hERH #-25F1
5 . 6 . 1 4

mBERMEET A T AV
=R~ (BRETHBEE)

(BR5E4 « A7V — A RFEFE 20 mg, 7V —RRHEFHE 100 mg, A7 P—
RRMEERE 120 mg, A7V — R K EHE 240 mg)

~ FE/ N AR R ~

Y2 9% 2 H (457054 3 AT
BT BE
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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, ARTA BT A A%, MSIATBOE N EIE N ER SR SR, ASAFEABAR
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,

RG L I BEIRS - A TR TR 20 mg, A Y — R AT 100mg, 4
— REIEEE 120 mg, A7 Y — RSN 240 mg (—i%4 - =
M~ 7 (Bl FH#z))

KGR LR DEIHR « CIBRARE /R HETT - FRRE DI/ INHI R itee
FE N L 35 1T D IR RITAHBh L

REERDMEROAE « <UIBRAREZRMELT « FEIE DI/ N AR s >
W A=AV~ GBE i) & LT, 1[8240mg
Z 2 JEMIRINE S 1 0] 480 mg % 4 3 R 6E C AT 5,
thOPUEMEESA & 0P T 2855813, B, A=A L~7
(Bl z) & LT, 110 240mg % 2 BRI X 1[5 360
mg % 3 MFFERECAMEERET 5,
< FE/NBR AT 2 1 D AR R A B >
O HENEIEER & OFRIZBW T, @, BAIZE=FRL~7
(Bfar#Hz) & LT, 110360 mg & 3 i RIS C o i i
T2, e, EEFII3IEETET D,

B I OE ¥ DRI TS




2. AHNORK. VERBF

A7 — R R ERHE 20 mg, [FATEERE 100 mg, FAGEEE 120 mg K ORI ERE
240 mg (—f4 : =R~ T GEE X)), LT, TARA) Lvd,) X, NERSES
TEMKSLEAZ LYy 7 24 BT VAR e Y —X A7 A7 (BMS) ) 2
BAs% L7t K PD-1 (Programmed cell death-1) (Z%}9 5 & Nl 1gG4 € / 7 v —F )Lk
Th b,

PD-1 (%, &AL L7z Y 3Bk (TR, BMREK O F 2 7 0% 7 —T M) LOVE
BRI R BT 5 CD28 7 7 X U — (T MR OIEMHAL Z i BhHIC IE & BUZHIE T 2 %
T ICERT2ZAARTH D, PD-1 ITHURIRRAIIIZIEBLT 2 PD-1 U o K (PD-LI
FONPD-L2) LA L. U v SERICHIEIE S 7 2 AniE LT U v ERoiE M IR BE &
BIZHRET L TW5d, PD-1 U W RIFHURE SN B b O & 22 G/ 588
LTk, BMERAMEEE) LU LB TS PD-L1 OFBLLIEOELF
HM & OMICADHBEBFRN & 5 Z & HE I TWns (Cancer 2010; 116: 1757-66)
F o MR AR CIERE T MRS EAET 24 ¥ — 7 2 a5~ (IFN-y)
12L& > T PD-L1 OREIANFES N, B8 LSRRI IIT 5 PD-L1 ORI E ik o
ALEWIR & ORI EDOFBARRN 5 & OHE S & 5 (Sci Transl Med 2012; 4: 127-37),
X 51T, PD-LI Z 5@l RH S S8 AT, FURRRA CDS B5PE T Hiia o Hifa &
TR AT S 525, PLPD-L1 Hi{AT PD-1 & PD-L1 & OfEA ZET 5 & Z OHifa
EEEENREIE T 5 Z EDNRENTWD, D Z LMD PD-1/PD-1 U T2 REEEIX, 5
AR TURRF A 72 T MO OWEBEEZ BT 58 FD—>o L LTEZX LT
Do

AFNZ, FEHRBROFE R 5 PD-1 O iEE (PD-1 U 7 FFEAHEIE) ITREE L.
PD-1 & PD-1 U W REDREEZILET S Z EI2X 0, BDATURFFRN e T MlROIE
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 k OB R
i,

AFNO R 3 < I D RAERGIC & 2 BIERSN & b b, B XTI
D RN B 5o AFIO B 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

1) UIBRAREZREAT - B DI/ NRaltieE O P R X OFER - ERzgE) . KON 2)
FE /N AR FitiJeE (2 35 U 2 0 B4 BO R 1 O 7GR IRF I R 2 1T o 72 £ 22 BER R ER O ilis % 7~
7,

[ F 0]

1) YIBRARHEZeELT - B3O/ NI (P R & OFE R LR )
R - b e )

@O EAF IR (ONO-4538-05 Flk)

77 F R GO LT RIERE 2 AT 2 U2 B B/ IV XT3 O R R
5B (ECOG Performance Status 0 2 TN 1) 35 il 2 %4212, AH| 3 mg/kg % 2 H[H IR
TrRUmEE L7c, FEFHMIEE TH 5282053 (RECIST A 74 & 1.1 RIZHESL F
JHIEIZ L D CR UL PR) 13 25.7% (95%(EHEHXH : 14.2~42.1%) Thotz, 7ok, HF
AR E L2 BEIX 9.0% Th - 7,

© VEHMEIFARER (CA209017 #X8R) (N EnglJ Med 2015; 373: 123-35)

7T FF R e G AL FIRERE 2 AT DU AR/ OB H1/ IV ST R O R B
JEF (ECOG Performance Status 0 2 TN 1) 272 il xfBI2, REX XL Z2xtRE L
TAA| 3mg/kg % 2 RIFNE T AR EE L7z ORAIRE 135 41, RE% X'/ 137 1),
HEIREAT ORGSR, FEFHMBIEE Toh 5 24 (BLF, T0S) &Wvw9H,) (FRfiE [95%
B 1%, AABET9.23 [7.33~13.27] A, KX FEAHET6.01 [5.13~7.33]
AHTHY  FANT FEZ T2 LFEIFRICAERIERE 2~ LT (AF— R
0.59 [96.85% 5 #E X[ : 0.43~0.81], p=0.0002 (iliffll) [JB5! log-rank #7E, A EAKUE (il
) 0.0315]),
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Probability of Survival

0.31
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Overall Survival (Months)
Number of Subjects at Risk
KB
135
Fea¥% /L8
137

113 86 69 52 31 15 7 0

103 68 45 30 14 7 2 0

X1 OS OHEIETIED Kaplan-Meier B (CA209017 REX) (EERLIhi-4£EM)

(FERAF bR
O EAF TR (ONO-4538-06 5ilHk)
7T FFWUR e G AU TFERERE 2 AT D UIRAREZR OB H1/ IV U HR OIER - L
Ry 85 (ECOG Performance Status 0 J2 TV 1) 76 Bl & xf 512, A 3 mg/kg % 2 MM
b CARTMEE Lz, EEFHMMEE Th 28805 (RECIST A K74 1.1 fRIZES<
YL EIZ KD CR XU PR) 13 19.7% (95% (S 4EX ] : 12.3~30.0%) TH o7z, 728,
FANZERE LTZEEIL 9.0% Th - 7,

© WA S IFERER (CA209057 #-%%) (N Engl J Med 2015; 373: 1627-39)

7T FF RN e G AL FIERIERE 2 AT D UIERARE/R OB #I/ IV U R OIER - L
Fa 3 (ECOG Performance Status 0 &N 1) 582 fil & xt5:12, KX Fw/L2%tRE
LT, AH| 3 mg/keg % 2 MM CRERE L7 (RAIRE292 1, RE& X &/ 290
Bl), ST ORER., EEFHMEEE Th D 0S (FIfilE [95% X M) 1%, AAIRET
12.19 [9.66~14.98] B A, FE&&XE/LEETI.36 [8.05~10.68] WHTHV . KAIX K
T X X R ICH LR RICHBERIER 2R Lz (0N — R 0.73 [95.92% 5 #E X H
0.59~0.89], p=0.0015 ({fiffl) [J@5I log-rank ¥, A EA%E (W) 0.0408]),



Probability of Survival

O -
B 0000

0.1

0.0

r -~~~ 1 1 - - rr - - r - - 1 - T 1 - - 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]
Fe2% LR

290 244 194 150 111 88 34 10 5 0

X2 OSSO EFEHTFFDKaplan-Meieriff (CA2090573R8%) (HE/ER(L S L7=4EM)



Probability of Survival

(PD-L 13§ BLIR LB D A 5 K OV22 4k:)

WA ARG (CA2000173858 2 INCA209057:88R) ICHLAAN BNT-BEDH b,
HEISAHAR 2 W TPD-L1 2 3 8 L 7- AL S b 5 E1A (LR, TPD-L1F&HLHE ] &
V) IZEHT DIERDPE LN —HOBE DT — X ZH-S & PD-LIZEBLERBNTEHEREIC
SR 24T > T2 B M OV MO RIZLL T D LB Th o 72,

BRI L it REEEE T, PD-LIORBRRKRICL S, FedFvEEL
12 U CAAKIRE COSHIER T A 2370 b v,

FER V- _ERE TIEL PD-LIZE BB 1% A DA R X B VR & IZIERBROME R
ThoT= (TX),

. RV LR, RV LR L B, PD-LIORHRICL 6, AFlOZ2MES
777 A VLR TH -7,

0.6 ﬂ\“a.,
0.4 - ‘»"-L-H,__H_\_H_\—‘—

’II

o
N

! |

- }

' [

=)
o ¢

0.0 T T T T T T T T 0:0 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 mg/kg

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 : 77/108), median and 95% CI : 10.41 (7.29, 14.26) “ Nivolumab 3 mg/kg (events : 68/123), median and 95% Cl : 17.15 (12.09, 20.63)

Hazard Ratio (Nivolumab 3 mg/kg over Docetaxel) and 95% ClI : 0.90 (0.66, 1.24)

2 Docetaxel (events : 93/123), median and 95% CI : 9.00 (7.10, 10.55)

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 : 0.59 (0.43, 0.82)

X3 CA209057 3RBRD PD-L1 REERF|TD OS D FRIfFITHED Kaplan-Meier Hif
(£H : PD-L1<1%DBELF. AKX : PD-L1=1%DBEEM)

@ EFELFES IR (ONO-4538-52 #ER)

{E2ERIERIRIR D EGFR & An 178 RIaME, ALK @A 8 s 1Bt ) O ROST &8s 1
ZMEDOYIRARE AR HEST « FEI8 O FER T LRI/ INRa e 8 550 61 (A ARNEF 371 4
BETe,) BRGBIC. TITERLRIANV 2T GRETHEEZ) CLF., [R_RAY <7
EWH ) KOS T F BN E GTALFRIEOO AR G 2R E LT, REIL R0 X
~ 7 kO T F B & Gefb e L oS (BUF, INIVO/BV/Chemo] &9 ,)
DA Ve M2 B L7z (NIVO/BV/Chemo™ Bf 275 i, st FREE 275 #1), H [HIfiF
HrofER, FEFHIEE Th 2 WA (BLT, TPFS) &) ,) (FIfE [95%
fEHEX ] 1%, NIVO/BV/Chemo #£ T 12.12 [9.76~14.00] 77 H, *fHE#ET 8.11 [6.97~
8.54] B HTHY ., NIVO/BV/Chemo X7 TR LAY X< T RN T FF 0K %G



AL FFEO O 5Tk LR PIICA BERIER 2R LTz (0N — R 0.56 [96.37%
B : 0.43~0.71], p<0.0001 (1)) [J&5! log-rank f &, A EAKAE (M) 0.0363]1),
*1: AH 360 mg R OMLAEReE% 3 MIMRNE CAREHE Lz, (PRiEE, AILRTIF, <2 Y
XV NFONRN AT % 3HEBZ 1A 7VELTRR6 VA 7LVERL, 6 471D

LR LR I AK R OSSR T O GIC L B EFRRE b E e L L7,

100 +

80

60 - NIVO/BV/Chemoit

Progression Free Survival

T T T T
0 - 8 12 16 20 24 28 32
Time from Randomization (Months)

Number at risk
NIVO/BV/Chemo&f 275 231 163 88 48 16 6 0 0
*TEABE 275 225 127 53 27 5 2 0 0

X4 PFS O HEENTE D Kaplan-Meier Biff (ONO-4538-52 3X5)
(VAL S 7-4F. NIVO/BV/Chemo & & 3HHREE & D)

(PD-L 138 ELIR IR DA 2 o ON22 4 1)
[EIRS (A 25 AR 3R BR  (ONO-4538-527i88R) ITHAAN O NTZEBEDT — X TS X,
PD-LIFEBIRBIN R B INIENT AT > T B IMER N L 2O RIFIULTO LB TH

272,

HIMEIZE L TiE, #lotBY ThoT=,
723, PD-LIOFKIRIZL 5T, AFOLZEMET a7 7 A4 VR TH -T2,

7% 1 PD-L1 ZHRF D OS :BMBATRFOFZME (ONO-4538-52 3ER)

0S
PD-L1 % BeHRE Bil%x HfefiE [95%CIH] NP — R
(B A) [95%CI]
. NIVO/BV/Chemo 115 31.01 [23.13, —]
1% ’ 0.76 [0.52,1.10
VoAl BV/Chemo 115 22.60 [18.63,29.44] [0.52,1.10]
NIVO/BV/Ch 155 30.78 [25.99, —
1% emo [ ! 0.69 [0.50,0.95]
BV/Chemo 155 24.67 [19.09, 29.34]

— HEEARRE, ¢ FEREA LR L LT Cox Bl Y — REIRET L



R - b B M O R F-_E R2 )

O [EBIFEH AR (ONO-4538-77/CA2099LAFER)

(B FHIERIGIE D EGFRE AR 122 Bzt o QALK& & An TR O UIFRANGE 7 1T -
RO NMAEiTERETI6] (BAARNBESOBIZETe,) ZRt%RIC, 77T 8K E2E
b FREOI ARG ZRE LT, Al A ) o~7 (B rf#az) (CIF, T4
U AT End,) KOTTFF8GH 25 b FREE O (LT,

INIVO/IPI/Chemo] &9 ,) BEOH MR LM% #E L7= (NIVO/IPI/Chemo™
36141, XFRR2HE3SSH) . RN OFE R, EHEFHMIEE TH 508 (FRAE [95%(E5E X
1) 1%, NIVO/IPI/Chemo#¥ T14.13 [13.24~16.16] 77 H . *IHHREET10.74 [9.46~12.45]
I H T& Y, NIVO/IPY/Chemold 77 FFH A % & Te{b P iE DO OF i 512 xh LktE 7
MICABRIER 27 Lz (O — FE0.69 [96.71%[5#E X [ : 0.55~0.87], p=0.0006 (i
) [JERlog-rank &, A E/KHE (Wifil) 0.0329]),

2B, RBMLMATRER CTH DA, HHEALRIONIVO/IPI/Chemot: & kFHREEDOSD /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=,

*]  AH 360 mg % 3 BEIRIFRE. 1 £V A~ Imgke & 6 MR OMLHE % 3 8RR < A
B U7z, ALZAR0RiE, LA (RSE EROS UTIERE ERE) (IS S\ bpes (R R
Jit  AINKRT T FURONRZ Y ZXE, ERFELENE: IVRTTF XTI AT ZF R
NARNLFER) &, 3BEE LA 2L LT 2 A ZAER LT, 2 4 2 AT, AH
FEOA BV b~ 7 % ST L,

*2 KRR RSP LR UIFERE L) (25 % | NIVO/IPI/Chemo B & [F UAbEiE % . 3 M
RIFAINLELTAYA I NERL, FRFEERICONTIE, 4 1 7 VO BRIEE %
TR P LRl RIC K DHERRRE b M TRE & LT,
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NIVO/IPI/ChemoEE

e
~

0.6

0.5 _
0.4 xR e

“mreEE

Overall Survival Probability

0.3

0.2

0.1

0.0

0 3 6 9 12 15 18 21 24
Number at risk Time from Randomization (Months)
NIVO/IPI/ChemoEf 361 325 292 230 129 46 16 1 0
*f FERE 358 318 259 183 94 39 12 0 0
X5 OSSO EfETRDOKaplan-MeiertifR (ONO-4538-77/CA2099LAFRER)

(FERLSh-8H)

@ [EBRI[E S M FEEAER (ONO-4538-27/CA209227 #&5#7) (N EnglJ Med 2019; 381:2020-31)

(Part 1a)

(L EARTEIE T PD-L1 FEBLEN 1%L F79v> EGFR &5+ BaME R N ALK e
AP OUIBRRREZRHETT « TR OIE/ NIRRT B8 793 5 (A ARNEBHE 89 fHila &
te,) ZXRIT, 7T T HAZ G TRIEOHE G ARRE LT, KAl A Y
L=T7 OB (LR, INIVO/IPL) W9 ,) OBFMER e E2BRE LT
(NIVO/IPI™! B 396 5], xtH2 # 397 f51)) . ARBroo EFZEHIEE TH 25 0S (Rl
[95% (5 #EIX[H]) (%, NIVO/IPI BET 17.08 [14.95~20.07] H H . xtIREET 14.88 [12.71
~16.72] 7 H T& Y, NIVO/IPI |7 7 FFHH % & e b F ATk LR PRI &
TR A LTz (AN — REE0.79 [97.72%(5 #HIX ] : 0.65~0.96], p=0.0066 (i&iff]) [J=
Bl log-rank #2 7€, AE/K%E (W) 0.0228]),

*1 . A% 3 mgkg % 2 BRERE., 1 U A~7 1 mgkg % 6 8B CAMEE LR,

¥ MR (R RO SUEIER T ) ICES W bRE (R R« IR T 5 F o U
VATTFURONT AR, ERELEE  IVRTTF IV ATTF RO A b
FER) &2, 3BME 1 VA 7L TaI A7 VERL, ERFELEBCONTIE, 451472
IVOALEFEFREHBIT A N LF Tt RIC K BMEFpRE L B TRE L L,

10



1.0
0.9
0.8

0.7
0.6

NIVO/IPIEE

0.5

0.4 /-L“L =<
0.3 )

- B
o HREE gy g

St A= =i

0.2

Overall Survival Probability

0.1
0.0

T T T T T T T T T T T T T T T T T T T T T T
0o 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45
Number at risk Time from Randomization (Months)

NIvO/APIEE 396 341 295 264 244 212 190 165 153 145 129 91 41 9 1 0
SR e 397 358 306 250 218 190 1e6 141 126 112 93 57 22 6 1 0

X 6 OS DERAMFNTHRFD Kaplan-Meier BifR (ONO-4538-27/CA209227 3RBX Part 1a)
(AL I T-4£H)

(Part 1b)

(L IEARTAE T PD-L1 FEBLEN 1%AR 2 D EGFR &5 1A REM L Y ALK @a
AP OUIBRRREZRHETT « TR O IR/ NIRRT B8 550 5 (A ARNEBE 79 Bz &
te,) ZRRIZ, 7T TFF A ZEZTCFERIEOIAE G 2R E LT, KHlE7TT7F
FHH ST EE & OPFRBES (BLF, INIVO/Chemo| &9 ,) &Y NIVO/IPT @
AN R OV 4t & fist L 7= (NIVO/Chemo™ B 177 i, NIVO/IPI £ 187 #4i], *FREE 186
Bil) . ARBRORBIKFAEH O—>Th V) BRI E D x5 Td 5 NIVO/Chemo &
KREFED PFS (HR L [95% (5 HHX fHT]) 1%, NIVO/Chemo #£ T 5.55 [4.63~6.90] % A .
XITHREET 4.70 [4.21~5.59] B A TH Y, NIVO/Chemo 1377 FF8A| 2 & T el 1k
X UREH IS A BRIER 2R L (O — FEE0.73 (D [97.72%f54E X FH : 0.56
~0.95], p=0.0070 [J&H! log-rank fiE, AEAKHE (W) 0.0228]),

7E. RBRITRE R CTH DA, FERI B ONIVO/Chemot: & it FREEDPFS D/~
— REb [95%fE XM ] 1%, R LR T0.94 [0.56~1.56]. FERF R T0.66 [0.49
~0.90] TH-o7=,

*1 LSRR & OBFRITC, AHI 360 mg & 3 TRV C AU EE L7z, (LiBid, M R L
i S ATIER O BECEE) (IR SWe b EiE (R LR c VAT T F IR T FF R
Fhyaey, HRELEE : AVRTTF NIV AT TFURORA MLFE R) &, A
FEICXI D 3 EMAE I A 7L E LTAI A 7 AER L, ERFELEEIZONTIE, 431271
DAL FIEERBICAR L O R b Lt RIC & 2 MRk b ERiTRE & L7z,

11



1.0
k'
209] °
£ 08
=
o
£ 07
< 06
5 "
% 05 NIVO/Chemo##
Q
E 0.4
503
g 0.2 s \
2 . e
£ 0 S FREE AT o . S
o0( 4
T T T T T T T T T T T T T T
0 L] 6 9 12 15 18 21 24 27 30 33 36 39
Number at risk Time from Randomization (Months)
NIVO/Chemo®$ 177 135 73 48 37 29 19 15 10 10 7 4 1 0
popiichis 186 121 57 22 18 13 8 6 S 3 0 0 0 0

7 PFS ORAEMRHTIRFD Kaplan-Meier Bift (ONO-4538-27/CA209227 35k Part 1b)
(EVEBIL S 7-2£H, NIVO/Chemo & & X FREE & D HER)

F7o. HEFEARRERR ST SN o7 b OO, PD-L1 RN 1% 0 BE
(23T NIVO/IPL BE &t HREED OS (FFRAE [95%(E 48X [# 1) 1%, NIVO/IPI BE T 17.15
[12.85~22.05] 7 H. *HBEET 12.19 [9.17~14.32] B A TH Y . NIVO/IP1IZ7Z FF
BUHN 2 G T b PRI LIER A 28 Lz (O — R 0.62 [95%(5HEX ] : 0.48~
0.78]. BRERMIZ2MRATHER) .

12



2) FE/NRBREE I 1T BT ETAR B R TE
O EFEHLFRS AR (ONO-4538-55/CA209816 #kE%) (N Engl J Med 2022; 386: 1973-

85)

FERREA I B (JEEA 4 cm DLE) . T SUXIA OFE/ Nt O R EE" 358 4
(EARANBE 68 Bl xEte,) RRIC, 77 F A Z &b FREO GRS %2 xR
&LT AR &7 F F WA 2 ST eFEE L OFA#& S (LU, INIVO/Chemo] & U

9.) DEIMER LM% Fief L= (NIVO/Chemo™ BE 179 5, R #E 179 61]), HH]

Mﬁ®ﬁ%\IE%MEE®—OT&6ﬁ4m/FEﬁ%ﬁ(UT\mmjkwod
(FPIfE [95%1EHEIX [ ]) 1. NIVO/Chemo #£ T 31.57 [30.16~HEERAE] W A, xR
T 20.80 [14.03~26.71] A T&H Y . NIVO/Chemo 1% 7T FF HHK| 2 & T ok F i E D
PERHB G USRI E B RIEE 2/ Lz (O — REE 0.63 (M) [97.38%(5 #H
XM : 0.43~0.91], p=0.0052 [JE%H! log-rank fi7E. A E/AKUE (HHE) 0.0262]),

*1 : iR IR A 1E American Joint Committee on Cancer (AJCC) /Union for International Cancer Control (UICC)
R (5 7)) 1oL,

EGFR Bin ARG T ALK A BT TH D Z L PR SN TV S BRI R & Lz,

*2 (LRI L OBE T, A 360 mg & 3 BRI TR 3 Y1 2 Sl L, (Lmtisix
FH (R PR 3R L) (S b2l (R LK - S X7 7F L RO
LBy RIZHNRTTF RO Y Zxw)L, ERELERE S AT TF U HOANA b
Lt R, XEHAVRTTFLROAZ Y ZXE0) &, MEHECE Y 3 BRBECREA 3 3
A TNVEE LTz, VAT T FUATKT D2REMERN W L S S EIZE, WL RT T F UL
AEHEA[GEL Lz,

*3  ARRRE (RF R IR R T R IC S bk (RFE LR : SR 77 F LV RO
LVEAES, VAT ITFURORE ) LV, VAT TFUORONR®EZXRL, IV RT T
FURONRZ D E2XEN, FRELRE: VAT T7FURORA LR, VAT TF RN
B LAY, VRAFTFURB RS TR, XIHARTTF U RO U EXRL) %5
RIS XL Y 3 BB CRA3 VA 7 VEfE LTz, VAT T F NIk 2 BB v Lk
SNTHEBITIE. INVKR T TFAEFERRELE LT,
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NIVO/Chemo#¥f

o

Event Free Survival Probability
<
é;n
&

01

06 0 s R D R a8 0
S Time from Randomization(Months)

NIVO/Chemo#f 179 151 136 124 118 107 102 87 74 41 34 13 6 3 0
X HREE 179144 126 =109.0.94 - §3ec sy gl 152 wwdG s 2d a3 i) e dre 0

X 8 EFS O Ef#HTED Kaplan-Meier Hi## (ONO-4538-55/CA209816 RER)
(EEAIL SN T-EH. NIVO/Chemo B L X HREE & D H#)
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[Zrt]

1) GIBRANEEZREST - RO/l (R LB & OFER - EEE)

(R R
OEWE I AHRER (ONO-4538-05:45R)

HEFESIL 33/35 #i (94.3%) TR B L.

KA L DRRBEIFRNEE TERWAFF

G213 24735 il (68.6%) (2B H ALz, BN 5% EORIERIZI TERO LBV Tho

77
F2 FHEBEN5S%ILOBIER (ONO-4538-053ER)

PRERIRSHE BilE (%)

HARFE 35 4

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

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

B Lo P LR AR 2% 2 ( 57) 0 0
AP

T 2 (57 O0 0
L 3 ( 86) 0 0
—fk - REEER LU GHMOKEE

R 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

TANRTGXUBT I ) b T AT 27— BN 2 ( 57 0 0
M7 V7 F ok AR F - —P 2 (57 0 0

U o ERER D 3 ( 86) 2 (57) 0
R L Ok E

K77 2 v E 2 (57 0 0
BAHR 5 (14.3) 0 0
AR X O ARk R

B EiivR 2 (57 0 0
PR SRR TR

RIS = 2 — T — 2 (57 0 0
RO AR, B ESs K OMERR

il £ i 2 ( 57 0 0
KB F KO TRk E

SIERR R E 2% 2 (57 0 0
HLBE 2 ( 57 0 0
5 5 (143) 0 0
RINIR N2 2 ( 57 0 0

ek, VRPN E 2 ] (5.7%) . K

T v NLU—IEERESE) 341 (8.6%) . ITHER

- EHEO TR 261 (5.7%) | fhERREE (F

EFEE 2 61 (5.7%) . HURBAMERERETE 3

(8.6%) . FIEHRAERETE 141 (2.9%) | BHERERESE (RANERMER %) 161 (2.9%)
K N infusionreaction 2 5] (5.7%) 23388 b7z, £7-. BEOREEE (FJEREIRGE
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i, ZIALEE, JARIES) |« FEAEEEERE . 1 BUBERp, ek, SAEM I E,
kg - BlESE, 5 & O MER K VOB RITFED DR o 7o, ARRIVERIFEBUIRGLE BEE
% (ARMRAERE 2 E0) 2a0EiRR LTI,

QA MARRER (CA209017385%) (N Engl J Med 2015; 373: 123-35)

BEFGIIAFIRE 127/131 6] (96.9%). R& & Fw/LEE 125/129 Il (96.9%) (2788 &
AU A E ORREBEEDGE TERWAEFFRILT76/131 il (58.0%) (258D bl J
BN 5% U LORIERIZT TEDO LB THoTz,

F3 FEEARP5%LULEOBMER (CA209017 3RBR)
H% (%)

BRI HH I
=h.
(%:SI;EI;A/J ver.17.1) 131 1
o 4 Grade Grade 3-4 Grade 5
A2FEIER 76 (58.0) 9 ( 6.9) 0
EL
T 10 ( 7.6) 0 0
L 12 ( 92 0 0
—% - EFEER X OGO ORRE
HE T HE 13 ( 9.9) 0 0
I 57 21 (16.0) 1 ( 0.8) 0
R L O REE
RAR 14 (10.7) 1 ( 0.8) 0
B R R L O A HRRESE
B iR 7 ( 53) 0 0

7, HVEMEMERE 6 B (4.6%) . KRB - HEED T 11 61 (8.4%) . FhkFEE (%
T v NU—IEGERES) 1361 (9.9%) | IFHERERETE 4 1 (3.1%) . HUIRMRHERERET 5
(3.8%) . BEHEREREE (RMEMEMEE X% 46 (3.1%) . EIEMMEIIE 141 (0.8%)
J O infusion reaction 1 5] (0.8%) 73i Hbilz, F£io, HEOKZEREE (FEARIRE
fERE, ZTRALEE, FRHIES) | TEARHAERETE. RIBaEmRE, 1 BUERp ., PEX,
e « BERES . 5 E D IR L OB RITFRD D ie o 72, AREIVEFA S BRI B

% (BRREMRT 25T) 2E0EHEREZRT,

(FER TR
OENE TR (ONO-4538-0676k)

HEELRIX 75/76 i (98.7%) 12RO BV, AF| L ORRERNEE TCE W ER
5213 64/76 5] (84.2%) T3 BV, FHLEN 5%LL LORWEMIZTRDO LB ThHo
776
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#£4 BEHBNR5%LL EOEIWER (ONO-4538-0655%)

FRE RIS BiE (%)

FEAFE 76 15

(MedDRA/J ver.17.0) 4= Grade Grade 3-4 Grade 5
2RI EH 64 (842) 16 (211 O
N 3 i i

AR A RE AR T 7 (92 0 0
B IEREE

(EEA 5 ( 66) 0 0
T 4 (53 0 0
TN 8 (105) 0 0
AN 4 (53 0 0
I - 4 ( 53 0 0
— % - REEER KOG ORRE

I 57 9 (11.8) 1 (13 0
PR 11 (14.5) 0 0
FEEL 11 (14.5) 0 0
HRPR IR A

U o SERHGE D 6 (79 2 (26) O
Rtk L O EE

KF MU U A E 4 ( 53 2 ( 26) ©
BEXONIBIES 11 (145 1 (13 0
PR R M

FEMED F 4 ( 53 1 (13 o0
MR, MAERFS I OiEhR F

R A 4 ( 53 2 (26 0
R F X O TRk

% O FEIE 6 (79 1 (13 o0
B 11 (145 0 0
R INIR SN 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/ IARER (CA209057 76#k) (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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5 FEBRY 5% EOBUER (CA209057 FRER)
p—
BEAIA e
=h.
(%ZEE)EII?A/J ver.17.1) 287 {1
o 4 Grade Grade 3-4 Grade 5

2REIEH 199 (69.3) 30 (105) 0
e laRA s

FCR IR R A T iE 19 ( 6.6) 0 0
B IEREE

T 2 (17 2 ( 07) O

LD 34 (11.8) 2 (07 0

Mg - 15 ( 5.2 0 0
—f - RFEER L OREHAORE

1 )9 29 (10.1) 1 ( 03 0

I 57 46  (16.0) 3 ( 100 0
Rt L O EE

BARR 30 (10.5) 0 0
AR L OV ARk

B EiivR 16 ( 58) 0 0
B4 KOV Ak bR

% 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%) 23FD Hivlz, Fiz, HEEORLEREE (K EREIRIRE
ERE, ZIEALBE, BUOEIESE) | TERAHERE, RIBMEERE. 1 BUHRE, FER,
FIEFEAE, S E 9 R KO RITED Divieio 7o, ARRIVEMZEBLR LB

% (ERREMREZAD) &GDEIEREFT,

QEFRHLF S MAHEER  (ONO-4538-52 7ilR)
AEFZIIAAOH (NIVO/BV/Chemo) #f 271/273 5] (99.3%) . xtHR#EE 275/275 15
(100%) (238 HT=, AFIGEH (NIVO/BV/Chemo) & DK FEBMRNGE TERNE

TG 269/273 B (98.5%) IZFR& B LTz, FBEN 5% LORIERIZTTERD LBV

Th-oTz,
£ 6 RBENS%LEDORBIER (ONO-4538-52 3Bk)
B ; H% (%)
ﬁ%gﬁiﬁﬁ AAIDFE (NIVO/BV/Chemo) R
™ 273 14l

(MedDRA/J ver.22.1) 4> Grade Grade 3-4 Grade 5
2RIEH 269 (985) 200 (736) 3 ( 11
R 3 KOV T ALk b e

i B 143 (52.4) 0 0

3 81  (29.7) 13 ( 48 0

Z 9 FEIE 48 (17.6) 0 0

BER BB 30 (11.0) 12 ( 44 0

18



k)

B YAG
- gﬁi]’ i KAIDE (NIVO/BV/Chemo)
. 273 4
(MedDRA/J ver.22.1) 4 Grade Grade 3-4 Grade 5

SUERRR 2% 19 ( 7.0) 1 ( 04 0
PR R

RIEMERER = 2 — R — 120 (44.0) 3 (11 o

K= 22— F— 59  (21.6) 1 (04 0

SN 32 (117 0 0

B 15 ( 55) 0 0
A7

I HRER B 116  (42.5) 87 (3199 0

H i BRE R 93 (34.1) 40 (147) 0

[N 59  (21.6) 6 (59 0

TANRTXUMT ) M T AT =7 —EHN 24 ( 88) 2 (07) 0

TI=rT I NI AT =T —PHN 20 (73 3 (1) o

7 v F = 16 ( 59) 1 (04 0

IRERD 15 ( 55) 0 0
B EREE

{550 85  (3L1) 3 (11 o

LD 68 (24.9) 3 (1) o0

T 50 (18.3) 5 (18 0

A% 50  (18.3) 2 (07 o0

A 21 (71.9) 0 0
MR LR o RREE

=il 78 (28.6) 15 ( 55 0

I R ER R E 53 (19.4) 43 (158) 0

FEENEAT P BRI iE 43 (158) 41 (1500 1 ( 04)

i BRI E 26 ( 95) 13 ( 48 0

I/ IR i 18 ( 6.6) 4 ( 15 0
AR X O ARk R

B iR 69  (25.3) 0 0

7 P9 66  (24.2) 0 0
—fik - REEER LU SEMOREE

TR 68  (24.9) 1 (04 O

FEEL 40 (14.7) 2 (07 0

9 57 19 ( 7.0) 2 (07) o0
RO AR, B ES K OMHERR

i 43 (15.8) 0 0

LoD 34 (125) 0 0
R L O REE

AR 81  (29.7) 8 (29 0
A R E

5 1ML 65  (23.8) 37 (136) 0
Bk L OUR KR E

EHEPS 65  (23.8) 13 (48 0
Al

AR A B AR T E 26 ( 95) 1 ( 04 0

B BB RE U 15 ( 55) 0 0

BB R RE A4 14 (51 4 (15 0

7eks, MPRRBEE 211 1] (77.3%) . REEUTRURIE/ I 435 —02 f5] (33.7%) . EER
MK FEE 43 5] (15.8%) | FUIR RS RERSE 22 39 1] (14.3%) | HLJE D 2 &2 36 1] (13.2%) |
JtkrerE=s 35 5] (12.8%) . BHFEREREZE 20 5] (7.3%) . FEEVEMEE 19 1] (7.0%) .
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KRG« /N2 « BEEE D T 19 5] (7.0%) | BB HERERR S 14 51 (5.1%) | infusion reaction
13 i (4.8%) . THEMRBEREIEES 5 41 (1.8%) . izt 4 6 (1.5%) . LlEFEE 4 51 (1.5%) |

1 RUBEPRI 3 61 (1.1%) . FRARMARZERAE 3 1] (1.1%) . B LMEARE S 2 61 (0.7%) .
g 2 51 (0.7%) . FFZ8 141 (0.4%) M OV 1 61 (0.4%) AFR® bivlz, Fiz,

BIEFFEEAE, OR. BUEATZR. A4, Bk - Bk, MERERAEGEE, MitZ. 5
E 9 SR IRIFEREE K OYEFLIZRRD DRy o T2, REWERRBLIRDLUIES#EF S (K
RAERE 2 5T) 2B 0EERE =T,

R b R M O~ B Rz )
OE BRI FEFH AR (ONO-4538-77/CA2099LA 5R)

HEFELIIAAKOH (NIVO/IPI/Chemo) #f 355/358 5 (99.2%) . XIFEHE 341/349 {3

(97.7%) 12RO BT, AFIFEH (NIVO/IPI/Chemo) & DOREBMEZNGE TERWEA
EHEGT 322/358 il (89.9%) IZRRD HiLTz, FEELEN 5%LL EOREWERIZTTRD L0
ThoT-,

#£7 FRBBP 5% EOBIER (ON0-4538-77/CA2099LA FR5R)

oo N B (%)
Eﬁi’jﬁzﬁﬂ A AHAIBE (NIVO/IPI/Chemo) B
S 358 il
(MedDRA/J ver.22.0) 4 Grade Grade 3-4 Grade 5
REIEM 322 (89.9) 159  (444) 1 ( 03)
MR LY o SRlEE
2 80  (223) 20 ( 56) 0
B BRI iE 35 (9.8) 22 (61 0
A s
RO A RE T SE 27 ( 75) 0 0
FCR IR AR AR T E 52  (14.5) 1 ( 03 0
IR
5K 32 (89 0 0
i 73 (204) 14 (39 1 ( 03
L 94 (26.3) 5 (14 0
Mg - 47 (13.1) 6 (17 o0
—fik - REEEL LU GEMOREE
1 9 73 (20.4) 3 (08 0
9 57 59  (16.5) 8 (22 0
FEEN 20 ( 5.6) 0 0
IR IR A
TI=rT I NIRRT =T BN 23 ( 6.4) 3 (08 0
77— 18 ( 5.0) 8 (22 0
TANRGXUBT I ) b T AT 2T —BHIN 19 ( 5.3) 4 (11) o0
Y R—PHIN 18 ( 5.0) 13 (36 0
R L O EE
BAGHOR 56  (15.6) 4 (11) o
RSB ER L OV Gk
A& 26 ( 7.3) 1 (03 0
7 IR 18 ( 50) 0 0
MR, HESES & OMithR RS
fififig ¢ 19 ( 5.3) 5 (14 o0
R X O T ARk
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B (%)

aagﬁiéaiﬁ AAIGEA  (NIVO/IPI/Chemo) #E
i 358 {3
(MedDRA/) ver.22.0) 4 Grade Grade 3-4 Grade 5
JEAE 32 (89 3 (08 0
% O PEIE 66 (18.4) 3 (08 0
5 64  (17.9) 5 (14 0
iRINIR N 18 ( 5.0) 5 (14 0

7k, FAURIRPERERSTE 74 B (20.7%) | FREREETE 51 61 (14.2%) | RERCTALARAE/
A3 —50 5] (14.0%) . FFHEREREE 48 B (13.4%) . KAGZ - /IMEZE - HED T 26
Bl (7.3%) . BHERERET 25 5] (7.0%) . BEORERE 2161 (5.9%) | FEMENMZER
19 % (5.3%) . infusionreaction17 %5 (4.7%) . RIEHEREREE 12 4] (3.4%) . T HEINHE
RERRE 7 61 (2.0%) . DMEBETE 7 61 (2.0%) . AFZ&R 661 (1.7%) . %R 461 (1.1%) K&
OFRARMARZEARSE 1 6] (0.3%) 2538 LTz, F7-. EIEMFESE, Ok, ik, 1
RUEGRIpT . AR, REALMENBAE 26, Mk - BEMBEAG . ES R iikieds, MmER & RIEGRE,
FEEE, S E 9 IR, MR H I & OYEFLIZRRD S h o 1o, ARRIVERZEBLR X B
% (RREMRT 2E5T) 2E0EHEREZRT,

QE B LF AR RER (ONO-4538-27/CA209227 7kb#R)

(KHIE A Y b~T OO HEE)

HEELIIAROA (NIVO/IPID) £f 568/576 5] (98.6%) . *IHREE 554/570 %1 (97.2%)
(ZRBD b, AFIGEH (NIVOIPD & ORFBERNPEETE RVAFFRIL 442/576
BBl (76.7%) (2D BTz, FBEEN 5%LL EORERIZITERO LB ThoT-,

#£8 FEHERP 5%ULDOBIER (ON0-4538-27/CA209227 3Bk Part 1a X O\ 1b)
B% (%)

Ll LNH
ﬁi’jﬁiﬂ M ARAIBEA (NIVO/IPL) Ff
S 576 il
(MedDRA) ver.22.0) 4 Grade Grade 3-4 Grade 5
REIEM 442  (76.7) 189  (328) 1 ( 0.2
bR s
FRR B RE TT A SE 48 ( 83) 0 0
FRIR B REAK T 72 (12.5) 2 (03 0
B EmEE
T 98  (17.0) 10 (17 o
L 57 ( 9.9 3 ( 05 0
—fik - REEEL LU GEMOREE
1 )9 59  (10.2) 8 (14 o0
i 83 (14.4) 10 (17) o0
FEEN 43 ( 75) 2 (03 0
ERIR IR AT
TI=VT ) T UART =T 52 ( 9.0) 19 (33 0
77 —EH 36 ( 6.3) 17 (300 0
TANGEXUBT I VT AT 2T —EBEN 56 ( 9.7) 18 (31) o
U R—B 43  ( 75) 23 ( 40) O
R L OeEEE
BAHER 76 (13.2) 4 (07 0
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B (%)

e YAG
ﬁgjﬁi]’ # AFIDEA (NIVO/IPI) #E
Y 576 1
(MedDRAV] ver 22.0) 4 Grade Grade 3-4 Grade 5
AR £ OVE S ik
BA &R 29 (5.0 4 (07 0
MER R, MERFs X OMithm R
Jitilig 2& 41 ( 7.1) 16 (28 0
Bl 4 KOV T AE Ak bR
P2 S Wz A 31 ( 54) 1 (02 0
% O PEIE 82 (142 3 ( 05 0
5 98  (17.0) 9 ( 16) 0
BEIR Bk 5 39 ( 6.8) 9 ( 1.6) 0

7%, HUIRMRHERERRE 115 1] (20.0%) . JFRERERESEE 91 ] (15.8%) . Fh#ekRE: 51 1
(8.9%) . FHVELMENGPE 50 1] (8.7%) . BEAUHEMFAE/ X AT —38 il (6.6%) . HEE
D FERETE 27 B (4.7%) . KIBK - /NEJ - BEO TH 25 1] (4.3%) . BHERERS 25
%5 (4.3%) . infusionreaction 23 5] (4.0%) . TEEMAHERERET 19 ] (3.3%) . EIFEHEGE
[ 19 il (3.3%) . NPk 13 1] (2.3%) . LoMidfsds 9 5] (1.6%) . ek 6 5l (1.0%) .
1 ABERIE 4 1 (0.7%) . S E MK 2 5] (0.3%) | Lz 161 (0.2%) . ik 1 fi
(0.2%) . Mgk - Bl 161 (0.2%) K OFRIRILIEZERAE 1 61 (0.2%) 23388 bl
Fro. BIEMEGE, TS, i EPEIRE 28, B M ikisEsE , MERE AEMRE, Mk,
FEESE H 1 Ny OSEFLIZRR O B AL 0o T RRIMEAFBURDUIBIE RS (FRR A EE
rEte) A HUEINERERT,

(KA & 7 Z FF R G F9RE L OO S (PD-L1 %8BI 1%A0 0 BEHEH))
B EFELIIAFIGEH (NIVO/Chemo) F 172/172 511 (100%) . 5t FREE 174/183 151] (95.1%)
3R BTz, AFIHEH (NIVO/Chemo) & DK FEIE NG E TE RWAEFESLIT 159/172

BBl (92.4%) (2D BTz, FBEEN S%LLEORERIZITERO LB ThoT-,

F9 FHERS%LULEORIER (ON0-4538-27/CA209227 #5k Part 1b)

B e /A BilE (%)
ﬁgjgz;ﬂ H KAIDEF (NIVO/Chemo) T
i 172 51
(MedDRAA ver.22.0) 4 Grade Grade 3-4 Grade 5
EREIEH] 159  (92.4) 96 (558) 0
MK LY R fEE
2 f 70 (40.7) 30 (174) 0
I P ERIR A E 41 (23.9) 23 (134) 0
M /IR IR iE 17 (99 7 ( 41) o0
B IR
{51 38 (221) 0 0
T 17 (99 2 (12 o0
G 67  (39.0) 4 (23 0
A% 14 (81 1 ( 06 0
M 26 (15.) 4 (23 0

—f% -« EHFEER L ORGSR ORE
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% (%)
AFIPEA (NIVO/Chemo) ¥

EEEIPNG |

(ﬁféi?ilVJ 22.0) 172 B
¢ ver.e 4 Grade Grade 3-4 Grade 5
e 18 (10.5) 1 ( 06) 0
9 57 43 (25.0) 8 (470 0
TR 9 ( 5.2) 0 0
FEREE D S SE 10 ( 58) 0 0
A 7 9 ( 52 0 0
FEEL 12 ( 70) 1 ( 06 0
BRI AL
TI=2T ) N TUART = TN 16 ( 93) 5 (29 o0
77 —EH 11 ( 64) 4 (23 0
TARTXUBT ) M T A7 =7 —EHN 10 ( 58) 1 (06 0
M7 V7= 8N 12 ( 70 1 ( 08 0
A A EREORD 27 (15.7) 17 (99 o0
IRANE e 21 (122) 11 ( 64 0
I 1 BR A 15 ( 87) 9 (52 0
Rt L O EE
BAEIE 39 (227) 4 (23 0
FEE 3 KOV PR ARRE
O PEIE 15 ( 87) 0 0
bz 26 (15.1) 1 (08 0

7R¥s, ARRRRETE 26 1 (15.1%) | BRECTRMARIE/ I A T —22 5] (12.8%) . JITHERE
bt 20 4] (12.2%) | HURARFERERS S 16 61 (9.3%) . BEHREREE 14 41 (8.1%) . [H]
BEVERRE 8 B (4.7%) . RIBE - /MK - EEOTHIS B (2.9%) . LMEbEE 5 5
(2.9%) . infusion reaction 4 {5 (2.3%) . FEEDORJEREE 2 6] (1.2%) . OF% 14
(0.6%) . fzc 161 (0.6%) . 1BUBEGRSE 1651 (0.6%) . AFZ5 161 (0.6%) . BIFEHS
REREEE 1 6] (0.6%) M OERIRMARZIERAE 1 6 (0.6%) ARHO LT, Fo, EIEF
TE, A4, BEEPERRAE K, TEAMERRREE, MK - fiR, EERMRMEE, M
ERERIEMERE, AhEZ, BER. S E MK, MBI VEFLITERO bivenoTo, A
RIERZRBURDLIIBE RS (RRRAEMRT 2 5T) 23RS RERT,

2) FE/NHERR BRI (2 35 2 AT R B s
OEBE L F AR (ONO-4538-55/CA209816 #45x)

TR BRIEINC I T 2 A EFS (AT BIERIEOWIEE 52> b &5 5% 30 H LA
PSRBT U 7= 55 1 3AAIGEH (NIVO/Chemo) #f 165/176 51 (93.8%) . *IF&
B 173/176 1511 (98.3%) 1258 bivTc, AFIPFH (NIVO/Chemo) & DRIRBIRHEE T
ERWVWAERGIT 147/176 B (83.5%) I8RO Hivlz, FBLED 5%, EORIWERIZ TR
DEBYTHoT,
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F 10 FEHEHN 5% EOBEIER (ONO-4538-55/CA209816 3AER)

E D)

B IN3
BT A (SIVOChone) T
(MedDRA/] ver.25.0) 4= Grade Grade 3-4 Grade 5
2RIEA 147 ( 83.5) 63 (35.8) 0
Mg LY R REE

2. 41(23.3) 5( 2.8) 0
H BRI E 17( 9.7) 2( 1.1 0
I BRI I 30 (17.0) 19( 10.8) 0
B Ik E

5 37 (21.0) 0 0
T 10( 5.7) 1( 06) 0
L 58 (33.0) 1( 0.6) 0
Mg - 15( 8.5) 2( 1.1 0
— % - EFEER X O G OREE

I )E 16 ( 9.1) 2( 1.1 0
95 97 22 (12.5) 1( 0.6) 0
(=Y 25 (14.2) 1( 06) 0
R AR AR A

7 V7 F= 8 12( 6.8) 0 0
I HRERER D 26 (14.8) 13( 7.4) 0
IR 14( 8.0) 3( 1.7) 0
1 BRI 13( 7.4) 3( 1Y) 0
AN PSRNON S it

BN RIS 30 (17.0) 2( 1.1 0
PR E

Ktk = 2 —r RF— 11( 6.3) 0 0
M ER. MOEnds X OMiEfmpEE

Lo b 12( 6.8) 0 0
KRG ¥ KOV TRk p S

B E 17( 9.7) 0 0
W5 23 (13.1) 1( 0.6) 0

¥, PRERIEDE 30 1] (17.0%) . AERACHHEMARIE/ X AT —23 ] (13.1%) . ATEéREl=
H 14 5 (8.0%) . BHEBERETE 13 451 (7.4%) . infusion reaction 10 {5 (5.7%) . FUIRAR
BEREREE 9 (5.1%) . BEEOKEREE 441 (2.3%) . EEZMEES 3 F (1.7%) .
EPERZR R 2 6] (1.1%) . OlEFEE 2 61 (1.1%) KOKAGE - /MEK - EHEO FH 1
Bl (0.6%) MR LT, Eo, BIEMERE, DR, R, LIBEIRI, BIEFZL.
FARA, B2, A LPEIRE 2, TRAHAEREE ., BIRRERERE . MK - BElEK. §Fikin
FRIERRAE, MERE AR, %, R, EEOFHR, SE MR, RIS, MHEH
1% OYEFLITRRD B o T, REIMEAR BRI B F S (R AER T 25 T)
EEUEIRERE T,
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[ - HiE]

AR OREMEYBETT L ZFHALIZY 2 2 b— 3 42k v, KK 3 mgkg (K
H) XX 240 mg % 2 JARIEINGE TS LIBROARR O Mg iR EI S S iz, ZOf
R AHI 240 mg G LTZBROREEEIL. AH) 3 mgkg %G LIZBROBREE & & i
LTREZRT ETRHENTZb DD, ARANBFICBO CARMR RIS TV D H
- & (10mg/kg % 2 B CRE) CAAIZ G L-BEOugE & & ik L CEE
oy LTRSS (FR) AT BEOFBEICE T 527 —Z IS E | KA 3 mg/kg
(REE) 0T 240 mg % 2 HFFFE CHG- L 72 BROARRF OBRE & & Ao 3 etk b
ORI & T D IRE ST T AR S, Y% OV TREIT DAL AE R,
FROAE - HEOM THEER L SIEICAME e 2RI E TRl SNz, £,
NIRRT BT IZ BT 2 T — XD M L2 B UG ET VEFIH LT, AAl 3
mg/kg (2 MG CTHRE) . 240 mg (2 BN CTHE) XX 360 mg (3 ¥ ME T
H) LAY A~7 1 mgkg (6 AR TERYE) 208 LIcBROZ M2t Lo
K. FROME - HEOR CREM TR ERITRWV E TSN,

K1 FAOKYEE T A —F

- R Cinax Chind14 Cavgdi4 Crnax.ss Chminss Cavess
(ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL) (ug/mL)

3 meke QW (35-2 .760-8) (10.17?'264.5) (17.21‘,";3.9) (75.1)1,3171) (27,612,'107) (42.717,'?27)

240 me Q2W (513%Z03) <15§3§Zfﬂ (25i?i78) (10&?254) (41%2?58) (62a?%87)
10 mg/kg Q2W (14;?;19) (5131392) <7933§14> (33??232) (18i}§13) (23§7§86)

R (5%, 95%4%) . Q2W @ 2MEHIFHIFRE. Cumax : FIIEIHE 542 D e @ MG IR EE . Coninata : FAIF 514 14
A BICH1 2 HeARfiE PIREE, Cavears : FIEIHEG#14H B £ CTOFIMIETIRE . Cmaxss : EFAIREEIZE
L‘)’é%%[ﬁl?%ﬁl:'ﬂ])%};f\ Cmin,ss . Eﬁ%ﬁﬁéi%ﬁé%{&ﬁl%qﬂﬁﬁ\ Cavg,ss . Eﬁ:{kﬁgﬁ:ﬁbjéqzi@ml{%qj
W

T, ARNOREMEDEEET L EFIH LTV I 2 b— 3 2L 0, AAI480mg
% 4 W CE G SUIBEARE O Mk - &S TR U72BRO AR O i iE i B 23 et
STz, FORER, AH 480 mg % 4 BFRERR TG L72BEOEFIKEIZI T 2 i
TEPIRE (LLTF. [Cagss) &9, ) 13, AHAI 240mg % 2 B[] TG L 72BRD Cavgss
EHFRT o TS (FR) . £70. A 480 mg % 4 MR TR S LICEREOE
ARSI D mMIETIRE (LLTF. [Craxss) VM9, ) 1. &K 240 mg % 2 8 H]
kA THEE LT2BRD Craxss & IR L TEMEZ R T & TlISHZ b OO, HARNBREICE
WTCARMENHER SN TV D M - & (10mglkg % 2 BRI CHE) TAA 25
L7oBED Craxss & HlR L CTIRMEZ "3 & TRl (FFR) . AT, #EomEiEIzs
J o7 —2ICHESE AHI3mglkg ((KHE) £721%240mg & 2 M, & L < TARHF
480 mg % 4 NS CT& G LB AR OB & A ST Ze 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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K12 ARORYEE T A —F

- Crnax Cmind2s Cavgdz2s Crnax.ss Chnin,ss Cavgss
(pg/mL) (ng/mL) (ng/mL) (png/mL) (ng/mL) (ug/mL)
S meke Q2W (352 '760-8) (16-25750-3) (21.321 '4(1)3.9) (75.%){3171) (27.612,'107) (42.717,’?27)
HOme W | s 1-712"103) (23-33?.539-0) (30.‘5'670.9) (105354) (41?57,'21358) (62.11(,)9187)
480 mg Q4w (103207) (15.25?17.4) (37.?)?;)4.8) (14?,1 §36) (27.751,?37) (62.11(,)9187)
10 mg/kg Q2W (14é,9§22) (86.959,'?32) (10},1 ?48) (323,9225) (18421,1 §03) (232,7277)

TRl (5%, 95%A1) . Q2W : 2 ARG, QAW : 4 JERIRINE. Crmax : FIEIHE 514 0D f i M7 i |
Crinazs : FIEI$¢ 5% 28 H BIZI51T 2 FARIMIE TR, Cavgazs : HIHI# 5-1% 28 H H £ TOFEMIE =

J&. Crmaxss : EHFIRIBIZIT D& MIBHIRE, Crminss : EFIRIBIZIT 2 BARMIEPIRE, Cavgss 1 E R
HBIZ 51T 2 R4 Iy v e B
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4. FEFRIZOWVWT

AHN OG- @O 7 BE 22 - FrE L, AFI O GIC LY EEREERZ BB LT
BRIZHRHET 2 Z ERMER D, LFOO~Q@DFT X T &Nz sl W THEHAT
REXTHhHD,

O MEFRITHOWNT

D1 Fio (1) ~ (5) OWTHTEY T D THDH I &,

(1) BEAFBRENEET 503 A B REEEILSRBES (FE R A BRI AR
Hiek A3 A B2 L RURBE . MUY A BB IR 7R &)

(2) FrEREBERDE

(3) HBENTEAEDFEE T 2 0 APHEEEHPT (03 AR ESIE ERibT. 23 A RS
IR, A A IR HEE R )

(4) I RALFRIEE 2 BRE L, SARIES A L FIRIEZRA 1 USRI L A2 R e
2 Ok FEAEITSR D R H A AT > T 2 ek

(5) PUEMEMEE AL B BEINE Ofas K EIAR DR 21T > T D Jifiak

O-2  fifieE DAL SHRIE K ORI E R FE S O XIS 443 72 ik & B8R 2 R EAT (FRO
WFHNZRE S T D ERN) 23, HE2REEORANCET HIEROEEE &L L TREI N
TnnHZ L,

*

o [EHithFFEEE 2 EOPIHIHME ZME T L7212 5 ELL ED D ATRIED B RIHE %
[THoTWBZ &, Hbh, 28D RIT. RARMIRELS T & L2 BREEZOHHE 2
{ToTWVWBHZ &,

o [ERIRFFESE 2 FOPINHEZET LRI 4 L EORKERZ A L T\ D
Tl 9B 3L MR DD ASEYIRRIE A S T PR S DO BRIRIHE 21T -
TWn5Z &,

o [ERRFFIUSER 2 EOMBIOHE 2B T LIRIT, e D2 A KWLz & Te 5 L
L OSSR FOERET > TN Z L,

@ BEANDOEFRKMLFREHOEHIZOWNT

IR A BT T 5 B DS L S, BERMZEN D OfFRE A, Ao - &
EMEIRENE R OE L OERSE ST 5 et AFFRNRAE LG oWt
EH, ENHCHIATOND KGN E S TWD Z L,
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@ BUER~DORIGICONT
®-1 fEsx B4 % B

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

@-2 ERWFEIC L 5FEESINICET 22N

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 BWER OZWrORRCBEI L T

AWER (REMMZEEIII A BREFMEDAE, (DR, MR, SO RAEE., KiK.
NS, BEED TR, 1 BBERIE, BUEFIE. AR, IFHERERE . Ik, mfkrEine
K. HURIRBEREREE . MEABERERE . MhRREE. BEE. RIBREE. Mk, BEEDOK
JEREE . ERIARZEARAE, infusion reaction, FEFE7ZRMIKFET, MEKERIEMERE, F5EZ.
gk, BEOBR, 5EIERK, WEORELIR, WERFEE, OEES (OEmE) -
RIR - DEEPEISMNHESE) . ARZFEREE . IS H L, BEALSE) (Txf LT Yikhiisr X3k
BEZRBERE O BRI 2 5 EAD & U (RHWER OZWroxt s I L THRE R USSR
EZTONLEMICHD L), EHITHEIREN TE DEHINES>TND Z &,

i

28



5. REMBRLLRDBE
(0B 54 H]
O AHOBMB LI TRROBEIZBWNTHMERBIES N TV D,
o TIFTRAZGTACIRIEEZ AT S URRNEEZRIIB 1/ IV U DR

bR R E
o TIFTRAZGUACFRIERE 2 A YRR EEZR B 1/ IV U I DI
bR

RE. R LB CEGFR A 2 BOUTALKE A AR F B 12380 T,
JFHI L UTEGFRF | % ¥ v % F — B IEA UFALKF 1 % o o % S — L IEA 0
BRI 2 4 % A

©  AAHOMOHEEMIESA] & OOFRHBE G-I FRLOBE TR W TAIMEN RIS TV D,

o AV AT ROT T F KRG TFRE R EEE  IVRT T F
KO ) ExXE, ERELERE: DVRTTF o NF AT TF 2 O
A RLFER) LOFMHEKS  ALFRIEROR V., EGFR B AR K O
ALK fl & 3815 FREMEDO UIBRABR 70 84T - FR8 DI/ NI s i

o AVU AT EOHAERE ALFIRIERE O 72\ EGFR #5128 B fa i & OV ALK
fl BRI OUIBRARE 7 AT - T8 D IE IR s AR

o TIFFHEFEETAERE (R ERE VR T TF I AT T TF
FOVF v a2y, ERVEERRE : hVRTT7F IV ATTF o RORA
FUdt R) EOfFHEE  ALFERIEREO /20 PD-L1 FBLET A 1%AT 5D
EGFR i {x 724 B2t & OV ALK fit &8s 12t O UIBRANEE 22 AT - R DI/
IR e s R

o ANV XITROTTF KGR (DVRTTF RO Y &
e LOUAEE  ALFEEERE O/ EGFR BR 1A B2, ALK @he
BAsFREME &Y ROSL &8s FI2MEDOUIBRARRE R 1T - B OIERF L IE
AN )N e

o TIFFHRFEETERE (REERE: VAT TF CUIIAVRT ZF
V) KONT A B, INVKRTTFU RO Y 20 R ERE :
VATTTFy (IIINHATTF ) ROXA MvxkE RN, AIVRTITF Kk
U7 Y ZxtL) LS BRWFH 1B (EEREN 4cm UL ), T UX
A OIE/NHEfaftfs (7272 L. EGFR BinFZARIT ALK @& 8 FHMETH
52 EDRERIN TN D BEFIIERLS) OffiRiEHE"?
%1 0 AFIOZWE L LT, BRFE4 : PD-L1IHC 28-8 pharmDx [# =2 | 23&GR STV 5,
*2 : BRI HAIX American Joint Committee on Cancer (AJCC) /Union for International Cancer Control

(UICC) o (5 7 ) 125 <,

® FRICHS T % H/ M B8 A % A O$ 5B O FA TS DTl A
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HIDOFENEPTEL SN TE LT, RAIDOE GG L b0,

o IRAIBNRIEIS KT D AH O Bk 5 % Ol OFUEMEEE A & O fF x5
o ABFIRIERE D 72BN )T D AR O H 5

o QTAAIDAHNEN RSN TV ML OHFUEMEIREA] & OfF %5

@ ALFHAERED I WEIBRARRE AT - RO/ MNIEEF BN T, A B A
7L DU T D RARMEICIER W E B DL BRFICB TR, KAl
AV A=T L OAELEEEETRETHDL, AV LT ROT T FF8A%
EGbFRE RELEE  IVRT 7 F U ROy ) 2%k, IR LR
HNWVRTTZF U RNET AT TF U RIRA X ER) EOFHEEGIIHT 53R
PEICRIBER 2V EEZ BN BREICBWTE, KAl A ) AT ROT T F 5l
B2 & b EE & OO BES-, PD-L1 FEBLEN 1% AR5 oA B Y A~ T2k
HERMICENR DD EEZEZONDREITBWCL, KA L 7T F K %2 Gl
L (RELEEE  IVRT T F oIV AT TF RO TF A2 ey, R
LR IR T TF U NIIV AT TF R ONA LR E R) LR EE2%
BT ENTED, B, AFOEGIZHT->Tid, ME2ETA I 10> (H
KT Seslips & W

© ALZEFRIERED 72O UIBRANRE LT « A DIER - LRI/ Nl i 8 12 d VT
NN AT ROT T F B Gt b 2 RE DVRTZF o ROR7 ) Z Xt
V) & DR GATHT 2 BEMEICRER 2N EZZ DD BEE TV T, KA
ENV AT ROT T F T RFN e G ERIE L ORI G EEBE S5 &N T
&5,

© WA A R4 > (AARMEY2) (28T, ECOG Performance Status 0~1
2 75 UL E D R B, X% ECOG Performance Status 2 752 OB TIL, %6
3tAGUEA (FE2Fv %) OBFRE/HEREN TR, 77 FFlFlofH
FIHESE 1 TR W=D S Wr — 203D 5, ZOHA. LFHRIER 241 51)

WV iz X MBI A RTA > (AARMEEEAR) (TR0 T, R A 85 TR
(DECOG Performance Status 0~1 2 T 75 gLl . XIZ@ECOG Performance Status 2 2 DB ETIX, %3
R PUEAl (X3 %) OHABERHERIN TR, 20X ) 2EBETIE, EEEEEICT
HAFMICHER S D B2 HND,

(2 ECOG @ Performance Status (PS)

Score | EFe

0 | &<MERIEEHTE 5, BT &lFE U R EAERNHRZ AT D,

PIREICI LUWTEENIHIR S5 28, SITARE T, BAEERH > TOEEIITH 2 LN TE D,

Dol gl moses, s

ROENTZHSOHOEY OZ L LnTERY, BFO 50%LL L&~y R+l Zd,

AW

ELENT RV, BAOHOEY OZ L34 TERY, BEICy R+l I4,
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BRAREZRHEST - BRI O NI B E ISR W T, T F T RIFIORNER 2 < &
55 3 HARPUEAIHEA TORBIELZ AT 2 BE IRV TE, AR OHME G %2558
TE 2,

@ 77 FF 8K G RIERE 2 AT 2 UIBRARE AT « TR O I/ N IRt B
(ZkF3 2 AN O B G- XA 55 AR ERER  (CA2090173K8k & O'CA2090573#88) 12
BT, R¥LEREL ORI LEEOWTNOBEICTBNTS R & T2 LEEC
U CHEBESRAES LTV D, 7272 L, IEmE LR O BFE Tk, PD-LIFBLRIC
L OHEDEOMEMN R 2D Z EPNRBINDERBEOLNTHD Z &b, HERT
RO OB B W TUIPD-LI R B & g5l L7z L CARF O G- AT G Oflkr 4 %
ZEMEE LV,

o PD-L1 HBLED 1% AW CTh D 2 &R I - IR T LR BEIZB VT,
JRAL R4 X v NV EORKILS OFTENEESEA O 5 28+ 5,

o RATBURXYT (BEHEBZ) O =423 (k584 : PD-L1IHC
22C3 pharmDx WHJ)’i@PDM%ﬁ%%%?Lk#EQi&ﬁ@$%
Th-o T, AEIOZWHE (724 : PD-L1IHC 28-8 pharmDx % =] ) |
PR AR A 121, LT O SRS %%%_Kﬁ@&ﬁwTE%&ﬁf%
X8
SCHREE)

Marianne J. Ratcliffe et al. Clin Cancer Res. 2017; 23: 3585-91
Ming S. Tsao et al. : J Thorac. Oncol. 2018; 13: 1302-11

(Ze eI B 2 5]

O TRICZYTLHEFICOVTIAFOERGNEETE SN TNWDL T b, &5-%21T
branz &,
o ARANORGTI R WSBEUE DB ERED & 2 B

@ IBFERTOFHIIZ ﬁwaﬁZ%%?é%%Kowfﬁvﬁﬂ®&5ﬁ%ﬁéhﬁw
D, MOTEFRFIE N e WIGEICIRY | HEICAR AT 52 L 2BETE 5,
. ﬁa@%ﬁ%@A%Riﬁﬁ@%éﬁﬁ
o Mg AR A CHE R 2580 D B K ONE M O FUH Bt 2% R0l Gu e it 2%
EORICRIEMEZEALD B AL D B
e HOWEBREREBOAGE, UXEIEMZRE L TR B CfE R B OBETRED
b o BE

(E3) =72 L, o BEMEER OB 51 W T, 2R, EERHICHYT 5 2 Lo, B LRSS 72
DEWEHORBOBZ N0 5%, [EFIY EREY LAl Sn-88 GIRSIR) 12oW Tz oY
TIE7eu,
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e AR Gl Ml REIE 2 &) Db 5B
MEEORISUIMEE 2/ T 5 EE
ECOG Performance Status 3-4 ™V o fBE
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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,

@ WRERRIZIENL D BE XTEOFBITH IR OERIEEZ Hoi L, FEE5
ThoEGTHZ L,

@ I F T AL E0CFRIER AT 2IERE LREIZB VT, PD-L1 BELHE L
fEs8 L7z ECARKIO B 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 RIS, ik, FEEVE) OffEsE M OWaE X S 0 FEhe%s, Btz +5
ZATH 2 &, Fo, MBS CTHES CT, MG~ — 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 AERT M O G- B I3 E IR N0 sk RE iR & (TSH. 1028 T3,
FERE T4, ACTH, M=oY —VEORIE) #FEhd 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 S Z L, 1V EBERBEN DN GA TG ERIEL, AR #
FOFGFEDHME) R EZITH Z &,

BIERTIE, P4, ITHEREFEE . TR, B{ELMEEE RPN H LD Z &R H D
DT, EHIIITHERERE LTV, BEOREEZ H3ICBET 52 &,
SEINERNHLDONDZ BB DD T, IBRORE OF KL EHNICHET S
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®

Tl F, RORENRD bNGEITIE, HONCERBEEZZZ2T 2 &
SBEERETDLL,
GIBRANRE 7R AT - FFE DI/ IR IfeE SR IS - 2 BRI, AAI DR IREER I 35
WT, LFD A X Z THEMMEDORHI AT > TWe 2 & 2B, AAIREG-FIX
RN IR TR OMBEREITO 2 &,
e ONO-4538-05 #Bh & (N ONO-4538-06 B : 6 H[H = &
e CA209017 7B & TN CA209057 5Bk « 5B D 9 A, =Dk, 5B
2 TFERIZ6EMI L, UL 12 ML
s ONO-4538-52 R, ONO-4538-77/CA2099LA 75k K (8 ONO-4538-27/CA209227
R BB S 1M 6B L, Z BRI 12 #H L
FE/NRRRATE (S 3 1 DIRRTABIE L & LT T 2 BRI, AR OBRRERIZ
T, MRIETFAET 14 BN, RIGFHT S 12 8%, TO%O 2 4E/MIF 12 @M &
ZOBDIEMIT6 DAL, ZTDOHD 5 EMIT 1 ED LICEEmZ1T > TV
22 L BBBIZ, EMICIROMREEITO 2 &, ol INATMBIEEL LTHEM
TLHHEEITIE, AFNOREFEFITI3IEETLETLHI &,
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(1 3) hllHE
Hm, EEKRS. RK LRSS 2 5B ER 0ZEHE

< FeZFBARHRERDLEBHE>
HEE B B O H 5 BHE
BOEZ A 0FL TV o B

R A UBGUED B DL 5 B

i FHEEAN B BOE DREAEIE O & 5 B
PR SATIEIR L TV D ATREME D & 5 B

< FeZ R ANEERE LR D EE>
BREMEI O & 5 BE

[ il 2% S IRRMESE D & 5 B
JTREREIR E D & 2 B
BHSRERE D H 5 BE
HIED B 5 BE

IR 2 FIREME D & 5 B

< FeZXv/ALORERKRREIEM>
‘B HEED
vavZiER - TF T4 TFU—
P, IPARA. ITFHERE R

kR
PRCVERZE . Al
DA

R M8 N EEEEPRE (DIC)

PeEZRfL, B, R RIBR, K%k

AL TA

SRR AR I8 SE fe A

SMERER

B2 R ARIE B RE (Stevens - Johnson SEMERE) | H o3 S EESE A ARIE (Toxic Epidermal Necrolysis :
TEN) . ZJZALEE

D R =T MiKIE, FE - R

OEZE, FRIR LA FEARIE

JEYIE

PR ARV R G Sy WEBERE  (SIADH)
HERONREFEORMBES, MR, RIEHRES MO )& ORI ER) [, Radiation

Recall 312



