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1. Ui

I 35 DAH M - B EMORROE DITH, T TBEICES T ERERRED
BB, X5z, EFEOREHIFOERIC L0, FRIKERSR 2 ¥ OBHFH2RFTRIERR
FERSPEBSNIP T, N OEES YR SHERBFICRICT S Z L BSRED
WAL o T Y REMEGER L SEOEA S 2016 (FEK 28 45 6 A 2 A MBERE)
IZBWTH, EFNEERSEOEAOREHELZRS 2 L L I TS,

P RFEERIL, BRERPRN T 7 7 A VABECEER LB LR
RBZERHB, O, EHMROLEMICET BN -YERT 2 E TOMA,
UHERROBEEHR BT EBHFSNABEITH LTHERT S & &bz, BlfE
Pt ﬁbt%k%%&ﬁm&k6:&%ﬁ%&—ﬁ®§#%ﬁtf@ﬁwwfﬁm
TEHZEREETH D, -

LicBoT, BHA FF A4 Tk, BRERPZ ﬂifi%BnTW6E%%%m
FlEp RS, uTmﬁﬁmmﬁﬁ&Em&%@Téﬁﬁmebﬁﬁﬁﬁ Ex
FRUVEBEEERETT, _

BRI, EHA FIA 0%, mﬁﬁ&&AE%mEﬁ%%%A%m AFHEEA A
BEEIEE S, — A A B ARERARES RO —RHEREA R ABEES 0% O
b & {ERL L 7=, : -

FBLEBERR AT R AFE 20mg, A7V —REEHE 100mg, ATV
— R EERIE 120 mg, A7 V- R EEIFE 240 mg (—HR4% =
w7 (RIGTHEEEZ))

| HRERAPREINE : IRIETIBRTAEAETT - BROEHE _

HaLEAEERURE . EE. BARES R GREFESRZ) LT, 18240 mg

¥ 2 WA X3 1 [E 480 mg % 4 REMME CREHET 5.
fhOFEMEER & T 2541, B, RAKZ=R A<
CRiEFHEE L) LT, 1 B 240 mg % 2 EMMRXE 1 &
. 360 mg % 3 AR TREIHET 5,
B RGO NEESTERRAE




2. xﬁloﬁﬁ YEFE#Yy -

A7 ERGHE 20 mg, [RAESE 100 mg. mﬁ?‘%ﬂ 120 mg B O RLAREHE

240 mg (—#d : =RA~7 (@IEFHREHBRZ), YT, THE) &, ) X, DS

_IﬁﬁﬁA&&%¥V/¢Zﬁ (RFVARNV =LY — ;“x¢47(mm)&)m
A% L7z & b PD-1 (Programmed cell death-1} {2395 & N 1gG4 &/ 7 o —F Atk
Thd, '

- PD-1id, FEME LY 283k (T S, BWE&U%?:7W*7~TW@)&U%
BiAAMIc BT 5 CD28 7 7 S U — (T MIROEMALEMBIIC IE & RIZHIBEY 557
F) BT AREMKTH S, PD-1 RAURRFHIGICRERT 5 PD-1 D 4> K (PD-LL
BUPD-L2) &fEGL. U BRIy /A R REL TY v BRIk E
FUZTEELTWVWA, PD-1 U Ay FIEZSRIBRMIELIIMC & b Ok e BRI R
LT, EiRAIEAE LY LI ERIcRT 5 PD-L1 ORER &R O4LTT
IR & O ACRBBEENH D Z L ARE SN TS (Cancer 2010; 116: 1757-66).
% 7 MR IR T MIISASEA T B A v ¥ — 7 = o v (IFN-)
{2k T PD-L1 ORBANFE S, B8 U IEEEMRICI TS PD-L1 OFER LT
ATE b ORIC EOHBRENH B & OME L 5D (Sci Transl Med 2012; 28: 127-37)
X 54z, PD-L1 #3REIFRI S A AMIE. HES RN CD8 Btk T il MinsgE
VLA S 3, B PD-L1 $ifT PD-1 & PD-L1 & OFEESEZAET 2 L Z0MlE

 BEEESEET S I ERRERTVS, O Z LMD PD-I/PD-1 Y H Y MR, 23

AW%ﬁﬁﬁ%ﬂ%&Wrmmm&mﬁﬂ%%@ﬂ16WW®~oaLT%%B%?W

Do : - : '

RFNE, BEAR O R S PD-1 OISR (PD-1 ) Vv PRSI ICHES L,

CPD-1 & PD-1 VAV REDOBEEMEET D LITLY | BAGURRRN T MROE
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T ENER ATV S,
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' %ﬁ%%%ﬁﬁ&bt%%ﬁ%%%mb\ﬁﬁﬁ\ﬁé&&ﬁﬁ@ﬁﬁ%ﬁéhto

R DRI S GBECRBRSC L AEHERERS bbh, EEXIELIE .

BBEEEMR DB, FHORERRORERITIT, BEOBRELT2TTV, BRI
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3. ERPRRRAK ‘ o
TEREIRTREEREST - BR O BB ORI IE 21T o e ERBRRR OB E T T,

[A3h]
QOEREARB MR (ONO-4538-1278k)

2B EORRERRERE % AT B ISR ERRC AR LR OIEREIERT “Etﬁxﬁﬁ B3
OEHIIAEEEATE (EEOPLAAEFTEAT LY ETFSemlNICfLBET SR
#5) BE403 (BAABE26BI 2 ST, AKIBEB0H. 77 EREI6H]) 2RI,
FSEREMEBE LTEHRES mpkg 2 2@8MERTRABEE L L Z0FMERURSE
MR L, TEFIER ChA LM LT, Tost &5, ) (FRiE [95%
ISEER] ) ik, AFIBETS526 [4.60~6.37] B A, TS ERETLI4 [3.42~4.86] F A
THD, *ﬁ]ii'f’:’fj‘h—ﬂLfﬁni‘%ﬁ’]kﬁﬁfﬁkﬁ&'ﬂ‘bt (/\*H'—H:bom [95%
{nﬁﬁlzﬁaﬁ 0.51~0.78] . p<0.0001 [f@Bllog-rank ®E] )

1.0 - | ST
| e IStk

EHER
o
i

0.2 1

0.1+

0.0 5

7 T T T T T T T T T ] T

o 2 4 6 8 10 12 14 . 16 18 20 22

at risk # SEHFLM(R) - )
AKIPE 330 275 192 141 94 56 38 {9 10 5 3 0
JSbKEE 163 121 82 83 32 16 10 4 38 3 1 0

[ 108 @ Kaplan-Meier Eift (ONO-4538-12 HR)

QOEMRLFEIEE (ONO-4538-44/CA209649 FRHR)

LR FEEORV E b EREEFERME (LU, MHER2) & 5,) BAEOHRE
PIRRAEREST - BROFHIIRETESIHE (BEOoPLNREFTESEIV LT
 ScmBAPNCAIE T AN BET 158151 (AAABFEI09HZ &, AF|+LPRE
4



78001, LAERRIEPIETIOM) ERBE, LFEFIEEMB Y LT, FFH{LEREOA L
P B UZE 2 B ARTT L7 .Iﬁﬁ‘qzﬂﬁiﬁ A 3 % combined positive score” (LA T,  CPS]
L3, ) 25REIC IS B ETEATER - (BT, [PFS] &V 5.) RUCPS255[IC
BT HOSIT2WT, AH -+ ILERE M LA HEEC S LR ERNIC AR RIER &R L
(F1. ®2) , &5z, FHICRESNEREFIERVH BAKEDEH Y T > TRE
AT bR, BIWREEIEE & Ehizcrs= A AR ITTERMIZ BT 50822\ T
b, AH SRR SRR I LR B R ER R LE (R, K3)

*1: HER2 ¥IETFHER R ME D BE | ROSHEICHHD B 053 2 Bl 0 B4 bIANRTEE Lk,

2 UTFOMSE (ARIELERARID %5 L [OAF4) 755 1 @ 130 mym? (i
B % 3 AR TATRE L, H2v¥ Ul 1000 mym? ((RRTH) %1 B 2@, 2 AME
REIC MM, EOA% S ) 7551 1 B 8S mym? (RREH) . K F— by
¥ 4 1 [B] 400 mym? GEREM) ROZAAT T 1 E 400mgn? (RRIEH) % 2 LN
TR L, 7 A YT P 2400 my/nt (ERTER) % 2 B BT THIRPHSEE 54T 12
BRGREE] . AAl-HES RN, 27 (1 B 360 mg % 3 BRIRIMR XD B 240mg % 2 il

C RRIRTARENE) % Eheh LRORTOO LIRS L §FA L,

*3 : IGISARARIC 3817 5 PD-L1 #RR LIl (MBI, <2 2 7 7 — VRO vo8R) EARIH
AT L, 100 BT L7, L ' '

% 1 AR (ONO-4538-44/CA209649 BLIR)

A Lfiff .
BHFEA WREE 0 % [osvfEisXAN] A B
(#A)
A+ 7.69
etz 473 ey 0.68
PFS™ CPS=5 {EFIRIERE [7'02 '059‘17] [o8s R HHIEH :
: ﬂ:#m;zlﬁ 482 [5.55~6.90] ©0.56~0.81]
AH -+ 14.39
, . 473 071 .
. cpsps LR [’3-1111 1;5-233 [08 AV Z AR -
fEFRER 482 115 09~12.00] 0.59~036]
-~ B 13.96 ‘
: . 641 s 0.77
os?  cpsz1  TOPREE L235~14581 ronasimisim :
LFRERE 655 00010 0s] 0.64~0.92]
A7 - 13.83
: ; 789 14 55" . 0.80
ITT d lﬁﬁf?ﬁ# [12.515I 5164-551 [99 %A AR :
‘ SRR 792 (4587 1248] 0.68~0.94]

N TERTROF— &

L ¥ PRRATRE DT —4 | *3 | MBI Cox Bl P — MEFN

{



1.0
© 0.9
0.8
0.7
0.6
0.5
0.41 .

0.31

Probability of Progression Free Survival

0.2+

B R S . :
011 . s R =

0'0.1 e L NS B i B LN R R MR SR IR
0 _ 3 B 9 12 15 18 21 ‘ 24 27 30 33 36
At rick % MEVEABIHT B OM/ ()Y -
E+{riemiikiy 473 384 268 181 132 89 60 39 23 10 8 1 0
{b2EmeEETE 482 325 200 109 T2 41 25 18 12 7 4 0 0

i 2 PFS @ Kaplan-Meier Bi#2 (ONO-4538-44/CA209649 M) (CPS=5 M)

1.01

0.91

0.81

0.71

0.6
051 A+ LSRR
04

031

Prabability of Overall Survivat

0.2 LEEpRERE e
0.1 - =

S i S

0.01_ T T T T T T T T T 1
: 0 3 6 9 12 15 18 21 24 27 30 33 36 39

At risk 2% ‘ EEARIG G OMM (B
AEI+H{peegRiEme 789 781 621 506 420 308 226 147 100 49 34 14 2 0
{bSwlE 792 697 586 469 359 239 160 94 59 35 15 7 2 0

3 0S @ Kaplan-Meier g% (ONO-4538-44/CA209649 XM (ITT $8E)
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(PD-L1 FEIRRIRB DFEHHE)
@W#H%mmam(mm4ﬁwwmuwm9%%)bﬁﬁkh&ht@%@?—&

WwHE-S& | PD-L1 ORBURBNARYT 217 - fd it EREHDLRMIFEET) RURE
MEDRBIZLTO L 3BY Thote, |
- A+ {bEEEOFEIMEL, amms*ﬁ(am<y&olsmm<ﬂ(Dm%%lf
IE, BRI L IBERETHh o (K2, K4,
728, PD-L1 OFRBIRRIC L T, $ﬂ®féﬁ7ﬂ774wmnﬁf%oto

. 3 2PD-L1 @%ﬁﬁtﬁﬁﬂ@ﬁ@ﬁﬁ (ONO-4538-44/CA209649 FRB)

. e i e
PD-L1 , . C AP RED ZEE(ER
eI R gk [%ﬁﬁﬁgm] [95%{RIX ] O p il
A+ 140 8.67
o {bEESRIENE (6.93, 9.691 0.93
CpS<l p—— 1 8.11 [0.69~1.26]
k) 3 [6.87, 9.82)
2Eﬁ@4— 168 7.16
PR 1=Cps<s TLTIREEE [6.83, 8.38] 0.93 00257
(LR 7 8.15 mn~um
“7‘ i [7.03,9.07]
FH+ an 7.69
{2 R T - [7.03,9.17] 0.69
Crszs - 6.05 [0.59~0.80]
+ 482 [5.55, 6.90] :
FAH+ 140 13.08
C {eEeEERE [9.82, 16.66] 0.92
(Cps<l RS 125 12.48 [0.70~1.23]
- , [10.12, 13.83]
. A+ 168 12.29
os?  1scps<s (CTOREH [9.63, 1426 0.97 0.0345
. ‘ . g&a&a% 17 11.99 [0.76~1,24]
[10.87, 13.90]
:F;m*— 47 ‘ 14.39
CPSE s ﬁ;ﬁ?ﬁﬂi [13.11, 16.23] 0.70
= T - oo . [0.60~0.81]
k% [10.02, 12.09]

1 EERRATER DT — 4 |

Q:?ﬁ%ﬁﬁ®7~

*3 ; FEMAN Cox I:I:.@J/\'b’"— I~-‘=E-7-,rlz



1,01% L
. 09 kir_\‘ CPsS<1
K] ey J
08 £ 081 - PFS
n. = *
Y 5o .
; 0.6 'E 06 Y
g 05 5 05 '.l
k] E" R 2
o4 Los Y A+ LR R
4 o3 Z g2 "'\‘q
- 02 s, g 02 _ *'-‘L'._"/
=n_h
03 {B%ﬂ*ﬁﬁ - =& ‘”S"—'.I%ﬁﬁﬁ
001 T v ¥ v T Y T g T T T T Y .01, T T T L T T T T
0 3 6 5 12 15 18 21 24 27 30 33 36 39 0 3 6 9 12 15 18 21 24 27 } 30 33 36
At risk ¥ mAERFT TN LM (R) MERTIF TS ONM (A)

AME/ICHE 140 129 112 89 72 51 40 29 200 9 6 3 1 0
ICEE 125110 52 77 61 41 27 15 13 & 4 3 2 4@

M0 110 72 .49 29 22 11 5 4-2 1°0 0
125 82 53 32 20 11 6 6 5 4 2 1 0 '

10,

10 ]
2 .08 S o.p i‘m,.,_._r’ PFS
g . 3 07 \‘ .
Y & E 0s \-:' :
_"3 vs k"\ % 0s q"'-_
% 04 .\l"b,\h A+ bR T o4 \‘ A+ e
g 03 i 1_‘_}_.:_&*? / % o3 \L.\‘ /
0.2 TG % 02 T, ‘
P L & P
o E[=2 37 2 T M fesmRiamE L LW
0'0'1 T T T T T T T T T T T T T ua T T T T r - r T T T ——T -
0 3 6 9 12 15 18 21 24 27 30 33 36 39 0 3 6 9 12 15 18 21 24 27 30 "33 36
At risk 3 %t s o () MEfE SN b ORI (B)

AIE/CTE 168 157 125 99 83 56 34 22 15 7 6 2 0 O

, 168 138 93 53 3% 24 11 7 4 3 2 0 0

ICHE 173154 133 112 81 56 33 21 11 6 2 1 0 0O 173 127 91 58 27 12 6 3 1 1 6 0 0
" : 107 =
0 CPS=5 09 CP825
k]
2 0S g4 PFS
C By g o7
n s 06
B0 g
g 6.5 £ [: %)
2 o4 s : ' T ops
z M, : 2
|0l Mo . ¥o2
[ Ve ', 5
0.2 'M"'“-.u:y T = g 0.9
" Il T ) )
o ﬂftﬁ&%ﬁ R ] ‘"ﬁ#ﬁﬁ—:ﬁ = "“'""'7'-....;,...-:1-._.
0.0 . ap
T T T T T T T T ¥ L T T T - T T T T T T T T T T T
0 3 6 9 12 15 18 21 24 27 30 33 36 39 0 3 6 9 12 15 1B 2§ 24 27 30 33 36

At risk FEDHTTT LS OMMY (A)
ABE/ICHE 473 438 377.313 261 198 149 96 65 33 22 9 1 O
ICHE 462 421 350 271 211 138 98 56 34 19 & 2 0 O

fERWA T EOMM (A)
473 384 258 181 132 89 60 39 23 10 8 1 O
482 325 200 1059 72 41 25 18 12 7 4 0 0

[l 4 PD-L1 OFFRIEID 08 KT PFS @ Kaplan-Meier Hifit (ONO-4538-
' 44/CA209649 3B)

(0s (%) : LR CPs<1, FREISCPS<5, T CPS=5)
(PFS (£7%) : LR CPS<1, HRE 1=CPS<5, TIX CPS=5)
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GEELMSE I/ (ONO-4538-37 FE)
LEEFRIEIE D 72V HER2 &4 OISR A8 21617 - R0 BRI Rl BHREH
B (EEOPOREERBERLY LT 5 cm BIPITALET 2 08 BE 7244 (AAR
ANBE 395 Eate, AHI+{E Semed 2 B 360 . 7T R LSRRI 362 ) &
wHElz, 5B HEEREE B E LT, AHHERRE O A SR R 2 2 R
Uiz, EEFIEE O—> T D PFS (FR{E [95%EIHEM)) i, A LR
© 1045 [8.44~1475] #A. TT R HLERERT 834 [697~9.40] WA THY .,
AH) LRI 7 T R HEERRE I LI e S R ER 2R L (N —F
I 0.68 [98.51%/E#ER M : 0.51~0.90]. p=0.0007 [fBR log-rank FE]).
¥, bH—oOTEFBER THS 05 (PRI [9s%EEEMD 1. FA+HLFE
PRI T 17.45 [15.67~20. 83] M A, 7 ERHCERERT 1715 [1518~19.65] ¥
AT# Y, AHHEERERT TR PR S LRSI A B R IER AR S
o fe (AN R 0.90 [95%EHEIKA : 0.75~1.08], p=0257 [fER log-rank FR7E]).
| 1 : HER2 ¥R ANE O B xR & L,
w2 ;A (1181 360mg % 3 AR TATRRNE X7 IR, uvmwms& (FRMRIR 2 [ AT A3
R EGALE [A%4) 775 | B 130 mg? (RREHD % 3 3 MRINECARIE L.
7717—»_ HERATG LN FT T AH U ARRESH] 40 mpim? (IRSRTHK) XA 23 & E 1000
mp/m? (R %1 B 2@, 2 BIEpHE%T 1 BRI .

1.0 @
08 —akF, A TSFURY
08 S-1RiEHRL S LB AN
: @S5t FHHPUTSFURY
.o SH1IRIEHRL S LAY
E ! Ay
& 05 - N Ay
T . W
® 4] N%
0.3 : : %%
o i :
02 4 . . i L.~ o
6.1 4 . » . i |
0.0 - —— — . . e ‘ _
. 0 3 .8 _ ] 12 15 18
at risk$ !Et!ﬁﬁﬁ!mﬂ(ﬁ) ’
bas Y414 362 274 168 " a4 C 46 T 43 ‘o

T T At 362 259 160 8o 30 5 o

[ 5 PFS @ Kaplan-Meier Ei## (ONO-4538-37 BB)
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09
i B R AR TS RY
08 S-IRIEHRLAE L BRI
07 - -G 7SER A PUTSELRY
* S IRIEHALIEL YA
g‘.: a6
205,
04 -
03
02
0.1 4
00 : . : : : ; . :
0 3 8 9 12 15 18 .21 24 27 20 33 36" |
EFMBA)
at risk 3k
ImoasuadleBUoge2 346 318 269 232 193 169 150 102 58 23 2 0
IoLM ASUNIIFSRY 360 342 301 259 299 192 167 141 97 48 16 & 0

SIRRAALIE RN

(X 6 OS > Kaplan-Meier fh## (ONO-4538-37 3i8%)
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[Ze4t]
OEPIEIAERR (ONO-4538-12 3RER)
A LRI AFIEE 300/330 ) (90.9%) . 7T EREE 135/161 B (83.9%) (R b,
RBRIE L R RBEFZRSTBE TERVEEERIARM 141330 # (42.7%) . T7EHR
B 43/161 ] (26.7%) ICRD BT, WINMAOH TRRAEN s%IL EOREMITITR
D LY Thot,
;3 WPhHORECRHREEN 5%LL EORWER (ONO-4538-12 BIK)

% (%)
oy p:
- WERASE | FHITE ‘ TS TR
BATE 330 4 16151
(MedDRA/I ver.19.0) . -
‘ . 4> Grade Grade3-4  Grade5 4 Grade Grade3-4  Grade5
ZHER , 141 (42.7) 34 (103) 4 (120 43 (267  7-(43) 2 (1.2)
T 23 (7100 - 206 0 . 309 0 o
L SHREREIURENEORE T T
Y 18y 206 0 966 202 L
MWBROETRMREE T o
5 30 (01 0 .0 9 (5.6). 0 0
FiE 19 (58 0 0 5 (3.1) 0 0

r i3 KB 38T R MR R 7 61 (2.1%) ERCA MBI/ X A3 F—9 1 (2.7%)
KIBgs - MEG TR 451 (129%) . 1 EHERIE 3 011 (0.9%) . FFRAEREE 18 81 (5.5%)
fFde 1 41 (0.3%) | @ﬁiﬁﬁ%ﬁ’éi‘ﬁ% 13 (3.9%) . #HEEEE 104 (3.0%) . TrHRERE
1 (03%) . FRAMERE 16 (03%) . BIRMSERE 1 4 (0.3%) & infusion

" reaction 1 i (0.3%) ML, ¥, WEFENLE, Ok, Sk, REMI/NER
WA MEREERT, RIS, EEEO MRS, MK - fiRR, BRRUS ¥ EZITRD
bnieinot, AEWEARERNIIEENS (MRREEAE 28T EDHEFHR
R,

@ERSIEFS IHRREB (ONO-4538-44/CA209649 FUER)
FE R A+ LIRS 776/782 B (99.2%) . {LAEERMEEE 752/767 i (98.0%)
K b L. AFIRITALERE & ORRBEATRE T E 2V EEERITAA +LRRE
B 738/782 B (94.4%) . {LERSREERE 6791767 H (88.5%) IR b, wﬁ‘:hybacoﬁ
| CRBEN UL EOBERITTROLEBY Tholk,
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¥4 VWTPRIAOBTRAEN S%I EORER (0N0—4538-44ICA209649 B

FEEAKSER
EFE
(MedDRA/J ver. 23.0)

v

Bl (%)

AH+ (R

78248

{CRIERE
7674

4£Grade Grade 3-4 Grade5

£Grade Grade3-4 Grade 5

=BIVER

738 (94.4) 462 (59.1) 4( 0.5) 679 (88.5) 341 (44.5)

0

171 R
Bl
TH
PR
Lk
=l oF -3
' **&?Fﬁ’ﬁ

**ﬁﬁ—-:_p—u/\_?_ I R

SRR = 2 — 1 /85—
S

BRERE

W
BERBRE

#F paOR
MR

FARTHELVMT I FFVRT =T

— B
1 BRI

To52WwT ) M FUART 2T —ER

pill
J s3—FHEM
7 35— EHN

m*7WﬁJTz77ﬁ—fﬁm

M Y A HI
Cyfe

MR XY T
1

" 45 PRk E
MR IE
B i SR AE

— A - Sy J:U“&J?“Mfzw&fﬁ

7%

s

E N

SO IE

BB
RN O THERIE

FY - ZERFARTEERTE

555
3 |

R & OS2 RRE
B

234 0( 26

253(324) 35( 4.5)
195(24.9) 17( 2.2)
73( 9.3) 2( 0.3

STCTH 109

21(383) 31 40

137(17.5) 16 ( 2.0)
59( 7.5 2( 03)

2054 0
A s 20 03)

158(202) 83 (10.6)

156 (19.9) 20( 2.6)
122(15.6) 12( 1.5)

112(143) 23 ( 2.9)
B9 (114) 6( 0.8)

89(11.4) 45( 5.8)
71 9.0y 21( 27
52( 66) 5( 0.6)

48{ 6.1) 4( 0.5)
45( 5.8) 2( 03) .

203 (26.0) 47( 6.0)
191 (244) 118 (15.1)

157(20.1) 19( 24)
C63( 8&1) 5( 06y

202 (25.8) 30( 38) -

T3( 93) 7( 09)
64( 82) 4( 0.5)
62( 79) 6( 0.8)
42( 54 2( 0.3)

94(12.0) 11( 14

74( 95y 7( 09)
54( 69) 1( Q.l)

157 (20.1) 14( 1.8)
12

(== I~ =] o o o Cc O [=3 B--E-A - - -

o o oc o o

[=-]

Cea (19 28

206 (26.9) 24( 3.1)
166 (21.6) 24 ( 3.1)
61( 80) O

Acen rcen

190(24.8) 22( 2.9)
119(15.5) 14( 18)
61( 8.0) 1( 0.I)
38( 50) -0

17¢ 22) 1( 0.1

118 (15.4) 67 ( 8.7)
115(15.0) 19( 2.5)
69( 9.0 5¢( 0.7)

7;7(10.0) 13¢ L7)
50( 65y 5( 00

34( 44) 16( 2.1)
22( 29) 2( 03)
34( 44) 2( 03)
32( 42) 2( 03)
33( 43) 1( 0.1

171(223) 21( 27)

181(23.6) 93 (12.1)
145(18.9) 13¢( 17)
55( 7.2) 11( 14)

173 (22.6) 17( 2.2)
81(10.6) 10( 13)
22( 29) 1( o)
45( 59) 5( 0.9
36( 47) 0

81 (10.6) 6( 0.8)
12( 16 0
8( 10) 0

139 (- 18.1) 13( L7)

(=3

oo o o To o o oo

oo o o o

o o



% (%)

ﬁgiﬂgﬁﬁ | ‘ A RN T
g ‘ 78245 B 767{)

(McdDRAJ ver, 23.0)
‘ %Grade Grade 3.4 Grade5 £Grade Grade3-4 Grade 5

PSRk o TR e
FRDR IS HEAR T S : . 70( 9.0) 0 0 2003 0 0
e, PEBICRRASEE e
AT S B L 66( 84) 11( 14 0 30( 39 S5( 07) 0
RMEFREE
SEEGE . 48¢ 6.1) 4( 0.5) 0 10¢ 1.3) 2( 03) 0

T2 B AR+ LEARRERHC I THRIERE 466 51(59.6%) | IFHHERTE 203 1 (26.0%) |
infusion reaction 111 % (14.2%) . FOKIRMEREREE 96 4] (12.3%) | TREUTRAFIE 68
(8.7%) . KEBZ - B - BEDTH 521 (6.6%) . PIEVENEB 42 51 (5.4%) .
HEEORENEE 28 ] (3.6%) . BHAERE 26 6] (33%) | LEEEE 15 4 (1L9%) |
EIRMARZERIE 13 60 (1.7%) . TR 761 (0.9%) . TIEMMRAERE 6 41 (0.8%) . Bl
WEHAEREE 4 4 (0.5%) . Mg 3 ) (0.4%) . LFEZE 2 61 (0.3%) . 1 ZUHEERYE 1 6
0.1%) . FEIRLE1H (0.1%) | FERE1H (0.1%) RCERL 14 0.1%) BRHBE -
Mo, Eio, BEMMALE, MK - B, Bk, LIRS %, ER2 LIRS, &
SERTZE, BFARL, AR3FEREE, MBRETAAE (R R OB N IEEYD bhvabh oo, ARIE
RBERKRZBERR (RRREEREZE0) 230RIERERT.

GERSHE RIS I/IAESER (ONO-4538-37 HIR)

HEYERITAB+ LR ER 358/359 6] (99.7%) | 75 &R+ {LEEERE 357/358
(99.7%) IZRR®HBI, K, 77 BRI ERE L ORRBEAEETELVWEE
B IIAFH] LR RS 351/359 41 (97.8%) . 7 5 £ R HLSEIRIERE 349/358 (71 (97.5%)

IR bz, WTAOR TREER SBULOBERETROLBY ThHoT,
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5 WPhHORTRARN UL EORER (ONO-4538-37 BRI

PSR

14

. . F¥ (%)

BRI FH AR SRR TR
E(ﬁgfmmn 22.1) 351 61 349 )

© veras. % Grade  Grade3-4  Grade5 % Grade  Grade3.4  Grade s

SRR 351(97.8) 205(57.1) 3( 0.8) 349(97.5) 174(48.6) 2( 0.6)
i#ﬁ&lﬁ'ﬁﬁ-—;-—u/\? 201(560) 14( 3.9) 0 189(52.8) 8( 22 0
Ly i 57(¢159) - 0 0 52{14.5) 0 - 0
FHME = o — s — 51(142) 3( 0.8) 0 47(13.1) 10( 2.8) 0
bdrin R 24( 67 6( L7 0 12¢ 34)  2({ 06) 0

L S

. BL 181(504) 10( 2.8) 0 . 180(503) 12( 3.4) 0
T 125(348) 16( 4.5 0 110(30.7) 14( 3.9 0
(17 72(20.1)  5( 14 0 66 (184 3( 0.8 0
Oom% : 64(17.8)  6( LT 0 46(12.8) 4( 11 0
1% : 44(123y  1( 03) 0 26( 73) 0 0
I _ 19( 5.3) 0 0 17 47 1( 03) 0
SRS 157(43.7)  71(19.8) 0 . 134(374) 57(159) 0
/MR B 144 (40.1)  34( 9.5) 0 157 (43.9) 33( 9.2) 0
5 I B 41> 77(21.4) 10( 2.8) 0 60(16.8) 9( 25 0
TANFELAMT7TI /b 5401500 4( LD -0 44(123) 2( 0.6) 0

5 AT = F—FHIm .
FIS=wT I/ bTra 41{114) 2 0.6) 0 36(10.1)  6( 17 0
7 T —EHm '

A Y A 34( 95y 6( 17 0 22( 61) 2( 0.6) |
{EE R 22( 6.1) 0 0 19( 53) 0 0
I AFIARTF R 2I( 58 6( L7 0 9( 25 5( 14 0

7 = :

R LU EwE L P
frikiaB 187(52.1) 29( 8. 0 196 (54.7) 23( 6.4) 0
— - SRS LU SRR o o
ey 72(20.1)  5( 14) 0 72(20.1)  2( 0.6) 0
fEm . 59(16.4) 0 0 62(17.3) 1( 03) 0
L 32( 89) 2( 0.6) 0 14( 3.9 { 03) 0
) 5E 27( 75 4( L1 0 26( 73) S5( 14 0

4 FoRaT ATt 1 B . o S
S BESBFOERS 53(148)  5( 14) ) 48(134)  4( LD 0

. FE(ERE
Fi5 45(12.5) 2{ 0.6) 0 14( 39 0 0
* 9 ERE 42 (1.7 0 0 14( 39 0 0
id; Reknaieya] 200 56 . 0 0 21( 5.9). 0 0
HFED 14¢ 39 3( 08 0 5( 14 0 0
ByEr R 13 (" 3.6) 0 0 7( .20 0 0

M LY AR :

E= il 68(18.9) 27( 7.5 0 66(18.4) 19( 5.3) 0
/AR R0 i 23( 64 8( 22) 0 16( 45 4( 1.1 0
AT ERIBAE 19¢ 53) 8( 22) 0 200 56 9( 25 0

FRIG AR, Ma¥hds UM _

L&olh 20( 56y 1( 03) 0 10( 28) 0 0

o B R . i
[t ‘ 23( 6.4) 0 0 16( 4.5) 0 0



1% (%)

GLLUNGES | R T T e R IR
AR ‘ ‘ 351 1 349 5
{MedDRA/ ver.22.1) . -
4 Grade  Grade 3-4 Grade 5 4 Grade  Grade 3-4 Grade 5
R BRI T A 24(C 67 1C03) 0 7( 20 o e
A, EEBLOMGEASHE o
ﬁN_H-v!if‘“_ - 12(89) s( 14 0 16( 45 2( 06 0
ﬁﬁﬁé*ﬁﬂﬂ o 13(3e 0o 0 15C4y 0 0
MR - R S
FrHgERY 0 1o( 28 1(03) 0 (39 10y 0
B HRE 14(¢ 39). 3( 08 0 9( 2.5 1{ 03) 0

7245 AH AL EEREERE T I8V TR 282 1 (78.6%) | ATHLAEREE 83 17 (23.1%) |
infusion reaction 48 # (13.4%) . HARIGHEHERLIE 30 i (8.4%) . HEEUHRMARIE 24 71
(6.7%)  KiB%e - AW - BEDTH24 51 (6.7%) | FIELEIERE 1581 (4.2%)
BEOREIES 146 (3.9%). . BHhErE o f (2.5%) . MISHERERSE 6 1 (1.7%) .
SR MASTERRAE 3 B (0.8%) . 1 BUBERF 341 (0.8%) . FF#& 240 (0.6%) . M7z
RS 2 ) (0.6%) | FERZ2 61 (0.6%) | LW 2 4 (0.6%) RU TS
1 (0.3%) 2RER® b, Eie, EEMIAE, DIk, Bk, Bk - g, WA
Frds, BLHERRE 45, MBRERMERDE, ik, ARFskgs, IEHHMN, Bl BREVSE
Y3 EEERD ok, KEIH’E%%EEWRHEQ@H%& (ﬁﬁﬁﬁ#ﬁﬁﬁaﬁm% i)

EADEHERETT. '
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(A - FE] ' ,
FROBEFRYBEET A EZRA LY T2 b= a it kv, %13 mgkg (&
) X240 mg % 2 BARMRECRE LBOAHI O METFRESRI S, TORK
R, A 240 mg FHRE LIEROBERIT, FH 3 mgkg ZHE LI RORIEE L
LTHIEZRT L PRS00, BAABELRBOTRRESERENTVEA
- R (10mgkg % 2 BRBRCHRS) CAHZRE Ui lRoRE S L ik U CEiE
ERT EFREN (FR), MA T, EROBIBTET 57— InES& 44 3 mkg
(FE) %240 mg % 2 AR CRE LBOAR OBR R L FHEXITRLM b
DEEF R T SBERGEFAVSBES L, YHBEC OV TRIMTDRERER,
. LEORE - AROB THDERUEZLEICARRER IRV ETFRIS i,
‘ ¥ 6 EHORBWNE NG A—H

Fﬁﬂf - ﬁ Conax Crmind14 ‘Cnvgd[d ‘ Cmnx,ls ’ B Cmin,:s Cnvg.ss
(pg/ral) (ugml) (pg/mL) | (ug/mL) (ug/mL) {pg/ml)
3 sagllg QW 51.6 16.6 243 113 621 776
e (35.2,708) | (10.7,24.5) | (17.1,33.9) | (75.0,171) | (27.1,107) | (42.1,127)
727 235 34.1 159 87.8 109
20mg QW | (51 1 103y | (15.2,346) | (25.1,47.8) | (102,254) | (415,158) | (62.1,187)
191 613 50.8 398 217 278
10mghg W | (149°219) | (51.2,792) | (19.0,114) | (331,532) | (184,313) | (237, 386)

PR (5%, 95%mR), Q2W : ZBMIMHIE, Coox : MIEHXEHORF MM IR, Coumare : DA G514
BRSBTS IBPRE, Copas : PIERSH 148 B E TORMF T, Couss : EFRIEICS
}j—ai&ﬁﬂﬂ.?ﬁq:%ﬁ\ Cmin.ss H Eﬁ%ﬁl:i‘ﬂﬁ%ﬁﬁﬁﬂ.?ﬁ*mﬁ. Cnvg,s: H ﬁ:’ﬁ%fﬁl:ﬁﬁ'%-ﬁiﬁm?ﬁq’
i ' :

Fie, ARIOBEREYEEEFALFB LY I = L—va itk Y AH 480 mg
% 4 RN TR 5 SUIBEAR O BiE - BES TRE U<BEOAR O ik 5 i & A3k
Sk, ZORE, AH 480 mg ¥ 4 MR CRE LBOEHREST 570
WEPE (LT, Cawssl &V, ) 1. A5l 240mg % 2 BARBR TR S LIZBRD Covgss
ERUTBEFHENL (FHR) . o, A% 480 mg # 4 BRMBCRE LEBOE
BREBICBT2EBMEPRE CIT. Cuxsl £WV5. ) M. AFK| 240 mg % 2 B
R CERE LIZBROD Cunss LB L THELZTT E TFRISA b0, BAABEILL
WTRHARPHB SN TV DR - AR (10mgkg 2 2 BRBRTRS) TAHZERE
LFBED Cousss & B L TR R RS L TR Eh (FH) . M2 T, EROBEIR
BT -FICESE, AH 3mykg (RE) E/oiX 240mg & 2 WM, &L < EAH
480 mg % 4 BREMR CRE LZEOFB ORER L F4hit i 2M & OBE e
THRBRIGETTABPEE S, YEBEICSOVTREDM T ER, LRORE -
REOHTHEDMR CZ2MICARRZRI 2V ETFREN T,
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®7 EXOKOMER T A —F

. B ff . }-ﬁ 1 : .Cm Croinuzs Cn\'gdzs- Criux,es Crriin,se Cnvg.u
' (ug/mL) {pg/mL} (ng/mL) {pg/mL) (ng/mL) {(tg/mL)
3 oW 516 272 31.0 113 62.1 776
mg/kg (35.2,70.8) | (16.5,403) | (21.2,439). | (75.0,171) (27.1,107) (42.1,127)
240 mg QAW 72.7 ~ 383 3.7 159 87.8 109
mg (51,1,103) | (23.3,59.0) | (30.8,60.9) | (102,254) | (41.5,158) | (62.1,187)
145 29.7 53.0 216 713 109
480mg Q4W | (100 oo | (15.5,47.4) | (37.0,74.8) | (145,336) | (27.5,137) | (62.1,187)
193 T 996 116 396 214 275
10 mghke Q2W | ( 146, 222) (86.5, 132} (101, 148) (329,525) | (184,303) | (236,377)

FRIRAE (5%, 95%4) . Q2W : 2 SFARANG, QAW : 4 SERIRANE, Cous : FIEHE 5.9 00 MW ML I I, Crrtnazs -
wﬂﬁﬁﬁzsﬁamﬁﬁéﬂ@mm¢mﬁ\Cmm:mﬁkﬁﬁzsﬁﬁivmﬁwmw¢%ﬁ\Cmmz
RARIBIT I T 2 S IS PIRE, Crioss : EADRIBIZ 34T B RAEINE PRI, Congos - ERRIET BT B
EOTE LY ' |
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4, mﬁkob\f :

EXRS ) A2 SBFHE (RMP) KESE, Ziﬁ'J@IE%E’uféﬁﬁ’:*ﬂﬁﬁb’\@%ﬁWﬂ
BHHMER Th-> T, AFNOREDHD2BELZY - BEL, FRORECIVER
RBMEMA R RI L BeET 5 2 J:?fPME?ETJb %?@@’”@@@““’C%ffﬁﬁﬁ"ﬁﬁ
®RizH V\Tﬁfﬁ?‘éﬁ"é‘f%é

@ HEBRIToONT

@1 ?ﬁ@(n%v6>wwfnm*a§fam£r@5 L.

(1) EAESMRERIEET 55 ABFESI MRS GRERTRA A BRESHL A,
HUAR A RS REHE AURE,  HUEAS A BRI &) :

Q) FEREREE o |

() HEMRRMEREET 5 BNADRESFRE (A BRENEERIE. BABREY
AR, S ADRREEERR R )

@) ASRACFIEELRE L. SRR 1 ISR 2 iR i
I BB ET - TV AR '

(5) FEMIBEAAS EEMNE ORREIH S BHET o TV B HER

O-2 BEOLERIERVEERBBRROR G270 Mm% L BB 2 FOEM (TRO
WTRANZ Y D EAT) A5, m,ﬁﬂm:ﬁu BT AR OBEE L LTERESH
TWazZ &,

*

o EMMGHFIRIEBY% 2 FOVETHERET LRI 5 EULEORABROBREKTHER
 fFeTWAIZE, 5h, 24N T, BARYDRERX L Lf:ﬁﬁkﬂi%"#mﬁ{%%
ToTWBZE, _

s CERREFFRGE 2 ﬂfﬁwﬁﬁﬁ‘ﬂlf%{l&T LI, LS OR A RIS 2 S
L EOWLBABEDERET->TNB I L,

o [ERRIFRBE 2 FONPBTERZET LRIC 4 S LOBEREREZALTVD
&, 5b, 3LELEI, ﬂ%ﬂz;‘%&ﬁ60ﬁab%%ﬁ?ﬁ%ﬁb{#b&aﬁ%@%‘aﬁiﬁ{%&
TFoTWnBI L, ‘

@ BRAIDERLNBEROERIZONT

ERGERERHEFT 2 BEENRES L, NRECEILOFRED, A - %
SHERFHEROTHR VEMSICNT 5 ERBHE. FEESVRE LB AORSE
%5, ERELHTONBEHIE-TVB I L,
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@ BHER~ORIHIZONT
@-1 MR 5B

PR M A R S D I A2 RIME R A3 3 4 L 7= JRIC, muﬁﬁ SRREHIO T, WM
BRIV T, %ﬁbt%ﬁ%kmbfkhﬁﬂ&UCT%@@Wﬁ@ﬁ%hz-
'FtﬁﬁwF%W%B¢kﬁBh\ﬁ%kﬁfT@&Wﬁm%oTwé &,

@-2 EFEWE I & 5 A ERESERIC B 5 Bl

A A BRI A MM MR OS2 A T 5 EREFESEERE=4 V7
EEDEEROAY Y —=v FETVERE LEREERTE % F— bEFRE G D
mEhTWaZ &, 2B, %ﬁwﬁkomr RABE L+ ORBICHSCBHM SR T
WwaszZ &,

- @-3 EUf’FFE@%%‘(’ﬁFSkM LT

BIVER (MEMEAR BTN L, BEEIEAE, DR, k. BB RARIE ., KBS
NB%. BEEOTR., | BWERE. BIERFE, Fre, IFgREE. AL, TR
fo. FURIEEIEE, TRAEHERE, MRS, BEE, BIBEE. Bk, BEOX
oL L =R ¥ AR MASZEFRSE, infusion reaction, 72 MK MEREAEGR. B,
Hﬁﬁ BEOEERR. VRSN, DEEE (R - 5RIK - DEESMES)
CFRIERRES, JESSHOL, METLE) 18 LT, BHERUILEBERMBORIMEL T TS
Earﬁa@%u, (BHER DR I%H’ﬁﬁn?hl?@b“(*a%&iﬁiﬁ%mﬁBﬂé?&#h&béh

| EHITERAENTE BEHREoTWE T k '
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5. B2 BE
[HhiEiciiT 5 BIE]
® Tﬂoﬁﬁkkmfxﬂoﬁ%&mﬁﬁénrmé
. 2out®m%ﬁﬁﬁwﬁéﬁﬁﬂﬁ$%&ﬁﬁ BRBERE (FREME

£)

¢ LSRR D2V HER2 IAE OISR /28T - BRBBAE (KRS
L OERRSE)
(1) ARFVISFVRECARVEEY, (i) APV TTFY, KYF—bmAvy

LRECGTLAR TN, I (i) 73'#")‘)7’7?/&0‘7‘717-—» RAG LN FF
SaH) ?AEEA%‘J .

©® EREFAZDERRE (ONO-4538-44/CA20064938) B O EIEIRE I /AR
(ONO-4538-37RR) 1B WV\TC, WRHE (LFEREITT 7 R -HLBHRE) Lk
BLT, AR HEEREOEIERTShTWS, 2L, FE0LREICLVH
 BFHEROEARNEL RBEAMBRD bR (pl1~15888) | £/, PD-LIRZRI
(CPS) KL VAHDLREPERRAZEARTRENTNS (p7~88R) , K

- RELT, ThbZkE 2, PD-LIRIRSE M5%RM (CPSSRG) Thd I & SRR

SNEAETBO T, ERFREERICE 3ROV THERT S,
* o RRIOBEEIRE LT, MRFEA : PD-LIIHC 28-8 pharmDX [#'2) FKBER TS,

@ TRICHYT 5 BB 5 AROBRERUEAFEC VT, $ﬂ®ﬁwﬁ
PR INTRELT., FAOTRERGLRLRY,
. —&%ﬁ&Uﬁkﬁﬁ%ﬁwa&w%%kﬁT6$ﬁ®¥ME§
«  HER2 D BEITHT BIL3RE & O ARS
OTHADHFRHENTR T TWRW L OFEMERER & O RERS
o iNREBEEE L LT oikE

- [Z2EiBT 55H]

@ TRREEZETIAFCSDVLTRAAOREREZ L éa‘%'tb\é &b, BEEZAT
pRNz Yk, |
©  FAROHSITT LRBREOCBREROH HBE

@ HEEREIOFIIZB W T TFRICKE T 2BFIT OV TR, FAloR SR 2y
A, OB RIRER 2 WESICRY , HEARZERTI L 2EETE S,
o BEMBRBOSHZHEOHDBRE -
o JOREGRE THRIER B0 2 BE R CTEEMED MRt oM g
FORCIIERZESE SO h D B _
. ﬁaﬁfﬁ%wAﬁ-Kmﬁﬁm&%b<Mﬁ%&wéaﬂﬁﬁ%®%&ﬁw
HHEE
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o JEERBHIE (EhRaRBHEEZED) OHD ﬁi%"
. EROBRUIHEEERETAAE
*  ECOG Performance Status 34D DR !

%) ECOG @ Performance Status (PS)
Score | B '

0 | e<iEn{EpTE S, %rmaﬂbﬁﬁéﬁmﬁmt<ﬁxé

ARSI B L W iEENEIER S h B 22, ﬁﬁ?ﬁ? ﬁﬁ%*@of@ﬁ%ﬂﬁ5:kﬁ?%6
| MEVREE, RS

-—

AR CE S OEDE D DT & TSRS v, R 0%l By AT 7.

TRonEAOEDOEY DI L LHTERV., RO S EE~Ay FORTF Tl *’-a‘,

Blw]e

2{BFRV., BHDEZDEY DT éﬂ%(f%&womiKA/Fmﬁ%T@”¢
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6. BEIELTHEETEWH

@ ﬁﬁi%%kﬂm.&ﬁﬁ%%%#%#?é%ﬂ%k%ﬁéﬁﬁ@%ﬁ&UﬁEﬁ
RO HERERPTACERLThLERTS I,

@ TARBBMRICEN L, BEXIITORECH %ﬁ&tﬁf“ﬁﬁ’&%-}-mﬁ% L, AExE
ThbRETRHZL,

® A LLEREL DREREOTE 2T 5546, PDLI BRRLERT 52 &
PEE LW, PD-L1 HBEERHR TERWBEARIE, AE LLFERE L OHFHD
WA I L2 ETRET B, o |

@ EREMERO-AI AL MEo0T

MEMIERRD b2 Z LRHEDT, FRDREIT S T, BKRE

R (CRIREREE, W, RIS ORRR UM X BRECEES, BEL+
CEfTY k. Eh, BETE L THE CT, an?%7~73~%0)1ﬁ§%%ﬁﬁ‘§'5
’ S k

FFN 0T EGIIEED infusion reaction L{I‘”z'(',\wf’f'% B4y et D T & Bt
e T o7 TR 5 2 &, £/, 2 [B] B LU O AHE 58T infusion reaction

RoHbbh3ZLbbi0T, AFHEESDROARBELETRIZ AL INF4

VERET A%, BEOWERE+SICEETAZ &, 728, infusionreaction &
BB LIEHE i £7T ®1§I{§:“&Uﬁ ﬂtﬁﬁ‘*ébulﬁlﬁfi‘é FTREFLP+SRE
TBIE,
mﬁﬁ&%ﬁ%\Tﬂ%ﬁ%ﬁ%&U@@ﬁ%m%Ebﬂéh&m&éwﬁ\
K| O 5 BRI R UHR 5- IR X B RIA I A HEIR ZE (TSH, B2 T3,
EHE T4, ACTH, L oV —VEORIE) 2E BT L,
ARIOBEIZL Y | BECREBRISITEET S LE L b s KBRS
BHOPh3ZBHs, RESRDONLEHEGITIE, BERLULEFRITSELE
EF 72 0 & IRER B RO IR AT &8s U O e BRI BT 21TV SBE DR
R X2 BIERRRON 2B, AROKREIIPLE, RUBBERES
NELRIORESEZEETD L, 2B, BBRERL T ORECEVEIE
AOBERRD bW EEITIE, M%&Efw%/uﬂoﬁﬁmﬂﬁ@@m
bHEET D,

BRE#TE, ZER OB ARR LT, Bﬁ'”’ﬁﬁi BRETHIZLEHLED
FHRORERTRICHBEVERAORBRIZHRICEET S,
@%ﬁﬁ(%ﬁlﬁ%ﬁr&ﬁn)w&%bh\%Rf&7F79P—92

KEBILABBOT, OB, B, EHEOERORICOEED LR+

SERTDH I L, 1BERRAEDLDNEH/ICIREEFIEL, AR Y H|
FOREEOHY2NEZTI>Z L,

BUERTR, FFA2, FHERE,. Tk, BERERBHoDhLIZLFDS
DT, EHCERERELZTV. BEOREZT2THETDI L,
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© AHIOHARRIICE T, BB b0 1 EME 6 BN L, TS, 12
R L O DEI & T o Ve o & R BT, AR S P EMAIC TR
mﬁf%%®%%%ﬁ5:ao :
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BB FHEEN A K54
RS WETRRL)

(R7EL : 7D — WL 20 mg, 7 O — 3 RIEHE 100 mg, F7U—
R 120 mg, A7V F RSB 240 mg) :

~ BB~

SFi242 A (4F134F 11 AHE)
BB




- BR

LB

AFI DR, 1ERAF
5 DR AR |
. ﬁ{gﬁﬁt:ob}’(
BRI DBE

S

BREICBLTERTNEER

P2
P3

- P4

P10

. P12
P13



1. X wic

ERHDOFNME - BLMEORBRDOEDITIE, ﬁﬁk%%L%dwtﬁE&ﬁﬁmib
bhd, Ebiz, FEORSEHiOERICL Y. #wE%%&E®E%W&ﬁﬁ¢%%
FERGVBARINIPTC, IR 0BEEMEZRICLERBEICRETI Z L BRED
R L 2> TR Y BFMEBGEE L WEOEARTE 2016 (FAL 28 4 6 A 2 B BIERE)
RBWTH, EFMERRSEOERORELHERZRIAZ & EIhTH3,
%ﬁﬁ%ﬂf&ﬁmm:%Eﬁﬁ%iéﬁ7n774wﬂﬁroﬁﬁme%%mhﬁ
REZERHS, DD, APRCESMEIZET AN +SERT 3 TOM,
UHERMOBELH RIS I LRFS N BF I L THERTA L L bIT, BIfE

ﬁ%ﬁbtwmmgmﬁm%a5:&ﬁﬁ%&—ﬁw§#%ﬁt¢@ﬁ%%vﬁm
TARAZLHNEETHS,
C LERST, AHA RS54 0Tk, BRBBRELIRE TILBLNL TS ERESRY .
RE2EHRMICESE, uTwﬁﬁmmﬂﬁ&ﬁm%%@TéﬁﬁmBME&%# &z
 FRUBETHRERT,

BB, RHA T4 Uik, BSTREABES BRSSO, AHEBEARR
W GR N x,~h&@&AE$ﬁ%WﬂEx\%E#aﬂ%m&AE$ﬁﬁ7 2}
F1Db &R L, ‘

RF L R BERS : AT O—REERE 20mg, A7 V— R AHE 100mg, F7Y

— A RIERRE 120 mg, AP —RAETEEHE 240 mg (—HRA =
| R=7 (RETHEZ))

HELRAMEIDE : BAAERERITHE U RIGYTRELRET - BRORER
BRI I T BT BB

HELROBERCAR BB, RAKR=RL~<7 (REFHERL) 2 LT, 1E240mg
# 2 BB 1 B 480 mg % 4 @ERE CRERET 2, &
L, RERICBY AHREBEEOBAE, EE%@Mlzw

| AMETETS,
W& MR B ¥ MNFRETERXSH




2. AH| OB, mmwﬁ
. 17/—$ﬁﬁ%&2mmgﬂﬁﬁ@&1mmgrmmﬁﬁlmmg&UHﬁﬁ%
¥ 240mg (— —igd =AY RETERZ). BT, (A% 05, 13, /NIFER
RTERRSHLL AF Ly 7 R BTV A v ¥ —X A7 47, (BMS) )
APA%E L=t b PD-1 (Programmed cell death-1) {Z%9 5k PR IgG4 £/ 7 0 -—‘J‘}lx}j‘ﬁ
HhTH s,

PD-14%, (LY V38R (T, BAKREGTFa It 7T #mps) &Uv“
%+mmh%ﬁ?écmm77~)w(TﬂM@%ﬁm&%%MLEeﬁkﬁMTéﬁ
FBE) WRTAREETH D, PD-1 HHURIRTMIGIZ ST 5 PD-1 Y #> I (PD-L1
BUUPD-L2) &S L. Y BTty /A2 RE LT Y S IROEELIREZ
AR LT3, PD-1 U #y FRARIRFAIELAMNC b D4 2 BRI I
LTRY, ENHEAIMAES IR LIEERRICRE TS PDLL ORH LR OATE
IR & DR IC RO MEEER H B 2 L AHBE ST TS (Cancer 2010; 116: 1757-66).
% 7o, Bt R AIEEE CIIRRRE T MIRBELET B4 V¥ —7 2 a ¥ F /< (IFNv)
iz X - T PD-L1 ORBAHATHEE X, BB LB T S PD-L1 OREHR LWk
AETERR & ORI EQHBEIESH 5 L OB bH B (Sci Trans| Med 2012; 28: 127-37).
X 5z, PD-L1 %M &8 A ML, PURASRAY CD8 Btk T MR oiliagE
FEMEZ BES S B A5, #i PD-L1 Hif&T PD-1 & PD-L1 & OfEAERES S &£ OMR
BEEEREET S 2 ENREATVWA, O &2 b PD-I/PD-1 Y V¥ PRI, 2
AManEE SR T M5 OKRE BT 2BMFO—oL LTELLATY
5, 3 ‘
Al SERBRORE R b PD-1 ORISR (PD-1 U 7 v RS ICRA L.
PD-1 & PD-1 Y Hv FEDREEMETH I LTI Y, BAFURMRNZ T MIEOE
ﬁm&wﬁkmm:ﬁTéM@%@Eﬁ%ﬁﬁfé:ev%ﬁ%#ﬁﬁ%ﬁ%%%#
L BRHRENTNS,

“h bR AR &ﬂﬁ%h%ﬂ‘%’;%ﬁtm‘ﬁﬁh A TR NN Y (PN
AEMBEEHR L LRRRBREEE L, AP, TERROBEMEBHR SN,

FHIOEFISFICESBECHERRIC X SBERSER H b bh., BRXITFELIC
EAFHEMRSH B, AR OREFRUREEICIT, BEORELTHTT, AFIR
» BN, RELEFRICE U EM2 MmN L BREFOEM L EE L TE
R BRI BTV, BEORERIE L 5EIERRREDR S HEITIE, @%&ET»
%/Hmﬁ%%wﬁﬂ&@ﬁ%ﬁ95§#%éo'



3. ERSRALEK ; |
ORAALEFRER ICHE U ARIBTIRA 2T - BROAER, RUQRERIE
o B I AR IR ORI 21T - e E R BRRROREE T T

[ %hit:]

@® l@%*#ﬂ%m*ﬁ?:t& (ONO-4538-24/BMS CA209473305k%)

7okl I RE ﬁ@ﬁﬂ3077?%ﬁﬂ%ﬁ&ﬁﬁm%ﬁkamR

A ORIETIRREZET IIBERORERMBEI8H (RAANBE274FI 2 ST, FH|

RE1936), AHRRBEIOSH]) MU, ¥V RABHEES (Fz& X KXt

R Y FXEN) EHBE LTHA240 mgZ 2B MARTRIEIE L L S OFMER

VRetd i L, TEMEEE Th2247EMHE (PR [o5wEHEZM] ) i1,

AEIBET11.17 [9.99~13.73] 7 A, xIEBFETS8.54 [7.20~9.89] # A TH V., FAPEIIN

%ﬂkﬁbﬁ%+%kﬁﬁ&ﬂﬁ%vbtvﬁb—Hﬂw%%%mﬁE%0&«0%]

p"O 0381 [/@RllogrankiE] ) .
Lta#twmm%uowrmnm@ﬁawm%MTﬁMW&ﬁfNﬁvy#t»momfm
100 mg/m? % TR £ 191 20 & LT, 81, 8, 15, 22, 208 U36H BICHIRMBETHZ L L Eh

7o
0.0 : [ S S IO T R ‘.,i_,, el e . JE T S T
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36
a skl - SR ()
A 193 170 158 139 120 105 8% 77 65 55 38 20 i3 10 & 4 3 0 O
FEEEE 195 182 157 1i6 100 72 66 S5 48 3% 26 16 11 6 2 1 1 1

CE1 SAGEEEO Kaplan-Meier Bi## (ONO-4538-24/BMS CA209473 BAB)



@ EpRFEIERE (ONO-4538-43/CA20957788%) o
HIBT LS AR IR o & VR EREM B2 2R (LLTF. pCRI £V 5,) BREDLH
Fphro o T ORFRBE794 B (AANBE 63 FlE e, AHFIE 532 Fi 77
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AT (PRAE [95%RIRERD) 13, AR T 2241 [16.62~34.00) # B, 7Z7EHR
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LEhi,

*2 : #i ik O AR AATE C, American Joint thmittec onCancer (BATF. TAICCI &\ 3,) W4y
(T ITES yTl BLEXiZ ypNI BLLETH S Z L LERE N,

*3 : MIEIRSWIINIC ATCC WAL (85 7 R o 6-3 < BRARRHN I WS T M oo 2l (WUl % bR <)
XA TSI & RS & 45 ME LA X RS S AN b,

*4 ; FHHC & 0 BRI R S h e RESMSAN ORI,
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2 HRATHIM O Kaplan-Meier HigR (ONO-4538-43/CA209577 HK) -



[Z24]

@ l%#ﬂ%mﬁﬁﬁ(mm4$&mmmmmm%na&)
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Hofe,
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- ; . I (%)
HEBIRIE T TR
%ﬁ:ﬁDRA/Jvér 21.1) 192 51 — 194 )
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;&thtﬁﬁzﬁﬂﬁﬁi S T
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2] E] ‘ 5 {2.6) 1 {0.5) 0 24 {12.4) 1 (0.5) 0
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DIEIH: o -1 (05) o0 13 (67 1 (05) 0
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ERER L O A S L L
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RS L OGEHE 0 T e _
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IR LT SR o ' , L ,
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RS _ ‘ o ' |
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6 , ,



(4.2%) . BREEORERIE 4 61 (2.1%) | MM 3 6 (1.6%) . BEL 24 (1.0%) .
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BEMAOE R TTERR
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MedDRA/Jver.23. % Grade - Grade 3.4 Grade5 . 4 Grade  Orade 3.4 Grade 5
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B RO TR
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B, Xﬁﬂﬁ&:ﬁv\fﬁﬁﬂtﬁﬁﬂéﬁﬁﬁﬁg 89 Bl (16.7%) . FFHEAERERE 49 B (9.2%)", #b
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- BEE 115 (2.1%), . infusionreaction 10 %1 (1.9%) \LEJEO&HISE%SWJ (1.5%) . &
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R, AR, WEHL, TGN, B LIEEROWE - RKITED
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AR OBERRYUET TN EFA LI Iab—va itk ), AR 480 mg & 4
S P RS O XL B R 0 PR - R TH s Lo AA o il kB SR S
Fo ZORER. A 480 mg & 4 AN TR L0 EEIRIEIC BT B E iR
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TS LI IR Cunces & MOl L CHRAEE R L FRISNZ b OO, BRABE S
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»2 AFOEHPERE AT A—F
”]7£ . %ﬂ Crmax Cind2 Cuvgdzs Crmax,se Craings C“g.“
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s B T PR - '; : :
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