REFERHEET A FFA
RATrY A<= (BizFHE#Z)
(BR7E4 : A b —& 5§ 100 mg)
~BIEFE~

SR24E8H (Ff448 AHET)
B4 FrEa
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1. IXC®IZ

RIS O - ZEMEOHEROTZDIZIE, BMISCEEIZE Sl B2 ARk 5
N5, ST, IHEORFHMOESRC L0 | FUREIK e & O F /il E A=
HIMDHEGRINDHF T, T ODOEELEZ BV BT T 5 2 L 3 BROE & 72
STEY ., BFEMBOEE L SEEORA T #2016 (CEAL284E6 A 2 HBEE) ICBWTh,
FHMER S EOMHORELHEEZX D Z L LS Tn5,

FHRVERS SR L, SRRSO M7 1 7 7 A DB FDOESS & B S0 e 5
ZEWRHDH, DD, AIMEROZEMICET D WA+ ERET 5 £ TOM, YakEI
rnDREZ R ZIT 5 Z ERFIRE SN BT L TEHAT 5 & &b, BWERDIEEL
Lt%_%%@ﬁm%&é_&ﬂT%@ m@%#%%t#iﬁ%%fﬁ%#é:kﬁ
HETHD,

L7eRoT, BRIFA RT A4 TlE, BBEESINE TITEOLN TV D IEFRFEN -
ﬂ%%ﬁﬂ’%d% LLF OB 3R O Feitd 72 2 e~ 2 8Lai O MEE R B, B2 )

OB FHE T,

&k ARHA RT A E, MSTATEE NE SR E R AR AR, A HE N B AR

PRI 2 —AtEiE N B AREERNEHE S K ORFEIEE FIREERNE N B ARBIEFS O/
DH EAER LT,

WG & 7R DESEL XA PV —F EEEELI00 mg (—ik4 e T ) A~ (Ein T
FHHLZ))

R ERDMEITAR - RIGEIRARREZR LT - PRI DO BIER

HEERAMEROHE : 70 F a7 I3 kN AT TF o ORI BWT, EHE.
A, a7 nr Y X~ GEfEF#z) & LT, 10F
200 mg 7 33 &1 [ & X 121151400 mg % 63 [ FETRE T304y M 27 T A
HFHET D, D AALFIRIER ITHE L 72 PD-L1BG M O AR IA UIER
REE/RELT « R ORIER T LRI LTk, AR A B
E4pZ b T D,

3 K 5¢ ¥ & 0 MSD RSt

(%)

TN u T T IV OMEEXITR, HELK O &E

BHRE AT « DA T OREMEIEG 6T 5 th O HraEPE g A & o Of FF L

SHSHEE . BE
RiER OH & o BEMEIEER & Ot AFREICS VT, BE, RAIKEZv4dae 7o e LT
1H1000mg/m? ({KFKmfE) £ T4, 4~5HME H CReali 45, HHE2&0 KT
2137 E LB EOMEE & TG T 5, AFIEME S OLEI2IE
PEHHRGRFIZHET 5,
2B, i, BEORER SICLVEERET S,

VAT TF U ORENIER., HEK O E

NRE TR R - BEsE

FEROHE « BEEICIE, BIEEZEEN AL - &L L, BEFEOREBIZLVAEZSEINT 5,
2



Ak VAT T F L LT15~20mg/m? (ff&RmifE) A 1H1[REl, 5HMEFERE L,
el EL2BMAET S, Tkl — b L, &EEBRDIKT,

Bitk : VAT T F & LTE0~70mg/m? ({AFRmfE) Z1H1REEG L, 27 & 83
WEARSET 2, cnxklr— e L, #5480 KT,

¥, AL EIRIC X 0T S,

Wik

BRARFBRIZ B 1 A AN O L - EIE 13, ERIRE DI P5~) &



2. AHNOKE. 1ERBE

XA M—FSHFHE 100 mg (4 XA T e AT Bis R z) . DR IR
I 9, ) X PD-1 (programmed cell death-1) & 2DV H> KToH5 PD-L1 T PD-
L2 L OfsAZEHERET S, B M IgG4 £/ 7 a—F Ak TH 5,

PD-1 #R&IE T AR AR > &I 2 72 OIS AR 3 FI FH - 5 2 72 S il £
AA T T, PD-1 i, fEE/RREBICREW RS T MoMEREICHEE L, 3om
P2 SO % & T AR E SO TR 22 e OS2 HIH T 5, 3786, PD-1IXY Y R EfE
AT D LIV HURZRIRICE D v 7P vinEE AT 2% /K CTH 5, PD-L1
DIEFHRKICB T 2RBUTDOT N TH LD, Z< OBRAMILTIE THOB 2z 51%
CHBRNCTH L TS, DAMIIZIT S PD-L1 & ZEIL, B, R, FHmia
FEL SNEGRE, FE/NHIRIRE 7 & O e S AT T HRARKFTH Y . ARWEFERE ORI
PERHE ST D,

BN A DERRI T4 & PD-LL FEBLOFEBIMEN G, PD-1 & PD-L1 ORI ITAEE D
FPE BRI B W CHE R KB ZH ) Z EAURB SN TEY . HiizeNAIBROER L L
THIfF S h W5,

AFNL, PD-1 & PD-L1 XX PD-L2 Offi U Ho ROFEEEAET S Z L2k v, EE
8 NBREE P DR OGRS =N T U L SERA TR b &8, B E 2 FiEM T %
Z L CHUIBE AR A S D,

AFNONE IR M EDOSIE N X 2 BWERE D & &b, EE LTS
ELARENEDR DD, AFIOEGH R OEGZIZIT, BEOBSEE 2TV, BEDRO
LITHEITIE, FEH LIRS TSR 7 amak & i BR A R E Rl &g L Tt
BRI 2TV, IBEORIZPISC L DEWEMR DN 258121, BB EE AL Al
DEGHEDRYRILE ZAT 5 BB H D,



3. BREREE

O AL FHEERL T HEEE U 72 PD-L1GE ORI UIBR R RE 72 81T - B ORER T L
F2gE S OO R EEE D 72 WMB TR YIBR AR RE 722 HEAT « FFIE O &l O KGRI IS 3 2 17
o T2 BRI O RS & R,

[B2h]
OE B FEFIFERE (KEYNOTE-1817-5%)

—IRIEHE L L CHEREN 72 L PRIERE O & D ARTR VIR AR/ YT - R ORIER - L&
JiE e QMBI B 628 5] (HAN 152 filz&Te) XI5, AH| 200 mg 3 JE IR
(LLF TQ3W) £, ) #EOHMMER ONZEMER, (b (X7 ) 2%k, K
XA XIIA) )T HY) ERBE LTRSS, B, BIGRHE TR AR T
PR BNTZHEIT, BT 2 R 3R DR LR WVEDRFRMNCLZE L CWHBET
X, WRIBILRE O BT CHRBHET T80 DD FTARAIOR 52kt 32 2 & Al
X7, TESMEEA ITAAGEHE (LT OS] Luwo, ) & &h. Tfrsts L LT
RESIIZ (1) PD-L1 BhtE (CPS™=10) B, (i) W RRomsfERI LT (i) ITT 4£H]
IZBITD 0S OFERIFER 1L DLBY THY, WTNOERIBWTHERICHIE Iz

HAELGT- S 7o T,
* . PD-L1 ZFE Ll (BEEMia, ~27 a7 »— KON v 88k) s oL, 100
U,



F1 FENTHRE IN-BEEMICBITS 0S DR (KEYNOTE-181 RBR)

PRV Hh ol NP — Rt pfE
BREHEE BRERE K (%) [95%Cl] [95%Cl] ()
(B A)
AF 200mg - 88 9.3 [6.6,12.5]
Q3W . .
CPS=10 (82.2) 0.70 [0.52,0.94] "  0.00855%

(g 115 103 6.7 [5.1,8.2]

(89.6)
AF 200mg g0 166 8.2 [6.7,10.3]
J¥ BRCEE Q3W (83.8) 0.77 [0.63,0.96] "  0.00894™

182 7.1 [6.1,8.2]
(89.7)

b1k 203

A 200mg 4, 271 7.1 [6.2,81]
T Q3w (86.3) 0.89 [0.75,1.05] ™  0.08431°

284 7.1 [6.3,8.0]
(90.4)

{bFiE 314

Cl: B, *1: gk (77, Zoft) KOHEMES (R¥E LB, e BRI & Lzghl Cox BlJF,
2 ik (TU7. o) RO (R LEE. W) ZERlKR1-& L7zEhl log-rank &, HEAKE (Fr
A) 0.00853, *3: Huk (77, Fofh) ZERIAT & LRI Cox Bl)f, *4: Hilk (77, Tofh) %8
BIRF L L7531 log-rank #iE, AEAUE (KM 000766, *5: Hulk (77, o) KOS (RFELE
5. ) ZERIEF & L72JER] maximum weighted log-rank €. A &K% (FA) 0.00772



—7J7. PD-L1 5 (CPS=10) o Lzmofds 167 5l (RAN 77 iz &) I
BOWTUTOFEMMERENM S ONT (2 KO 1) o 728, Uiy ER X Faile
ST FRNTRIBEEF Tl 72 < . RBNRENTHER TH 5,

72 FiE (KEYNOTE-181 #Bk)
(PD-L1 Bt (CPS=10) 2 oRFEEREEDOEE., BRENREITER)

71200 mg {bpis
Q3W
(85 i) (82 f51])
HfE (H) 10.3 6.7
[95%Cl] [7.0,13.5] [4.8,8.6]
03 NP — R 0.64
[95%Cl] [0.46, 0.90]

Cl: FHX, *: J&@h Cox Hf Y — RET M L DALFPHRIE & DL

110
100 "-\5]“
90 Py
= \“
3 o Ly
= 70- L ER
g H'l \“—
g 60 \\ T K| 200 mg Q3W
2 50 - \_“ L\—\_ /
)
q>’ 40._. ‘\L“ \“1\
© \s b
o TR [Tha
20 - (I} 3% s H+H
X T
10- L4 — T T “‘l"
|],.. +
0 | | I 1 ) | | I | I 1 | I | I I
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30
Number at risk Time in Months
AFI200mg Q3w 85 79 70 56 51 43 40 30 27 21 11 7 4 3 1 0
#e=i=30R 82 74 54 42 34 23 18 14 10 8 4 4 3 2 2 1

K 1 OS® Kaplan-Meier Bi#g (KEYNOTE-181 3&#)
(PD-L1 Bt (CPS=10) »oRFELEEBORBE. BRI



@E B FFIHERER (KEYNOTE-590751)

{LFBEFE D IR WRIA OISR N RB 22 1T - PRI O RIEREBE 74901 (A AR N4 25 Te)
ERIGIT, A, -7 vAr T 0 (BUF [5FU) 0o, ) KWW R T T F O
E2OEINER MR, 7 78R, SFUKWN AT T F U RIES 25 E LT
MENT, VAT TFUOFKEIIRK6T—AETE Lz, 2B, Hi{GIHM TR AT
O HNTGAEIT, ERETEZ R TIERDIFE D G N WEORRRIICZE L TV 5 BE
TIE, KBGO B RHE CHREETNREO b ND ETERA LESFUL TNV AT T T D
PERBE G SNIARK| O BB G- A ki35 Z L3 AMHE & STz, FERHNSE H 13 0S & OV
HEEALFHIRG (LR TPFS) &9, ) L&, KA SFUR N AT T F U f AR ERE

(LF TARFIRE W), ) X7 78R, 5SFURDV AT T F U EREERE (LT 17
TEREE] VD, ) EHEEL T, OSKUPFSE A EICHER Lz (383, K2KOX3) |

*1 BB O R RO R OV B I ONC AT A (Siewertsy $type 1) DR BE SR L& X
iz,

*2 : A#I200 mg. A 7T F 180 mg/m2k ON5-FU 800 mg/m?/day (5 H RHwe i 5-) DIEIZQ3W
T62— 2B 5% AHI200 mg&K U'5-FU 800 mg/m2/day (5 H REIEimiiiBeE) ZQRWTHRE S
77

*3: 7 TRR, VAT TF 80 mg/m2 ON5-FU 800 mg/m?/day (5B Rt A 5) DNEIZQ3WTE
a—2¥e 5%, 77 AR K O5-FU 800 mg/m¥/day (5H R aiiiS) 2Q3WTHRE I,

#3 AR (KEYNOTE-590 3BR)

AFHE 7T R
(3734)) (3764)
e (H) 12.4 9.8
[95%Cl] [10.5, 14.0] [8.8,10.8]
os™ N — R 0.73
[95%CI] [0.62, 0.86] —
P "™ <0.0001
g () 6.3 5.8
[95%Cl] [6.2,6.9] (5.0, 6.0]
PFS™ AN — K2 0.65
[95%CI] [0.55, 0.76] —
PE"™ <0.0001

Cl : {EHEHXM. *1:20204£7H 20 % v b4 7 (PFSIZRECIST 1.1% AW /- 1GBR#E Y ERHIC Xk 5 3E4H) .
* - J&@R| Cox il N — RETF ML BT T REEL DHlE, *3: @Rllae 75 o 7 e




100
90—_
80—-

70—_

60—-

50

Overall Survival (%)

40
30
20

10

0 3 6 9 12 15 18 21 24 27 30 33 36

Time in Months

Number at risk

AHIRE 373 348 295 235 187 151 118 68 36 17 7 2 0
7T REE 376 338 274 200 147 108 8 51 28 15 4 1 0

X2 OS> H AT R D Kaplan-Meier i (KEYNOTE-590388% .,
20204E7TH2B B v v A7)

100 S
90 —
o 80 —
&\i _
= 70 +
2 d
E 60 —
m -
[F]
;ﬁ 50 |
z i
E -
g 30 ~
Ay _
20 +
10
0 1 1 T 1 T I T 1 1 T 1 T
0 3 6 9 12 15 18 21 24 27 30 33
Time in Months
Number at risk
ASFIRE 373 289 210 96 79 55 45 25 17 4 2 0
75 R 376 278 172 62 36 22 14 6 2 1 0 0

X3 RECIST 1.1% F\V 7= 1R B8 XY BEE B D 3EAT 2 255 < PFS D B AAEMTBF D Kaplan-Meier g
# (KEYNOTE-5903Bk, 20205E7H2B v b4 7)
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[Zc4=tt]

OEERLFFIERE (KEYNOTE-181:K5R)
PD-L1 [t (CPS=10) 7o EREDEEICB W T, AEFESLIIAFIEE 81/85 4

(95.3%) . fbFRIERE 78/82 1] (95.1%) TFR& Hiv, TREAHK & DRRRRINEE TE

IRWHEFRGT, T 55/85 Bl (64.7%) MUY 67/82 il (81.7%) 2R Bz, W
TNDORETIBEIS )N 5%LL FORIERIZ TRO LB ThoT-,

R AVTHIOETREESH 5% LOBNEF (KEYNOTE-181 #B) (REMMITXISEH)

FENIRSHE (SOC: Bl (%)
System Organ Class) AFIEE ee=-30= it
JEAEE (PT: Preferred Term) 85 171 82 i

(MedDRA ver.21.0) 4 Grade Grade 3-4 Grade 5 4 Grade Srade 3-4 Grade 5
EEIEH] 55 (64.7) 19 (22.4) (1.2) 67 (8L7) 32 (39.0) 2 (24)
MR LY R REE

2 i 4 @47 2 (2.4) 0 22 (268) 7 (8.5) 0

FE B LT P BRI 0 0 0 8 9.8) 8 (9.8) 0

- BRI iE 0 0 0 6 (7.3) 5 (6.1) 0
N WS

AR I RE A T 7 (8.2) 0 0 0 0 0
B IBkEE

T 4 4.7) 0 0 13 (15.9) 0 0

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

M4 3 (3.5) 0 0 11 (134) 0 0
—f - EEFEFER L OB G OREE

HE)9E 5 (5.9) 0 0 9 (11.0) 1 1.2) 0

9 55 10 (11.8) 0 0 16 (19.5) 0 0

l)=NR 7 (8.2) 0 0 5 (6.1) 0 0

FEEN 5 (5.9) 0 0 9 (11.0) 0 0
PRIR A A

A A ER SR 1 (1.2) 1 1.2 0 17 (20.7) 7 85 0

I 1 BR AR 0 0 0 22 (268) 10 (122) ©
R KOS

BRRDE 10 (11.8) 1 (1.2) 0 16 (19.5) 0 0
B R L O A LRk

i PR 0 0 0 8 (9.8) 0 0
PRIR R R

HRRE L 0 0 0 6 (7.3) 0 0

K= 2 —n RF— 1 (1.2) 0 0 5 (6.1) 1 (1.2) 0

RMMERE = 2 — 8 F— 0 0 0 22 (26.8) 1 (1.2) 0
FEORZR. FERs K OGRS

Jitiligie 7 (8.2) 0 1 (12) 0 0 0
FEfE ¥ KOV TRk b

it i 1 (1.2) 0 0 28 (34.1) 0 0

95 4.7) 0 0 6 (7.3) 0 0

BUIR Bk 5 2 (2.4) 0 0 6 (7.3) 0 0

10



2B AR O CRIEMEMEE 8 B (9.4%) | FHEOLEEE (Fathdk kst
AMRIE, R RREIRARIEGERE, SZIUREE, FRAES) 161 (1.2%) | #hfdksE (¥F72 - N
U—EERESS) 20 (24%) | JIFHERERESE O 1 (10.6%) . HIRMREREREE 7 1] (8.20%) . 1 AUpE
PRI 1B (1.2%) . fhos - AEEOTHAAEAE 115 (1.2%) MO infusion reaction 1 5 (1.2%)
DO LI, Flo, KK - /MK - BEO TR, FEAKIERE, BB, B
REfEE (RN VEMER RS | PR, EIEMMIE, MR - B, SRR, DRk,
MRS (G MR PSRBT . AR I, AREFERES ., MEERTERAESS) | ML
ERERIEEREL OFZILGR D b o 7o, REWERRSBURDLIXB E S S (FRA R A 55
Eate) BEULEERERT,

Q@EBE LRI MR (KEYNOTE-5907457)

{LFFREIE D 72 O RIEYIBR R RE 22 AT - RO BERBFITB VT, AEFRIIAA
#£370/370%5] (100.0%) . 77 & AREE368/370%1 (99.5%) Z#RD HAL, 1G5 & oK FE
BNEETERWVAEREGIL, TN EN364/370%1 (98.4%) K 1r360/370%1 (97.3%) (23
DO, WTNORETRFEIE %L EORIERIZITED LB ThoT-,

£ S5WVTNHIOHETRRABAEN 5% EOBIVER (KEYNOTE-590 3Ek) (LM REN)

FRERIKHE (SOC: System Organ Class)

JLAGE (PT: Preferred Term) bz on)
(MedDRA ver.23.0) ARFKIHE 75 REE
370 451 370
4= Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
REIEH 364 (984) 261 (705) 9  (24) 360 (97.3) 248 (67.0) 5 (1.4)
MEFR LY v RS
2. 143 (38.6) 46  (12.4) 0 162 (43.8) 54  (14.6) 0
I 1 ER e i 24 (6.5) 6 (1.6) 0 28 (76) 11 (3.0 0
I A BRI 96 (25.9) 53 (14.3) 0 88 (238) 60 (16.2) 0
Ifi NS E 25  (6.8) 5 (1.4) 0 33 (89 10 (27 0
HiB L USRS
Hg 33 (8.9) 2 (0.5) 0 25  (6.8) 0 0
N MA R
RO A e TTHEE 19 (5.1) 0 0 2 (0.5) 0 0
R BB AEAR T RE 38  (10.3) 0 0 22 (5.9 0
B GRS
A 50 (13.5) 0 0 63  (17.0) 0 0
T 97 (262) 11  (3.0) 1 (03) 8 (230) 7 (1.9 0
BT 233 (63.0) 26 (7.0 0 220 (595) 24  (6.5) 0
I ErS 96 (25.9) 21 (5.7) 0 93 (251) 14  (3.8) 0
& i 110 (29.7) 23 (6.2) 0 99 (26.8) 18  (4.9) 0
—fik - REEER X OB GEN OREE
779 45 (122) 12 (32 0 35 (95) 4 (1.1) 0
W F 135 (365) 23  (6.2) 0 107 (289) 20 (5.4) 0
TR 43 (116) 2 (0.5) 0 39 (105 4 (1.1) 0
R DS SE 59  (159) 12 (3.2) 0 65 (17.6) 13 (3.5 0

11



PREBIRSIFE (SOC: System Organ Class)

JEAGE (PT: Preferred Term) Bz (%)

(MedDRA ver.23.0) AFIHE 75 v ARRE
370 31 370 f31]
4= Grade Grade 3-4 Grade 5 4= Grade Grade 3-4 Grade 5

BRIR AR AR

TARTGRURT I Ny AT = T—EMN 18 (4.9) 3 (0.8) 0 19 (5.1) 2 (0.5) 0

s L7 F =8 67 (181) 5 (1.4) 0 70 (189) 1 0.3) 0

U R ERER 21 (5.7) 7 (1.9) 0 20 (5.4) 5 1.4) 0

I H ER R 135 (365) 84 (22.7) 0 109 (295) 62  (16.8) 0

i/ NRRER D 61 (165) 7 (1.9) 0 56 (15.1) 17  (4.6) 0

IR 43  (118) 4 (1.1) 0 47 (127) 8 2.2) 0

1 if Bk Es o 89 (241) 32 (8.6) 0 69 (18.6) 18 (4.9 0
R L Ok E

EEX SIS 145 (39.2) 13  (3.5) 0 119 (322) 16  (4.3) 0

fi Ak 20 (5.4) 8 (2.2) 0 16 (4.3) 8 2.2) 0

KA Y v A fE 34 (92) 17  (46) 0 41  (11.1) 19  (5.1) 0

K~ 7o 7 AfUiE 21 (5.7) 2 (0.5) 0 14  (3.8) 3 (0.8) 0

KT kU 7 A fE 32 (86) 20 (5.4) 0 40 (108) 20 (5.4) 0
TR E

R A 34 (9.2 0 0 32 (8.6) 0

K= 2 —m T — 32  (8.6) 1 0.3) 0 32 (8.6) 0 0

KM = 2 — X — 34 (9.2 1 0.3) 0 29  (7.8) 1 0.3) 0
M. MIEBds K OthmiE

Le-o< b 40  (10.8) 0 0 33 (8.9 0 0

fitiligk ¢ 20 (5.4) 6 (1.6) 1 (03) 0 0 0
g ¥ KO TR RRbE

Wit 51  (13.8) 0 0 39 (10.5) 0 0

% O FEIE 23 (6.2 1 0.3) 0 8 2.2) 0 0

B 29  (7.8) 0 0 18 (4.9 1 (0.3) 0

B, AFIBHZRB O CREMEMZEE 22 61 (59%) . KIEZK - /MK - EEO TH 20 4
(5.4%) . BIEATZ « FFA4E - FPHERERE - AT - i LMERAE 2 45 f1 (122%) | BipknERs
= (RAE MRS, REREBEAS) 18 5] 49%) . FEMHEAERE 3 ] (08%) . H
WARBERERREE 50 5] (135%) . BIEHEREREE 4 1 (L1%) . 1 AUBESRHS 161 (0.3%) . fiisk -
RESCRMERE 1 (0.3%) . 8 2 f5il (0.5%) . MHRFEE (FT 2 « NU—JEFEREE) 2
%1 (86%) K Uinfusion reaction 6 i (1.6%) 23D Hiiz, F7-. SE K, BEEDLE
brist (FhER k2R A EESE RE, R REREEIRE AR, SRR, FERIESE) | EAERDEE,
DR, BB MRS (R MO HEEREEE . AP ER I, JRIFERES, MERERIERE
) MEREEERE L OSFEEZITRD DR - T2, ARWEMAREBRILIIEEES (R M
TR 25T # 5 RS REZ R,

12



(A% - AE]

AR OREREYERETT L EZRA LY I 2 —Y a2k, K&Kl 200 mg %
Q3W, 400mg % 6 H[HME (LAF QW) & 5, ) XX 10 mg/kg (fRE) % 2 JEfH]
Wik (LLF TQ2WJ L9, ) TG L7ZBROAF O MG TR E NS S -, F Dk
F. A 400 mg & QW THG: L 72RO ARFN O E R REIZ I 1T 2 4 Mg HiRE (LT

[Cavgss] EVVD, ) 1. AFHI 200 mg %2 Q3W THH- L7ZBRD Cavgss & FARIT 5 & T &
ni= (F#£) . £7=. &K 400 mg % Q6W THeh: L7=BROAA|D EHIREEIC BT 5 Fc i
MG FIRE (LAT [Craxss) &9, ) 1E AHI 200 mg 2 Q3W THE- L72FED Craxss &
L CEEZz R T E TRIENZ 00, BARNBEICBOTERENHEE SN WD
% & THHAA 10 mgkg ((AHE) %2 Q2W TG L72FED Craxss & Ll L TIRAE %
AT ETHIENTE (FR) , 612, EERAHEERE ZXI5UTARH] 400 mg 2 Q6W T
G U7 SRR (KEYNOTE-555 #lR) L V15 b av7e FERIEIZE DS < FEEhe <
A—HE, Yalb—Ta il TR LTSRERE T A —2 LHELI LT (F&R), Nk
T, BEOEIEICRT 2 ARSI S &, AR OBRE R &AM e et & o
2 RETT DBELUCE T LV MEEE S 4, Al 200 mg & Q3W XX 400 mg #Q6W TH
B UT-BE O TR &AM T2 et & OREICOW TR SRR, EiRo vk -
FEORTHNME R ORI 2E R IT v & TRlE N7z,

& 6 FAORYERR N T A —F

Fiv: - B Crax Cavg Chmin Crmax,ss Cavgss Chin,ss
(ug/mL) (pg/mL) (ug/mL) (pg/mL) (ug/mL) (pg/mL)
200 mg Q3W! (58.55?;9.7) (27.277-38.1) (17.%3?-118.3) (91.3?'984.1) (49.%(,);11.0) (30.?3(,)31.4)
400 mg QEW' (12;,2;4) (32.%?';2.7) (10.11(,)'50.8) (14613,481349) (SO.i?gl.S) (19.?3(,)'230.9)
40(0%?1%%\,\/ (1351.2?'10;6.4) NA (14.1:'?;4) NA NA NA
10 mg/kg Q2W! (215,2223) (14%,41145) (11%,1221) (42?1,2233) (272,7282) (19%,9;00)

+:n=2993, 100 [HDY' I 2 b — 3 Nk W EH SN REAEEO Rl (2.5%4, 97.5%4) | Crax : #[E14
G4 O Em MG HIRE, Cag @ MBI G- O MIEHIREE, Crin @ PIEIE % (A 70 2 580 OFARiLE
HRIE, Craxss : EHCIRIBICIT 2@ MIEHIRE. Cags : EFRIEICIST 2 MIE TR, Crinss : EHOIRIRIC
BT D A AR i o
I 56 BlD &AM (95%(EHE X [H)
§ : AL BB (95%(FHE X))

NA : %3472 L
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4. FEERIZTOUVWT

AFN OGP B 22 W - FrE L, AFIO®RGIZ X0 EERRIER 253881 L7 B
XSS 5 Z ENMERTD, LFOO~@DT R TEW T MiIZB W THEHT 5
xThod,

O MERRIZOWT

O-1 FiEd 1) ~ (B) OWTHMNITEYT I MR THDHZ &,

(1) EAEFEREIGET 2 A BREBEIL SRS (BRE AT RS A S FGE LU
HUEDS AR B EEHLSRPE . HUlEk S A2 Ile7e &)

(2) FFEFRER L

(3) HENIRAENEE T DN AFELEPE (DS AZHEEERREWPE, S AR
IR, 23 AU HERER L 7 &)

(4) SR bEEE Ak E L, A RIS LB 1 USRS RIES LR E et 2
DN FEYEIAR D i 21T > T B Jitiak

(5) PUEMEREEAIAL G E IR Ofisk FEUEAR 2 | H 21T > T B fitiak

O-2 Bl DL HRE L ORIVE R O XIS 53 7o ik & R 2 Ff S ERT (TR D
WIS T D ERN) 23, SRR OARANCET 2RO BMEE L LTREI N
TWsZ L,

*

o [ERif RS % 2EDOHMINHE 21 T L7z IC5ELL EO D AV TRIR O BFRHE %2
[ToTWBZ &, 95, 2L BT, DNASEYIREAR £ UT-BERERSOHE %2
fTHoTWBHZ L,

o [ERNRIFESHRUEDOWIHANHE ZE T L2512, LSRR O N AR IE 25105
FLL EOTEALERINVE S DIE AT T > TV Z &y

o [ERlthEFESE2 EOYHIWHEZE T LT-RICAFELL FEORRPERZH L TW\WDH 2 &,
I B 3L BiX., TEA LSRR O 2 A SRR E & G e AL 28R 5 O i IR A
ExEITo>TWNEIZ L,

@ BEANDOEXDFREBRDOMEHIZOWNT

PSS BUCHE S T 2 BT D EE S i, REEREN L OFRED ., A0 - 24
PRSP AYE RO E B ONERSEIT 0T A IHRIEIE, A HE R LTGE Ot 3R,
EDPERCONATON DRI ESTNWD Z &,
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® EMER~DRITONT
@-1 fEsk sl B3 5 B4

U MEAR BRAE O EE A2 BIVER 33848 L72BRIC, 24 FERTR2HRIAHIO T, Mkl XX
BRI Z T, FBL L2 BIERICIS U CABSEEL R O CT 0 REIWER OSBRI 2 E e
BRAEOFER?Y H PG DN, BB ATREAR KR A>T D Z &y

@-2 EFREEEIC L 5B EFENICET HE S

DAIRICEED 2 MM L O L AT 2 EREEENEERE=42 1V 7
EEHOIEIROA T ) —= T EITOEIRE S E#REZ G TE 5 F— AEFRERH] 235
flEShTnDZ L, kB, BEAEHIZOWNT, BARE EZOFEIHIZBAmsiiTn
HT &,

@-3 BIfER D2 Kroxt i i LT

BIER (MEMMREEMZ, KR - MG - EEO TFL, BIERZ - FFR4 - IF
PERERREE - F2% - B LMENRAE 28, BRelEE (R EMER K5, REREBERE) . N
kEE (FRAMRERE ., FURIERERE ., RIBEREREE) . 1 AR, 5& 95K,
% - BEBUHRMRIE, e, EEDORERE (haEtEREBIERARIE, SRR RE,
ZICHLEE, FERIRIESE) . infusion reaction, sk - BfilEs, EIEANEEIE, kRS (X7
Vo NUIEGEREE) | DR, BEEARMIRREE (e bEi MBI ESREER, AT i,
IREFERES . MERRRIERIESS) | MEK B AEMERE, RS 1CxF LT, Mkl ST e
BDEMM: A A 2 EA L W L (BHWEH OZK-eRHSICE L CTHER VB 2521 5
NHEMEICHDHZ L) | BEHHICEYIRAENTE DEHINRE S TWND 2 &,
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5. REMRLIRDBE
(AR B3 % FIH]
O TRICHY T 2EEIZBN T, AFOAEMHESHEES LTV D,
o DPAALTFRIERIZHEE L /ZPD-L1GM" (CPS=10) DIRIGUIFRAREZREETT « IO R
B ERCRE DR (ORFIH 5
* o KB D R=F Bk S LT, BGE4 - PD-L1IHC 22C3 pharmDx [ 4 =1 2GRS T\ 5,
o ALFRIERE DR WRIGUISRARE LT « IO REREE (BH, S-FUR DN AT T F
> ORtS)
@ TRICEEY T 2B ICKT 2 ARHN O G K OMEH FIEIC DWW T, RAIOF 2D
LS TELT ., RAOEGHR LR,

o FivoonfishRis

[Z2 2R3 % FIA])
O TRICZYTLEECONTEIARORENEZRE SN TS Z Ehb, &E521TD
AJANGPN
o KANDRGITKRE UBE DB ERE D & % B
@ TRERTOFHMIZIV T FREICEEYS T 2 BEIZ OV TR, RAIDOFEGITHELE 4172003,
L DOTEFEERPTIE DN e WGAIZIR Y | HEEICAAZEH T2 2 2B ETE D,
o [WEMMEROAI UIBED & 5 BE
o MaEnE R A CHE R 2580 2 B K OVE B ME O KU B i <0 gu e it 2%
LD RIEMEZEALD I B D B
o ACAEEBOAOE UTEBMERZRE L XSO B O R B OO &
%R
o EERBAE (GEmMEMRBHELZ ST OboRE
o FEMOIIBEEE AT DA
e ECOG Performance Status 3-4 Vo i

(ED ECOG o Performance Status (PS)

Score | EFE

0 AL MERIERTE %, BHaiE R U B EAEERHIRR<ITZ 2,

1 PARAGIZ I LWEENTHIR S A 23, BITAHET, BIEEMHE - TOMEEIITHI 2 &N TE 5,

B NFE, EEEE

BATARETHOHE DEID O Z LI N TRARELEDEERILTE RV, HHF O 5008, BT~y Tl 29,
RONTZEHSOEDEY DZ L LnTE7Ry, HFO 50%LL LAy KT Tl 29,

2LET RV, BOOHEORD OZ LT TERY, By R KRTF-TiZd,

Alw|IN
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6. HMEITBELTEE T REEHE
O WASCEEION A, BOERTEER DU 2 ERVEIZ IS & ARH O R KON E

DI=DIZBIRE R+ IR L TR T 2 2 &,

@ RERRRIZIENLD | B XTE OFIRICADNE R Vet Z o3 L, FEZ5T

NoE5T5HZ L,

@ FEREWEHDO~FY A MIONT

o  HEMEENRDL LN ZENHDHLD T, KFIOTRGIZHT- - Tix, #WIHIE
W (BGIdL, PRRIREE, k) O L O X MRA o F s, Bz +
AT H T &, Eo, MEUIS U THRES CT. MG~ — 7 —FO& % FEhid
5Tk,

* infusion reaction 3% HiLH Z L A3 5, infusion reaction 2358 BV HE T
E, WEIZRMEZAT O & & bIT, ERDEE T 5 F TRE OREBE o Blgg
5Tk,

o HURIRHERERETE. PERAKEEEFEK CRIBEREEENL DN Z ENHDHD T,
ARHN D B 5-BAbGHT M O G- W TP X E IS N IS RE R A (TSH, IEBET3, i
BET4, ACTH, oIy —VEORE) #FEiid 52 &,

o BUENTR. IFAZ, ITHEEESE. TR, B{LEBERDHSDOND ZLNH LD
T, AFNOFEBHAARHT K OG- M X e eI AT ERM A (AST. ALT. y-GTP,
Al-P, B UL EEORE) #FEMT DHZ L,

o HEIER (MIERLKICEEHRERZGT) FOHEERIREENH Hbid Z
ERHLOT, EHWICIRORFE OFEAZfEET 22 &, o, IROEFERFED
DAV EITIE, BN EFERAL %270 L O BELIRETH 2 L,

o AFIOFHIZX Y WEOFRIESISITRIKT D & B 2 HILDHEEA R ESORREN
bobiVdZENDH D, BEDRD LNIGEITIE, BB LI FRITL U5
70 Rk & KR 2 FE-O R Al & adtls U ClEbl e iR 217V, 8 O RIS
K DREWERD DN 2 5E 1T, AFIORIETHIE, K OEIEE R /VE
DEGEZZBET L&, 2B, BIBREARNVE ORI XY BIEHOUGEN
O BHNRWEAITIE, BIRRE R LIS OSIEHEIFIO BN S BES 5 2
&

o BHTHR, BN OEIARE L TOLRIERAPRHT 2 Z 08365720, K
A OG- TR EWER OB mIZEET 5 2 L,

o 1 RUBEIRNN (BME 1 ABERPI A ST Db bbiv, FERWES N7V R—v R
IZEBDHZENHLHDOT, Ag, El, EEFEOIEROFBCMAEED FHIZ+5
FETLHZ &, 1 BERENEONZGAEICIIRGEZRIE L, A R HiH|
D GEOHERAEZITH Z &,

@  AFIOEEHRFREERIZIWN T, BEA S 9 B CHIMEORMEAIT > TNz Z

EEBEBIT AFERGPIXEMOICEEGRE COHROMRBEIT Z &,
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XBEERHEETA FT A
Ra7rl) Xv7 (B HHEEX)
(BR74 : A b —& ST 100 mg)
~FLE~

S34E8H (Ff44 8 AET)
B4 FrEa




H&

1. IXU®IC
2. RANIOKE. 1EHEF

3. FRIR A

4, FERITHOWNT

5. &GRSR LELDIEH

6. HEIZEL THETNXFR

P2
P3
P4
P9
P11
P12



1. [FCHIC

IS DOFIME « ZEMEORERDOT-DITIL, TSRSVl B AR Hivs,
S DOIT, ITFEORFHEMOMEANT LV | HUABESE e & OFFi 7 i ERF R GRS
DT, :h%®Eﬁﬁ%§:Z£&%%:%ﬁ#é*&ﬁ@m®ﬁ%k&ofﬁw TR
T L UOEORATTEE 2016 CFRK 28 45 6 A 2 HEREIRE) [CB W TH, FEiERL%ED
HEROREHEEEZN D Z & EshTnb

BrEVERIM PR IT, REYWERSC LR T 0 7 7 A VSBEFOESR S, LA BN R A2 5 2
ENDD, DI, FIMEROZEIEIBIT D IEWRN &R 5 £ TOM, YiZEERnmD
BEEBLS ZT D LRSS BEITH L THERAT S & & bic, BIERS R L7ZBIC
%%&ﬂm%ké_&ﬂﬂb&~m@£@%%tﬁzﬁw@fﬁﬁﬁé:&ﬁﬁ%f%
%

L7235 T, RKIA RTA U Tld, BB 2N E TITELN TV DRI - B
S RMINC IS & LUF ORI Ofcil 7 2 HEET 2880 b B2 3 B2 07 RO
EREHAZTRT,

¥, ATA RTA AL, MSIATEGE NEIESL R O HE, AR B AR
By, — W EEN AAERNRHES KO- RN BASE 2O I0 b LA LT,

MR EMRDEIN - XA FML—F GlEFHE 100 mg (—fk4 a7 r ) X<~7 (&

o 2 )
SR ARRENIE © PD-L1 B RV B FARFEME D> HER2 [&MED B ARRE
CERR

ML BHAERORE - toOFEMEEEA & ORIV T, @, AL, NA7
nl) X~7 GEEHEZ) & LT, 1[8200mg % 3 ¥ [ RHIE X
1% 1 18] 400 mg % 6 IR T 30 /32T TRiEERET 5,
3% R 8 3 F : MSD MRt




2. AEDBEH. ERARE

XA F—FEIEEHE 100 mg (—i%4 - XAaTn ) X~v7 (EiaHz) . UF
[AHFI] &9, ) 1%, PD-1 (programmed cell death-1) & DU 4> K TéH5 PD-L1
KOPD-L2 & OB ZE#EAEFET S, & MEIgG4 £/ 7 v — T AHKTH %,

PD-1 #RF& 1T T AR RIS D & kA 2 72 D203 AVHRIR 23 FI FH 37 2 =5 720 002 il £
AA wF T, PD-1 I, EFEZRREBICH O TEER T MlaoMinRimcHEE L, BO%R
2 SO % & e A AT 72 0% UG 2 dilH 95, 3705, PD-1 13U I R LG
ATDHZEICEIVHEZRIRICL D v 7P VEEEZ AR 2% K TH D, PD-
L1 O EFMICBIT 2RBUIDT N TH DM, Z< ORI T T OB E 250
ZDIEEBPFNCHI L TN D, DAFIBICEIT S PD-L1 OEZEHIT, BHiamm. ek
. MR, INELE. JE/NHIRE R E DA R AT TFHRARK - TH D . K
TR OMBEERRE I TWD,

DDA DEGIRE T & PD-L1 FEELOMBINMED . PD-1 & PD-L1 OfREE (XL D
TR RSB W CEHEEREE 2D Z LAVRBINTEY . #Hiiz/e B AIGEOEN &
LTHIff ST 5,

AFHNE, PD-1 & PD-L1 xONPD-L2 Dffi U Hv ROFEGZET S Z Lok v, EE
W N Th D S SIS ENE T U LS ERATEME (L S 8. FUEIE S 2 BIS ML
T 52 L THEG R AT 5,

KFNOVE RIS BE O GRIERISIC L DEWERSNH bbb, HEIEE
ICEDAREMER ® D, AR O LG R OBE®%IZIT, BEOBILEE +0ICiTV, B
DRD LNTHEITIL, BB L ZHRITS U Mr 22 mmak & 5 2 RS = Ah & i
L Chi bl e 88 R Wi 21T\ B ORE RGN X 2EIER N RO 256101, BIE
FE RN H O GEOMY) LB EIT O LERS 5,



3. BERPRRLAE
PD-L1 [GtE v 2Rzt o b BRI ER 25k 2 (LLT THER2) &

WD, ) EMEDFTANRE XL AR IE T DO AR R 24T o 7 TR BRIRARBR O Rl 2R,

[ 5h]
[ BRI R 2 M AHFER  (KEYNOTE-355 ##R)
Wi - TS TR AT T 2 R PO RHAEIE D 72\ W RV SRR M) HER2 &
PED FIARE UL PRI FLE B8 847 B (AARN 87 filZGEde) ZXIBIT, Al 200 mg
3 EMMIRE (LLF TQ3W]S &9, ) HEHFRIET (Fav v gl (BUF
[(FLhvHEY ] EWD, ) ROANVKRTZF o N7 ) EFEALXI N7 ) X%k
v (TT X URERD) (LUE Tnab--x27 ) Z%tEv) Lo, ) ) OFFRIEIEDOR
MR N BMEDR, 7T B R HEFIRE? (T2 ROINVRT TF o "7
U2 FE/NAXiTnab-"7 ) ZXE)L) XRE L THRET SN, 7236, BN T%R
BT R BNTGAIT, REEIT 2 RO 5N R WEDRRIRAIIZLE L
TWABE T, RIEILIE O B RN CHREMEITNRD Hivd £ TRAIO R 5% ikt
THTENAREE STz, EEFHME B X EEEAAHE (BT TPFS) &9, )
K OVEAFHIR L S, BRI HEFRIEOUREEIL T 7 2R HEFRIEO O L
&bz LT, PD-L1 Btk (CPS®=10) dfEFE 323 f5l (HAN 28 & Ede) I2HBWT
PFS Z#HBICIER Lz (F1EUOXL)
*1 : AKFA 200 mg Q3W & LA b 2gEil: (Y ERTNBRE 2 LRI 20 Lz [F A
A B 1,000 mgim? KON VR T F 2 AUC2mg - min/mL AH4 & (1 =2—A 21 H
i, #=2—20 1, 8HAICEKE) . "7 U ZFE/L90mg/m? (1 =—2 28 HfH, %
a—AD 1, 8, 15 HBIZEYE) XX nab--37 U # %+&/ L 100 mg/m? (1 =— A 28 H
M, £=2—2mD 1, 8, 15 HHIZEE) ]
*2 . 77N Q3W L UL TN O b E (Y EMARBE ZEIC®IN) 20fFH L [Fay
X £ 1,000 mg/m? K ONAVAR 7 ZF > AUC 2 mg - min/mL Y& (1 =—2 21 H
M, F=2—20 1, 8 HAIZEE) | /X7 U ZFE/L90mg/m? (1 =2—R 28 HIH., %
a—AD 1, 8, 15 HBIZEE) XX nab--37 U % %+& /L 100 mg/m? (1 =—Z 28 H
., &#=2—2AD 1, 8, I5HHIZEE) ],
*3: PD-L1 Z %8 L7zfihudt (G, ~ 27 v 77— ROV oRER) % fR g A fa
BB L. 100 %3 U7-1H



#£1 BAZEEAE (KEYNOTE-355 3Bk, PD-L1 M (CPS=10) DAFE)

ARHN+H bk 7T R LR E
(220 1) (103 1)
e [H] 9.7 5.6
(95%CI) (7.6, 11.3) (5.3,7.5)
PFS™ N — R e 0.65
(95%CI) (0.49, 0.86) -
P " 0.0012

Cl: 2#EXM. *1: RECIST A KT A > 1.1 BICES B Pz ouiE. *2 : BRI Cox Lhfl
AP —=RETFT VLD T TR L E O, *3: Ehln 7 77 E, FEkiE (F
{81) 0.00411

100
] — 200 W+ 7
90 7200mg Q {LFFEL

B e e ' S42 0 + {ERHOE
& 70
B 60 1
ﬁ 50-
[ 30

20 T

R e ey

10 ﬂ‘——u——-«

O T T T T T T T T T T T
0 3 6 9 12 15 18 21 24 27 30 33 36
at risk# RIERETHE(A]
FH200mg QAWHEEEE 220 173122 96 63 52 44 37 25 12 5 0 O
FSeR+{E¥®E 103 80 41 30 18 15 12 8 8 7 3 1 O

1 PFS @ Kaplan-Meier Hif# (KEYNOTE-355 3Bk, PD-L1 B (CPS=10) DE#F)



[Zrt]

[EIRR A R IIFA#ER  (KEYNOTE-355

AER)

PD-L1 5 (CPS=10) DBFIZIIT HLAMMATRIEH] 219 Flici\ VT, AEFL
IXARKIDFARE 216/219 1] (98.6%) . {b#JREILHE 100/103 51 (97.1%) (23D B L, 1Rk
L DREBEBDRE TERWAFHEGIL, £ 212/219 ] (96.8%) KO 97/103
Bl (94.2%) IZERD BTz, WT N OEETHRIAFIG D 5%LL EORIERHIZ TERO LB

THoT,
2 WTNWHLOHETREARSD 5% LORIEA (KEYNOTE-355 RER) (Z2MirxigEH)
PREBIRSIFE (SOC: System Organ Class) i (%)
JeAZE (PT: Preferred Term) AFNOF F#E (LERIERE
(MedDRA ver.22.1) 219 4 103 il
4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
EIEH 212 (96.8) 155 (708) 2 (0.9) 97 (942) 67 (65.0) 0
Mg LY R kEE
=gl 107 (489) 36  (16.4) 0 48  (466) 13  (12.6) 0
1 BR e i 41 (187) 25 (114 0 22 (214) 11 (10.7) 0
I v BRI 87 (39.7) 68  (3L1) 0 40 (38.8) 31 (301) 0
I/ SRS 41 (187) 19 8.7) 0 22 (21.4) 16 (15.5) 0
PaRA
R BB AE AR T iE 39 (178 2 (0.9) 0 2 (19 0 0
H e
{8 32 (14.6) 1 (0.5) 0 15  (14.6) 0 0
T 48  (219) 2 (0.9) 0 0 07 3 (29 0
HIE R R 11 (5.0) 0 0 6 (5.8) 0 0
D 90 (411 5 (2.3) 0 39 (379 1 (10) 0
Mg 17 (7.8) 0 0 7 (6.8) 0 0
Mg i 44 (201) 6 .7 0 0 7 3 (29 0
— % - EHIEER L OB GEALOIRRE
e )95 31 (142) 1 (0.5) 0 13 (126) 1 (1.0) 0
9 57 64 (292) 6 .7 0 22 (214) 3 (29 0
e Ek 12 (5.5) 1 (0.5) 0 7 (6.8) 0 0
AW T 13 (5.9) 0 0 4 (39 0 0
FEE 22 (100) 1 (0.5) 0 10  (9.7) 1 (10 0
FRIR AR AT
TI=T 2 NT AT 27— BN 47  (215) 16  (7.3) 0 17 (165) 5 (49 0
TARGRURT I/ b TR T =T —EHIN 39 (178 9 4.1) 0 15 (146) 3 (29 0
M7V RAT 7 & —EHn 9 4.2 0 0 7 (6.8) 1 (1.0) 0
I BREGR 52 (23.7) 41 (18.7) 0 20 (194) 15 (14.6) 0
i MR 41 (187) 19 8.7 0 14 (136) 9 8.7) 0
IRE D 12 (5.5) 1 (0.5) 0 3 (2.9) 1 (1.0) 0
1 L BR 3 39 (178) 21 (9.6) 0 20 (194) 13 (126) 0
Rt L O kRS
FARHR 40 (183) 1 (0.5) 0 10 (9.7 0 0




T,
FRERIKRSHE (SOC: System Organ Class) iz 00

JeAZE (PT: Preferred Term) AFNOF FHEE lees) 305 e
(MedDRA ver.22.1) 219 {4 103 #i
4 Grade Grade 3-4 Grade 5 4 Grade Grade 3-4 Grade 5
e #E Rk L O Rk S
BAER 25 (11.4) 4 (1.8) 0 9 8.7) 1 (1.0) 0
PR 15 (6.8) 0 0 9 8.7) 1 (1.0) 0
R R F
S N 21 (9.6) 0 0 1 (1.0) 0 0
BV 18 (8.2 1 (0.5) 0 8 (7.8) 0 0
K= 2 —m 5 — 25 (11.4) 2 (0.9) 0 17 (165 1 (1.0 0
R = 2 — 85— 17 (7.8) 2 (0.9) 0 2 (1.9) 0 0
e, sl L OMEhmRE &
A 14 (6.4) 0 0 1 (1.0) 0 0
FER 3 KO TRk E
BB 76 (34.7) 2 0.9) 0 37  (359) 2 1.9) 0
% O FEIE 16 (7.3) 1 (0.5) 0 8 (7.8) 0 0
B3 36  (16.4) 2 (0.9) 0 1 (10.7) 0 0
BEIR B IR 5 11 (5.0) 2 (0.9) 0 2 1.9 0 0

k. ARIPFRBC IO CRBEMEMZER 3 # (1.4%) . KIBK - /NEK - EEO THI 5 4l
(2.3%) | MRS (X7 0 - NU—JEBERESE) 2561 (11.4%) . BIEHZ% - FAR4 - iFiee
PRy - HFAE - AR LMENRAE % 65 1 (29.7%) . HUIRERBEREREES 43 5] (19.6%) . REIEFFERERE 2
Bl (0.9%) . EHEREMEE (RMEFIEME R, RERIKERE) 2 ] (09%) . FEX 1 4
(0.5%) . gk « BERURRAARAE 1 1 (0.5%) . MMk - Bz 1 61 (0.5%) . S& S 1 f
(0.5%) . g 14 (0.5%) J% 0 infusion reaction10 5] (4.6%) 73388 b, F7-. EFE
Dz JEREE (PR REEERARE . AR R, SIALEE, FEES) | PEE
PRteREE . 1 BOBEPRS ., EUEMEE, EERMEEEE (Gl MBI SRR . i
B, JREFERES . MERERIERIESE) | MERERIEME K ORI bivike oo, REHEH
FHURDUIBIEES (BRRMAMRT 25T 2R RERT,



(ML - HE]

AFNOREMEp BT T V2R L2y I 2 b—a 2k v, A#1200 mga Q3W,
400 mgx 6l MMM (LT TQeW] & 95, ) XIX10 mg/kg ((AEH) Z2EEME (LT
fQ2W) L9, ) TEE LEEBEROARF O MG PIRENS R Sz, TORER. AHAl
400 mg% Q6W TH#E 5 L 72 BE D ARAK O EHIRABIC I 1T 5 MG HIRE (LT [ Cavgss)
EWV 9, ) k. AKHI200 mgE QIW THEL L 7ZBED Cavgss & LT 25 & FHIS L2 (F
#) o F7o. AHI400 mgE QEW THe L L 7=BED AR D & H IR AEIZ 33T 5 foe e IfL T HH i S
(AT [Craxss] £V, ) 1. AFHI200 mgz Q3W TH: 5 L 72RO Craxss & o L Tl
ZRTETFHENTZLOD, BAANBREICBOTEAAENHERESN TS ML - HET
& HAAI0 mglkg (KE) % Q2W TH L L 728D Craxss & Ll L TIREZ R & Pl &
iz (FHR) . S6IC, EHRAEERR A2 X ARK400 mgz QeW TH L L 71/ &1
FHRBR (KEYNOTE-555:51) & v 15 67 ERIMEIZ S < EPdhig 7 A — 2 1%, &
Ralb—ya X PRILEERYERE ST XA —2 LHEPI L (FR) . Iz T, 5
DOFENEIZ I 1T D BRI RBRAAR I D & AHI DOUREE R & ARSI Z et & o BE %
ST ABRESE T LR S, A#I200 mga Q3W X 13400 mgZ Q6W TH 5 L 7= B
DUEFE & L ME TR L OB BEIC S W TR SR, FRoME - AE0R
THMER LRV 2RI T e E TRIS T,

K 3 FHOEMEENT X —F

ﬂﬁ{f . )Eﬁg Cmax Cavg Cmin Cmax,ss Cavg,ss Cmin,ss
= (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL)
59.1 279 18.1 92.8 50.4 30.9
h
200 mg Q3W (58.5,59.7) (27.7,28.1) (17.8,18.3) (91.7,94.1) (49.8, 51.0) (30.5, 31.4)
123 324 10.6 148 50.7 20.3
h
400 mg Q6W (122, 124) (32.0,327) | (10.4,108) (146, 149) (50.1, 51.3) (19.8, 20.9)
400 mg Q6W 136.0 14.98
(SEHE) (135.6, 136.4) NA (14.4,15.4) NA NA NA
220 144 119 428 279 197
)
10 mg/kg Q2W (218, 223) (143, 145) (117, 121) (424, 433) (276, 282) (193, 200)
t:n=2993, 100 [HD Y I 2 L— 3 K0 B SIS EAEO gl (2.5%5, 97.5%5) | Crmax : HlEIEE 5
% ORGP, Cavg : FIEEEG%OEHMIEH IR, Cmin : FIEIE 5% (A 70 2 FHAD) O HiE

E\ Crmax,ss : ﬁﬁ%%ﬁlﬁﬁféfi%mfﬁtpf}%g\ Cavg,ss : ﬁﬁﬂ(%ﬂ:%ﬁéﬂzi@m{ﬁqj/)%};f\ Chin,ss :

% foc A T P e BE

T 56 O MELfE (95%F X H)
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