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BT, @wEH. FAICIZZ LA 530 LTI
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piiE] DIE P5~) B

5 ~—

3. ERARAGE
DO AAFIRIER I THEE L2 PD-L1 EMEORIAY]
PRARE 0T - RO RER Y EEE R @k

4=y

3. ERRAGE
N AACFIRIERL \CHEEE U 7= PD-L1 BBIEORIEEIFR
RREZLHELT - FH O RIER T LR OARREIZFE




BRIEIE D 72 WO IRIGUIBR N RE 22 AT - FEFE D RIERE

DAGRRF G 21T o 72 F 72 BE R 35k D plAg & 7~
ERS
[B2hi%]

OERILFEFE MRS (KEYNOTE-181 #ER)

MZ1T - 7= E R BERRBR O RE 2~ T,
[H72hi%])
E L S MRS (KEYNOTE-181 3ER)

8 ~— v

QEE L ES M AEEER (KEYNOTE-590 2%5?)
{LHBRERE O 22 WRIGYIBR R RE 2 1T - R OA

EREAET 1749 6] (BARN 141 flEETr) X5

W, AFL -7 A g Z v (BUF [5-FUJ &

Vo) RO RT T F U BEREIE” OF MR O
BN, TR, 5FU RV AF T F U HEHE
ECERBE L TR SN VAT ITF L ORE
TR KR 6 a—RAFETE Lz, Ak, BT TE
BOEITHRRD DB AT, EERETZ R IIER
DO LR WVEDBRIIIICEE L TWARBRET
3. REILIE OB CREBEITLR D LN D
£ TAHL 5-FU RO AT TF v O HES X
EARK OB G 2k T 5 2 & BN ARE & S
7o FEGEAMHIA H I3 0S M OMEHETE A fFHARY (LA
PFS] LW9H,) L&, AHIL 5-FU FDV AT
TF U PAEERE (ULT TRBIEE SvwH,) 137
TR, 5-FU ROV AT T F U HAEIERE LT
(7T vAREE] &V H,) LEERL T, 0S HONPFS
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FHAEBIERE L (E3, K2 KUK 3),

*1 . BEO R PR R ORI B W N EE S
A (Siewert 574 type 1) DRREEE M35
LN,

%2 @ A 200 mg, AT F L 80 mg/m* KN 5-FU
800 mg/m*/day (5 H RIFHfEAf#ES) DIEIZ Q3W
T 6 a—2FEH%  AHK| 200 mg KT 5-FU_ 800
mg/m’/day (5 HEFFHEAEEE) % QW TR E S
iz,

¥3: 7T kAR, VAT T7F 2 80 mg/m’ KON 5-FU
800 mg/m’/day (5 HFIFFiEAEES) DIEIZ Q3W
T 6 a—2AFH5H%, 77 FR KW 5-FU 800
mg/m’/day (5 HEFFLAEKE) % QW TRE S
i,

# 3 ARk (KEYNOTE-590 #KER)
(£ #)

2 0S O F R fRHEED Kaplan-Meier phf#f
(KEYNOTE-590 #Bx. 2020 4F 7 H2 H A v h A7)
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11— QFER L FEE M AFEERER (KEYNOTE-590 35 (@ B

{LEIRIERE D 22 ORI UIBR T RE 70 1T - R OB
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Do, BREE OREFBPBE TERWEE
FLIL FNFh 364/370 5] (98. 4%) K O 360/370
B (97.3%) IZERD LNz, WT N ORETHHAE
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B (12.2%) . BEEEEEE (RAEFEEBRE, &
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10) OIRIRUIBRAEE/2EST - BROBER F &L
fEDBE (RAIBEMEE)
x AR DA R=F U ZWrEE L LT BR5E4 - PD-
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1. I XL®IC

IO E « LMD DT DIZIE, A SCEFRIC S W B2 EH 2Rk 5
N5, 5T, IHFEORFHAN ORI LV | PUKEST 2 & OB 7 g E =
IEPFGRINDLH T, TS DOEIERZ BB IET 5 2 L 2SR ORE & 72
STHEY, BFMEOER & OIS EF 2016 CERK284E6 H2 H B @) 1B\ Th,
HFESR S O O bHEE A XD Z & & ST b,

BrEERBSFIES L, SKIERCRZ M T 1 7 7 A VRBEDESL & B 502 5
ZEMBD, ZOH, AIMER LI T AR+ 0E T 5 £ ToM. YRS
D REA R T2 Z RS2 BEICH L THEMAT 2 L &b, BIERAHEL
L7 BRI eI & D 2 & DSATRE 2R — B D BEL: % jit 7= 9 SR A B CRE 42 Z &
BEETHD,

L7723 o T, BRATA KT A4 Tl BAREMECZNE TITE LTV D EFHZ -
BEFR R ES & | DUT O ESRS O feiil 72 2 HEE T~ 2 8L O B e Bt B2
SO EFEERT,

RE. AIA RTA AL, ISIATEE NEIE S RS S, AattEEN A AR
IRNEES 2, — A EE N B ARERIRNEHE S K O E IR EFITEENE AN B AR RIE T2 O W)
Db EER LTz,

WG L IR DERRN - XA ML—F SEEEI0 mg (%4 - e T n ) X~T GllsT
HHHEZ))

R ERDAMNTDE - RIGUIRARE 2R ELT - FRR O REfE

HEERHMEROAE : 7 Aa T VRO R T T F 0 L OFHIZEBW T, W@H,
BAICIE, a7 nl X~ GErM#z) LT, 1H
200 mg % 33 [ 8 X 121171400 mg % 63 [ R T304 f 25 Tl
THET 5, DS AALFRIERICHEE L 7-PD-L1 5 O R IAEIER
REEIRHEAT « PR OBIER T LRI LT, A2 R
G952 TEAD,

o3& R 78 ¥ & - MSD Bt

(%)
TNA T T T IVONRESTIRN R, HEK OHE
BHRESUTZNR « DL N OEMEE IS ) A O FUEMEIE A & O OF ik A

MELOH=R

SRR, RIE s

O GUEMERESEA & OPFRRIEICB N T, @i, RAZIEZZ A r T Z21E LT

1H1000mg/m> ((RFEEFE) * T, 4~5HREHEH CRFART 5, &5 280K
BPAIWCITID 72 EH3BEMU FoMEE H T CRE59 5, RABEMZRSOEEIZE

M GRHZHEL 5,
mFs. i, BEORER SICX Y EEHEET D,

VAT T F L DORNRE XIS, HIELR O &

[BSyIE SEE ST )

MEKR O &L« BT, BIEZARERNE - R L L. BHEOIREBIC LV AIEZERT 5,

2



Ak VAT T F L LTIS~20mym? ((KFmFE) Z1H1E, 5HMEG&E S L,
i EH2EBRET D, k17—l L, 5 A0 IRT,

Bl : VAT T F L LT50~T0mg/m? (AFKEME) Z1H1ERLG L, D& b3
WSS, chxlrz—nE L, #5200 IET,

k. L JERICI D EEEEET 5.

FERFRBRIZ IS 1T DA AN DO HE - A& 13, KRR DIE P5~) &M



2. AFIOKH. 1ERBF

XA ML—FEHEE 100 mg (%% 1 a7 0l X7 (Eiaiz) . T IR
F Lo, ) 1% PD-1 (programmed cell death-1) & ZFD VU H> R TéH% PD-L1 K} PD-
L2 L OREEEZEHIRET S, B ME 1gG4 &/ 7 a—FAFULTH S,

PD-1 #RERIE T A G0 s B 2> 538 D 72 IS 28 AR SR -3 2 327 S il i
AA »F T, PD-1 (%, BEEFEZDRIEICBWLOEER T flaoMiakimcgiiL, 3o
P2 O % 8 e A B ST Rl 2o e ROS A il 95, 37eb B, PD-1 1Y v REfE
BT HEICLVHREZREIRC K D v 7P viREE AICHET 2%/ Kk Th b, PD-LI
DIEFAIZIIT HHBUTD TN TH L1, Z< ONRAMITIE THlROBE 2z 513
CIBENEER L T D, BAKKICIT S PD-L1 OE 5B, B, Wi, Fra
FE. IRELEE . FRNIRARE R & Ok 2 IR A TP RARIATTH Y . RWAEFRE ORI
PERHE STV 5,

B DB DEFIR) T & PD-L1 BELOMEAES S, PD-1 & PD-L1 O IFHEL O
FE AR B W CHEE R R 2 ) Z EAVRB SN TERY  Hil- B ARROER L L
THIFF STV %,

AFNE, PD-1 & PD-L1 &} PD-L2 OljV > ROFEAZEST S Z L2k v, 5
s N A T OB RO ENE T U L SERATEME L S, PURE s 4 P LT %
Z L THUESN R A T D,

ARANDOVE AR EES LD RIZRST X D RIEMFENRH &b, BEEXIIIETIC
BLOAREMED B D, AANDOE G RO EZITIT, BEOBIEZ H3ITITV REDED
SNTZE AT, BB LICFEUTIE U 7oA FIRY 70 ik & e 2 RO Rl & i L CiE bl 7z
BRI 2T IBEORIERISIC & D RITER S SN 2581213, B BE AV Al
DOFEEDEY) LG 21T 5 R D B



3. BRPRARAR

O AL FIFIER ITHEE U 72 PD-L1BG M O RIGUIBR R Re 22 81T - B o RERF E
B M OOb S REE D 72 WARTR YIBRASRE 72 1T - 1558 D BB I D KGR IRF IS AT 2 1T
o T2 FE 7R IRRER O RliR & =T,

(2]
OE B[R BUHHRER (KEYNOTE-1817K5)

— IR & U CREHER 72 (L P R I 0O & H ARG UIBR ARG 70 81T + PRI O B - 1
R ORISR 628 il (AARN 152 filaETe) Zxgis, AKl 200 mg 3
(LLF TQ3Wy w9, ) EHOFEER O AEMEA, M%%&(Aﬁ)&#ﬁw N
XXX i4 U/ T71v) Rt E L TRHRET Sz, 728, BRI TR EBET
SR BITGAT, BRI T 2R TER AR DR WVEDERRINCZE L QWD HBRET
N Vklﬁl%ﬁé@ﬁ%ﬂﬂﬁfﬁ BT 2NRED BN D £ TAAIOFR G- 2kt s 5 2 & 3l He
S, EEREMEEE XRAEFE (BLF ToS) &vwd, ) &, Efbratges LT
REZN7e (i) PD-L1 Bk (CPS*=10) M. (i) RV EREER LD Gil) ITT 4£H
WZBITH 0S DFRERITR 1 0BV THY . WTNOEMICBWTHHERNIEE S N7
HUEA T S 7o Tz,

*: PD-L1 2R Lol (EEMmE, ~27 077 —U KON Uo85R) A RIESMIEE TR L. 100
i AU



F1 IR E ENT-BEEFICBITS 0S DRE (KEYNOTE-181 3R5R)

AR N (] NP — REH p &
B BEERE I (%) [95%CI] [95%CI] Chfan)
(B H)
A 200mg o 88 9.3 [6.6,12.5]
CPS=10 BW (82.2) 0.70 [0.52,0.94] "' 0.00855

. 103 7 [5.1,8.
Ll 115 6.7 [5.1,8.2]

(89.6)
AH 200 mg 198 166 8.2 [6.7,10.3]
=R NE Q3W (83.8) 0.77 [0.63,0.96] =  0.00894™

. 182 1 61,8
(L2 203 8 7.1 [6.1,82]

(89.7)
AF 200mg 5, 271 7.1 [6.2,8.1]
ITT Q3W (86.3) 0.89 [0.75,1.05] "' 0.08431°

284 7.1 [6.3,8.0]
(90.4)

ezl 314

Cl: fE#EXE, =1 : Hilk (77, ZoOM) KOS (R LR, g ZERIRT & LzERI Cox [EF,
IR (727 2oft) ROWRER ORFELEE, ) 2EREF & LR logrank BE, AEAKME (F
) 0.00853, *3: #fifk (77, Zft) ZERIKT & LRI Cox BlF, *4: Hulk (77, Z0fh) %)@
BEF L L72ER] log-rank HME. Ao/AKHE (F{H) 0.00766, *5: Hilfk (77, Zoft) RO (R LKL
¥, BE) ZBRIKT- & L85 maximum weighted log-rank i 7E. HEAKYE (FE) 0.00772



—J5. PD-L1 Bt (CPS=10) 2R LR EOERE 167 B (HAN 77 flz&ie) 2
BWTUTOAEMERREN G (382 KO 1) . ok, YT I FRiEE
S NIRRT RIS Tl e < . TRV R TH 5,

#2 APERE (KEYNOTE-181 RER)
(PD-L1 BtE (CPS=10) 2O RBFEEREORE ., RO MEITRER)

AHA200 mg 9= 2305
Q3W
(85 fi) (82 4)
HhoefiE (H) 10.3 6.7
0s [95%CI] [7.0,13.5] [4.8,8.6]
NP RH 0.64 B
[95%CI] [0.46, 0.90]

CI: BHEXE., *: BRI Cox Hufil¥— FEF /I &L DILFHRE & Ok

110 -
100 At
90 - S
L\
ABO_ L LY
& 1R
= n- = ‘1
2 “\ 5
2 60 | e A 200 mg Q3W
2 90 \"1 ‘\—1.‘_ /
© \
2 40- . W ‘“1
O \_] ”\-1_..1
ol - / LLL\_ t"-x_m._,
20 {LZIRIE ha +h
10 ~_+Hj_“_+“*_“‘lj 4
0 1 I I I I I I I | I I I | | l; |
9 2 4 8 8 10 1219 16 18 20 22 29 26 2B N
Number at risk Time in Months
AFH200mgQ3W 85 79 70 56 51 43 40 30 27 2111 7 4 3 1 0
=375 82 74 54 42 34 23 18 14 10 8 4 4 3 2 2 1

Bl 1 OS ® Kaplan-Meier Bif#f (KEYNOTE-181 3R8%)
(PD-L1 BBt (CPS=10) 2o RFELERBORE, BREMLMBHITHHER)



QIEFE IR ZEIFHFER (KEYNOTE-5907%57k)

AL FRRIEIE D 72\ MRIRUIBR R Z2 T « g OB a1 749061 (A A N14161% 5 T0)
ERRIZ, KA 5-7nAn g7 ior (BUF [5FU 09, ) KO R T TF N
E2OH fJJ MER O 2MEDs, 77 'R, SFUKDNY AT T F U RRES xR E LT
NIz, VAT TFUORGITHRK6I—AETE Lz, 2B, & CREE T
O BN EIT, FEEEIT 2R TIEIRDFED DIV WE ORI L E L TV DB

Tid, KIEILAEO BN TR ABETARD D £ TARAESFUL RN AT TF 0
OFRPE G SUIARK OB 5.2kt 95 Z &3 A[RE & Siz, FEEFEMIA H 1Z0S K OV
WA (CAF TPFS) &9, ) &S, KA SFURNY AT T F Of R ER

(LLF TARARE Evvd, ) X7 78R, SFURDBV AT T FUHrRBERE CLF 17
TERAREE &), ) LHEEL T, OSKUPFSZAEICIER L7z (3, FRKUI3) |

*1 0 BIEO R LR R O B E N RE H G5 (Siewerty Hitype ) OIREEAE R G L X
ni-,

*2 1 AAI200 mg, ¥ AT T F 180 mg/m? K UN5-FU 800 mg/m¥day (5H FIFHGE MR S) DIEIZQ3W
Toa— A H4% ., AAI1200 mglk N5-FU 800 mg/m*day (5 H IR E) #Q3W TR E S
7

*¥3: 7 THAR, VAT TF 80 mgm? &k US-FU 800 mg/m¥/day (5B BIRHGEAHEES) DOIAIZQIW TS
a—2F 5% 7R KUS5-FU 800 mg/m¥/day (5H EIFGeSHRE) 2QAW TS Shiz,

#3  AMERE (KEYNOTE-590 :ER)

AHIRE A N s
(3731) (376)
e (A) 12.4 9.8
[95%CI] [10.5, 14.0] (8.8, 10.8]
0os™ NP R 0.73
[95%CI] [0.62, 0.86] —
P ffi*3 <0.0001
hfE (H) 6.3 5.8
[95%CT] [6.2,6.9] (5.0, 6.0]
PFS™! NP R 0.65
[95%CT] [0.55, 0.76 —
P ff*3 <0.0001

CI: {RHEXRH, *1

1 20204E7H2B 1 b A7 (PESIZRECIST 1.1% W= 1RER Y ERG I X 2 3F4)

*2 1 J@R] Cox LN — RET /ML D 7T B RBE L OHlR, *3 : BRIn 7T v 7 ME




Overall Survival (%)

Number at risk
AHIEE
7T R

Progression-Free Survival (%)

Numbpr at risk

AAIRE
7SR

100
920 :
80 -:
70 ;

60 —

40 —
30
20 +

10 -

373 348
376 338

6 o 12 15 18 21 24 27 30 33 36

Time in Months

295 235 187 151 118 68 36 17 7 2 0
274 200 147 108 82 51 28 1D 4 1 0

2 OS D HEifEHT I D Kaplan-Meier it (KEYNOTE-5903R5%

20204E7H2B v b A7)

100
90
80 -
70
60 —
50
40 —
30
20
09 75 vRp - '
] i, e Mep——

0 ] 1 I S R I I I I I I I
0 3 6 9 12 15 18 21 24 27 30 33
Time in Months
373 280 210 96 79 55 45 25 17 4 2 0
376 278 172 62 36 22 14 6 2 1 0 0

X3 RECIST 1.1% V72 158 2Y B Bifi D FEAT 2 23 < PFS D B #&ARATRF D Kaplan-Meier B
%t (KEYNOTE-5903R8%, 2020£7H2B % v +47)

9



(24 ]

OFEFE L[ SBIHHRE: (KEYNOTE-18175%)

PD-L1 [5t (CPS=10) 222 LR BEIZIB W T, AFFHGIIARHFINE 81/85 4
(95.3%) . ALZIRIERE 78/82 1] (95.1%) (278D S, 1RBREK & DR BRI G E TE
ROEEFZRIT, ENEI 5585 il (64.7%) KON 67/82 f5i] (81.7%) IZFH bilz, »
TNPHORETHBIEIED 5% L EORWERHIZTED LB THH- T,

£ 4AVTHLOBRTREBSY 5% EOREIER (KEYNOTE-181 3B  (R2MMhrs4EM)

#EAASFE (SoC: Bl (%)
System Organ Class) AFITE (b FRIERE
HEAZE (PT: Preferred Term) 85 {1 82 13

(MedDRA ver.21.0) 4 Grade Grade 3-4 Grade 5 4 Grade Srade 3-4 Grade 5
2RIEH 55 (647) 19  (224) 1 (1.2) 67  (8L7) 32  (39.0) 2 (2.4)
MRHR LY >R kEE

2 1 4 @n 2 (2.4) 0 22 (26.8) 7 (8.5) 0

FEEELT BRI E 0 0 0 8 9.8) 8 9.8) 0

I PRI 0 0 0 6 (7.3) 5 6.1) 0
Rl A e

R IR B A T 7 (8.2) 0 0 0 0 0
B s

T 4 4.7 0 0 13 (15.9) 0 0

s 5 (5.9) 0 0 17 (20.7) 1 (1.2) 0

WS 3 (3.5) 0 11 (13.4) 0 0
—fi% - £HEEER X OGO REE

fiiaths 5 (5.9 0 0 9 (11.0) 1 (1.2) 0

PE Ty 10 (11.8) 0 0 16 (19.5) 0 0

R 7 (8.2) 0 0 5 6.1) 0 0

FEEL 5 (5.9) 0 0 (11.0) 0 0
R AR AT

T ERER D 1 (1.2) 1 (1.2) 0 17 (20.7) 7 85 0

M ifn BRI 0 0 0 22 (268) 10 (122) 0
R L OseRkEE

BEX8 /5815 10 (1.8 1 (1.2) 0 16  (19.5) 0 0
g SN ON TR s ek

TR 0 0 0 8 (9.8) 0 0
TR RIS

R S 0 0 0 6 (7.3) 0 0

K= 2 — R F— 1 (1.2) 0 0 5 (6.1) 1 (1.2) 0

RIMEH = 2 —n $F— 0 0 0 22 (26.8) 1 (1.2) 0
REOR 2R, MRS K OWERRREE

Jiifigi e 7 (8.2) 0 1 (12) o 0 0
FEE B X O T ARk

JiEAE 1 (1.2) 0 0 28 (34.1) 0 0

% 4 4.7 0 0 6 (7.3) 0 0

BEIR Rk 5 2 (2.4) 0 0 6 (7.3) 0 0
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. AFIBECRB W CHRIEMMEE 8 B (9.4%) . EEDOKREREE (hEtER L
RURAE, PORREIEARAEERE, AL, FERIESE) 161 (12%) | #hekEsE (72 - A
U —IEMERESE) 261 24%) | FEAREREEE 9 (1 (10.6%) . FIRARKSGERESE 7 61 (82%) . 1 AUpE
PRI 16 (1.2%) . g - RESCHAEEE 1 61 (1.2%) & infusion reaction 1 i (1.2%)
WD Bz, Flo, KIBEK - /DHK - EEO TR, TRAHAERS, BIBHERE, B
REREE (RANEMRMERASE) | PR, HIEMMIE, Mk - IR, SRR, L%k,
ERE MRS (Ve f MRS VRSB . AP, JRIFEREE . MEEERIERGESS) | M
ERERIEGERE N OERZ T8 iz 7=, ARRIERZFEBLRGUIBE S (B A A i 5
EEly) AETEHERETRT,

OE BRI AR RS (KEYNOTE-590:45%)

(L FBAEE D 72 WG EIBR AR RE 72 AT - IR O BB EE IZB WV T, AFEFRITAH
#£370/370%51 (100.0%) . 77 2 AREE368/37041 (99.5%) Zi8 Hiv, 1RERIK & DK HEY
BATGETERWEERGIL, TNEhN364/37061 (98.4%) K UN360/37061 (97.3%) 127
O BT, WTNDORETRIEIGN5% L EORIERIZTRO EBY ThoT-,

# SWThrOBETRERSRE 5% LOBWER (KEYNOTE-590 RER) (2t REr)

FRERIRIFE (SOC: System Organ Class)

JEAFE (PT: Preferred Term) fE (%)
(MedDRA ver.23.0) AFIRE 7T AREE
370 fi 370 4
4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
2FIEM 364 (984) 261 (70.5) 9  (2.4) 360 (97.3) 248 (67.0) 5  (1.4)
MEFR LY v CREEE
i 143 (38.6) 46 (124) 0 162  (43.8) 54 (14.6) 0
A i BR e SE 24 (6.5) 6 (1.6) 0 28 (7.6) 11 3.0 0
BRI E 96 (259) 53 (143) 0 88 (23.8) 60 (16.2) 0
QIRANY 3 2 25 (6.8) 5 (1.4) 0 33 (8.9 10 @27 0
Hi L USRS
Hog 33 (8.9) 2 0.5) 0 25 (6.8) 0 0
Py WAl
R IR RE TUEE 19 (5.1 0 0 2 (0.5) 0 0
R IR RE IR T E 38 (10.3) 0 0 2 (5.9 0
B Ik
RS 50  (13.5) 0 0 63 (17.0) 0 0
T 97  (262) 11 (3.0 1 (03) 8 (23.0) 7 (1.9) 0
L 233 (63.0) 26 (7.0 0 220 (59.5) 24 (6.5) 0
WEEErS 9% (259 21 (5.7) 0 93  (25.1) 14  (3.8) 0
AU 110 (29.7) 23 (6.2) 0 99  (268) 18  (4.9) 0
—f - EHEES X OGN ORE
9 SE 45 (122) 12 (32) 0 35 (9.5) 4 (1.1) 0
55 135 (365 23 (6.2) 0 107 (289) 20 (5.4 0
ek 43 (116) 2 0.5) 0 39 (105 4 1.1) 0
FERE D JE 59 (159 12 (32 0 65 (17.6) 13 (3.5) 0
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#BERIK534E (SOC: System Organ Class)

HARFE (PT: Preferred Term) fE (%)
(MedDRA ver.23.0) AFEE 7T REE
370 31 370 51
4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
AR
TARGHUBT I RTL AT =T —PHM 18 (4.9) 3 0.8) 0 19 (5.1 2 (0.5) 0
7 L7 F =1 67 (18.1) 5 (1.4) 0 70 (18.9) 1 0.3) 0
U 2 SEREGR 21 (5.7) 7 (1.9) 0 20 (5.4) 5 (1.4) 0
T ER B 135 (36.5) 84 (22.7) 0 109 (29.5) 62 (16.8) 0
RN % el: A 61 (165 7 (1.9) 0 56 (15.1) 17 (4.6) 0
RERD 43 (116) 4 (1.1) 0 47  (127) 8 2.2) 0
A i BRER > 80 (24.1) 32 (8.6 0 69 (18.6) 18  (4.9) 0
(N ipSENOT S i &
BAREGR 145 (392) 13 (3.5 0 119 (322) 16  (4.3) 0
7K 20 (5.4) 8 2.2) 0 16 (4.3) 8 2.2) 0
&4V v A fjE 34 (9.2 17 (4.6) 0 41 (11.1) 19 (5.0 0
&~ 7%y AfUE 21 (5.7) 2 (0.5) 0 14 (3.9) 3 (0.8) 0
[Ewa RN Ehd 32 (86 20 (54 0 40  (108) 20 (5.4 0
TR R
B2 34 (9.2 0 0 32 (8.6) 0
k=2 —m8F— 32 (8.6) 1 0.3) 0 32 (8.6) 0 0
R = = — 3 F— 34 (9.2) 1 0.3) 0 29 (7.8) 1 0.3) 0
MR AR MBI K ORI E
Le-o< b 40 (10.8) 0 0 33 (8.9 0 0
fitifigie 20 (5.4) 6 (1.6) 1 (0.3) 0 0 0
FRI&$ X O kIS
IS 51 (13.8) 0 0 39 (10.5) 0 0
Z 9 EE 23 (6.2) 1 0.3) 0 8 (2.2) 0 0
95 29 (7.8) 0 0 18 (4.9) 1 0.3) 0

B, AFIBECRBW CRVEMERIZER 22 6 (5.9%) . KiGZE - /NIBZk « EEO T 20 4
(5.4%) . BUENFZ « FFA4A - BFREREREE - 2K - BE(LMARAE R 45 1] (122%) . BibknpekE
E (RS VMR RS, SRERIREREE) 18 #1 49%) . TFIEEMAHERERE 3 #1 (0.8%) . H
RAMEREREE 50 61 (13.5%) | BIEFEREREE 4 61 (1.1%) . 1 ZUERW 161 (0.3%) . Mk -
RESCRAIE 161 (03%) . FER 2 61 (0.5%) . fPEFEE (72 « N —IEERESE) 2
) (8.6%) . M « BEIFESS 145 (0.3%) K Ninfusion reaction 6 il (1.6%) 233 BN, F£7-.
SEIFER, BIEORFERE (DR tRliiE, FRRIFIREGERE, SR, R
FIESE) . EAEMEAE, OFhge. EEZmEkEE (G M OB PSRBT . it EE
i, PRIFERE;, MEERRIERIES) | MEREBIEGREN ORI b o7, REIWER %

BURDLIIB S (BRI 25 T) 28 0EHEREZRT,
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[k - H#E])

AFNOREMEYEETT L EZFH LIV I 21— a2k b, AFl 200 mg %
Q3W, 400 mg % 6 HMIME (LLT [QeW &\ 9, ) U 10 mgkg () % 2 [
fbE (LT TQ2W) Evvd, ) TEG LIZBEOARF OIMmIE RIRE DR S vz, ok
J A 400 mg & QO6W THe G L7-FROARFN O E FIRRRIZ I 1T 2 FH Mg HIRE (L F

[Cavgss] EVVI, ) 1E. AHl 200 mg % Q3W THE LTZFED Capss & LT D L FHIE
ni= (F#) . £7/=. K4l 400 mg 2 Q6W TH G L IZBROARFN O EFIRIEIC BT DI
MIEFIRE (AT [Chaxss) EVVD0 ) 1 AH 200 mg & Q3W THEL- L7ZBED Cranss &
g U CaEfEiz R L PHISh2b 00, BARNBEFIZBWO CEFERMER STV D H
% HETHDIAA] 10 mgkg ((RE) % QoW THE L7ZBED Cuaxss & i L TIEAE 2
AT ETERE (FR) . 512, EEROEEE Z55UIAA] 400 mg 2 Q6W TH
G U7cipsh ek (KEYNOTE-555 atliR) K 0 415 6 A7 2B LD < S EhRe N Z
A—ZE, VI ab—a TR TR LIEREE T A= LU (FR), i
T, BE OB 1T DGRBS & | AR OIRGR & & AE T etE s o
2R DIREE OGS ET /L DMERE S AL, AAI 200 mg &2 Q3W iX 400 mg A Q6W TH¢
5 UT-BRONREE & & A0 3Ltk & OBEIZ OV TRET S iz g, BRRo HE -
MO CTHINE R VBRI Z R IT Vv e TRl S vz,

£ 6 FHRDOEKMBIRNT 2 —F

Rk RE | o) (ugo) (ugon) ) ) )
200 mg Q3W! 68i3;97) (27%??81) (17;?f83> (91%3521) (4928?10) (30%??L4)
00me QW | (1070 | a0s2n) | Goatow | (s | s0n313) | (98209)
4%25%%?N (B;é?gg4) NA G51?§® NA NA NA

10 me/ks Q2w (212?223> (14;?T45) (11;5?21) (42:?233) (2727382) (19§?§oo)

t:0=2993, 100 ElDL I = b — 3 ALY BEH SN EMEAEO TR (2.5%5,97.5%5) . Crmax : FIEHE
B4 OB MIEFTIRE, Cag : FIEHR G %O MIEFIRE, Cun - FIEEEH (VA 70 2 FERD) ORAKIMLIE
P, Crass 1 EFIRIBICHT D@ MTEFEE, Cugs : EFIRBIZIIT 5 PHIMBEPRE, Crinss © EFIRAEIZ
B 2 BRI

10 56 B DRATTEIE (95%(EHEIX )

§ 1 41 FIORATTFEIE (95%(EHXH)

NA : #Z472 L
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4. HBERIZDOWT

KA OG-0 /e B 22 Wr « FiE L, ARG X0 EEZRREIWEH 2588 U725
T D Z EME 2=, LFOO~Q@D T X T &M= sk BWTHHT 5
T ThD,

@ MRz OVT

D1 Fio (1) ~ (5) OWTNNIEYTHhERTHH &,

(1) EEFEBRENRET 22 ABFEEILSFRRS GBI A 2RSSR B
Hitsle 3 /USRS RLPIE . HUIAS ARl e &)

() FrERERERRT

(3) EBEAFRINFDEET D S ABFEERNE (DS AZROEEERRERPL, A A 2RO
R, YA SR RHE R 7 &)

4) I RALFIREEZRRE L, ASRESEEINE 1 XIS SREENE 2 Ot s JLYE
AR D AT - T Blitax

(5) PUEMMER A & BN O i FEHEITMR 2 i %217 > T D itk

-2 ftx_iEOD{Kﬁéﬁ§%Elélﬁﬁ’fFfﬁ%%ﬂ%&?UDiTF* oy IR & R FFOERT (R RO
WIFNPITEEE T DER) 25, HBESRBOAFNHET SMROBMEE L LTRE S
TWoZ L,

s

o [EEMSOEFEUSZ2EDOYWIHHE 2 & T L7 RICSHELLED D ATRIR DG IRAHE &2
fTo Wb L, 2B, 2FELEZ. BAIEMRES 1L UERIESE S OMHE %2
IToTWVWAHZ &,

o [ERISGFFRUSR2FEOMNHE Z BT L72iRIC, THILEE D2 A SRWIRIEZ &5
FLLEDHILES OB EZIT-> T D Z L,

o EHIRFFIRGR2EOMIIHE Z & T LIZRIC4FEL EORIKRRERZ A
LTWaZ &, 95, 3L Bid, MLEEO N ALY RIEZ S il
B FOMKRIHE 21T > T2 Z &,

@ BENOERMEREEOMEKHICOWT

R G BRI T D BT DS S, BURBENS OERED, GO - 24
PRSP RO IR ONERTSE I3t D 15, AFFR0RAE LI2A OMEES
LA TON D IEHINES>TND 2 &,
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® BIHER~D®IIZONT
@-1 Rk A B4 2 B

VR F S D BB A BIME I 28 648 L7281, 24 WRRSIRIRHIO T, Y ahink i
HHERTER IZHR\ T, BB L BIMERNZIG U CABSE BRI O CT 0 BIVER ORI 2B 70
RAEOFRERN Y B FIZHE B, BEHITHS TR AR N E > TN Z &,

Q-2 BERHEBEFIC L 2AFFEAGICET 2B M

AR HEED D M) 7 ik e OB e 2 A T 2 EREEE DEIER =4V v 7
EEDITED A Y ) —= 2 72TV EIRE LG A A TE 5 F — L EF IR 2 %
SR TWDZ &, 2B, BHARHICOWT, BABE EZOZFEITHCEAmEhTn
HZE,

@-3 BIER DB/ INTB LT

RIWER (RVEPERRZREBIZINZ . K% - /M2 - BEED FF, BIE% - A2 - I
PERERETE - IFZC - MEPEARE 2, BFHREIEE (RMETEMER %, RERIABERE) . N
bEE (NIRRT . FURIS RIS . AR . 1 BRI, S5 & D IRK,
e - BREUTRMRIE, WER, BEEOREIRE (hEMR EESCRARIE, B REREIHRE R
ZIEALBE, FERIEIESE) . infusion reaction, Mok - B, EAERGIEE, RS (7
Vo NU—EERES) . Do, SIS (G M ISR PEEREEN . BRI I
DREFERES ., EPRRIERESE) | MERE RIEBRE, RiEZSE) 1T LT ik S 3 B ik
BORFAMEZH T HER & s L (RIERAOZE-OXHSIZE L TRE R O EEZZ 1T 5
NAOEHIZHDHZ L) | BEHICHEHY 2 ALE N TE HEEHE S TnD Z &y
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5. REMRLIRDBE
(AZPEC R4 % 91H]
O FRISEYT BB T, AFOFIMELREES TN D,

o DBAALTFIRIER ITHE L7ZPD-LIBGME" (CPS=10) ORIGUIRR AR /2l T - HROR
B R o B ORFIF M)
* o RKElOa =AU B E L C, BR5E4 : PD-L1IHC 22C3 pharmDx [ % =1 NARIN TN D,
o ALFIREEO R WIRIAUIR A RE R EETT - RO RIERER ORAlL SFUR AT T F
> OO EE)

@ TRICHEYET 2 BF T 2 ARKMOE G K OHEHIFEI SV T, ARIOGMMED

MSLSNTELT, AANDOREG MG LRBRN,
o Tk

EPEIZPEY 5 FIH]

(%
O TRICHAT DRA IOV TUIARDOEGPEER L SN TND 2 enb, BHZTD

AR
o ARHFNOEIT R ViBUE OREFERE D & 2 B

@ WBIEATORHMIZ IV T FRRISESE T2 BEITHOW TR, AFIOFRGIIHELRE S 72,

L DOIRFEIUL D 2 NG SR Y | HEICAKIZHEN T 5 Z L4 BETE D,

o [WEMMZEBOAI UIBE DO H 2 BE

o R E{gAR A CRIE R A 3R 0 5 B B ONE B D U FR Al 2% <0 e il 2%
LEORIZIIEMEZA 2 B 5 B

o HACHEEEOSTE UTEMR R L IXFREEO B AR R OBEERED &
LB

o EsRAEE (EfEHBREZ 5 Te) O 5 BH

o REBOBYIIBEFEE AT O RBE

*  ECOG Performance Status 3-4 "V D ¥

(ED ECOG @ Performance Status (PS)

Score | B
0 SR IEETE S, B LR U B EEENHIRZRITZ 5,
! PRI LN TRENIIHIBR S5 2%, HBATAMRE T, BIEECE - TOMEEIITHI Z 2N TE B,
Bl BWFE, FEEE
2 | BHTERETHSOHOEY OZ LT T _RTHRESAEELTE 2, BHO 50%LL BT~y 4Tl 24,
3 BoNZBGOFOED O L LNTERY, BHO 50%L L2~y KRR+ TiI 7,
4 LTV, BOOHORY OZ L1382 TERY, BRIy RO Til 21,
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6. EZBELTHEETREEHE
O WASCEFINZ, BERTCES DRI 2 BRMEIZ D E R DR KOS EfE

DI DB IRERE IR L T ORI 5 Z L,

@ TREBIAIZENI D B T2 OFEEA MR Qe z -+ L, FIEZ15T

NoTETHZ L,

@ FREWERAO~RT AL FMZONT

o [MEMMEENRSLDLID Z ENHDDT, RAIOELIZHT->Cid, YA
W CRGIdv, PR IRIEE, k) OffE X O X i o s, Bigz+
FATH Z &, Fio, MENDS UCTHE CT, Mg~ — b —% D % 553
5 &,

* infusion reaction 23&% H I DH Z &M 5, infusion reaction NFED HAVTZHAIZ
X, EYIRAVE ZTT S & & B, JERAEIET D E CTHREDIRIEE Bl
5k,

o MLIRMMRERETE . TERAEKERTRORIBEEREREEN S bbb Z L3H 5D T,
ARFNO P 5-BARAET K& O 530 X E BB N W RE R A (TSH., 0FBiET3. ifF
BET4, ACTH, I =5 — A SEoflE) 2FEhid s &,

o BUEMFE., AL, IFHREREE, Tk, BEHERERRH bbb Z End b0
T AN OF 5 BRAGHT R O 5-HIR X E IR ATHEREMR A (AST. ALT, y-GTP,
AP, EUNLEEORE) ZFEMmTHZ &,

o FEIFER (IIERKOMDEZEMRERZGT) SFORERIBEE RS bbb 2
EMBHDHDOT, EMINCIRORFORMEfERTHZ L, o, IROEFIFED
DIVE AL, HONCEREE 2T 5 Lo BE AT 52 L,

o ARAIOEGIZEY | BEORERINTER T 5 & B 2 AL DEkA IR ESRIEDN
bobiD ZEBH D, WEBRD LNLEITIE, B LU0 Uiz # M
Y70 15 & R 2 ROl & dts U Gl Ul 72 88R R W 217V RS D SO
K DEWERDBN @O D2 HEEITIL, AFIORE ST I, RORIE EE AR VE Al
OBEHEEZBETHZ L, ok, BIERERLVE L OFREIZ X0 RITER OUGEED
D HAIIRWNG AT, BB BUE R VE DSOS IIHIFI OB S BT 5 2
&

o BERRTH, BAEM»OEARB L CHOEWERN RT3 57-0, K
HOFEHETHRIZORIERORBUZDITEET 5 2 &,

o 1 BUBEIRI (BPE 1 BBEIRFE ETe) b G, BERFEES F T R—v R
ICEDZENHLHOT, Hig, FEly, IEHFEORERDOFERLMBEED FAIC+5)
HETLZ L, 1 BBERENEONIZGAEIIEIRGE IR L, 4 2 Y A
DFEEDHEO R EZ1T O Z &,

@ AAOEARBRCBNT, BeGBtA S 9 M CHIMEDFHZ1T > T2 2

L ESEIT, REIEGIERNC SR TR OMEETT ) 2 &,
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