I HEE T A Ko A
=HRn~<7 (B HHz)

(Wi5E4 + 472 — R AIHE 20 mg, 47 ¥ — 7R A HHE 100 mg, 47 v—
AR AL 120 mg, 42— R S EFHE 240 mg)

~ /N e s ~

T2 942 H (Bf241 1 AR
JEA T8
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1. XL

EH L DA « ZEVEDOHER O T2 DI, ISR S Wl IE 22 23R 0
LD, S BT, IEORFHEIFROMESRIC L0 | FUREIK e & OFOHH 228 B E R
FFERDAGB SN DT, 2O OEHZ BB BRI 5 2 & RSO
M L 725 TR Y RIFMBGEE &SRO AT 2016 (AL 28 42 6 A 2 H MEERE)
IR NTH, EHMERSEOMHOREHEZ XD Z & L ST 5,

FOHLE M EI AL, B ERSR AN T m 7 7 A VDB DEIKS & B 5 2
BRDHZENDHD, ZOD, AR OLEMEICET HEMA+0ERT 5 £ ToM.
YHERMOBELMZ T 5 ENWRSNIBEICH L TERT L L & b2, BIE
FDFEEL U T2 BRI B 72k & & D 2 & DS IRE 78— O B & i 7 R e R O ik
THIEREETH D,

L7z T KHA FTA4 T, BIBEEESL N ETITHRELN TV D EFIZ -
LA RIS S & | LUT OB S Ofiii 226 2 HEE 3 2 8LR0 b B B B2
Ti K O B A R,

B ARITA BT A %, ANIATEOE NE S R AR A, ASHEFIEAN B AR
FRIRIES e . —fRAEETE N AARRRIRARHE S, FrE FEFTEEE A B ANE 22 MO
—ALTEN BRSO IO b LR LT,

RGe L I BEIRSG, - A VR ERE 20 mg, A7 U — R SEETE 100mg, 4
— ARSI EE 120 mg, A7V — R SIEEE 240 mg (— 4 =
R~ 7 GBS FHHHEZ))

RELRDMENIHE - CIBRARRZRHELT - TFIOIE/ NIt

MEERHAAERORE - BE, A=A ~T GBiaf#L %) & LT, 1[5 240mg
Z 2 MG S 1 0] 480 mg & 4 W RI6E C AT 5,
i OFEEMENEG A & O 2581, @E . A =RLr~7
Bz z) & LT, 118 240mg % 2 @RI RIRE X 1 5] 360
mg % 3 MR CARMEERET 5,

B I 5B 3O /NP T RIS




2. AFIOF. 1T

A7 — R R ERHE 20 mg,  [FATEERE 100 mg, FATEEE 120 mg K OVNE S ERE
240 mg (—fi%4 - =R~ 7 GEE M), LT, TARA) Lvd,) ik, /NERSES
TEMKSH LA Ly 7 24 BTV RV =AY —X 27447 (BMS) ) 2
BAs L7t K PD-1 (Programmed cell death-1) (Z%}3 5 & N 1gG4 € / 7 v —F /LHifk
Th b,

PD-1 1%, &M L L2 38k (T A, B AR N F 2 7 0% 7 —T fifn) KOVE

BRI R BT 5 CD28 7 7 X U — (T MR OIEMHAL Z BB IE & BUSHIEE T2 2
T TR T 2B AR TH D, PD-1 IFHURIRRHIILIZFELT 2 PD-1 U 4 K (PD-LI1
KONPD-L2) EfEa L. U RERIZHEIMES 7 F 2 {mizE LT v REROTEEIREZ
BIZFRET L TW5d, PD-1 U H» RIFHURE SN B b Ok & 22 Gk 5B
LTk, BMERAMEEED) LU LB TS PD-L1 OFEBL L IEDELF
HIH & OMICADHBEBFRN & 5 Z & HE I TWn% (Cancer 2010; 116: 1757-66)
F 7 B E R CIIHERRE T MRS EEET DA v X —T7 = 2~ (IFN=y)
IZ& > T PD-L1 OFIANFHEEI N, BB L EEMAHRIZI T 5 PD-L1 ORI LIk O
ALEWIR & ORI EDOFBARRN 5 & DHEE S & 2% (Sci Transl Med 2012; 28: 127-37)
X 51T, PD-L1 @5 H S H 723 AMaid, PUsRFER CDS Btk T M ol fafs
TEMEZ 59 S 54, $1 PD-L1 /KT PD-1 & PD-L1 & OfE&EET S &2 OHIN
GEEIGEREIE T 5 Z EDRENTND, DI LD PD-1/PD-1 U 7> RERERIE, 23
AKIRADSPURRF ) 72 T MR O OBEE L ERET 28 FO—>& L TEZ LT
Do

AFNZ, FEHRBROFE R S PD-1 OMasEE (PD-1 U 7 RFEAHEIE) ITREE L.
PD-1 & PD-1 U T REDREEZEILET S Z LI2X 0, BATURFFRNZ: T kDI
PEA K OV AR IR k9 2 MBS TG M 2 58 5~ 5 2 & TR e PLiEgsh iR 4 o~ 9
ZENHERR STV D,

IS OFEN S | AFNTEMEIER ) 2 B 2R EIC 20 55 Lo L MIfF S,
e/l B A e & LT BRI A FEhE L. A bk, 28tk OB D R
iz,

AN VEFIMEIFIT I < HBEE D RPERRIT X 2 ANERS2 6 & b, B UL
D RN B o AFIO B PR OB SR, BHEOBREL AT, BEAR
D BTG AITIE, BB L HGUIE U B 2 ik & B8 & Fr o[ Aifi & i L Coil
GV RBERIRI 24T\, BEE O RIERIGIC X 2 BIER A DI 5 A11E, B IE R
T AN OB GEDOHE YR AE ZAT O MENH D,



3. FEIR RS
UIBRANHEZR AT - AR OIE/NAEAE (R B R L O R ERRE) O7KGRRFICRE
i 24T - 72 F 7R ER R RBR O Rl & 7R~ d,

(A72hE]
R~ B )

@O EAF IR (ONO-4538-05 #iR)

77 FFRFN e BT RERE 2 A 2 UIERARE R B B/ IV ST 3 O R - &
/5% (ECOG Performance Status 0 2 TN 1) 35 il 512, AAl 3 mg/kg % 2 BEFFMRE
TRIEEE Lz, FEFEEE TH 28303 (RECIST A F7 4 > 11 Uz E-S5<
JEHIEIZ KX D CR XUE PR) 14 25.7% (95%(E#HIX[H : 142~42.1%) Th o7, 0¥, F
AR E L7 BfEIE 9.0% Tdh - 7=,

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

7T F R G AL FEERE A2 A T S UIRAREZR B H1/ IV SR O/ F B
& (ECOG Performance Status 0 2 OV 1) 272 1] (RFIRE 135 61, F& & w137
Bl) ZXRGUT, REX X'/ Z3IRE UTARR 3 mg/kg % 2 J#[FRIFE CRIEEHE L,
FEIMMEE Th H2AEFHF (LT, ToS] Lvo,) (hofll [95% XA 1%,
AAIET 9.23 [7.33~1327] BH. FEZFEARET6.01 [5.13~733] WATHY,
AAHNL R & B ATK LREHPICAERIERE 2R LTc (O — RE0.59 [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
Res% /L8

137 103 68 45 30 14 7 2 0

1 OS O H[Hf#EHT D Kaplan-Meier Hiff (CA209017 3X5) (HE/E&{b S 75 H)

4



(FER T B R )
@O ENE TR (ONO-4538-06 i)

77 FFRH e GO LT RIERE 2 AT 2 U2 B B/ IV ST R O IERAE
B (ECOG Performance Status 0 X UM 1) 76 il 25512, AH 3 mg/kg % 2 1 fHI[H
bR CAEEHE Lo, FERHMIEE Th 528805 (RECIST A K74 > 1.1 fRICES<
R EIC XD CR XUE PR) £ 19.7% (95%(E#EXH : 12.3~30.0%) TH-o7z, 728,
FHANCRE LB 9.0% Th - 7=,

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

7T F R G AL FIEERE A2 AT D UIRANREZR OB H1/ IV U R OIER P L
F2E 3 (ECOG Performance Status 0 2TV 1) 582 i (CARAIRE 292 #il, K& & X®/LEE
290 f5il) ZxtBIZ, FeX XwL ekt E UCARAI 3 mekg & 2 M RHIBECARifig L
Too FEFHMEE TH 2 OS (F I [95%E XM ]) 1, AFIEET 12.19 [9.66~14.98]
A, FEZXEAHFETII6 [8.05~10.68] 7 HTHV , KHIT Nt ZFE /K Lt
FHEMICHBRIER 2R LTz (N — R 0.73 [95.92% 58X [ : 0.59~0.89], p=0.0015

[J& 51 log-rank ¥ 7E])

1.0 =

0.9

0.8

0.7 -

0.6 -

0.51

0.4

Probability of Survival

0.3

0.2

0.1 1

0.0

T ’ ' 1 ' ' I . ' T ' ' T ' . I ' i T ' ' T ' i T ' T
0 3 6 9 12 15 18 21 24 27
Overall Survival (Months)
Number of Subjects at Risk

AFIE

292 232 194 169 146 123 62 32 9 0
Fea%t)L8

290 244 194 150 111 88 34 10 5 0

X2  OSOH[EfiEHT D Kaplan-Meier fhif7 (CA209057385k) (HE/E2 (b S 75 M)



(PD-L 1 BLARILA D A 50 Mo Oz 4244:)

WA TR (CA200017385R I INCA209057388k) ICHLAAN BNT-BED H b,
HEISAHAR I W TPD-L1 2 38 U 7- AL S b 5 E1A (LR, TPD-L1FEHLHE ] &
I ) BT DEWNE SN DO BRE DT — X (THS X | PD-LIZEHRFNIRR IS
RNT AT S TG IME R OVZEMEDORERITLUI T LB THh o7z,

ARMEICE LT, RV B T, PD-LIOFEHRRKICL S, FeEFwapELlt
2 U CAAKIRE COSPIER T A 237 b7,

FER - E RO I, PD-LIR BB 1% DA R ¥ v Uit L IZIEREEOER T
Hote (T,

B, R bR, R ERE S I, PD-LIORERIC L ST, AFlozeM7
07y AVEREECTH T,

1.0 K ‘
i 0.9

0.9 ., .
\
. \\\‘ 0.8

0.8
— 07 T — 07
s s
2 06 % 2 06
n ) (7]
4 : o
205 ‘\*\1 ; 0.5
= R =
£ 04 -,_L_“l—‘—~ T 04
S T L—M_\_\_ o
3 emg : % o3

i

o
N

! |

- }

.[_
=)
N

o <
o ¢

o
o

o
o

T T T T T T T T T T T T T T T

0 3 6 9 12 15 18 21 24 27 0 3 6 9 12 15 18 21 24 27
Overall Survival (Months) Overall Survival (Months)

Number of Subjects at Risk

Number of Subjects at Risk
Nivolumab 3 mg/kg

Nivolumab 3 mgrkg

108 82 70 60 48 39 26 17 4 0 123 98 86 77 73 65 27 13 5 0
Docetaxel Docetaxel

101 87 69 53 38 30 13 5 2 0 123 102 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% CI : 0.59 (0.43, 0.82)

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)

3 CA209057 :XBRD PD-L1 FEELRB|TD OS O HEfENT O Kaplan-Meier i
(££H : PD-L1<1%DEHFHEM, A : PD-L1=1%D EHHERM)



R PR g M O - Rz gee)

O [ERIFEH IR (ONO-4538-77/CA2099LAFKER)
(LB ARIRIR D EGFRIE AR 128 B2 M e QALK &8 5 1 B2 O UIBR A BE 7o AT -
FE O NHIRE R R T196] (AARNBESOB 2 Ede, A EAEY AT ROT T
F IR St FRGE L O (LR, INIVO/IPY/Chemo| &5, ) "HE36141,
XTRREE3S8GI) Zxtgic, 77 F A E G FIRIE O AR G225 E LT,
NIVO/IPY/Chemo#f D A &hHE k VL2 Gt Lic, FEFHMEEE TH 50S (I fil
[95% (5 HEIX[H]]) 1. NIVO/IPI/Chemo#t T14.13 [13.24~16.16] » H. xtHEEET10.74
[9.46~12.45] 71 A T& v . NIVO/IPI/Chemo$% 5-13. 7" 7 FF 8K % & T b FHEIEITHRT L

AR B R IEE 2R LT (N — FH0.69[96.71%(5 #8X [#:0.55~0.87] ., p=0.0006
[J& Blllog-rankA& iE 1) .

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

*1 : AH) 360mg % 3 BRI, 1 £V A~ Imgkg & 6 AR & 0L F51E% 3 8 MR M
Bk Uz, ALZRR0RE, LA URSE BRI UTIERE ERE) (IC SV bses (R R
Jit  AINAKRT T FURONRZ Y ZXE, ERFELERE : IVRTTF XTI AT TZF R
NARNLFER) &, 3EEE LA 2L LT 2 A 2 AVERI LT, 2 A4 25T, AH
FEOA BV b~ 7 % ST L,

#2 AR R bR SULIER - BRI 1233 % . NIVO/IPI/Chemo A & [F] UAL &L %2 3 AR
EAIVAINELTAVA I NVERL, R ERBEIZOWTIE, 4 A 7 VO{LFHEE
TR P LRl RIC K D HERRRE b M ATRE & LT,

1.0
0.9
& 08 NIVO/IPI/Chemo®$
= 07
3
=]
©
£ 06
i
& 05 3
2 0.4 PR ‘%!M@ e
g T Comoosno
5 0.3
0.2
0.1
0.0
T T T T T T T T T T T T
0 3 6 9 12 15 18 21 24
Number at risk Time from Randomization (Months)
NIVO/IPY/Chemo#f 361 325 292 230 129 46 16 1 0
it HRE 358 318 259 183 94 39 12 0 0

X4 OSSO HHfEHNT OKaplan-Meier#i# (ONO-4538-77/CA2099LAGA5R)
(EfEA L S T 4EH)

7



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

(Part 1a)

{LEFPHRIEARTEE T PD-L1 FEBLRD 1%LL LD EGFR & a8 Bt KON ALK @hé
R B2 DO UIBRREE /2 HETT « PR O IR/ NI B3 793 5 (A ARNEBFHE 89 #il % &
i, AFIL A L~=T7 EOOFHEE (LLF, INIVO/IPL &\\95,) "THE396 i, i
BE 397 B) b4z, 77 F A E2 STk ik OO 52 2%t & LT NIVO/IPI
REDAH N R OVt st Uz, AR FEIMEEA TH 5 0S (Tl [95%1F
FEXE]) 1X. NIVO/IPI BEC 17.08 [14.95~20.07] H H . X HEEET 14.88 [12.71~16.72]
JIHT&H Y, NIVO/IPL #&51L7 T FFHH 2 5 Tt FRE Ik LA PRI B R G
FEarLlzc (=R 0.79 [97.72%(E X H : 0.65~0.96], p=0.0066 [J&%!| log-rank
BE]D .

*] : AH 3 mgkg & 2 WM. 1 EY A~ 1 mgkg & 6 IR IR CAREE L,

) ALRR ROV R RO IR R ([C S WAL Rk (RE BRI : WA RT 552 XU
VAT TFUROT L EE Y ERELERE  ADVERTTF NIV AT TF RO A R
XER) 2, 3EME IV LTaP A7 AFE L, FERFELEEIZONTIE, 4 9147
NOALEFIEFERBIC A B LF Tt RICE BMEFERIE L R TREE LT,

1.01
0.91
0.81
0.71
0.61

NIVO/IPIE

0.51
0.4

B ~
L
b - -
.
A
X ‘ o
x =
o i~ e O
“ Rras e ST LD
0.3 To-

St BE g
SESLE Bt i i

Overall Survival Probability

0.21
0.11
0.01

0 3 6 9 1215 18 21 24 27 30 33 36 39 42 45
Number at risk Time from Randomization (Months)
NIvorPIEE 396 341 295 264 244 212 190 165 153 145 129 91 41 9 1 0
Sl PR e 397 358 306 250 218 190 166 141 126 112 93 57 22 6 1 0

5 OS @ Kaplan-Meier Hif# (ONO-4538-27/CA209227 5k Part 1a)
(fEE 2 b ST 4E )



(Part 1b)

{EFIERIEARIGHE T PD-L1 FEHLRN 1%AK0ili2>2 EGFR Bin AR KR Y ALK @hE
BRI OUIBR R R/ YT « TR O IR/ NI B8 550 il (A ARNEHE 79 Hil% &
te, AFIE 7T FF 8K 2 ETb2 gk & O S (LLF, INIVO/Chemo] &9 ,)
“URE 177 41, NIVO/IPI Bf 187 ], SIHREE 186 ) Zxt4ic., 77 F A 2 & e 5%
EOPFEE? 2 %R & LT, NIVO/Chemo A & O NIVO/IPI B DA it K OV 4 %
Rt U7z, ARBROFIREHITE B O—2>Th V) BRI 72 E DX T dH % NIVO/Chemo
RE & o HRRE oD BERA AL (PR (i [95% 15 4E X [ET]) 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
H % & T b P HEIC K LIEHPRICA B R IER 2R LT (0 — REE 0.73 [97.72%(5 18
X : 0.56~0.95], p=0.0070 [J&%!] log-rank fR7E]).

7ok, BRBWRENTAERCTH DA, FLRRALR ONIVO/Chemokt & xf BEEEDPFS D/~
— Rt [95%E#EX ] 1%, R BB T0.94 [0.56~1.56], FER - BRI T0.66 [0.49
~0.90] TH-o7=,

*] : AH 360 mg % 3 T RN K ML FFeiE % 3 MARIRE CATEEE L, 120k, s (R
b B ATFE R R ICHEEDSW b EE (RS - IVART T F IV AT T F
VROV ARV FERVELEEE I INAR T TF O XF VAT TF R ONNA LR E R) |
3MEME 1A 2L LT 4% A 7 AVER L, ERTEEBIZONTIE, 4 %A 7 LO(Lgik
EMEHRITRA B Lt RICE DHERRRE S B ATREE L,

1.0

ity
o
7]

0.8
0.7
0.6
05
0.4
03
0.2

Soa] MR x*ﬁ+

0.0

gression Free Survival Probabil

Pro

.....

0 3 6 9 12 15 18 21 24 27 30 33 36 .39
Niitiber ataisk Time from Randomization (Months)
NIVO/Chemo®£ 177 135 73 48 37 29 19 15 10 10 7 4 1 0
AR 186 121 57 22 18 13 8 6 S 3 0 0 0 0

6 PFS DI HMENTIED Kaplan-Meier #if#: (ONO-4538-27/CA209227 5% Part 1b)
(EVEA(L SN -2, NIVO/Chemo B & 5 FREE & o i)
F72. MEFEARBRIERR ST ENRo T2 b DD, PD-L1 FEEERM 1% 0 BE
(23T NIVO/IPI 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/IPI #5137
T HH % E T L FFRIE IS LIEEE 2 7R Lz (NP — R 0.62 [95%(F #H X : 0.48
~0.78]. RFRMI72ARATHE L)



[Z241%]
R bR )
OEWNE DR (ONO-4538-05757)
AEFGIL 33/35 il (94.3%) IZERD BV, KElE ORREFNEE TERWEHEHR
G213 24/35 5] (68.6%) IZ#BWD HALTz, FHLHEN 5%LL EORWERIZTRDO LB THo
776

F1 BEEN5%LL EORIER (ONO-4538-053571)

SRERIRHE B (%)

FEAGE 35 {3l

(MedDRA/J ver.17.1) 4= Grade Grade 3-4 Grade 5
EREIEM 24 (686) 2 ( 57 0
MR LY R REE

A i 2 ( 57 0 0
N 3 i e

H CLoa 2k R AR 2% 2 (57 0 0
AP

T 2 (57 o0 0
L 3 ( 86) 0 0
—f% - HFEER L OGS EOREE

TR 5 (143) 0 0
E Nl EA 2 ( 57 o0 0
FEER 5 (143) 0 0
SRIERIEE

WO 2 (57 0 0
BRI AT

TANGEURT I NTF AT =7 —RBEN 2 ( 57 0 0
M7 L7 F R ARTFT—B8h 2 ( 57 0 0
Y 2 RERE D 3 ( 86) 2 ( 57 0
B L Ok E

&7 VT 2 v fE 2 (57 o0 0
BAHOR 5 (143) 0 0
T E R R L O A HRRESE

FAHTm 2 ( 57 0 0
PR R P

KR = 2 — T — 2 (57 0 0
MR R, HESTS & OVEhR

Jifi £ ofn. 2 (57 0 0
R X O T RRRE S

SUERRRLE % 2 (57 0 0
FTBE 2 ( 57 0 0
F% 5 (14.3) 0 0
iR INIRZ NG 2 (57 0 0

7p¥s, MVEMEREE 2 61 (5.7%) . KBk - EEO TH 261 (5.7%) . MRS (%
T v NU—IEEREE) 361 (8.6%) | JITHERERETE 2 61 (5.7%) . HUREREEREREDE 3 41
(8.6%) . BIEHEREMEDE 1 7 (2.9%) . BEikrelss (RMERIEEBTRE) 161 (2.9%)
KON infusion reaction 2 Bl (5.7%) 23RO iz, £7-. BEEOREREE (B ERIEIRE
BERE, ZIRLBE, FERIEIESE) | TEEHRERETE . | AUBEIRN, BEK. FIEMIEE,

10



Rige - BEIZE. SR8 5 A T OVL R 26 1R B AL 7o o, AR FIRELR 1 e o
% (BRRREMERE 25T & abEiHERe =T,

O/ MARRER (CA2090177%) (N Engl J Med 2015; 373: 123-35)

BEFGIIAFIRE 127/131 6] (96.9%). F& & Fw/LEE 125/129 ] (96.9%) (2788 &
oo AFNE ORFFERPEE TERWAFERIT 76/131 i (58.0%) T8O B, F
BN 5% EORIWERIXT TEDO LB THhoTz,

F£2 BHEENS%LUEORIEH (CA209017 3K5k)
% (%)

CERIPNG

- AFHE
(ﬁi?];?{A/J ver.17.1) 131 1
o 4 Grade Grade 3-4 Grade 5
2EIEA 76 (58.0) 9 ( 6.9) 0
Bl
T 10 ( 7.6 0 0
L 12 ( 92 0 0
—f% - EHFEER L OGS EMOREE
I e 13 ( 99 0 0
97 37 21 (16.0) 1 ( 0.8) 0
Rt L O EE
BAIE 14 (10.7) 1 ( 0.8) 0
T EH R R L O A HRRESE
B iR 7 ( 53) 0 0

7k, HVEMEMEE 6 B (4.6%) . KRIGK - HEED THI 11 61 (8.4%) . ffRFEE (%
T v NU—IEGEREE) 1361 (9.9%) | FFHEREREE 4 61 (3.1%) . HUIRIRHERERET S 6
(3.8%) . EHEREFEE (RADEMEMEBRSE) 461 (3.1%) . EIEMESNE 1 51 (0.8%)
K OV infusion reaction 1 i (0.8%) 23§88 Lz, £7/=. EEDOLERE (K EREIRE
fERE, ZIEALEE, FRHIESE) | TEARHREREE. RIS, | BUERM ., PEX.
e « BEREA . 5 E D IR L OB RITFRD D ie o 7=, AREIVEFAZ BRI B
% (BRREMRT 2E5T) 2E0EHEREZRT,

(FERF- bRz )
OEWNE TR (ONO-4538-06:4#k)

HEERIX 75/76 i (98.7%) 12RO BV, AF| L ODRREARNEE TCE VW EER
S0 64/76 5] (84.2%) T3 BV, FHIRN 5%LL EORWEMIZITRDO LB ThHo
776

11



#3  WBEN5%LL EORIER (ONO-4538-0674571)

BRI HH B (%)

FARFE 76 15l

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

B B A RE A T i 7 ( 92) 0 0
e

15 5 ( 66) 0 0
T 4 ( 53 0 0
TN 8 (105) 0 0
A% 4 (53 0 0
I - 4 ( 53 0 0
—i% - EFEER X O S0 REE

9 57 9 (11.8) 1 (13 o0
TR 11 (14.5) 0 0
FEEL 11 (14.5) 0 0
BRI IR AT

U 2 SERE R 6 (79 2 ( 26 0
Rtk L O EE

&F U ¥ AfE 4 ( 53 2 ( 26) 0
BAGHR 11 (14.5) 1 (13 0
PR R P

FEIED 4 ( 53 1 (13 0
M SR, MOERES K ONERmPEE

R A R 4 ( 53 2 (26 0
Rk K O TRk RR

% O FEIE 6 (79 1 (13 0
S 11 (145) 0 0
SRR INGE 2 4 (53 0 0

¥, MR (5.3%) . KIS - EHEED THISH] (6.6%) . FhikfEE (¥ 7
v N —IEMERESE) 1061 (13.2%) | TS RERE 511 (6.6%) . HUR IRHEREFEZE 1041 (13.2%) .
R REREE 1] (1.3%) | BreeiEE (RAEFEMERE) 461 (5.3%) K infusion
reaction 3% (3.9%) MO OHNTZ, F7-. HEDOLEREE (FERMEIREGERE, AL
B, BOOEIES) | TEEHREREE . IRUBEIR, WEZE. EIEMIEAE, A - BEEK
S E DR K DL RITFEB O BV o T, REIWERZBLIR I BT E F S (BRI
WA Eh) 2B UEERETRT,

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

HEFELIIAKIRE 280287 1] (97.6%). FE& & X /LEE 265268 1 (98.9%) (ZiD 5
AU AHN & DRIRBRAEE TERWAEFEFRIT 199287 il (69.3%) (258 bl
FHRDN 5%LL FORWERIZTRD LBY THolz,
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F 4 FREEN 5% EORIVER (CA209057 A5R)

BEHIK e

At 287 1

(MedDRA/] ver 17.1) 4 Grade Grade 3-4 Grade 5
2FIEH 199  (693) 30 (105 0
R =

FOIR B R T E 19  ( 6.6) 0 0
B IEREE

T 2 (17 2 ( 07) 0
TN 34 (11.8) 2 ( 07) 0
Mg, - 15 (52 0 0
— % - 2FREER OGN ORE

I ) e 29 (10.1) 1 ( 03) 0
9 57 46 (16.0) 3 ( 1.0) 0
Rtk L O EE

BAGHR 30 (10.5) 0 0
AR L OV ARk

Fam 16 ( 5.6) 0 0
FeIE B X OV T fRbE =

& O PEIE 24 ( 84) 0 0
W5 27 ( 94) 1 ( 03) 0

. MIEMEMZE 10 61 (3.5%) . RIBHK - HEO THI 22 61 (7.7%) | FdkEE (F
7 v N ERREESE) 26 B (9.1%) | FFBRRERETE 15 61 (5.2%) | FUIRIRPERERES 27
Bl (9.4%) | EHEREMEE (PR VB RE) 761 (2.4%) | gk - BEIZE 1 61 (0.3%)
& O infusion reaction 8 i (2.8%) MFRD bz, Tz, HEEDOKERE (FEREARE
el ZIEALEE, FRHIESE) | THEAHRERE. RIS, 1 BURIA, Pk,
HIEMIESIE, 528 9 BER LK VD RITE O B o 7o, REIWEAFEBLRILIZBSE
% (BARREEEE 25T 2E0HEFERE T,

R - b B M O R - R )
OERILFE M AHAER (ONO-4538-77/CA2099LA 7k 5x)

HEFEGIIAAIOH (NIVO/IPI/Chemo) #E 355/358 fil (99.2%) . xiHfEE 341/349 il

(97.7%) IZ3RD BT, AFIFEH (NIVO/IIPI/Chemo) & DREBMEZNGE TERWEA
EHEGT 322/358 il (89.9%) IZRRD BTz, LN 5%LL EOREWERIZTTRD L0
THoT-,

F5 FBIED 5%LL EOFIEA (ONO-4538-77/CA2099LA #5k)
B (%)

B N
- gﬁi@ = AFIBEH  (NIVO/IPI/Chemo) FE
. 358 {4l

(MedDRA/] ver.22.0) 4= Grade Grade 3-4 Grade 5
2EIEH 322 (89.9) 159  (44.4) 1 ( 03)
Mgk LY >R fmE

S 80  (22.3) 20 ( 56 0

B TP RIS SE 35 (9.8) 22 ( 61) 0
Al
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B1% (%)

It YAG ™
- g:ﬁz;” o AAIBER (NIVO/IPL/Chemo) T
i 358 {4
(MedDRA/J ver 22.0) 4= Grade Grade 3-4 Grade 5
FIR IR A RE e 27 (7.5 0 0
B BB REAK T i 52 (14.5) 1 ( 03 0
Bl
(T 32 (89 0 0
T 73 (204) 14 (39 1 ( 03
TN 94 (263) 5 (14 0
Mgk - 47 (13.1) 6 (17 0
—f% - 2FREER OGN ORE
I ) e 73 (20.4) 3 ( 0.8 0
I 57 59 (16.5) ( 22) 0
FEEN 20 ( 5.6) 0 0
R AR A A
TS T I NIRRT =T — BN 23 ( 64) 3 ( 08 0
77 —EmEm 18 ( 5.0 8 (22 0
TANRGE BT I MU AT7 =7 —BE 19 ( 53) 4 ( 1.1) 0
Y X —EHN 18 ( 5.0 13 ( 36) 0
Rt L O EE
AR 56 (15.6) 4 (1) 0
B i R B £ OV SR RRRE &
NG 26 (73) 1 ( 03) 0
i P 18 ( 5.0) 0 0
MR R, MELEs & OMithm kS
fitiigs% 19  ( 53) 5 (14 0
FEIE 8 X OV T fRbE =
BB E 32 ( 89 3 ( 08 0
D FENE 66 (18.4) 3 ( 08 0
»5 64 (17.9) 5 (14 0
R NIR SN 18 ( 5.0 5 (14 0

72k, HUREREERERETE 74 1] (20.7%) . FRERBETE 5161 (14.2%) . AR RELE/ <
F3F—50 51 (14.0%) . NTHEREFETE 48 151 (13.4%) . KMk « /NS « B O T 26
Bl (7.3%) . BHEREREE 25 1] (7.0%) . BEEEO RS 21 61 (5.9%) | R MERZRE
19 %] (5.3%) . infusionreaction 17 5 (4.7%) . FIEHEAEREE 12 41 (3.4%) . T IEIAH
REFEE 7 61 (2.0%) . DHEFEE 761 (2.0%) . &6 6 (1.7%) . Bk 461 (1.1%) K&
OFFIRIMAR ZEARIE 1 1 (0.3%) B LTz, £z, EIEMEGE, Ok, Bk, |
TUERIE ., FFPAR4, BLHEARE . IMoe - BB, BB MMKIEE ., MERE BIEMmRE,
FEEZ, 5 &9 IS BEE M & OMEFLITER D e o 7o, REWERFE BRI RS E
% (FRRMREMERTEZET) 280EHERERT,

QE B[ AR RBR  (ONO-4538-27/CA209227 #kbR)

(AHIE AV L~T EOOHEZEE)

HEFELGIIAKIGEH (NIVO/IPI) # 568/576 5 (98.6%) . *IHWAHE 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 S%LLEORIERIZITEO LB ThoT-,
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#6 FHED 5%LL EOFIEA (ONO-4538-27/CA209227 A5k Part 1a }2 O~ 1b)

. ; B (%)
EEE%”T e AFIGEH (NIVO/IPT) #
(%mg ) 576 151

MedDRA/T ver.22.0 4> Grade Grade 3-4 Grade 5
2RIEH 442 (76.7) 189 (328 1 ( 02)
R =

PR IR RE TUIEE 48  ( 83) 0 0

PR IR REAR T 72 (125) 2 (03 0
P

T 98 (17.0) 10 (17 0

L 57 (9.9 3 ( 05 0
—f% - 2FREER X OGN ORE

I ) e 59 (10.2) 8 (14 0

9 57 83  (144) 100 (17 0

FEEL 43 ( 15) 2 ( 03) 0
BRI AT

TS T I NIRRT =T — PN 52 ( 9.0) 19 ( 33 0

77— 36 ( 6.3) 17 ( 300 0

TANRGEXUEET ) b T AT =7 —EHIN 56 (9.7 18 ( 3) 0

Y X —EHN 43 ( 13) 23 ( 400 0
Rtk L O EE

BAIE 76 (13.2) 4 ( 07) 0
T E R R L O A HRRESE

FaR 29 ( 5.0) 4 ( 07) 0
MR R, MELEs & OMithm kS

fiiligg 2& 41 ( 17.0) 16 (28 0
R R K O TRk

B R Rz A 31 (54 1 ( 02) 0

D FENE 82 (14.2) 3 ( 05 0

S 98  (17.0) 9 (16 0

R NR SN A 39 (698 9 ( 16) 0

7p¥3. HURIRERERE S 115 61 (20.0%) . AFRERERETE 91 1] (15.8%) . FR#RlESE 51 4
(8.9%) . FAVELMERZRAE 50 B (8.7%) | AU RARIE/ X A/ F—38 f5l (6.6%) . HEEE
DR 27 B (4.7%) . KIS - /MR - BEEDO T 25 6 (4.3%) | EiRelEds 25
% (4.3%) . infusionreaction23 5l (4.0%) . FIEMREERERET 19 1] (3.3%) . REIEHEEE
[ 19 il (3.3%) . P9 13 B (2.3%) | DofidlEEs 9 5l (1.6%) . &Sk 6 Bl (1.0%) .
1 BUBESRIPT 4 B (0.7%) . SE ISR 2 61 (0.3%) . DK 16 (02%) . Wiz 1 4l
(0.2%) . g « Bl 161 (0.2%) M OFHIRMARIERRAE 1 61 (0.2%) 235588 b,
Fro, BIEMEGE, ITAE, i LVERRE 28, S A Mikba s | MERE REMRE . kL,
JESS H i S ONEFLITRR D DAL Do Tz, ARRMWEMZEBUR BT B E S (BRI A 2
EEty) aEUHEINERETRT,

(KA & 7 Z FF R 2 Gl FE & OO S (PD-L1 %8BI 1%A0 0 A HEH]))
B EFEGIIAFIGH (NIVO/Chemo) B 172/172 511 (100%) . >t FREE 174/183 5] (95.1%)
ZFRD BT, AP (NIVO/Chemo) & ORISR A EE TE 2 WA FEFRIL 159/172

5l (92.4%) (Z3BO BTz, FBEEN 5% EORIERIZT TRO LBV THHo T2,
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#£ 8 FHLEMN 5%LL EORITER (ONO-4538-27/CA209227 #5% Part 1b)

B (%)

L e YAN'
Eﬁgjgiﬂ H AAIDFA (NIVO/Chemo) BE
i 172 4l
(MedDRA/J ver.22.0) 4= Grade Grade 3-4 Grade 5
2REIEH 159 (92.4) 96 (558) 0
Mgk LY > REE
2 ifi. 70 (40.7) 30 (17.4) 0
I BRI S 41 (23.8) 23 (134) 0
MR E 17 ( 99) 7 (41 0
P
(XA 38 (22.0) 0 0
TR 17 ( 99 2 (12 0
G 67  (39.0) 4 (23 0
A% 14 ( 81) 1 ( 06 0
/A 26 (15.1) 4 (23 0
—% - &FEER L O 50K
) 9E 18 (10.5) 1 ( 06) 0
9 57 43 (25.0) 8 (47 0
TR 9 ( 52) 0 0
FERRE D S E 10 ( 5.98) 0 0
AR PN 9 ( 52) 0 0
FEEL 12 ( 7.0 1 ( 06) 0
BRI IR AT
TS T I NIRRT =T — PN 16 ( 93) 5 (29 0
77 —E#H 11 ( 64) 4 (23 0
TANRTGXUEET ) b T AT =7 —EHIN 10 ( 58) 1 ( 06) 0
M7 V7 =880 12 ( 7.0 1 ( 06 0
I R EREOR D 27 (15.7) 17 (99 0
1 RIS 21 (122) 11 ( 64 0
F if ERH D 15  ( 87) 9 ( 52) 0
R L O EE
BAEE 39 (227) 4 (23 0
FEREE X OV MRk =
O PEIE 15 ( 87) 0 0
395 26 (15.1) 1 ( 06) 0

I, PR 26 1 (15.1%) . BREUTIRARIE/ X A TF—22 f] (12.8%) . JTHkAE
R 21 B (12.2%) . FURIEHERERETE 16 61 (9.3%) | EHEEERET 14 61 (8.1%) . fH]
BRI 8 B (4.7%) . RIBHK - /NZe - EHEED THIS B (2.9%) | DligilEsE 5 6
(2.9%) . infusion reaction 4 5l (2.3%) . FEEEDRRFHEE 2 #] (1.2%) . LK 145
(0.6%) . iz 141 (0.6%) . 1AUBESRHS 1 61 (0.6%) . BT 161 (0.6%) . R
REFETE 1451 (0.6%) K OVEARMARIERIE 1 61 (0.6%) 235588 Hiviz, F7o, HEIEM MK
E, FFARA, BEIEIRE R, TERAHRERE, Mok - BEEK, HEEZRMRMES, M
EREREGERE, . B, SO BEL, EEHM A OELITRD b o, K
BIERRBURDILIEE S (RMEERT 2 51) 2B OEFERERT,

16



[ - HiE]

AR OREMEYBETT L ZFA LY 2 2 b— 3 102k 0, AKI 3 mgkg (K
H) XX 240 mg % 2 WG TG LIBROARR O Mg iR EI S Sz, ZOf
R AH 240 mg G LTZBROREEEIL. AH) 3 mgkg &5 LIZBROBRE & & ik
LTREEZRT ETHENTZb DD, ARANBFICBO CARMR RIS TV D H
% - & (10mgkg % 2 EFFERECRE) CARAIZ G UIzBEOugE & & ik LR E
oy LTRSS (FR) AT BEOBEIZE T 27 — #2125 & KA 3 mg/kg
(REE) iF 240 mg % 2 HFFIFE CHG- L 72 BROARRF OBRE & & Ao 3 etk b
ORI & T D IRE ST T APER S, Y% OV TREIT DAL A R,
FRROAE - HEOM THEMER L SMEICAME e 2R3 nw e PRl S =, £,
NI BT IC BT 2 7 — XD S L 2R B UG ET LV EFIH LT, AAl 3
mg/kg (2 G CHG) . 240 mg (2 R CTHE) XX 360 mg (3 ¥ MR T
H) LAY A~7 1 mgke (6 BREIMMETERYS) 20 LIcBROZ2MEZ a7k
K. FEROME - HEOR CREM TR ER TRV ETRIS N,

K9 AFOKMERE T A -4

M - R Crnax Chnind14 Cavgdl4 Cimax.ss Cmin.ss Cavess
(ng/mL) (ug/mL) (ng/mL) (ug/mL) (ng/mL) (ng/mL)

3 melke Q2W (352 .760-8) (10.17?'264.5) (17.21‘,"3?3.9) (75.1){3171) (27,612,'107) (42.717,'?27)

240 me Q2W 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) (51.62?739.2) (79.9(;),'51&14) (33?,9232) (18421,1 ;13) (23;7286)

FRAE (5%, 95% %) Q2W = 2B FIHIFE . Comax @ HIEIHE-£2 O fi i ML HHEEE . Crinara © FI[EIF 5214
A BT D FARMIE IR, Caveara : A 5140 B E TORMIEPIRE . Coaxss : T RIEICI
T2 i ME T ER L Cinss + EFIRRBIZ I D RIS PRREE . Cavess 1 AEFIRREIZ IS 2 P11 o
TR

T AR ORENEYENEET L EZFH LIV I 2 b— a3 2L 0 | AH| 480 mg
% 4 W CE G SUIBEARE O Mk - &S TR U72BRO AR O fiiE e EE 23 e
Shiz, TORER., KAl 480 mg %z 4 WFEMNE CHE G LB EFIREBIZB T 5 E¥im
EHIREE (LU, TCagss) &V, ) X, A 240mg & 2 IR TG L 72RO Cavgss
EHUT D E TSN (THR) o Fo. AAI480 mg # 4 MMM TR G L7ZEROE
FARIEICBIT Dl iE P IRE (LLF.  [Chas) EWVD, ) 1, &K 240 mg % 2 5 [
kA THEG LT2BRD Chaxss & IR L TEMEZ R T & TlISHZ b OO, HARNBREICE
WCHABMENHER SN TWDHE - AR (10mgkg % 2 BRI CRE) TAHIZ &5
L7oBED Cinaxss & IR L TIRMEZ 7R3 & Tl (FFR) o M T, EEOmEEICE
JAHT—ZITHESE . KA 3mgke (KHE) F£720F 240 mg % 2 BRI, £ L < IEAH
480 mg % 4 FEFNE C& G LB AR OBRGE R & A0 T Ze a0k & o B & gt
THRBEOGTE T VORI, UL W TRMM bR, ERRo Mk -
B DRI CHIIER V2V 2RIV & Tl STz,
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# 10 KAIOEYBE T A —XF

v - B Crnax Cmind28 Cavgd28 Crmaxss Cmin.ss Cavgss
(pg/mL) (ng/mL) (ng/mL) (ug/mL) (ng/mL) (ug/mL)
3 meke Q2W (352 '760-8) <16-257f0-3) (21 321 f3.9) (75.&?71) (27.612,'107) (42.717,'?27)
240 me Q2W (51-712’203) <23-33?‘539-0) 602670.9) (10;5354) (41?57,'%1358) (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 (142,9;22) (86.959,.?32) (10},1 ?48) (323,9225) (18421,1 gos) (232,7277)

FOME (5%, 95%4%) . Q2W : 2 EMIMIIE. Q4W : 4 WRIRINGE. Cmax : HIEIEE 554 O fierm 37 PR AL
Cuminazs = RIAIH 514 28 H BIZ351T 2 B AR iE IR EE . Caveazs © WIEIE G- 28 A H & T FHI i i

FE. Crmaxss 1 EFIRBEICIS U 2 B M3 FIEEE . Crinss : EHARERICIVT D AR M IE PHEE, Covess 1 EHIR
HEIZ351T 2 -4 Iy e B
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4. FisglZOWT

AAFN OG- ) ) 72 BE &2 W - FE L, AR5 i@i%&ﬁwm%%ﬁbk
BRICHRHET 2 Z ERMER 7D, LFOO~Q@DFT X T &= T sicB W THEHAT
RXTH5DH,

O {4 1ANE

D1 Fio (1) ~ (5) OWTHNITEYT DM THDH Z &,

(1) BEAETBREDEET D03 V2 REEEILSIRPE S (BRIERTIRAS A2 O HEIL Rp P
HI S AR EEEHL AR, HUES A RSIRIRRE 7R )

(2) FrEMERERbT

(3) HARENTERENFDEE T D 03 VB ROEEERRT (D3 AR EIRbT, 25 A2
W IEBE, D3 AR EEHERE T e &)

(4) ARACTFIHIEE ZRE L, SRAETFRIENGR 1 ISR FHEENNE 2 Ol 5L 7E
R D 21T - TV D ik

(5) PUEMERES AL T E BEANE O ik FEVEITAR D R 21T > TV 2 fiak

-2 W DAL L K ORIME R FE BRI O % TS50 70 ik & EBR & RO E Al (FR D
WPRNIEEE T DERM) 25, SR ORANE T 2RO RMEA L L TRES L
TnnHZ L,

*

o [ERIRFFISER 2 FOMWHEZE T L72iRIC 5 FLLEO D ATBIROERIRIHE 2
ToTWHZ &, 26, 28U LT PARYREL L LEERRIESZOIHME %2
ToTWHZ &,

o [EEIGFFEUSH% 2 FFOPMHEZE T L721RIC 4 L EOKREBRZHE L T\ D
L, 9B, 3ELLEE, O AR S T MR AR O R RIHE 21T -
TWAZ &,

@ BENOEIEIEHRE B OEHIZ DN T

PSR L G A B E T D B S L S, BRI D O 0, ﬁfﬁé %
e ij—aﬁ’]ra%&@@ﬁ&ozﬁﬂﬁff ZxPT B IEWIRIE, A FEFRBRA LG E oWt
EH, ERHEONIATONDEHINESTNWDE Z &,

19




@ BHEA~DOXISIZONT
@-1 Hii ez R BE 3 2 A

[V MM B O HEE R BIE 2N AE L72BRIT, 24 FFRIRZIERIRTHI O T, ik X
IREEE ST VT, FEEL L2 RITERNTIE U CABRE B O CT S D RIER Q@I 24
HAMRADRERD Y H PGS, EBISIS A RER AR 8-> T\ Dd 2 L,

@-2 EFRIEFHIZ L DA FFGNISITET % 2t

ARSI D BT 72 5 e O Re 2 A 2 BIRIERE D RIEE=2 Y 7
EEDITEROA Y ) == T ZATOWERE L FME A TE 5 F— AERKH 2
SN TWD Z L, b, BIIAHNZOWT, DABE L ZDOFEEIZHHIHm ST
WnHZ &,

-3 BIEHOZWrCRINZE LT

RIVEA (MEMEMEEIZIN 2 BREAREDAE, OIdk. Tk, BT RARE ., KX,
NS, EEO TR, 1 ANERIE, BUEMZE. HFARA, HHERERES . JHFK,. BibrENnE
K. FRIBEEEREE . T RMAMEREREE, hiklEE, BEE, RIEEE, MR, BEEOKL
JE R, FFRIMARZEFRIE, infusion reaction, FEFE7cMykmE, MERE RIEMERE, FEk%.
Bede. WEEORPERON, I M, ClEES (L EME) - 2RI - D ESMEEIMGHES) |
PSS HA L, JBEFLEE) (S U C. Ykt XI3ar MR B 0 B ME 2 f5 3 5 =il & il
L (RHWERHOZECRSICE L THRELR O IREZ T NI &MchH A2 &), BEHIC
WEI 7R ALE D T & DARF NS> TNDH Z L,

IE @
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5. EXG L b BE
(AR § 2 1E]
O AFIOBMBE 513 FRROBEICBWTHIMERBIES TN 5,
o T IF TR EETLFEIERE A AT 2 UIRARE/RTIB 1/ IV UIFEROR

bR ERE
o T IFIRAEGTCFRIERE 2 AT SR RER B M/ IV SUTHFE DI
b B

7235, RV LR CEGFRIE S 728 B ST ALK A G TR E BV TR,
JFHI L L TEGFRF 1 % ¥ v % 7 — B IEA UFALK T 1 % o o % F— L IEH 0
R /4 5545,

@  ARENOMOFEEMIREA] & OO G TR BB W THEIIEI VRSV 5,

o AV AT ROT T F KRG TRE RV EEE  IVRT T F
ORI U ExB, ERELEE : VR TTF o I AT TF 2 O
A MLFxtER) EOPFHES ALFRIERE OV EGFR Bis 124 Bzt kO
ALK & B m RO UIBR AR 22 AT - F338 DI/ INHE R ffides A8

e AV ALYT LOUHEE ALFHFIERED I\ EGFR 5128 B2V K N ALK
A BAR T RO UIRARE 7 AT - B8 O IE/ N a it B

o T IFFHRFIEGTMLERE REERE VR T TF NI AT T T
BOF LB R LRE  DVRTTF o UNI AT T F o AR A
Rt R) EOPFRBS  ALFRIERO 220 PD-L1 R BN 1%A0 2>
EGFR BA& 1T Rzt i DN ALK @ &8s T REMEOUIBR A RE 7 1T - TR D IE/
IR fr g B

k ARFIOZWE & LT, W54 : PD-L1 IHC 28-8 pharmDx [ 4% =] MEAR I T35,

@  TFRLICEE YT B IR NIRRT R S B ARKI DB B K O FIEIZ DWW T,
ARENDOHIVERHNL SN TE ST, KFOEGRZ L5200,
o INBABIRIEICKT T 2 K O B P 5 & QMO FUEEIEEE A & O OF £ 5-
o ALTFRIERED 72 BE TR D A O BB S-
o @TABIOHINEN RS TV MEOFEENEIREA] & OOF &% 5

@ AbFRAERED 72N EIBRRREZR DT - IR OIF NI EE IZB N T, 1Y A
7L OO T D RARMEICREN 20 E B2 DN BFEITB O TX, AAlE
AV LT LOHEGEZZRTNETHD, £, AV LT RRTT7FF
R 2 Gt BRE (RELERE  hAVR T T F o ROvs ) 2k, HERFLE
B INVR T TF NIV AT TF U RORA R FxE R) EoffA&EGICx
DABMICRIENR 2N EEZ ONDBEEICRBNTL, AR LAY AT KOS T
F KN & E T L BRE L OO S, PD-L1 BHEN 1%RMNOAM B Y LA~
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X D BEMEICRER S D EE X LNDHEBEITRBN T, KAl L 77 F 8K %
FrbRE REERE : IVRT TF U IV AT TF R RT A H B,
R IVRTTF I AT TF U RORA FLxt R) Lo
HaZBETDHILENTED, B, AFOREGIZHT-->TiE, E2REITA KI7A4
v (ARSI Sl &Y

©® figEZEIA R7 4> (AARMETSR) 128 T, ECOG Performance Status 0~ 1
2D 75 UL E D R B, X% ECOG Performance Status 2 72 O B#E TIL, 56
3HARFUES (MEX v %) OFFRGM RSN TEY, 77 F T/ oM
FHELEEE 1 TR W=D S e Wr— AR S 5, Z DG4, ALFREREZ AT 5Y)
PRABEZRUEST « R O/ EBE IZBWC, 77 FFRAIORHEEN R &
&5 3 AR AI A COWREE L AT 2 BF B W TR, AR O §R 5 %5 fE
TE 5,

© 77 FF A EETAFRIERE G T 2 UBRRRE R AT - B3 O/ Nl R
(256t 2 A O BB G- 1 3 sh S AR SR (CA2090173K0k & TRCA209057385R) (2
BT, WL LOER T LEEOWTNOBEITBNTS N & I LEEC
xf U CEBMERGES N T WD, 7272 L, R B O B3 Tk, PD-LIFEELHEIC
KO HNEDMHEMR R D Z ENRBINDOERBHELNTND Z b, FERFE
RO BEIZIB O TIIPD-LIR B & 58 L7z L CARFI OG- /[ G Ol 47 5
TEMEFE L,

e PD-L1 BN 1% A CTh D Z & AR S VIR F LEOEBE 2BV T,
JFHI, Fe & X3 vVEORBIDI OGBS R O b5 2 4 5, O

o NATmU AT (BIaFHZ) Do =F 2k (lkge4 : PD-L1IHC
22C3pharmDx [# =] ) 12XV PD-L1 LR & MR L= IRV LR D BE

Vx0T, MR A RTA v (AARMEEEER) (TBNT, T A 85 T AR AR
(MECOG Performance Status 0~1 2 T 75 # 2L FO R FRFE. XIZ@ECOG Performance Status 2 Y52 o g
FTE, 3 HAPUEA (FeEX X% OBAIRENHERIN TR, 20X 5 72EE T, Bk
RIS T A REMICER S 5 LB 2 HD,

(2 ECOG o Performance Status (PS)

Score | EF

0 | &<MERIEETE 5, T LlFE U HEAERDHIRZ ATZX D,

PIRBNZIE LWOEENIHIR S L5 25, BTHIRE T, BAFRERLH > TOERIITO 2N TE D,

Ul o, wmseg

BATHRECTH Y OH ORI O Z L33 X THEEEMMEEILTE 20, BHO 50%2L Ly RT3,

RONTZESOHEDEY DZ L LTERY, BHRO 50%L EE2 Xy R+ TilmId,

Alw(o

ALENT RV, BAOHFOEY O Z L34 TERY, BEICy R+l I4,

(H3) 772 U O FUEMIEEA OB GOV, 2R, EER SN T 5 2 L ofh, B LB S 7
BEWEHORBOBZ NN G 5%, [EFIY EREY AW Sn-8% GIRSIR) 12oW T2z oY
TIE7euN,
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Tho T, AEIOZWE (B5E4 : PD-L1IHC 28-8 pharmDx [# =1 ) |
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@ JREFTOFMIZB W T TRICEY T2 BFIZ OV TE, AR OB GIZHELRE S e

D, AOTEFERFUE DS e WEEIZIRY | HEICAREZEHT 52 L 2BETE 5,

o [MEMMZE-BEDOEDX i%?ﬁ?@&)é B

o oS AR A CHE R 2580 D B K ONE M O HUH Bt 2% R0 Gy e it 2%
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6. HHICEL CTHET & HE

O WWASCEFEITM A, MERTEER DRI 5 & RS 1T -5 & ARF O Fri: J ONiE 1
RO DI HERERE TCERE L T oA+ 2 L,

@ RERRIZIENL D, BE XTZE ORI IER OERMEE 53 L. RE 25
ThoEGTHZ L,

@ I F T AL ETCFRIER AT 2R LEEIZB VT, PD-L1 BEHEL
fEsB L7z ECARKI OB 5 O AR 2 Hlrd 25 Z & AEE LS, PD-L1 FEELEHR
R CE 72 WGEITIX, AR OEH OS2 @Il L EC&ET5Z &,

@ EREMWERHO~FX Y AL MZHOWT

WEMEREBEND Lo d Z ERH DD T, KFNOEGIZHT-> T, BKRIE
W (PEIRIRISEE, ik, FEEVE) OffEsE M OWE X A o FEhess, Btz +5
ZATH 2 &, Fo, MBS CTHE CT, Mg~ — I —FDMm&x FEhid 5
Z &,

AFN O EILEE D infusion reaction (i 2 CEARFZ H3 22kt D T& 5 U
faAT > 72 EChtaT 2 2 &, £72.2 [ H AR O A% 5-FFIZ infusion reaction
DHHLOLNDZEHHLHDT, KFIEEGH K OARA G T #IT A Z A
CERRET %, BEORBEL 28I 52 L, 70, infusion reaction &
FHLLICGA IR, R TOBELOERD FERIZEIE T 2 £ CHRE - 08l
T5HZ &,

ORI REIRE . TRAEERT R ORIBREERH 6O Z R HDH DT,
AFN D ¥ 5B aERT M O G- B I E IR N IsisRE iR & (TSH. 1028 T3,
FEHE T4, ACTH, M=oY —VEORIE) #4252 &,
AFNOEGAZ X0 | WEDOREEISIZER T 5 & B 2 b DA R R IEREE
DHOLOLNDZERND D, BENRDOOLNLGEITIE, B LEFRIIS LT
B 72 ek & R BR 2 Re O R Al & i U Cl bl e BRI W 2 ATV IR D
FOGIZ X 2 BWER 2N g0 23551 21E, AR ORFES T I, R ORIE BE A
WERIOBRGEEBRETDHZ L, B, BIBRERNVEOREIZLYEIE
HOYEERFRD LIV WIGEITIE, BB RE AV LISt o Sz il Fl oisin
HEET D,

PR T %, BOEBI S5 ARRE L T LEWERDBELT L2 EnbH 57290,
AR OEEHETHIZ S RWEM ORI 2ITEET D,

1 BUBE R (BIE 1 BUEIR S &2 2 de) b bbdv, BERPMES F 7o R— X
ICEDZENHLHDOT, Alg, o, EHFEOREROBHRCMAEED L2
SEET DL, 1V BERBENEDN -G ICITEGEEZRIEL, AR )
FOFGEDME) R EZITH Z &,

BIERTIE, P4, ITHEREREE . TR, BB RDBHHbND Z &R dH D
DT, EHWIIITERERE LTV, BEOREZ H3ICBET 52 &,
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® AAOERRBRIZB N T, LLTFTDOX A 2 T TEIMEOFME 217> T\ Z £ &5
B, ARFIBG R EMMICEERE TR OMEREZITH 2 Ly

ONO-4538-05 #A5R & U ONO-4538-06 7kt : 6 MM = &

CA209017 35 & Y CA209057 3R : I H5-BA4A 0 9 H, Z0%, HEHGEND
1 FERT 6 HE T & ENLIBRIE 12 HH Z &

ONO-4538-77/CA2099LA 5% &% Y ONO-4538-27/CA209227 5Bk : Bt 5-BAtA D> B
VX6 R Z & 2R LIBRIE 12 @8/ Z &
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HHEIE OB 5 BE

YR M AT 28 U THARAEIE D & 2 83
NFFEE D & 5 B

BEEDH DA

FED B 5 B

PENRS 2 ATREMED & 2 B

< KEeHXRALOEKZREIER>

B BEHH

vavJiER T T4 TF—

PO, PARA, TREREREE

AR A

VBT, I HRAEE

A4

FEFEME M N EEEDEBRE (DIC)

M Ze s, B, it KR, Kimk

Sf LR

SRR A T (B A

SRR

B2 RIEARE PR (Stevens - Johnson JEMERE) . HaEtER SEIEIE (Lyell SEMERE) . ZIHLEE
DX AT =T iAKIE, FRIE - RIRETR

DFEZE, FRR AR ZE AR E

JEYIE

PRIR AR VE o RE G 53 WEBRE (SIADH)
HERAONREORER, MAE R, RMAHRES . B OB S O R MM EB)[EE | Radiation
Recall 5
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