EEEREET A RF A4
=R~ 7 (BinFr#Z)

(BR5E4 « A7V — A RFEFE 20 mg, 7P —RRHFEE 100 mg, 7P —
AR ERE 120 mg, A7V — R K EHE 240 mg)

~ FE/ N R R ~

FR2 9F2A (RFFI241 1 ASET)
BE A



ER/N

1. IZU I P2
2. AANOFE. (FRET P3
3. ERIRRUE P4
4, FERIZOWNT P19
5. H&EGXREMDEE P21
6. WHIZEL THETNEHH P24



1. IILBIC

RIS OF M « ZRMEOMEROTZ DI, U SCEFIZE S W2 E AR RS
BND, S5, IHEOREEMOMEAIC L0 | FURESR G 72 & OFHN 72 5T B E R
FPEIRBDARIND T T, 2O OERMNZ EICHNERBFIRMLT 5 2 L BBEO
PR & 72 o TR Y RRIFMBGEE & YR O BT EE 2016 CEAL 28 4F 6 A 2 H MR E)
IZBWTYH, EHNERNEOHERHORE(LHEZXS Z L L ShTnd,

BORVE AT ESR L, KB ERASCL ST 0 7 7 A VB O ESRS & B 5 I R
RHZENDD, DD, HEROLZEMEICET HERNHERET 5 £ TORM,
MHEIMOBEZMLZIT 5 2 EnHIfF SN BT LTHERT 5 & & bic, BIfE
RN FBL L 7B I B 2t & & D 2 & AN AHE /e — 1 O B i 7= 3 R S BE i A
THZEREETHD,

Lo T, KA RTA4 Tk, BRBEMESLZNE TILELN TV D EFITFR -
BEE RN S-S & | LT ORI O il 70 5 2 HEE T 2 8L b B e Bk &%
TR O EERE R~ T,

I, RIA BT A %, MSIATBAE NEIE G ERE IR OHE, ASEEEANRR
BRI o, —AFEENE N A ARBRIRNBHE S FEdR B FTEENE A B AR P2 &k O
—MRFERETEN B AR ZRF 2D/ 0 b LR LTz,

RGe L I HEIRSG, - AT VR ERE 20 mg, A7 U — R SEEHTE 100mg, 4TS
—REIEEE 120 mg, A7 Y — RSN 240 mg (— %4 - =
M~ 7 (Bl FH#z))

HRERDPEIDE © CIBRAREZRHETT - FRRE O IR/ N R s

MEERHDAERORE - BH, A=A ~T GBiaf#i %) & LT, 19 240mg
Z 2 JEMIRIE S 1 0] 480 mg & 4 W RI6E C AT 5,
i OHFEEMEIESG A & O 25813, @E . AIZE=RLr~7
Bz /M z) & LT, 118 240mg % 2 @RI REIRE X1 1 5] 360
mg % 3 MR CRMEERET 5,

B I 5B 3O/ NERERA T ERRUAAE




2. FHNORK. VERBF

F 7Y — R T 20 mg, [RLAEEE 100 mg, [FAGEETE 120 mg K& ONF] s fsiE
240 mg (—fi%4 - =R~ 7 GEE M), LT, TARA) Evd,) i, hEFPSES
TEMKSLEAZ LYy 7 24 BT VAR e Y —X A7 A7 (BMS) ) 2
BAs L7t K PD-1 (Programmed cell death-1) (Z%}3 5 & Nl 1gG4 & / 7 v —F /LHLfk
Th b,

PD-1 1%, &M L L72Y 38k (T A, B MR N F 2 7% 7 —T fifn) KOVE
BRI R BT 5 CD28 7 7 X U — (T MR OIEMHAL Z i Bh I IE & BUZHIEET 2 2
T ICERT 2R AR TH D, PD-1 IFHURIRRHIILIZFEELT 2 PD-1 U K (PD-LI1
K OVPD-L2) EfEA L. U SERICMEINES 7L R LTV o REROIGTE L IRREZ
BIZHRET L TW5d, PD-1 U W RIFHURE SN B b O & 22 G/ 588
LTk, BMERAMEEE) LU LB TS PD-L1 OFEBLLIEDELF
HH & OMICADHBEBFRN & 5 Z & HE I TW5 (Cancer 2010; 116: 1757-66)
F o EMER AR IR T MlaS AT 24 X — T 2 B v~ (IFNy)
IZ& > T PD-L1 OFIANFHEEI N, BB L EEMAHRIZI T D PD-L1 ORI LI O
ALEHIR & ORI EDOFEARRN 5 & DHEE S 8 2% (Sci Transl Med 2012; 28: 127-37)
X 51T, PD-L1 Z @5 H S E 723 AMiaiE, PUsRFER CDS Btk T Hifa ol fafs
T AT S 525, PLPD-L1 HUAT PD-1 & PD-L1 & OfEAZET D & Z O
SEIGEREIE T 5 Z EDRENTND, DI &5 PD-1/PD-1 U 7> RERE&IL, 23
AR TURRF A7 T MR O OBWEFEZ BT 2HFD—2 L LTEX LT
Do

AFNZ, FEHRBROFE R S PD-1 OMfasEE (PD-1 U 7 o RFEAHEIE) ITREE L.
PD-1 & PD-1 U T REDREEZILET S Z LI2X D, BATURFFRN e T kDI
PEA K O AABIRNE k9 2 ARIRE TG M 2 58 T~ 5 2 & TR e PuiEgsh iR 4 o~ 9
ZENHERR STV D,

IS O AN | AFNTEMEIER )T 2 B 2R EIC R0 55 b0 L MIfF S,
e/ B At & LT BRI A FEhE L. A bk, Zat kOB R
i,

AFNO R 3 < I D RAERGIC & 2 BIERSN & b b, B XTI
D RN B 5o AFIOE PR OB GHITIE, BFOBRL AT, BEIR
D BTG AITIE, BB L HGUTIE U B 2 ik & B8R & FE o R Al & L Coil
228 RIB M 2TV, B OSIERIRIC L D EIWER A DI 2 A3, BIBRERL
LRI OB GEDOHEY LB ZIT O LERD D,



3. BRERAE
UIBRANHEZR AT - AR OIE/NAEAE (R ERE L OFER - ERE) O7KGRREICRE
i 247 > 72 22 B A B BR D Rl AE 2 R T,

(0]

VRN )
O EWE DB (ONO-4538-05 #ER)

7T FF A B0 CFRIERE AT A URARRER B H/ IV IR O R R

/5% (ECOG Performance Status 0 X TV 1) 35 il 5512, KAl 3 mg/kg % 2 @R
ThUmEE L7c, FEFHMIEE TH 5288053 (RECIST A 74 & 1.1 IZHESL< F
JHIEIZ LD CR UL PR) 13 25.7% (95%(EHEHXH : 14.2~42.1%) Tholz, 7ok, F
AR E L7 BEEIX 9.0% Th o 72,

© WSS IFERER (CA209017 #%%) (N EnglJ Med 2015; 373: 123-35)

7T F SR h G b FEERE 2 A T D UIRANREZR B 1/ IV SO O/ F B
JE A (ECOG Performance Status 0 2 OV 1) 272 1] (RFIRE 135 1, F& & w137
Bl) ZXRGUT, REX X'/ ZXIRE UTARR 3 mg/kg % 2 J#[FRIFE CRIEEHE L,
FEMEEE Th H2AEFH (BLTF. ToS) Lv9o,) (Fhofll [95% XA 1%,
AAIET 9.23 [7.33~1327] BH. FEZXEBARET6.01 [5.13~733] WATHY,
AAHNE R & XK LREHPICHBERIER 2R LTc (O — RE 0.59 [96.85%15F
FEX A : 0.43~0.81], p=0.0002 [J&5! log-rank F/E]),

1.01

0.91

0.81

0.7 1

0.6 1

0.51

0.4

Probability of Survival

0.31

0.21

0.1

0.0

T T T T T T T T T
0 3 6 9 12 15 18 21 24
Overall Survival (Months)
Number of Subijects at Risk

KR

135 113 86 69 52 31 15 7 0
FE2% /L8

137 103 68 45 30 14 7 2 0

1 0OS OF RN D Kaplan-Meier #HiBR (CA209017 38r) (FlEALIN7-£EH)
4



(FER ¥ B Rz )
@O ENE TR (ONO-4538-06 #5i)

77 FFRH e GO LT RIERE 2 AT 2 U2 B B/ IV XTI FFR O IERAE
B (ECOG Performance Status 0 X UM 1) 76 il 25512, AH 3 mg/kg % 2 1 fHI[H
bR C AR EHE Lo, FERHMIEE Th 528405 (RECIST A K74 » 1.1 fRICE-S<
PRI XD CR XUE PR) £ 19.7% (95%(5#EX[H : 12.3~30.0%) TH-o7z, 728,
FAMNIRE LTZBEIE 9.0% TH > 7,

© VEHMEIFARAER (CA209057 #XER) (N EnglJ Med 2015; 373: 1627-39)

7T F R G AL TFIERERE A2 AT D UIRANREZR OB H1/ IV U OIER - L
R (ECOG Performance Status 0 &2 OV 1) 582 fi] (ARAIRE 292 B, K& & F&/LEE
290 ) ZXRIRIZ, REZ R/ ZxtiE UTARA 3 mgkg % 2 38 MR CAMHEL
7o EEFHIIEE TH D 0S (FRAE [95%F X 1) 1E, AFIFET 12.19 [9.66~14.98 ]
IH., REZXEAEETII6 [8.05~10.68] WA THY , AANL NEFFE/MITH L
FHEICERBRIER 28 LTz O — REE 0.73 [95.92%(5 #HIX [ : 0.59~0.89]. p=0.0015

(&5 log-rank fRE])

1.0 4

0.91

0.8 -

0.7 -

0.6 1

0.51

0.4 -

Probability of Survival

0.3 -

0.2 SR - o, ;
B 2000
0.1 1
0.0 1
L e [ T
0 3 6 9 12 15 18 21 24 27
Overall Survival (Months)
Number of Subjects at Risk
AFR
292 232 194 169 146 123 62 32 9 0
Fea% /L8
290 244 194 150 111 88 34 10 5 (0]

X2 OSSP FEfENT D Kaplan-MeierHi#R (CA209057388) (BWIEA(LIN L)



(PD-L1FEBLIR B DA =M e 0224

HESVE AR (CA209017350 B ("CA2090575858%) ICHIAAN BNTZBRED H b,
SRR I 35U CPD-L1 2 38 8L L 7= Bl 5 2814 (LLUF, [PD-LIZEBLIEE] &
9,) [T DIERB G LN —EOBRE DT — & |ZHSE | PD-LIFEBRBICEER I
ENT AT S T A IMER OVZEMEDORERIILUI T LB Y Th o7,

FHPEIZB L CIE, R BB TlE, PD-LIOKBRRIC LS, FEZZb AR
e U CARKIRE COSDMER T~ A EM N7 Hiviz,
IR - LB T PD-LIFEBED %A OB A K e & v LR L IZIEFB O R T

Hote (T,

B, R bR, R ERE S I, PD-LIORERIC L ST, AFlozeM7

a7y A VEREETH T,

0.9
\
0.8 \\K--.

i
P

Probability of Survival
o o
>
]
n/
2 3

i

=

o <

ol
o

T T T T T T T T
0 3 6 9 12 15 18 21 24 27
Overall Survival (Months)
Number of Subjects at Risk
Nivolumab 3 mgrkg

108 82 70 60 48 39 26 17 4 0
Docetaxel
101 87 69 53 38 30 13 5 2 0

Nivolumab 3 mg/kg (events : 77/108), median and 95% CI : 10.41 (7.29, 14.26)
Docetaxel (events : 75/101), median and 95% CI : 10.09 (7.36, 11.93)
Hazard Ratio (Nivolumab 3 mg/kg over Docetaxel) and 95% ClI : 0.90 (0.66, 1.24)

Probability of Survival
o © o o o
W s > N

o
N

o

o
o

T T T T T T T T
0 3 6 ) 12 15 18 21 24 27
Overall Survival (Months)
Number of Subjects at Risk
Nivolumab 3 mg/kg

123 98 86 7, 73 65 27 13 5 0
Docetaxel
123 102 80 61 44 36 13 4 3 0

“ Nivolumab 3 mg/kg (events : 68/123), median and 95% CI : 17.15 (12.09, 20.63)
R Docetaxel (events : 93/123), median and 95% CI : 9.00 (7.10, 10.55)
Hazard Ratio (Nivolumab 3 mg/kg over Docetaxel) and 95% ClI : 0.59 (0.43, 0.82)

X3 CA209057 B D PD-L1 HEHEH|TD OS O HESFHT D Kaplan-Meier HifR
(£H : PD-L1<1%DBELF. AKX : PD-L1=1%DBEEM)



R PRz g M O i - Rz )

O [ERIFEH AR (ONO-4538-77/CA2099LAFKER)
(LB ARIBIR D EGFRIE AR 128 B2 M ] QALK &8 5 1 B2 O UIBR A BE 7o 1T -
Fs O/ NHIRE iR R 7196 (A ARNBESOB 2 Ede, AFEAEY AT ROT T
F T St FRE L O (LR, INIVO/IPY/Chemo| &5 ,) "HE36141,
XTRREEIS8GI) Zxtgic, 77 F A E G FIRIE O AR G225 E LT,
NIVO/IPY/Chemo#f D A &k VL B2 et Lic, FHMEEE TH 508 (HF Jufi
[95%(5HEX[H]]) 1. NIVO/IPI/Chemo#t T14.13 [13.24~16.16] » H. xtHREET10.74
[9.46~12.45] 71 A T& v . NIVO/IPY/Chemo$% 5-13 7" 7 FF 8K % & T b FHEIEITHRE L

AR B R IEE 2R LT (N — FH0.69[96.71%(5 #E X [#]:0.55~0.87] . p=0.0006
[J& Blllog-rankA& iE 1) .

2B, RBMLMATRER CTH DA, HHEALBIONIVO/IPI/Chemoft & kFFREEDOSD /N
P— KLt [95%E X 1%, R ¥ EROE T0.65 [0.46~0.93], FER T LR <0.72 [0.55
~0.93] ThH-o7=,

*1 : AH) 360 mg % 3 BRI, 1 BV A~ I mgkg & 6 AR & OYL5IEE 3 8 MR M
B U7z, ALZAR0RE, LA URSE EROE UTIERE ERE) (IC SV bpes (R R
Jit  AINVKRT T FURONRZ Y ZXtE, ERFELENE : IVRTTF XTI AT ZF R
NARNLFER) &, 3EEE LA 2L LT 2 A 2 AER LT, 2 A4 2 AT, AH
BOA BV b~ 7 % ST LT,

#2 : RERE R RO SULIER - BRI 1233 % . NIVO/IPI/Chemo A & [F] UAL &L % 3 AR
EAIVAINELTAYA I NVERL, R ERBEIZOWTIE, 4 A 7 VO(LFFEE
TR P LFl RIC K D HERRRE b M ATRE & LT,

1.0

0.9

o
o

NIVO/IPI/Chemo®E

e
~

o
)

0.5

0.4 xR TR SV

Simeamno

Overall Survival Probability

0.3

0.2

0.1

0.0

L T — T T T T L — L —
0 3 6 9 12 15 18 21 24
Number at risk Time from Randomization (Months)
NIVO/PI/ChemoEf 361 325 292 230 129 46 16 1 0
*f FERE 358 318 259 183 94 39 12 0 0

B4 OSDH[EfENT DKaplan-Meieri#t (ONO-4538-77/CA2099LAFRER)
(EIER LI T-5EH)

7



@ [ERIE S AR (ONO-4538-27/CA209227 7#&5#%) (N EnglJ Med 2019; 381:2020-31)
(Part 1a)

{LEFPHRIEARTEE T PD-L1 FEBLRD 1%LL LD EGFR & a1 B KON ALK @hvé
R B2 DO UIBRREE /R HETT « PR OFE/ NI B3 793 5l (A ARNEBHE 89 il %4 &
to, KKl A L~=T7 EDOOFHEE (LLF, INIVO/IPL &\95,) "THE 396 i, i
BE 397 B) b4z, 77 F A E2 STk ik OO & 52 2%t & LT, NIVO/IPI
REDA N R Vet st Uz, AR o FTEIMEEA TH 5 0S (Tl [95%1F
FEXE]) 1%, NIVO/IPI BEC 17.08 [14.95~20.07] » H . %I HEEET 14.88 [12.71~16.72]
JIHT&H Y, NIVO/IPL #5127 7 FFHHK 2 5 Tt FREIT kT LA RIS B R IE
FEarLlzc (=R 0.79 [97.72%(5 8 XH : 0.65~0.96], p=0.0066 [J&%!| log-rank
RiE])

*] : AH 3 mgkg & 2 BRI, 1 £ A~ 1 mgkg & 6 IR IR CAREE L,

) ALRR ROV R RO IR EER) ([C S WAL sk (RE BRI : WL RT T 52 XU
VAT TFUROIT L EE Y ERELERE  DVERTTF NIV AT TF RO A R
XER) 2, 3EMEZ 1Ao7 L TaY A7 AFE L, FERFELEEIZONTIE, 4 9147
N OALEFEFEREIT <A N Lt RIS X BHERHRIE S ERATHE L L7-,

1.0
0.9
0.8
0.7
0.6

NIVO/IPIEE

0.5
0.4 /-*\‘ =
0.3 e

0.2

Overall Survival Probability

0.1
0.0

0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45
Number at risk Time from Randomization (Months)
NIvoapigE 396 341 295 264 244 212 190 165 153 145 129 91 41 9 1 0
Sl PR 397 358 306 250 218 190 166 141 126 112 93 57 22 6 1 0

5 OS @ Kaplan-Meier Bt (ONO-4538-27/CA209227 38R Part 1a)
(BIESILShI-£EH)



(Part 1b)

{EFIERIEARIGH T PD-L1 FEBLRN 1%AK0ili2>2 EGFR Bin AR K Y ALK @iE
BRI OUIBRREEZRHETT - TR OIE/INRIIE B8 550 5l (B ARNEHE 79 B4 5
te, AKEIE 7T FF K 2 ETefb2k & O S (LLF, INIVO/Chemo] &9 ,)
“URE 177 41, NIVO/IPI Bf 187 ], IHREE 186 ) Zf4ic., 77 FFHA 2 &b 5%
EOPFE G2 2 %R & LT, NIVO/Chemo #f & O NIVO/IPI B DA it & OV 4 %
Rt U7z, ARBROFIREHIE B O—-2>Th VD BRI 72 E DX T dH % NIVO/Chemo
RE & o HRRE D BEA AL (AR (P [95% 15 #E X [E]) 1. NIVO/Chemo ££C 5.55 [4.63
~6.90] 1 A, XHBEET 4.70 [4.21~5.59] 7 A TH Y, NIVO/Chemo #% 5-13 77 FF
F 2 & T b P EIC R LIEHPRIICA B IER 2R LT (O — REE 0.73 [97.72%(5 18
X : 0.56~0.95], p=0.0070 [J&%!] log-rank fR7E]).

7ok, BB R CTH D0, FLRRALRI ONIVO/Chemo & xf BREEDPFS D/~
— R [95%E#EX ] 1%, R BB T0.94 [0.56~1.56], FER - BRI T0.66 [0.49
~0.90] TH-o7=,

*1 &K 360 mg % 3 ARG K QML LA 3 R C AL L, (Lmii, M R
b B TR BRI ISEED W b EE (RS  IVRT T F I AT FF
VROV AR FERVELEEE I INAR T TF U XF VAT TF RO A N LRE R) |
3HEME 1A 7L LT 4% A 7 VER L, ERTEEEBEIZONTIE, 4 %A 7 LOLysk
EMEHRICRA B Lt RICE DHERRRE S B ATREE L,

1.0 N

ity
o
7]

0.8
0.7
0.6

gression Free Survival Probabil

0.5 NIVO/Chemo##
0.4 i
0.3 . .
02 /N k‘“hﬁ_‘
£oa{  xHAREE R WL,
o0 4
T T T T T T T T T T T T T T
0 ) 6 9 12, 15 18 21 24 27 30 33 36 39
Niitibet ataisk Time from Randomization (Months)
NIVO/Chemo® 177 135 73 48 37 29 19 15 10 10 7 4 1 0
of H R 186 121 57 22 18 13 8 6 S 3 0 0 0 0

X 6 PFS OFRAMENTEFD Kaplan-Meier Bk (ONO-4538-27/CA209227 AR Part 1b)
(VAL S 7-4EF. NIVO/Chemo ¥ & %R & D HEK)
F72. MEFEARBRIERR ST ENRo T2 b DD, PD-L1 FEHERM 1% D HE
(23T NIVO/IPT B & kR OS (HfiE [95%E XM ]) 1%, NIVO/IPLHET 17.15
[12.85~22.05] 77 H . tHBEET 12.19 [9.17~14.32] 7 H TH Y . NIVO/IP1 51375
T HH 2 E T b FRIE I LIEEE 2 7R Lz (O — R 0.62 [95%(F #H X : 0.48
~0.78]. RRHIZLARMTHE SR .



[Z241%]
R bR )
OEWNE DR (ONO-4538-0575)
BEFGIL 33/35 il (94.3%) IZERD BV, KElE ORREBEFNEE TCE VWA HHR
G213 24/35 5] (68.6%) IZ#RWD HALTz, FBLHEN 5%LL EORWERIZTRDO LB ThHo
776

#£1 BEHBNR5%LL EOFEWER (ONO-4538-0558%)

FRE RIS HH BilE (%)

HARGE 35 45

(MedDRA/J ver.17.1) 4= Grade Grade 3-4 Grade 5
AREIEH 24 (686) 2 (57 0
MR LY o SRlEE

2 ifn. 2 (57 0 0
N 3 i e

B CLoa Pk FR AR 2% 2 ( 57) 0 0
AP

i 2 (57 0 0
L 3 ( 86) 0 0
—f - BHFEER L O SEAOIRRE

TRB 5 (143) 0 0
AAY M 2 (57 0 0
FEER 5 (14.3) 0 0
G R E

W AEUE 2 (57 0 0
7R

TANRTXUBT ) N T AT =7 —8HN 2 (57 0 0
M7 V7 F ok AR F - —F 2 (57 0 0

U L REREORD 3 ( 86) 2 (57 0
AR L Ok E

BT V7 2 v fE 2 (57 0 0
BAHOR 5 (14.3) 0 0
AR X O ARk R

B EiivRg 2 (57 0 0
PR R P

RIS = 2 — /T — 2 (57 0 0
RO AR, B ES K OMHERR

il £ i 2 (57 0 0
KB KO TRk E

SIERR R E 2% 2 (57 0 0
HLBE 2 ( 57 0 0
F95 5 (143) 0 0
BEIR Bk 5 2 ( 57 0 0

7ok, RMVEMEATERE 2 6] (5.7%) . KK - HEO FF 2 6] (5.7%) | #hffES (%
T v NU—IEERESE) 341 (8.6%) . NTFEERERETE 2 5 (5.7%) . FUIRAREEGERET 3
(8.6%) . RIEHEREREE 16 (2.9%) . BEEREREE (RANEHIEMEBRE) 141 (2.9%)
J Ninfusion reaction 2 {51 (5.7%) 23a8@ Hivlz, £/, BEOKEREE (K EREIRE
ERE, ZIEALBE, FERHIESS) | FERMREREE. 1 BUBERFG., BER. FAER B E,

10



Wik - BAISEZE . 2 & 5 A OULR R AR B b T2, AR BRI B
% (ERREMRN 2 AD) &GDRIHRETT,

QA MARER (CA20901738%) (N Engl J Med 2015; 373: 123-35)

BEFGIIAFIRE 127/131 6] (96.9%). F& & Fw/LEE 125/129 ] (96.9%) (2788 &
oo AENE ORFFEBRPEE TERWAFRRIT 76/131 i (58.0%) T8O B, J
BN 5% LORIERIZT TEDO LB THoTz,

F2 ORIBEN 5% EORMER (CA209017 3RBk)
H% (%)

CERIPNG

(ﬁ?@im 17.1) ?Z?UE

¢ ver.Lf. 4 Grade Grade 3-4 Grade 5
2FIER 76 (58.0) 9 ( 6.9) 0
H NGk

T 10  ( 7.6) 0 0

L 12 ( 92 0 0
—f% - EHFEER L OGS EAMOREE

I E 13 (99 0 0

9 57 21 (16.0) 1 ( 0.8) 0
R L O EE

AR 14 (10.7) 1 ( 0.8) 0
T E KRR L O A HRRESE

FAfim 7 ( 5.3) 0 0

7. HVEMEMEE 6 B (4.6%) . RIGK - BHEED THI 11 61 (8.4%) . FhkFEE (%
T v NU—IEGERES) 1361 (9.9%) | IFHEREREE 4 61 (3.1%) . HUIRMRHERERET 5
(3.8%) . BEHREREE (RMEMEMEEX%) 461 (3.1%) . EIEMNEIIE 141 (0.8%)
M WNinfusionreaction 1 f5] (0.8%) MF» bz, £/, BEEOKEEE (FEREIRE
fERE, ZTEALEE, FRHIES) | TEARHERETE. RIBaEmRE, 1 BUERp ., PEX,
e « BEES . 5 E D IR L OB RITFRD D ie o 72, AREIVEFAZ BRI TR

% (RREMRT 25T) 2E0EHEREZRT,

(FER - bR )
OEWNE TR (ONO-4538-06:4k)

HEERIX 75/76 i (98.7%) T8O B, AF| L ODRRERNEE TCE W ER
G213 64/76 5l (84.2%) (TR BTz, FEBLED 5% UL EORWERHIZ TRDO LBV TH-
776

11



#£3 HEHBNR5%LL EOFEIWER (ONO-4538-0658%)

SRERIRHE B (%)

HEAGE 76 {5

(MedDRA/J ver.17.0) 4 Grade Grade 3-4 Grade 5
RIEH 64 (842) 16 (21.1) 0
PR A=

AR A RE AR T 7 (92 0 0
E e

(EEA 5 ( 66) 0 0

T 4 ( 53 0 0

LI 8 (105) 0 0

AN 4 (53 0 0

I 4 ( 53 0 0
—i% - EEREER X O SO RRE

I 57 9 (11.8) 1 (13 0

PR 11 (14.5) 0 0

FEEL 11 (14.5) 0 0
BRI AT

U U SERER A 6 (79 2 ( 26) 0
Rtk L O EE

(9wl VRN ik 4 ( 53 2 ( 26) 0

RARR 11 (14.5) 1 (13 0
PR R

FEIED F 4 ( 53 1 (13 0
M SR, MOERES K ONERm P E

R P i R 4 ( 53) 2 ( 26) O
FRGE K O TRk

D FENE 6 (79 1 (13 o0

W% 11 (145) 0 0

SRR I 4 ( 53 0 0

¥, MM EAR] (5.3%) . KM%k - EHEE D THI5H] (6.6%) . FhikkEE (¥ 7
v N L—EERESE) 1041 (13.2%) | IFRERERE511 (6.6%) . F IR IR RERR 1041 (13.2%) |
R RERERE E 1] (1.3%) | BFEEREREE (RME TR EMEE 25%) 461 (5.3%) K Utinfusion
reaction 35l (3.9%) 23D LTz, F7o, BEOKERFEE (REMEIEGEEE, 2L
B, BOROEIES) | TEEHREREE . URUBEIRIN, WEZE. EIEMIEAE, AR - BEEK
5 E D PR OB RITFRD B2 Do T, REWERAFBURILIZEE RS (AR RE M
WA E) 2B UEERETRT,

O/ EEIIARRER (CA209057 78#%) (N Engl J Med 2015; 373: 1627-39)

B EFEGIIAKIRE 280/287 1] (97.6%). Rt & Fw/LEE 265/268 5] (98.9%) (2388 5
AU AHN & DRIRBRAEE TERWAEFEFRIT 199287 il (69.3%) (258 bl
FEEBLRD 5% L, FORWERIZTRDO LB THolz,
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F4 FEHERDP 5% EORMER (CA209057 3RBR)

p—
BRI .
=h.
(%ZEE)EII?A/J ver.17.1) 287
T 4 Grade Grade 3-4 Grade 5

2REIEH 199 (69.3) 30 (105) 0
PG WA R

FFDR AU RB AR T i 19 ( 6.6) 0 0
B IEREE

T 2 (17 2 ( 07) O

TN 34 (11.8) 2 (07) 0

Mg - 15 ( 52 0 0
— % - 2FREER OGN ORRE

I ) e 29 (10.1) 1 ( 03 0

9 57 46 (16.0) 3 (100 o0
Rt L O EE

BARR 30 (105) 0 0
AR L OV ARk

FAfm 16 ( 5.6) 0 0
FEIE 8 X OV T fRbE

% 9 FEE 24 ( 84) 0 0

W5 27 ( 94) 1 ( 03 0

7, MNP R 10 6 (3.5%) . KMk - B D T 22 6 (7.7%) | fhikleds (%
T v NUIEREE) 26 1 (9.1%) . IFBEREREDES 15 6] (5.2%) . HRIRBEREREE 27
Bl (9.4%) | BEHEREREE (RME BB RE) 761 (2.4%) . 6% - #2141 (0.3%)
J O infusion reaction 8 5l (2.8%) 23FRD Hivlz, Fiz, BEEOKLERE (K ERIRIRE
ERE, ZIEALBE, BUOEIESE) | TERAHERE, RIBMEERE. 1 BUHRE, FER,
FIEFEAE, S E 9 R KO RITED Divieio 7o, ARRIVEMZEBLR LB
% (WRREMRT 25T) 2E0EHEREZRT,

R S b B M O R - R i)
DOERILFEZHEMAHAER (ONO-4538-77/CA2099LA 7k 5R)

HEREGIIAAIOH (NIVO/IPI/Chemo) #E 355/358 fil (99.2%) . xiPfEE 341/349

(97.7%) 123D BT, AFIFEH (NIVO/IPI/Chemo) & DREBMEZNGE TERWA
EHEGT 322/358 il (89.9%) IZRRD HiLTz, FEEBLEN 5%LL EOREWERHIZTTRD L0
ThoT-,

F5 EBRY 5% LEOBIEH (ONO-4538-77/CA2099LA RABR)
B% (%)

aﬁgjgiéa\iﬁ AFBEAH (NIVO/IPI/Chemo) #E
™ 358 14l

(MedDRA/J ver.22.0) 4= Grade Grade 3-4 Grade 5
2RIEH 322 (89.9) 159  (444) 1 ( 03)
MEE LY R fEE

21 80  (22.3) 20 ( 56) O

B T BRI IE 35 9.8) 22 (61 o0
NGy WA

13



Bi%k (%)

ﬁgjﬁz;ﬁ M ARAIPEH  (NIVO/IPI/Chemo) Ff
" 358 {4
(MedDRA/] ver.22.0) 4 Grade Grade 3-4 Grade 5

FR IR RE T E 217 (75 0 0

B BB RE A T i 52 (14.5) 1 (03 0
B P

(EEA 32 (89 0 0

T 73 (204) 14 ( 39 1 ( 03

TN 94  (26.3) 5 (14 o0

Mg - 47 (13.1) 6 (17 o0
—f - FEEFED L OREHAORE

HE 7 HE 73 (204) 3 ( 08 0

9 57 59  (16.5) 8 ( 22) 0

FEEN 20 ( 5.6) 0 0
7R

TS T I NIRRT =T — PN 23 ( 6.4) 3 (08 0

77— 18 ( 5.0) 8 (22 0

TANRGXUEET X ) TV AT =7 —EH 19 ( 5.3) 4 (11) o0

Y X —EHN 18 ( 5.0) 13 (36 0
Rt L O EE

BAHIE 56  (15.6) 4 (11) o
AR L OV ARk R

SN 26 ( 7.3) 1 (03 0

3 P 18 ( 50) 0 0
MR R, MEREs & OMithm R

fitiigs% 19 ( 5.3) 5 (14 o0
B4 KOV ARk bR

Jih i 32 (89 3 (08 0

Z 9 I 66  (18.4) 3 (08 0

B2 64  (17.9) 5 (14 o0

BEIR Bk 5 18 ( 5.0) 5 (14 o0

¥, HURIERERET 74 45 (20.7%) . FRRRFET 51 6 (14.2%) . BEKUHRARLE <
F/3F—50 5] (14.0%) . FFHEREREE 48 #1 (13.4%) . KAGZ - /IMEZk - HEED T 26
Bl (7.3%) . BHERERETE 25 (5] (7.0%) . EEOREREDE 21 5] (5.9%) | FEMENZE S
19 5 (5.3%) . infusionreaction 17 i (4.7%) . FIHEREREEE 12 5] (3.4%) . T (AR
RERETE 7 4511 (2.0%) | CWEFETE 7 651 (2.0%) . T2 6 61 (1.7%) . R 461 (1.1%) &
OFFIRIMAR FEARIE 1 1 (0.3%) 2338 iz, iz, EIEMHEAGE, Lk, Bk, 1
TUBERIE ., FFAR4, BbHEARE R, MMoe - BB, EERMMKEE ., MERE BIEMmRE,
fEEZ, 5 &9 IS BEE M & OMEFLIZER D e o 7o, REIWERFBLIR DL RSE
% (BRRMEMERTEZET) 280EHERERT,

OQE B [F AR RBR  (ONO-4538-27/CA209227 #kb#)

(AHIE A Y L~T LOOHZEE)

HEFELGIIAKIGEH (NIVO/IPI) # 568/576 5] (98.6%) . RIHAHE 554/570 41 (97.2%)
RO bivTe, AFOEH (NIVO/IPD) & ORFEEIRMN G E T E WA EFHGIL 442/576
Bl (76.7%) ([ZFBD BTz, FBHEN 5% EORIERIZITEO EEBY ThoTz,

14



#6 FHRNS5%ULOBEIER (ONO-4538-27/CA209227 3REX Part 1a &t 1b)

. ; Bl (%)
EEE%”T o AFIOFA (NIVO/IPI)

AR 576 151

(MedDRA/J ver.22.0) 4 Grade Grade 3-4 Grade 5

2REIEH 442  (76.7) 189  (328) 1 ( 0.2
e laRA s

PR B RE TUEE 48 ( 8.3) 0 0

PR IR REAR T 72 (125) 2 (03 0
B I

TR 98 (17.0) 10 (17 0

L 57 ( 9.9 3 ( 05 0
—f - RFEER L OREHAORE

1 )9 59  (10.2) 8 (14 0

9 57 83  (14.4) 0 (17 0

FEEL 43  ( 75) 2 (03 0
7R

TI=rT ) NI AT =T — B 52 ( 9.0) 19 (33 0

77— 36 ( 6.3) 17 (. 30) 0

TANRTXUT ) N T AT =7 —8HN 56 ( 9.7) 18 (31 0

Y X —FH N 43 ( 75) 23 ( 40) O
Rt L O EE

AR 76 (13.2) 4 (07 0
AR L OV ARk R

B EiivR 29 (5.0 4 (07 0
MR ER, MEhds K OMthm e

fiilig 2& 41 ( 7.1) 16 (28 0
R F X O TRk

B I iz s 31 ( 54 1 (02 0

% O FEIE 82 (142 3 (05 0

B2 98  (17.0) 9 (18 0

iR INIRZY NS 39 ( 6.8) 9 ( 18 0

7%, HURMHEREFETE 115 1] (20.0%) . TRERERTE 91 1] (15.8%) . FhikkES 51 1
(8.9%) . [EMEMIZRE 50 B (8.7%) . BRAUMALARIE/ X A/ F—38 45 (6.6%) . HE
DR JEEE 27 B (4.7%) . KIGK - /MGK - HEO T 25 41 (4.3%) | BHERERE 25
5 (4.3%) . infusionreaction 23 5] (4.0%) . T IEMAHEREMRET 19 1] (3.3%) . EIFEHGE
fRd 19 il (3.3%) . APk 13 ] (2.3%) . LoMidlsss 9 5] (1.6%) . Mk 6 f5il (1.0%) .
1 BERIS 4 1 (0.7%) . S E MR 2 5] (0.3%) | sz 161 (0.2%) . ik 1 f
(0.2%) . Minde - Bl ZE 1451 (0.2%) M OWRARMARZERSE 161 (0.2%) 23388 bz,
Fo, EIEMEE, IPARS, BALMEIRE 8, EE R MKMEE, MERERIEGRE, i,
JEESE HH i M OSEFLIZRER 8O B AL7R Do 7o REIMEHAR BRI SRS (BRR A a R
EEL) EEUDEINERE ST,

(KA & 7 Z FF 8K 2 G el FRE & OO S (PD-L1 %8BI 1% 0 BEEH]))
B EFHGIIAFIGH (NIVO/Chemo) B 172/172 511 (100%) . >t FREE 174/183 1] (95.1%)
ZFRD BT AFIDFH (NIVO/Chemo) & DRI EBIHR A EE TE 2 WAFEFRIL 159/172

5l (92.4%) (ZEBO BTz, BN 5% EORIERIZT TRO LBV THHo T2,
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#F8 FEHRN 5% EDEIER (ON0-4538-27/CA209227 3Bk Part 1b)

Bi%k (%)

EIR= PAS <
Eﬁgjgiﬂ H AAIBEA (NIVO/Chemo) T
. 172 fl
(MedDRA/] ver.22.0) 4 Grade Grade 3-4 Grade 5
2REIEA 159  (92.4) 96 (558) 0
MKk LY > REE
2 ifi. 70 (40.7) 30 (174) 0
I BRI I 41 (23.8) 23 (134) 0
MR E 17 (99 7 ( 41) 0
B P
5 38 (221) 0 0
T 17 (99 2 (12 o0
L 67  (39.0) 4 (23 0
Ok 14 (81 1 ( 08 0
Mg - 26 (15.1) 4 (23 0
—f - FEED L ORI ORE
I ) E 18 (10.5) 1 ( 06 0
9 57 43 (25.0) 8 (47 0
R 9 ( 52 0 0
FERRE D S IE 10 ( 58) 0 0
A P I 9 ( 5.2 0 0
FEEL 12 ( 70) 1 (06 0
HRPR IR A
TI=rT ) NI AT =T — B 16 ( 93) 5 (29 0
7 7—EH 11 ( 6.4) 4 (23 0
TANRTXUBT ) M T AT =7 —8HN 10 ( 58) 1 (06 0
M7 V7= 8N 12 (70 1 (06 0
A ER B 27 (15.7) 17 (99 o0
1 MRS 21 (12.2) 11 (64 0
1 BR AR 15 (87 9 (52 0
R L O REE
AR 39 (227) 4 (23 0
FEE 3 KOV P ARRE
Z D FEIE 15 ( 87) 0 0
5 26 (15.1) 1 ( 08 0

¥, PRRRREE 26 5] (15.1%) . BERUTIRMARIE/ X A TF—22 ] (12.8%) . JTFHRE
b 20 4] (12.2%) | HURIRFERERREE 16 61 (9.3%) . BEFHEEREE 14 41 (8.1%) . [H]
BEVERTRE R 8 B (4.7%) . RIBE - /M - EEO THIS B (2.9%) . LHEbEE 5 4
(2.9%) . infusion reaction 4 {5 (2.3%) . EEDOJEREE 2 F] (1.2%) . LK 15
(0.6%) . f7c 161 (0.6%) . 1ZUBEGRSE 1651 (0.6%) . AFZ5 161 (0.6%) . BIEHS
RERESE 1B (0.6%) M OWRARMARZERAE L 6] (0.6%) MRH LT, Fo, EIEM R
TE, A4, BEEPERRE K, TEAMERREETE, MK - fERER, EE 2 MREE, M
ERERIEMERE, AhkZ. BER. S E MR, MBI VEFLITGRD Lo o7, &
RIERZRBURILIIBE RS (RIRMAEMERT 2 50) 23 OEERERT,
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[ - HiE]

AR OREMEYBETT L ZFHA LY 2 2 L— a3 02k v, AKI 3 mgkg (K
H) XX 240 mg % 2 WG TS LIBROARR O Mg iR ER S S iz, ZOfs
R AHI 240 mg G LTZBROREEEIL, AH) 3 mgkg 45 LICBROBRE & & ik
LTREZRT ETRHENTZb DD, ARANBFICBO CARMR RIS TV D H
- & (10mgkg % 2 BFFEECRE) CAKIZ G UI-BEOugE & & ik U CEfH
oy LRSI (FR) AT BEOBEICE T 27 — #2125 & KA 3 mg/kg
(IREE) 0T 240 mg % 2 HFFIFE CHG- L 72 BROARRF OBRE & & Ao 3 ik b
ORI & T D IRE ST T AR S, Y% OV TREIT DAL AE R,
FRROAE - HREOM THEER L SMEICAME e 2 RI3 v E TRl Sz, £,
NIRRT BT IZ BT 2 T — XD M L2 B UG ET VEFIH LT, AAl 3
mg/kg (2 G CHG) . 240 mg (2 B CTHE) XX 360 mg (3 ¥ M HIE TR
H) LAY A~T 1 mgke (6 BREIMMETERYS) 20 LIcBROZ2MEZE Lo
K. FROME - HEOR CREM TR ERITRWV E TSN,

R FAADOEYBENT A —F

- Crnax Chnind14 Cavgd14 Cimax.ss Cmin.ss Cavess
(ng/mL) (ug/mL) (ng/mL) (ug/mL) (ng/mL) (ng/mL)

3 melke Q2W <35~52§ '7608) (10.17?'264.5) (17.21‘,"333.9) (75.1)1,3171) (27.612,'107) (42.717,'?27)

240 me Q@2W 61.712,?03) (15~22?'354-6) (25-31‘}'4:7.8) (10;,5254) (41?57,'51;58) (62.11(,)9187)

10 me/kg Q2W (14;,9;19) (51.621'739.2) (79.9(;),'?14) (33?,9232) (18421,1 ;13) (23;7286)

FRAE (5%, 95%4%)  Q2W = 2B P, Comax @ HIEIHE-£2 O d i ML HHEEE . Crinara : FI[EIF 5214
H BIZIRT 2 RIRMIIETIRE ., Cavears : HIEIHRE% 140 B £ TOFHMIEFIRE, Craxss © EFIREBIZIS
T D Em MIE TR, Cuminss 1 EHARIBIZI T 2 BARMIETIRIE, Cavess 1 EHFAIRIBIZIS T 2 MLIE T
IR

T, ARNOREMEDEEET LV EFIH LT I 2 b— 3 280 | AAI 480 mg
% 4 W CE G SUIBEARE O Mk - &S TR U72BRO AR O i iE i B 23 et
Shiz, TORER., KAl 480 mg % 4 HFEMEN CHE G LIZBEOEFIREBIZB T 5 E¥im
THETPIRE (LLTF. [Cagss) &9, ) 1&, AHAI 240mg % 2 M ] TG L 72BRD Cavgss
EHFT o TS (FR) . £70. A 480 mg % 4 R TR LICEREOE
ARSI D mMIETIRE (LT, [Craxss) VM9, ) 1. &K 240mg % 2 fH
Mk THEG LT2BRD Craxss & IR L TEMEZ R T & TlISHZ b OO, HARNBREICE
WTARMENHER SN TV D M - FIE (10mglkg % 2 BRI TG TAA 25
L72BED Craxss & R L CTIRMEZ "3 & TRl (FFR) . AT, #Eo@EiEIzs
J o7 —2ICHESE AHI 3mglkg ((KHE) F721%240mg % 2 M, & L < TARH
480 mg % 4 P C& G LB AR OBRGE R & A U322 a0k & o B & gt
THRBEOGTE T VORI, YEBEEICO W TRMM bR, ERRo Mk -
B ORI CHIER VZRVEICHER 2RIV & Tl S 7z,
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K10 ARORYEE T A —F

M - R Cmax Cmind28 Cavgd28 Cumax,ss Cmin,ss Cavg,ss
(pg/mL) (ng/mL) (ng/mL) (ug/mL) (ng/mL) (ug/mL)
S meke Q2W (352 '760-8) <16-257§0-3) (21 321 f3.9) (75.&?71) (27.612,'107) (42.717,’?27)
240 me Q2W (51-712’203) <23-33?'539-0) (30.‘5'670.9) (102,5354) (41?57,'21;58) (62.11(,)9187)
480 mg QAW (103207) (15.25?17.4) (37.?)?34.8) (14?,1 §36) (27.751,'?37) (62.11(,)9187)
10 mg/kg Q2W (142,9322) (86.959,.?32) (101,1 ?48) (32;,9225) (18421,1 gos) (232,7277)

R (5%, 95%5) . Q2W : 2 EMIMIFGE. QAW : 4 B IING. Cumax @ PIEIR 544 0O focims L7 R L |
Crinzs : FIEI#¢ 5% 28 A HIZI61T 2 FARIMIE TR, Cavgaes : HIEI#G-1% 28 H H £ T Mg i

FE. Cmaxss : EHFIRIBICI T D B MIEF IR, Cminss 1 EFIREBICIS T D BARMIFEHIREE . Cavgss : E TR
HBIZ 51T 2 R4 Iy v e B
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4. FEFRIZOWVWT

AFN OB G- DN H) 72 BE &2 - BE L. AFI o512 ctbi’é%ff TEFRZRB LT
BRIZHRHET 2 Z ERMER D, LFOO~Q@DFT X T &Nz sl W THEHAT
RXTH5DH,

O MEFRITHOWVT

@1 FRo (1) ~ (5) OVWTINICHEYTHMETHDL Z &,

(1) EATHREDIEET 203 A B ISR % (BE N RS A2 R HE LS IR B |
U3 A RSB SRE, HUEY AR HRIRBE 7R &)

(2) FrEtEREIRPT

() FBENFIANFNHGE T 203 U FEEEFRET (D5 AR EER EIRbT, 23 A2
W IEBE, D3 AR EEHERE T e &)

(4) S RACERIERE 23 E L, ASRILSFRIEINE 1 AT HRIEINE 2 Ok FEvE
R D 24T - TV D ik

(5) BHUIMERE A AL & BN O it i FEHE L2 AR B Jim 24T > TV D Bk

O-2  fifieE DAL SHRIE K ORI E R FE S O XIS 443 72 ik & B8R 2 R EAT (FRO
WPRNIREE T DERM) 25, SR ORANE T 20 ORMEA L L TRES L
TWsZ &,

*

o [ERIRFFISER 2 FOPWHEZE T L72iRIC 5 FLLEO D ATBIROERIRIHE &2
ToTWHZ &, 56, 28U LT PARYREL & LEERRIESZOIHME %2
ToTWHZ &,

o [RAIRFFEUSE 2 FOPMBHEZE T LIZRRIC 4 4L EOBRKRBREZ AL T D
Z&o 26 IFLRIE NikED D A SR 2 & T MR O B RAHE 217 -
TN5Z L,

@ BENOEEKAFREHOKHIZONT

P 3R An ERE BLCE T A BT DS R E S, IR EN S OFRE D, ﬁxJJ PE « %2
DI RO E IR OERSITT 5 Rt A FFR0RE LG EoWE
¥, FERERLIATON LGN ESTWNWD Z Lk,
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® BUER~DORIGICONT
®-1 fEs B4 2 B

BV PERTIR R OB R BIEA R L72BRIC, 24 FERIBIERIRHI O T, 2%k X
(TE R I BN T B L2 BERICIS U CABREEL L O CT SO FIER ORI &
FILREOFRERIY B D, EHITHISATRER AR A > T2 Z &,

@2 ERWFEIC L 5FEESINICET 22 N

AR 5 BT 72 5 e O\ Re 2 A 2 BIRIERE D RIEE=2 U 7
EEDIEROA Y ) == T ZATOWERE L FRE A TE 5 F— AERKH 2
SN TWD Z L, B, BIRIAHNCOWT, DABE L ZDOFEEIZHHIZAm ST
WnHZ &,

@-3 BIfERH OZErox N LT

BIVEA (MEMERMZEEIIN 2 BREAEDRE, Ok, Tk, BT RARE ., KIBK.
INSE, EEDO TR, 1 ANERE, BUEMZE, HFARA, HHERERES . JHFK. BibrENnE
K. FARIABEEERE S . T ERMAMREREE, mhiklEE, BEE, RIEEE, MR, BEEOKL
JERRE, FFRIMARZEFRE, infusion reaction, HEFE7fMykmE, MERE RIEMERE, FEEZ.
Bede. WEEORPEROG ., WM, CIEEES (D EME) - 2RI - D ESEMEEIMGHES) |
PSS HA L, JBEFLEE) (O U C. Ykt X I3ar e B o B ME 2 3 5 =il & il
L (RWERHOZErCxSICE L THRELR O REZZ T oNL&MIchH A2 &), BEHIC
WE) 7R ALE D TE DRF NS TNDH 2 &,

i
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5. REMBRLLRDBE
(0B 54 H]
O AHOBMB LI TRROBEIZBWNTHMERBIES N TV D,

75 FF Wk G CEREIE A AT B IR AR IIB 1/ IV UL FE R 0
L

75 FF W e G CEREIE A AT B B AR IIB 91/ IV S FE R 3
RV LR

7235, HERF LR CEGFRIEE 728 B X UTALKR A & AS T- B R 1T BV T,
JFHI L L TEGFRF | % ¥ v % F— B IEA UFALK T 1 % o o % F— L IEA 0
BRI 269 5183,

@  AFNOAMOHUEMENESA] & O ST T RO EBE BN THRMEI VRSN TV D,

A Y AT ROT 7 F K EGTfb e R ERE  IVRT T F
ORI U EXRN, ERELEE : VR TTF o I AT TF 2 RO
A MLFxtER) EOPFHEE ALFRIERE OV EGFR #Bin 14 Bzt &k O
ALK fl 585 7RO UIBRAEE /R HETT « FRFs D FE/INHE N A AR
AV L~T L OUHES ALFIRIER O 720 EGFR & 128 BN & O ALK
fl BRI OUIBRARE 7 AT - T8 D IE IR s AR
77 F B ST EEE R ERE VR T T F I AT T TF
BT LB FERYLRE  DVRTTF o UNI AT T F o AR A
RSt R) EOPFRBS  ALFRIERED 220 PD-L1 R BLE*DY %A 2>
EGFR &5 128 Bz e O ALK &85 RO UIBR AR/ HETT « T DIE/I
IR fr g SR

kARFIOZWEK L LT, BR5E4 : PD-L1IHC 28-8 pharmDx [# =t | NA&FR SN TV 5,

@  FRLIZEZ M9 S IR NI A 3 D AAN D G K O T IEIC W™ T
ARANDENENHESL SN TS, AFORGHR L 2L,

R PR A BRI RS 3 2 AT O BUMEL G- Ko O D HLENE IS & o BF % 5
AL BRIEIE D 22 B (TR 2 AF o B 5
Q@ TAANDAHINED R LTV O FUEMEIEE 7 & o ff & 5-

@ AbFRERED 72 NEIBRRREZR DT - IR OIF NI EE IZB N T, 1B A
7L OO T D RARMEICREN 20 EB X DN BFEITB O TX, KAl L
AV LT LOHEGEZZRTNETHD, £, AV LAST KRNI T7FF
R 2 Gt BRE (RELERE  hVRTIF o ROvs ) 2%k, HERFLE
I INVRT T F NIV AT T F U RORA N FdE R) EoffA&EGICx
DABMEICRIENR 2N EEZ ONDBEEICBNTL, AFEA Y AT KO T T
T HE 2 ST bR & OG-, PD-L1 RN 1%KRN>1 U AT
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(X D BEMEICRERH D B X LNHEBEITRBN T, Afl L 77 F 8K %
FrbRE REERE : IVRT TF U IV AT TF R RT A H e
HRELRE  AIVRTTF U XUNIV AT TF RO A R LXE R) L OfFH#
HAREBTDHILENTE D, B, AROEGICHIZ-> Tk, iR IA FT4
v (BARMESASR SRy so L

©® figEZEIA R7 4 > (AARMETSRm) 128 T, ECOG Performance Status 0~ 1
2 75 UL E D R B, X% ECOG Performance Status 2 52 O B#E TIL, 56
3HARFUES (MEX v %) OFFRGMHEEIN T, 77 F T/ oM
FHELEEE 1 TR W=D S e Wr— AR 5, Z DG4, ALFRIEREZ AT 5 Y]
PRABEZRHEST « R O/ iEBE IZBW T, 77 F T RAIORHEEN R &
&5 3 HARPURAI A COWREE L AT 2 BF B W TR, AR O §R 5 %25 fE
TE 5,

© 77 FFERAEETAFRIERE G T 2 UBRRRE R AT - T3 O/ Nt R
(259 2 A O BB G- 1 3y s B AR SR (CA20901 7380k & TRCA20905738R) (2
BT, RFERELOERY LEEONWTNOBEICTBNTS R X I LEEC
xf U CHEBIMERBGES T WD, 7272 L, R LR O B3 Tk, PD-LIFEELHEIC
KO HNEDMEMN R D Z ENRBINOERBELNTND Z &b, ERFE
RO BEIZIB O TIIPD-LIFE B & Gl L7z L CARFI OG- /[ G Ol 47 5
TEMNEFE L,

e PD-L1 ZBELEN 1% A CTh D Z & AR S VIR E LROEBE 2BV T,
JFHIL, Fe & v VEORBIDINOGUEIEER O b5 2 k4 5,

e RATRIUXAVT (Blatl#iz) Oa =4 2ZWdE (Mke4 : PD-L1IHC
22C3pharmDx 4 =] ) 12Xk Y PD-L1 HRZ MR LI IERI LR o B

WV x 3, MR A RTA v (AARMEEEER) (TBNT, R T A 85 T AR AR
(DECOG Performance Status 0~1 2 T 75 2 L. FO R ERFE. XIZ@ECOG Performance Status 2 Y52 o g
FTIE, 3 HAPUEA (FeEX X% OBAIRENHERIN TR, 20X )5 Z2EE T, Bk
RIS T A REMICER S B LB HD,

(52 ECOG & Performance Status (PS)

Score | EF

0 | &<MERIEFETE 5, Wl &[FE U HEAERDHIRZ ATZX D,

PIRBNZIE LWEENIHIR S5 25, BATHRE T, BAFREH > TOERIITO 2N TE D,

N .

BATHRECH Y OH ORI O Z L3 T X THEEEMMEEIL TE 20, BHO 50%2L iy RT3,

RONTZESDOHEDEY DL LTERY, BHRO 50%L EE2 Xy R+ TimId,

AL

ALENT RV, BAOHFOEY DOZ L34 TERY, BEICy R+l I4,

(3 =72 U, OB ENEER OB 51 W T, 2R, EEREICHYT 5 2 Lo, B LR S 72
DEWEHORBOBZ N0 5%, [EFIY EREY LAl Sn-88 GIRSIR) 12oW Tz oY
TIE7eu,
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Th o T, AFIOZWHE (564 : PD-L1 IHC 28-8 pharmDx 4 =] ) |
BRENHNERSGEI i LA O 3Tk %ﬁ%uﬁﬁ®%5®7€%ﬁﬁf%
Do
SCHRSE)
Marianne J. Ratcliffe et al. Clin Cancer Res. 2017; 23: 3585-91
Ming S. Tsao et al. : J Thorac. Oncol. 2018; 13: 1302-11

(2t B+ 2 5]

®© FER ﬁﬁé?‘é%%‘ IOWNWTIEIARFOEGNEETE SNTNWDLZ b, &5 51T
Dipnz by
o ARANIORSTI R LSBUE DB ERED & 2 B3

@ JEFEATOFMIZIB N T FRRICEYS T 2 BF IOV TL, AR O G ITHERE S e
W, MLOTEFRIULD 22 WIGEIIRY | HEICAHZENT 5L 2ZETE D,
. %E@%%%@Aﬁﬂi%&@%é$%
o JRoE I R AR A CRRVE R 2 58 6D D B K ONE BN O JUH T i 2 <ol Yt il 2%
%@%K*ﬁ%%ﬁﬂ&%hé%ﬁ
o HORERBOED, USRI L < IEZFERMEO B i R B OB TR D
b5 BE
o EESBMEE (&R A 5 Te) O D ERE
o TEBEORY IR R AT L B
e ECOG Performance Status 3-4 "V D4
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6. BEZELTHEETREFIH

O WRASCEFEITM A, MERTEER DRI 2 GRS 1035 & ARF O Fei: J ONiE 1
B O DI B R E B L ChORTZ L,

@ TREBIBIZIESE D, BB T F OFBEAH R OERIEZ i L, FE 425
ThoEGTHZ L,

@ 7 I F T AL ETCFRIER AT 2IERE LEEIZB VT, PD-L1 BELHEL
fEs8 L7z ECARKI OB 5 O AR 2 k425 2 & NEE LS, PD-L1 FEELEHR
R T E 72 WGEICIX, AR OEHA OS2 @Il Le E T35 &,

@ ERBWEHO~FX Y AL MZHOWT

MEMEREBEN D Lo b Z ERXH DD T, KFNOEGIZHT-> T, BKRIE
W (PRI IRIEE, ik, FEEVE) OffEsE M OWE X S 0 %, Bleiz+5
ZATH 2 &, Fo, MBS CTHE CT, MiE~— I —FDMm&x FEhd 5
Z &,

AFN O 51X EE D infusion reaction (i 2 CEARFZ H3 2kt D T 5 U
faAT > 72 EChRtaT 2 2 &, £72.2 [8] H LABE O A% 5-FFIZ infusion reaction
DHHLOLNDZEHHDHDT, KFIFEEGH K OARA G T #IT A 2P A
CERRET %, BEORBEL 2B 52 L, 70, infusion reaction &
FHLLICGA IR, R TOBELOERD ERIZEIE T 2 £ CHE - 08l
T5HZ &,

ORI REIR . TRAEERET R ORIBREERH 5O 2 B3 HDH DT,
AFN D ¥ 5B AaRT M O G- B T E IR N0 i RE iR A (TSH. 1028 T3,
FERE T4, ACTH, M=oY —VEORIE) #FEhEd 52 &,
AFNOEGAZ X0 | WEDOREISIZER T 5 & B 2 b D4 R R IER R
DHLOLNDZERNDD, BENRDOOLNLGAEITIE, B LEFRIIS LT
B 72 ek & R BR 2 Re O R Ail & i U Cli bl e BRI W 21TV IR O
FOGIT X 2 BWER 2N g0 2551 21E, AFIORFES T I, R ORIE BE A
NWEVRIOBRGEEZZBETHZ L, 2k, BIBREFRLVEYOELIZ X0 EIE
HOUEERFRD IR WIGEITIE, BB RE AV o LISt o Sz il Fl o8 in
HLEET D,

BeEA&ET %, BOEBI S8 AR L T LEWERDBELT L2 Enb b2,
AR OEEHETHIZ S RWEM ORI 2ITEET D,

1 BUBE IR (BIE 1 BUEIR S 2 2 de) b bbdv, BERPIMES F 7o R— X
ICEBDZENHLHDOT, Alg, D, EHFEOIEROBHRCMAEED L2
SEET DL, 1V BERBFN DN -G ICITEGEEZRIEL, AR ) H
FOFGFEDHME) R EZITH Z &,

BIERTIE, P4, ITHEREFEE . TR, B{ELMEEE RPN H LD Z &R H D
DT, EHIIITHERERE LTV, BEOREEZ H3ICBET 52 &,
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® AANOERRBRIZB N T, LLTFTDX A 2 T TEYIMEOFHE 217> T2 £ &5
B, ARFIBG R EMMICESRAE TR OMEEREITH 2 L,

ONO-4538-05 #A 5 & U ONO-4538-06 7kk : 6 MM = &

CA209017 35 & TN CA209057 3Bk : I H5-BALA 0 9 H, 20%, ERGENG
1 FERIT 6 W Z &, ENLIBRIE 12 HH Z &

ONO-4538-77/CA2099LA 5% & Y ONO-4538-27/CA209227 5Bk : B 5-BAtA D> &
VEEMIZ 6 R Z & 2 LIBRIE 12 B8l Z &
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(1 3) hllHE
Hm, EEKRS. RK LRSS 2 5B ER 0ZEHE

< REeEXXFBARBR LD BE>
HE R E G O b 5 B
BEYIEE A DFL TV B EBHE

WEE A URYYE Db S B

i SRR B BUE OREEIE D & 5 B
B0 TR LTV B TR O & 5 BB

< FeZFRAPHEERS ERDEE>
BHEIE OB D HBE

MR 2 ST IRRRMEIE D & 5 B3
JFFEE D & 5 B

BREE D & 5 BE

HEOH 5 BE

IR 5 AIREME D B 2 FBHE

< KEeHXRALOEKAREIER>

B BEHH

vavIiER T T T4 TF—

PO, PARA, TREREREE

AR A

VBT 2, I HRAEE

A4

FEFEME M N EEEDEBRE (DIC)

P 2 4L, B, iR, K%k

Sf LR

S R R AR A T (B A

SRR

B2 R (Stevens - Johnson JEMERE) . HEEMER SIEIEIE (Lyell SEMERE) . ZIHLEE
DX R =T AKE, FRIE - RIRETR

DFEZE, FRR AR ZEARE

JEYLIE

PRIR AR VE O RE G 3 WEBRE  (SIADH)
HERAONREORNER, MAE R, RMHRES, B OB S O R MM EB)[EE . Radiation
Recall 5
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