (TR), Mz
T, BEOBECRT 3 BRRBRERICE &, AROREER L FMEXIZett s oF
BB ABRBESTT AMNBE SN, FHF 200 mg & Q3W X 400 mg ZQ6W T
ELBOREE L ADHITESM E OBEIZ OV TR SRR, ER0RE -

- AEORM AR VRS ARERERITR W FHIZ T,

F 6 FHIORDRNB T A —F

Cmax Cavg Cmin Cmnx,ss Cavg.ss Cmin.ss
- R (ng/mL) (ug/mL) {pg/mL) {pg/mL) {ng/mL) {ng/mL}
200 mg QW' 5.1 279 18.1 028 504 309
& (58.5, 59.7) {27.7,28.1) (17.8,18.3) (91.7,94.1) {49.8,51.0) (30.5, 31.4)
123 324 106 148 507 203
-
400mg QW' | (155 124) (32.0,327) | (104,10.8) (146, 149) (50.1,513) | (198,209
400 mg Q6W 136.0° 1455
(E=WE | (135.6,1364) NA (144, 15.4) NA NA NA
220 144 119 428 779 197
.
10mghkg QZWH 1515 23 (143, 145) (117, 121) (424, 433) (276, 282) (193, 200)

+:01=2,993, 100 @O 21— 3t LV AHEIN BT EHEOPRE (2.5%8,97.5%R) . Cnax : FIEIR
B OBERMEPERE, Cup: DRBREEOEHNTEPRE, Cu: FIEREE (20 2 BEF) ORELE
PR, Cus : ERFEBICBIT D REMETRE. Cumes : EFWBIZBIT 5 EHMEPRE. Cuns : EFRIEIZ
B 5 BRI iF Pk e
1: 56 BIDMMEHE (95%FHERM)
§ 4 PICESEEME (95%EHEER)

NA : ¥4l
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4, HEEL_’JII\T

AR O HE 2 ﬁ%‘%’%wf -FEL, FAHROREIZLVEEREIERAEZREERLE
RIS 5 Z ERRERTED, UTOO~@D T~ TEHLTHERICEVWTERT S~
ETh5D,

@ RERITDOWT

D1 TED (1) ~ 8 oW TFRMIERYTIMERTHDI L,

(1) BEFBREPRETHBADREENSHRS (BFEMFIRSABHREREILSFEB,
HBRAS A RS BRE LR, MU AR &)

() H5EHRERIE

(3) FMERFREENEETIVRABRESLFRR (BARRESEERR. PABRESS
BAhRE, BARREEEERIRS L)

4) ECEFRERERE L. CBREMA 1 IR EEREME 2 O LY
WRDEHEIT > TV SRR

(5) PiEMEFAN S FENREORBREREICFRIBHEIT> TV 5HERR

D-2 #EE @45‘?5%%%&0@}{’%%%#@%6i:-f—ﬁ}fx%ﬁ%&’&Eﬁﬁ:ﬁolzﬁﬂi (Fx®
WHNIZESE T AEM) A, YEBRAOFBICETIRROTAEE L LTERESH
TnaZ L,

F

o  [EEMGFIREBR2ECHYMTERZIET LERIZSEL LOB AIREROBRENES
ToTWBZE, 55, 4ELLEIX, BAEYREZ X L LEBREEREFEOWE:
T TWAIZE,

o ERiGHFRSE2ECTHTERIET LRIZ, HLEORARDIER ST
FELLEDOMWLBAREOEREIToTWD I L,

s EMGRITFRER2ECNHINELZET LERIT4FEL LOBKRRZ2 A
LTWaBZE, 95, 3L, BHEREBEORAEDRELZSDHEL
BREOEEMEEZT - TEZ L,

@ BREANOEXEBFREBOERIZOWVWT

ERLERERIIEET23EENEBR SN, BEERAENLLOBRED, At - &2
PHEEFHFROTEROEMBEI G 5 IEREL, FEERBRAE LIS OMERE.
ENRBEONITITONAEHEE>TNDZ L,
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@ BIfER~ORISICOWT
@-1 fERR kR BT 2 B i

MEMMERSOEELBERBRA LI, 24 BEZREROT, YR x
EHEBRITRW T, BB LAENERICE U CABRSERT CT S0REROENTHER
REOHERNY BB L., BELICHEFEREHIBE>THD I L,

@2 ERUEFHIC L 5 FEERANIET RN

BABRICED 2 FMORARER OB AT 2 EREFEVRIERT =2 ) v/
EEOLEERORY Y —=r 7 2{TOERE L BHREZHF TE 57— AERFHPE
BEhTna e, 2B, BEGHICOWT, BARE LEZOFRITHZAMENTH
5T,

@-3 BIVEA O ZETRRAICE LT

BIVER (MEMMERICINL, KIBK - /MBS - BEEOTH, BIREFFL - HAL -
BBEREE - BTt - BALPEREE 70, BHEREE (RMERIEMEAS, ARERRE). W
SWHEE (TERAEREE, IRREEESE, BIFREES). 1| BERR. 5L,
Frk - RERUTRIARAE, FEZe, EEOKEEE (TEERLBEIEMAE, KIERIREIRAEGRERE,
LI, R SE) . infusion reaction, AN - BEEZE, EEFMEE, MHEREE (X7
Vo N U—ERRESE) | DR, EEALEES (GeiihhMERHEEEH, Wilntkam,
FREFERES, IBATERESD) | MIRERIEGREE, B ioxt LT, HERXILEBERE
BoOEMMHEZATHEMEEEL EHEROREeARICE L THRERUREELZITS
NA&MzHd L) ELRENRLBER TEAEHNESTWAIE,
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5. RSN L2DEE
(BB 5 BE]
O FRICEUTIBFILBNCT, FAOEPERRIES LTV S,
© BACFERIERITHEE L/PD-LIBH (CPS210) ORIBTIRTRLET - BEOR
ERTLRECBE (REIHEMERS)
* i FRIO = A= BN L LT, fRFE4 @ PD-LI IHC 22C3 pharmDx  [473) BRABEINTNS,
© ALFFREEORWVRIAEIRNEEREST - BROREEBE (FF, SFURTVATIF
v DHARE)

@ TRICKYT2BECHT IFAORERVERFEIZ OV, FHIOFMES
BAINTEDLT, FEADREMRLRER,

«  FilFommehk

[Z2tic BT 5 EIE]
O TRICEYTIBEFIZONT iﬂiﬁf@jﬁﬁ-ﬁ) BEENTVWAZEhD, B#EE2{TD
NI L,
+ FRIORESIE LBBIEOREEDH 5 8E
@ REMOFHBCB W T TRICEYSTIBEFIC OV TL, FRIORSIIHERE SRV,
OBFREIRBRR2VESICRD | HEXFAZERTH 2 L EBETE S,
o HEMBREOAHIIEEOHSEBE
o EBEGRE CHEER LR D 5 BE R UTEBM: OIS BRI Y b 4%
B0 RESELRH LD BE
+ BOAERRBOEHGF XiXBtErld 1< iiﬁ—%‘li%a) HEREREOHEERED S
HBE
« [ESRBRE (EhERBEEEZ S ObsBRE
« BEOBRRXIIEEARTIERE
*  ECOG Performance Status 3-4 #V D EH

(D BCOG D Performance Status (PS)

Score | BHE

0 | 2<MERENTES, BFRATEELAFERAHREITRS,

1 AERNCE LWEBIIHIIREN DM, FITATRET, BIEEDE> TOEERITI ZEMTES,

Bl BT, BEES{ER

BITFRETASOEOEY O L 3T 2ATARES{EEILTER, AP0 S0%E BT~y FACRTT,
RO BROFOEINOZ L LMTERY, BRO 0% L2y FHHFTRIT,
2B, BROFORY O Lixe TRV, BRIy FalFCiRIT,

BN RV B ]
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6. BEITRL THET R EH |
O FRASTESIONL, SSRGS SR 3RS S & AR ORI OEIEE R

DD NBERERE T ICER L ChOERTIZ L,

@ BRI L, BENIIFORKICESIMERMERES FARBAL, RIEE2ET

PHERETHI L,

® ERBEWERAD<RY AL MMZONT

e BEMBREARDLDONDZERHDDT, FROREIZHTZ-TiE, FIHE
® (B, FPREEE W) OMBRUMEE X SRECERS. RELY+
BZATHIZ &, Eio, RBEIEUTHWE CT. Wi~—V—S0OREZEKT
B, .

s infusion reaction 3% BB Z LM B, infusion reaction BEH LNTIBE
W, OBEARGEEITD & &b, ERPEET 5 CREOREEL T4 Lﬁﬁ?
&,

o FURERBIERESE, TEABERERVCIBBREETRHOONIZENHEDT,
AE| OSBRI R CREHBF I EMRC AL RRE (TSH, EBET3,
BET4, ACTH, M =AF/—VEORIE) 2EETH 2L,

o BUEMFR. Fr2. FFEERE. ki, B EBERE LN EBH LD
T AAF OR5 BT R VRGN I BRI FTHEREIRE (AST. ALT, y-GTP,
Al-P, EUIANEUEORIE) #ERTHIL,

o SEIRE (IWRRARCIFEREREZED) SOBRERBEERHODNLD T
ENRBHBEOT, EHNROREOFELHRTLHIZ &, . RORENED
BRIHEITE, BOhCEREELZRTA LI BERRE TS L,

s FARIOBREIZLY., BECRERGICERT S & E X b dka REREOHRES
HobhdZEBhd, BEPRDLNEEITE, BERLUEERIIS CFM
B2 5058 & RER 2 RO EM & i U CES 2RI 21TV, BEORERIGIZ
L BRWERBEDNW A HEICE, RRIOFREEPIE, RUBIBEREFRNVE LA
DRESEEEETDHZ &, 2B, BIREREFRNELOREC LY BIEROWEN
2 HLIRVEAITE, BIBRERVE L USOREIEIFI OBMLERT S Z
&

o BRERTH., SCEENLENBAEBELTHLENERRRBRT A RHED, K
FoBERTRICHORWERAORBRIT+FITERT I &,

. 1mﬁﬁr(@r1wﬁﬁréﬁﬂ)#%an\%ﬁrﬁ#LTVF—vz
KEAZERHHOT, R, Bl BEHEOERORECIEED ERC+5
EETAHZ &, 1 BERBBEDNBESIZEREEDIEL, 4R ) A
DOREEOWERABEITI Z &,

@ FEIOHEFREBRIZEWNT, 51 9 AR TEEOMET> Tz

& EBEID, ARBREPIEEMIZERIRE THHROMBEITI Z &,

17



