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MIEFHE (BLF, [Cmax, ss] &9 ,) 1&, AH 240
mg % 2 WA MR TG L72BRD Cmax, ss & Hhfg LT
HEZRTE RSN b OO0, BRANBFIZEN
TABEPHER SN TWAHE - HE (10 mg/kg %
2 AR TRE) TARAZEKE L1ZEED Cmax, ss
EH L CTIREZ R~ T & PRl ES 7 (TR) & T,
B OFEREIZ T 5T —XIZHEDE, AKI3 mg/ke

({KEH) F720F 240 mg % 2 IR, & L < EAH
480 mg % 4 WA TR G L CBROAF OgiE & &
AINE T LM & OB#E A MRFTT D IRBERISET
VDR S AL, HZBIEIC OV TRET DM T i
K. Eito ML - HEOM TH MK OV 2MIZH
feip2fiI7en e PHlsnz, £, BiEmERIC
B LT —FITHEDEIEE L LBRBERICET VAR
AL T, A3 mg/kg (2 AR TES)., 240 mg

(2 AR T G) X0 360 mg (3 R [H G &
) b4V A~T (Bl Z) 1 mg/kg (6
MR <& 5) 2 0FH LB AR VL%

#ll 480 mg % 4 HHIFME THE G LIZEROE RIS
B EHIMIEFIRRE (LUK, [Cavg, ss] &W9,)
I AR H 240 mg % 2 FF R TG L72BR D Cavg, ss
EFUT S e TSN (TR), £72. &K 480 mg
Z 4 AR TG LB oEFEIREICRT 5 &5
MyHFHIRE (BLF, [Cmax, ss] &9 ,) 1E, AH 240
mg % 2 MBI TG L2 d Cnax, ss & bbifgg LT
EEZRTETTRSZb 00, BHARANBEIZBND
TARMENHER SN TS ML - A& (10 mg/keg %
2 WM T 5) TAAZ B 5 L72FE D Cmax, ss &
g U IR 2~ & Tl (F&R), & T,
BEORIEICR T 57 —XITHES&, KAl 3 mg/ke

(RE) F£721F 240 mg % 2 BRI, 3 L < I3AH
480 mg % 4 JHFRIME T G- L IZBROARK DI EE & &
BINEXNT LN & ORI A2 R FT T D IRERISE T
JUDEEE ZFL, YEZBEEIZ DWW TRET A T OV kG
R, B - HEOB AR O eMIcH
MerpZE It Pl sz,




Rt LR, ERRoHE - AEOM TAEMER W)
HEMICHBERZR IRV E RIS, S 51T,
AFH240 mg (2 AR THEE) X1F 480 mg (416
M B E) AL FIREE DR LB O FME K
OWE A fRE LIz fE R, FERoHYE - A& T
B R O LRI 2 BT v e THRIS
77,

14— | SRR L ERE SRR | SUTARIEEHE AR IR | 10 ~— D | SRR 1 SIS R AR 2
HER 2
16— |5 BHEMGERDEE 12°=2 |6 BEGARLERDEH

(BB 3 % ]

O RO EEIZB W TRADAIMEDREE S LTV
%o

« 7 ofbe Y 2V RPUEMEE AL N T T
2 & Te L PRI AR SUT AR OARTE YIRS
RB7R AT T AR R O R R (ORAIE R 5

« WAL S BRRIEIC L 0 pCR A3ERD H 7o
T BB DT RE _(RAIHE 5-)
ALFEEARIBIE OIRIGUIBR A RE 20 1T - RO R
EFEEE (NIVO/IPT £ 5- 314 NIVO/Chemo #5-)

@E B4k [F 45 MARFAER  (ON0-4538-50/CA209648 7
B 128V IR e S B AERRE: (Chemo) HiAh

[G2hIC B3 % FH]

O TFREDBEITIB W TARAN OB NEDREE S LTV
Do

- 7 ofb ) I VU RGUEMEEREAI L N T F SR
2 & e OF AL B RIE XUIAR I O AR B YIBRAS
RE 72 AT UL O BB R

- BT A BRIRIEIC L 0 pCR B B o
TR TE R DI B

D FREIZEE Y T 5 BE T 2 A O 5 OME
FFHRIZ ST, AR OA SRS ST BT
ARENDEGHG L 72 BT,

L WIHREZ TR RIS IR R RE AR AT U




& b LT, NIVO/IPT $5- X3 NIVO/Chemo #5-0

HREDRENTWA, 277 L. NIVO/IPT 5 T

NIVO/Chemo 5 DWW HIZB W T LB L E T

L U CHEE e A HEFROIETIR) 5 < e DA

MERD S (pll B . F 72 PD-L1 FEHURIL (TPS)

IZED ., BOMENRLR DRSS TWS Z &
(p6~8 ZM) »>6H. PD-L1 HHR G L2 £ T
AHEE ORI OHWd 5 Z L3 E L, PD-LI
FEEND 19K (TPS<1%) THDH I LRI
TR ITB W TS, RAIPS OIRFEIE S B E 7
Do

*ARFNOZ W L LT, Hk5é4 - PD-L1 THC 28-8
pharmDX [Z 2| DNAR I TWVWAS,

@ FROICEE Y 3 2 BF T3 D AR O 5 J O H
FHEZ DWW TR AR O FRMED LS TE BT,
EN I [F S EED - R AN SR AN

« IR A T T e WIRTR BIBR AN R 7o BT S
FFHE DB T3 2 A4 5-

- TRIMHBNEE & Lo s

- WTRTHEEIEIEIC LV pCR 23388 b T- BE 1T K
Lt iEEIE L L Coks

- W MBIRE & L CoMmobuEMEEEA & OftH

HROBEITTLEE

- INETRBIEIE & LT s

- WTRTAEBIIRIEIZ LV pCR 233D b= BEFIT KT
Lt

- L OHEMEIEL A & OOF 5




&5

18 X—¥

6. HEICEL TRET & FIH

(@© W)

(@ )

O APRIEARIEIRIE DARIG U ERAGE 22 AT « 5D

FERIZHB W TIE, PD-L1 FEER SR L ETA

Al g et RIEO B2 W 5 Z ENEE LV

ﬁ\mL1%ﬁ4ﬂ%af%&wﬁA 3. AAFI%E

S e PHHRIE DR & 2 W YN L7 ETHREG9 5

Z &

@OFRBEWERH DO~ A MZHOWT

(%)
OWIBYIBRARREZRMEST - RO REEBEF ITHEHT
LHERITIE, AAOERRERIZBW T, T5HGN 5
LVARERIX 6 M T &, 2RI 12 8 Z & Ica %)
PEOFl 21T > T2 Z L 25E|T, ARAIBS I
EHIR ﬁ@ﬁﬁf%%@%a%ﬁﬁ_k

@B T DI RMIRE S LTI DRI
X, ARAIOERRRERIZIB W T, BEHLE D 2 4

X 12 AR ZE. FRLKEIE 6~12 AR LICH
DT 2 AT > TW-Z & 2BEIC, AFIE G
(X EIIC BB R TR OMEREIT O Z &, 728,

13—

6. HEICEL THETNEFIHE

(@ m)

(@ )
@ERBWEHDO~ R A MZOWT
(%)

= A ’E%W%T%@@ﬁ
HRORIERBEIHERT 281X, AFOERK

L Ab S1ANEN &%ﬁ%@m%1ﬁ$ﬁi6fﬁ?_t\%
VLRI 12 B Z & ICA ORI 21T > T\ e
ZEEBEBIT, ARG HIEMRICE G RE T
ROMERZITH Z &,
SRIERIZB T AT mibEiE L LT 2ERIC
X, AFIOERREBRICBN T, F5RENS 2 4/
X 12T L ZNLEEIX 6~12 T AR Z &L I2HS)
PEOFH 21T > T2 Z &£ 2SHF(, RAERS I
EHRIIZ ﬁ@&ﬁfﬂ%@ﬁa%ﬁo_ko&%
firzmBFiE L L CHERT 25810E. AFloks:
HMIx 12 W HMETETHZ L,




WML L LT 25681213, AFloR 5
WX 12 P ARETET D52 &,

JEFE I D F i HHERE T A N T A OUGETE AT CBIH X RER)

B IH
R (FHRARIERD) RN (AR HIER)
3~<—Y | Sci Transl Med 2012; 4: 127-37 3~X—Y | Sci Transl Med 2012; 28: 127-37
TN—Y | SSRIEBESRERIE R 1 SUISSRIEGHEERRIERZ | 7 ~— | SRR 1 U3 R AR 2
PEL 2
PRI b B O s i HHEE T A N T A > OBGET T CorIH X RE)
il IH
R (T HRABIERD) EE =Y (B H AR HIER)
9= | SSRIEBHEFRIEIE 1 SJUISRIESHEFERRIERZ | 9 ~— | SR4EEEEIG 1 SUTS SRR 2

Pkt 2




EEERHEEST A RFA v
=R~ 7 (BinFr#Z)

(BR5E4 « A7V — A RFEFHE 20 mg, 7P —RRHFEHE 100 mg, A7 P—
AR ERE 120 mg, A7V — R K EE 240 mg)

~ BRI~

S22 A8 (Ff445 AUET)
JBAFEE
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1. IILBIC

RIS DOF M « ZRMEDOREROTZ DI, U SCEFIZE S W2 E AR D
BND, S5, IHEOREEM ORI L0 | FURESR G 72 & OFH0 72 5L E R
FPEIRBDARIND T T, 2O OERMNZ EICHNERBFIRMLT 5 2 L BBEO
R & 72 o TR Y RRIFMBGE S & YR O B TTEE 2016 CEAL 28 4F 6 A 2 H MERIRE)
IZBWTYH, EHNERNEOHERAORE(LHEZXS Z L L ShTnd,

BORVE AR ERR L, KEERASCL ST 0 7 7 A VBBEEOEIRSL & B D i
RHZENDD, DD, HEROLZEMEICET HERNHERET 5 £ TORM,
VHEIMOREZMLZIT 5 2 EnHIFF SN BT I LTERT S & &bz, mIfE
RN FBL L 7B I B 2t & & D 2 & AN AHE /e — 1 O B i 7= 3 R S BE i A
THZEREETHD,

L7eRoT, KA T A4 Tlid, BARBERELZNE TICHELN TV D EFITH) -
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 3, MSIATBAE N EIE N EREIR OIS, A4 HENRR
BRI o . —AXFEENE N B R IRNBHE S, FrEFEEFNEENE N B REE T2 O W
Job EERR LT,

RGe L I HEIRS, - A VR ERE 20 mg, A7 U — R SEETE 100mg, 4TS
— RS 120 mg, A7 Y — RSN 240 mg (— %4 - =
P~ 7 (Bl FH#z))

REERDPMEIEER - ARTEUIBRARGE AT « FEFE D RIERE
RIEFEC BT DI AEBLR L

REERDMEROHE . <ARIGUIBRREEHEST - FFORIEN >

W, RACIE=Ar~T BB Z2) & LT, 1[\240mg

Z 2 BRGSO 1B 480 mg % 4 3 IR CAGE T 5,

L OFEEMIEEA & O 25613, @, A=A 1r~7

(Bl z) & LT, 1H240mg % 2 AFIFENE. 118 360 mg

% 3 B FEIEIRR S 1 ] 480 mg % 4 3 [ R CRim it 5,

< BRI BT DIFE BRI >

HWE, KAZE=Rr~T7 (B #iz) & LT, 1[E 240mg

% 2 W R RE ST 1B 480 mg % 4 ARG CARERET 5, 7o

L. BEHMT R VAMETET S,

L /INBPSERL TR US4

et
3
=
Sl
M
o




2. AHN DR, VERBF

A7 — AR R EHE 20 mg, R EE 100 mg,  [FLAGREERE 120 mg K OVRLRE
FE240mg (—f4 : =R ~7 BB LT, TRAL Evo) id, /NEE
MTEMASHEAF LYy 7 24 BTV AL =AY —X 2747 (BMS) )
235PA%E L7 & b PD-1 (Programmed cell death-1) (ZX%t3 5 & Ml IgG4 £/ 7 v —F /L4
KTh s,

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 REROIEE 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
HM & OMICADHEBEBFR & 5 Z & HE I TWs (Cancer 2010; 116: 1757-66)
F 7o MR AR IR T MilaS AT 24 v X — 7 2 B v~ (IFNy)
IZ& > T PD-L1 OFIANFHEEI N, BB L EEMAHRIZI T D PD-L1 ORI LI O
ALEWIR & ORI EDOFBARRN 5 & O#HE S & % (Sci Transl Med 2012; 4: 127-37)
X 51T, PD-L1 Z 3Rl RE S B8 AT, FURRRA CDS B5PE T Mmoo Hifa &
T AT S 525, PLPD-L1 HUAT PD-1 & PD-L1 & OfEAZET D & Z O
GEEIGEREIE T 5 Z ENRENTWND, DI &2 H PD-1/PD-1 U 72 RERE&IE, 23
AR TURRF A 72 T ML OWEBEEZ BT 5HFD—> L LTEZX 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,
BiEmEE NG L UBRRBRZ B L, A, Btk OERERHER I N,

AHNOVEREFZ LS < B DORE N L DEWERZ%N S 5 b, EEXIIETIC
BLHAREMEN D D, AFNOEG-H R OEEG#ITIE, BFOBELZ 01470, BEDR
D BTG AITIE, BB LT FRICIE U= MR 722 ek & 88k 2 R DR Al & s L Ciil
GIZRBERIR W 21TV, IBE OERIGIC K D EWERANSEDN 2551213, BIBRE RV
T UHIOEEEDOTEY)RE Z1T O LERH D,



3. HRIRPGE

O AACFPRIER I\ ZHEE U - ARIGYIBR R REZR YT - BRSO RER ., OREBICBIT 5
WML, kOO L HRIERIGIE ORIRUIRARE /2 T « R ORIEE O7KGRREC
I 2 AT o 72 B2 EERRER O g 2 T,

(0]
O [EERLFEZE IR (ONO-4538-24/BMS CA209473785%)

7 oAb BV 2 VU RPUEMIEE A N OV T T 8E 2 G e O RAL SRR IR ISR S X
AN OARTEEIRANRE 72 AT ST FF78 D A FR 3881 (A AR N B 27401 % & e, AH|
RE193M . SHRAELOSH) At BRIT. # ¥ RPUEMEIEER ( F& & vk ik
R U HAXRI) Rt E L CARHI240 mg 4 238 B RIS CAEEE LT & 2 oA
Otz et Uiz, EEFEEE ©H 2 24 MM LR, ToS) twvw)H, ) (i
i [95%(EHEX[H] ) 1%, AFIFET11.17 [9.99~13.73] & H . %I HE#E8.54 [7.20~9.89]
HATHY | REFEIRPRECR LG FERICERERIEEZ R LT (% — KE0.79

[95%E#E X 1] : 0.63~0.99] . p=0.0381 [JE@%llog-rankiE] )
¥ NE XX LKIPIT OV TIXTS mg/m? & BRI R TERRN LG, X7 U Z BT D0 T,
100 mg/m? & 7R 2194 7 L L LT, %1, 8, 15, 22, 20K U36H HIZEHRNFZGT5 2 L & &R

776
1.0
0.9
0.8 —a— A
0.7
_O-- Y88
G o-- JEREE
% 0.5
0.4
0.3
0.2 Shmea
--oeooe - 5
T @eng 2R RS R oy
0.1 .
e L 5}
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36
at riski E7FEARI(A)
A 193 170 158 139 120 105 89 77 65 55 38 20 13 10 6 4 3 0 0
POzt 195 182 157 116 100 79 66 55 48 39 26 16 11 6 2 1 1 1 0

K1 OS ® Kaplan-Meier Bt (ONO-4538-24/BMS CA209473 FRER)



@ [EEIEFEE MR (ONO-4538-43/CA20957774 k)

TR L PR FERET I K 0 IR PR5E 2282 (LU, TpCRY W 9H,) @D L
TR T2 B O BE794 5 (HARNBE 63 Bz Ede, AKIRE 532 i, 77
YAREE 262 Bl) EXRHRIC, TR ERRE LTARHK] 240 mg & 2 BHEFE T8 A (16
), 20% 9 BIH @ EIHELGO 2 EFEZ) 206 480 mg & 4 IR A E

(&K 12 WAM) L& 20FIMEROL LB Lz, FEFHMIEE Th 5 HH
AAFHIR] (PR [95%(EHIXH D) 13, AAIRET 22.41 [16.62~34.00] WA, 77 &R
HET 11.04 [834~1432] WA THY . AAMHIT 7 VAREEH LA FRICAH B IE
FExRLE (A — R 0.69 [96.4%(E#E XM : 0.56~0.86]. p=0.0003 [J&5!| log-rank f5#
£ o

*1 ALEFRIEDO LY A VR OV BR#E1E1L. National Comprehensive Cancer Network (NCCN) X &
European Society for Medical Oncology (ESMO) D H A KT A LAZHE U 7= AR ER 0 3 i [E] 3 13 sk
BT DIEMEIRIR AT O 2 & & &hiz, T L, (FREITASRUERESEAZ 5 LY A v
st

*) ¢ 1% OB TR TS C. American Joint Committee on Cancer (UL T, [TAICC) &5 ,) RS
H (B TR 12ESL ypTl LEX T ypNI BLETH D Z & EEFR I,

*3: MIEIZWIRE S AJCC o8 (B8 7 b)) 12353 < BRPRI A D # SO I o £l (S AE A2 FR<)

T EE B A& I &3 DR LR XTI S AN Tz,
4 FIRIC LY ERS E RIS U BESHAAN ST,

09 { 1 —— K HI#
08 { ™ -o-FS5uRE

Bt HF S0

0.2 -

0.1 -

0.0 T T T T T T T T T T T T T T
0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45

AFIEE 532 430 364 306 249 212 181 147 92 68 41 22 8 4 3 0
77t REE 262 214 163 126 96 80 65 53 38 28 17 12 5 2 1 0

X 2 ERAEFLIE O Kaplan-Meier HifR (ONO-4538-43/CA209577 3BR)




® [ERILFRSIAERE (ONO-4538-50/CA209648745R)

(L FIERTE IR ORIRYIBR AR RE /2 EAT - A O RIEREEFT970 ] (HARANESE 394
lzgte, KF+A Y L~72 (LT, INIVO/IPL] &9, ) #3256, AHKI+~7
AT T TNV RN AT T T Gl RES (LU, TNIVO/Chemo) &9, )
FE32L M, AT VN ATTF o rwai b5 E (LLF, [Chemol &\
9e ) BE324 ) Z 4T, Chemo Z X E LT, NIVO/IPI 2T NIVO/Chemo DA%
PR OVZ e A Et Uz, EEFHMIE B X, tumor proportion score™ (LA N, [TPS) &
VWD, ) ZI%ERICE T D EEEA M (LI, IPFS) &9, ) KR0S TH Y |
BIREHMMEE & S ITT £ 5 PFS KON 0S st &Sz, FDfE5. TPS=
L%ERA KL ONITT £ 1T 5 0S 122V T, NIVO/IPI B K T NIVO/Chemo #£13% Chemo
FEZRE L. WA BRERE 2R LTz,

1 PR IR A 1T B\ CRAE B RS IR B (IR R ME) LBk S,
KEIWR, RES~OH LA EEERED R VEE NS & S,

¥ . AFI1[E 3 mghkg (KE) % 2 BEIBIE. (VU A~7 GHfETH#Z) 18 1mgky (AE) %
6 WM CAREE Lz, DHRRERICBO TR, AREENICELS L, AU A~ (GG
TAHURZ) IEAFI OB EHTH S 30 5 EORIEE BV TR 5% Bits L7,

*3: 438 AE 1V A 7 vE LT, AAILIE 240mg % 2 BN, 74 v Z 20 800 mg/m¥ H %4
PA VDL HENS5HEET GHM) . VAT TF 80 mgimE & A 7D 1 HEIZE
IR G- LTz, AHI AL PRIEE R B ISR ST 2581 AR 2 BN 5 L, 74ty Tl
B AT T F NIARFNOEERK T 236 30 5L ERIRZ B\ TG 2B LT,

4 JEIBHLERIC 1T B PD-L1 2 %81 L7 A a8 5 i 5514 & Shi,

1 APHEOKE Q021 1A 18HF—FH > b47)

TPS= 1%*E ] ITT 4£H
NIVO/IPI #f NIVO/Chemo #f Chemo # NIVO/IPI # NIVO/Chemo #f Chemo
(158 #1) (158 1) (157 #51)) (325 #) (321 f) (324 )
?j;;f 4.04 6.93 4.44 2.92 5.82 5.59
[2.40, 4.93] [5.68, 8.34] [2.89, 5.82] [2.66,4.17] [5.55,7.00] [4.27,5.88]
[95%C1]
prs Y RK 1.02 0.65 o 1.26 0.81
[95%CI] ™! [0.78,1.34] *2 [0.49,0.86] * [1.04, 1.52] [0.67,0.99] *
p fi" 0.8958 0.0023 0.0355
(7 K (0.015) (0.015) - - (0.015) -
(i{al)) ' ' '
T;ﬁf 13.70 15.44 9.07 12.75 13.21 10.71
[11.24, 17.02] [11.93, 19.52] [7.69,9.95] [11.27, 15.47] [11.14, 15.70] [9.40, 11.93]
[95%CI]
os PR 0.64 0.54 o 0.78 0.74 -
[95%CI] *! [0.49,0.84] *¢ [0.41,0.71] *7 [0.65,0.95] *8 [0.61,0.90] *
*5
(giﬁ Kt 0.0010 <0.0001 o 0.0110 0.0021 -
= (0.014) 0.005 (0.018) (0.009)
(W) (0005

Cl: fEHXM, *1 : TPSZ 1%HEM Tix ECOGPS (0, 1) KUMs#hgas@s (1 LT, 2@l L) ZEHIE T & L7z @Al Cox tfi N
P— RET /L, ITT £ TILECOGPS (0, 1), #xhEasE (1 ELLT, 2 @S L) RO PD-L1 FEEURIL (TPS= 1%, TPS<1% ik
HIEARE) &R & LERI Cox B NY — RET /L, %2 0 HEAKMEIKHE L7z 98.5%CI X [0.73,1.43] Thotz, *3: FEK
LT L7z 98.5%CL 1% [0.46,0.92] Th o7z, *4 : HEKEITKIS L7z 98.5%CLix [0.64,1.04] Tho7z, *5: J@5I log-rank f&E
(Cox Hfl Ay — RET IV EREROBRIKT) . *6 : FRMITIZI T 2 BEKEICKIG LTz 98.6%CI 1% [0.46, 0.90] Th-oiz, *7:
H AT (2 381 B A B K MBI L7z 99.5%CT 13 [0.37,0.80] T o 7=, *8: FHEIMRNTICIS T DA B KHEICHIE L7z 98.2%CI 1% [0.62,
0.98] Th otz *9: FRENTIZIS T 5 H BAKEICKHE L7z 99.1%CLI% [0.58,0.96] ThH o7z
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5 06 | NIVO/IPIEE § X, ~ I:I]\ O/Chemofif
3 os 3 05 8 P, /
s s p
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203 3 03 +
s 3 /o=
o a /
0.2 0.2 v i A
oy Chemofif - " =)
0.1 R T 0.1 + = = =
0.0 0.0 L
T T T T T T T T T T T T T T T T T T T T T T T T T v
0 3 6 9 12 15 18 21 24 27 30 33 36 39 0 3 6 9 12 15 18 21 24 27 30 33 36 39
Bl i A 0] 2 i b
Number of Subjects at Risk RIEBBIHTHOOBE () Number of Subjects at Risk REREFIRLOHE ()
NIVO/IPIE NIVO/Chemo#f
IFB 136 116 98 89 63 50 40 3 20 1 9 4 0 158 143 129 105 88 70 53 36 22 16 a4 2 0 0
Chemo®% Chemo®f
157 135 105 72 52 36 21 12 8 4 2 1 3 0 157 135 105 72 52 36 21 12 8 a 2 1 1 0

X3

OS?DKaplan-Meier#if (ONO-4538-50/CA209648345%)

(TPS=1%%£M)

1.0\';
0.9 Y
»
: £ o7
@ a
s = 06
§ o
3 3 os
s s
2 2 04
3 3
203 203
3 iz I3
% 02 Chemolff ©ioio
0.1 0.1
0.0 0.0
T T 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 30 33 36 39 0 3 6 9 12 15 18 21 24 27 30 33 36 39 42
e (14 25 2 (D REE FiF AL

Number of Subjects at Risk RIERBITITLE0OHM () Number of Subjects at Risk E\IEABIM T L ORA (B)
NIVO/IPIE: NIVO/Chemo#%

325 274 232 191 166 129 97 77 55 33 22 12 6 0 321 293 253 203 163 133 92 60 40 26 12 4 1 1 0
ChemoZf Chemo#¥

324 281 229 171 131 93 56 a 23 9 5 2 1 0 324 281 229 171 131 93 56 41 23 9 5 2 1 0 0

X4 OS®DKaplan-MeieriifR (ONO-4538-50/CA20964875%)
(ITT4£H)
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Probability of Overall Survival
5
1 1

0.04

(PD-L1 FEBLR IR D A %0 1H)
[E B[R 255 AR FRER (ONO-4538-50/CA209648 iRER) ICHLA AN HI-BEDT — 4
(ZHS & | PD-L1 OFBURIABINCIAT 24T > T A ME RRAI 7B 2 G de) N OVZE4A

PEDOFERIZILTO LB TH-o T,

NIVO/IPI } O NIVO/Chemo (2B L T, PFS KT OS DWW FHIZE W TH TPS<1%D

FEF M Tl Chemo & bb#g U 72 IERAHEIIFERD Lo 72 (3% 2, 5),

723, PD-L1 OFBLRMIZ L BT, KFlOLZ2MET v 7 7 A VITFREETH > 7,

F 2 TPS<1%DAHEEDRI (ONO-4538-50/CA209648 #ER)

TPS < 1%£E "1
NIVO/IPI Bf NIVO/Chemo Ef Chemo #%
(164 1) (163 1) (166 %)
Tﬁf 2.83 5.55 5.75
1.68, 4.1 4.44,6. ) .
PES [95%CI] [1.68,4.17] [4.44, 6.93] [5.39, 6.97]
NP — Kk 1.45 0.95
[95%CI] *2 [1.13, 1.88] [0.73, 1.24]
?jﬁf 11.96 11.96 12.16
10.09, 16.03 9.86, 15.54 10.71, 14.00
oS [95%CI] : ’ ] [9:86, J [ ’ J
NP — Kk 0.96 0.98
[95%CI] *2 [0.74, 1.25] [0.76, 1.28]

Cl: {EfEXH. *1: PD-L1 HIEREETH - = BEIIRI ST, *2 : JE=EHI Cox

N — FET L

Chemoltf = 77

NIVO/IPIFE

3]

Wl

0.4

NIVO/Chemo#¥

Probability of Overall Survival
1

0.0

T T
0 3

6 9 12 15 18 21 24 27 30 33 36 39 42

Number of Subjects at Risk MEVE A 5 MR ()
NIvorriE 164 136 114 91 75 64 45 35 22 13 11 3
ChemoBt 166 145 123 99 79 57 35 29 15 5 3 1

5 OS ® Kaplan-Meier Hi#R (ON0-4538-50/CA209648 X5%)

T T T T T T T T T T T T T
0 3 6 9 121518 21 24 27 30 33 36 39 42
Number of Subjects at Risk AR s o ()
2 0 0 NIVO/Chemol¥ 163 150 124 98 75 63 39 24 18 10 8 2 1 | 0
0o 0 0 Chemolf 166 145 123 99 79 57 35 29 15 5§ 3 1 0 0 O

(TPS<1%%H)



[Z4tE]

O [EHEEILFEEMFEFE (ONO-4538-24/BMS CA209473 7 5k)

BEREGIIARAIRE 172/192 1] (89.6%) . *FHARE 192/194 5] (99.0%) (258 Hiv, iR
BRIE & ORFBIRNEE T X WA FHGITAFIRE 129/192 41 (67.2%) | <t HEEE 185/194
B (95.4%) IZFBD HAVTZ, WTIDORETHILEN 5% L, EORIERIZFRI D LB T
HoT,

F 3 WTNHDOFETRIEEN 5%, LOBIEA (ONO-4538-24/BMS CA209473 7AER)

%k (%)

SISR=d YA
el AT TR
- 192 {3 194 {51

(MedDRA/Jver.21.1) 4> Grade Grade 3-4 Grade5 4 Grade Grade 3-4 Grade 5
2EIEA 129 (67.2) 33 (17.2) 0 185 (95.4) 127 (655 2 (1.0)
K RER X OV MRk =

FIB 23 (12.0) 1 (0.5 0 27 (13.9) 2 (1.0) 0

% ) FERE 17 (8.9) 0 0 9 (4.6) 0 0

B E 3 (1.6) 0 0 97 (50.0) 0 0
— % - REEER L OSSN OIREE

FEER 15 (7.8) 1 (0.5) 0 16 (8.2) 0 0

95 97 14 (7.3) 1 (0.5) 0 42 (21.6) 9 (4.6) 0

s 2Rk 9 (4.7) 0 0 44 (22.7) 0 0
ERER R AT

U > SEREOR D 4 (2.1) 2 (1.0 0 18 (9.3) 12 (6.2) 0

I HRERER D 3 (1.6) 1 (0.5) 0 75 (38.7) 58 (29.9) 0

H i EBRE R 2 (1.0 1 (0.5) 0 72 (37.1) 46 (23.7) 0
H ke

T 20 (10.4) 1 (0.5) 0 17 (8.8) 2 (1.0) 0

PN 5 (2.6) 1 (0.5) 0 24 (12.4) 1 (0.5) 0

{50 4 (2.1) 0 0 16 (8.2) 0

TN 4 (2.1) 0 0 31 (16.0) 1 (0.5) 0

i - 1 (0.5) 0 0 13 (6.7) 1 (0.5) 0
o WABE

FOIR BRFEREAS T 1E 17 (8.9) 0 0 1 (0.5) 0 0
JEYSE B X OV A HUE

Pt g 3 (1.6) 1 (0.5) 0 11 (5.7) 6 (3.1) 0
R L OseklEE

RARIHER 15 (7.8) 2 (1.0) 0 52 (26.8) 9 (4.6) 0
MiRE LY o REE

2 ifi 4 (2.1) 4 (2.1) 0 47 (24.2) 19 (9.8) 0

I H BRI E 1 (0.5) 0 0 36 (18.6) 27 (13.9) 0

FEEWE L BR R i 0 0 0 20 (10.3) 20 (10.3) 0

H i EBRJg A iE 0 0 0 16 (8.2) 14 (7.2) 0
EE R B L O ARk E

R &R 2 (1.0) 0 0 21 (10.8) 1 (0.5) 0

5 P9 2 (1.0) 0 0 17 (8.8) 1 (0.5) 0
SR IR E

R B 3 (1.6) 0 0 14 (7.2) 0 0

R = 2 —r T — 1 (0.5) 0 0 47 (24.2) 1 (0.5) 0

K= 2 —a RF— 0 0 0 21 (10.8) 1 (0.5) 0

7RI, AFBEC IS T FURIEAEREE 22 1 (11.5%) | BRECREMRIE/ I A4/ $F—15
B (7.8%) . JFHRERET 13 6] (6.8%) . FVEIMEMGZE 12§ (6.3%) . #RERETE 8 fi



(4.2%) . EEOREREE 4 4] (2.1%) . HEE LW 34 (1.6%) . B 241 (1.0%) .
g RelEE 2 1] (1.0%) | 4 161 (0.5%) . RABZ - /MBS - HEED T 1 4 (0.5%) .
TEABEEEREE 1651 (0.5%) K ONinfusionreactionl ] (0.5%) M bhiz, £7-. &E
FEMEESNE, (DA, Mk, VAUBEIRI, T A4, i LPERRE 2k, RIEHERERE= . Mk -
BERE S, FRARMARZERE, AR, MERE RIEMRE, kL, R, SE 5K
K OVLEREE TR Do 7o, AREWERIFEBLRDUIEE S S (RRIR AR 23
o) ZBUEERETRT,

@ [EFEILFES MRS (ONO-4538-43/CA209577 R5R)

HEREGIARFIRE 510/532 1] (95.9%) . 77 & AHE 243/260 ] (93.5%) (28 HiL,
TR & OREBIR NG E T E WA FHGIIARAIRE 376/532 5] (70.7%) . 7 7&K
¥ 119/260 ] (45.8%) (2R3 HALIZ, WL DRETHELRD 5% Ll EDORIERIEE 4
DEBY THoT,

K4 WTNHORETHREED 5%LL LORIEA (ONO-4538-43/CA209577 3RER)

pi1%% (%)

NN |

R, zliﬁﬂfiﬁ 77 ’z{n“i‘ iEd
" 532 15 260 4

(MedDRA/Jver.23.0) % Grade  Grade3-4  Grade5 4 Grade  Grade3-4  Grade 5
2EIEH 376 (70.7) 71 (13.3) 1 (02) 119 (458) 15 (5.8) 0
H kS

T 88 (16.5) 2 (04) 0 39 (15.0) 2 (0.8) 0

L 47 (8.8) 0 0 13 (5.0) 0 0
FERGH KOV Lk

9 FENE 53 (10.0) 2 (0.4) 0 9 (3.5 0 0

K95 52 (9.8) 4 (0.8) 0 10 (3.8) 1 (0.4) 0
—i% - B EEL LOR5H
NEDIREE

99 7 90 (16.9) 6 (1.1) 0 29 (11.2) 1 (04) 0

0 ) hE 28 (5.3) 0 0 4 (1.5) 0 0
R AR AR A

TARGEURT I b 29 (55) 2 (0.4) 0 10 (3.8) 0 0

TR T =T —BHM
o WA 5

PR IR REA T 50 (9.4) 0 0 4 (1.5) 0 0

FROIR B BE RE T ESE 35 (6.6) 0 0 1 (0.4) 0 0
B R B & O SRRk E

RAA 30 (5.6) 1 (0.2) 0 4 (1.5) 0 0

I, ARAIFHZ IV CRR I RERR T 89 i (16.7%) . FFHEREREZ 49 B (9.2%) . #
PRBETE 35 41 (6.6%) . BEAUAHRAMARAE 33 61 (6.2%) | [IEMENGYEE 26 151 (4.9%) . Lok
PR 11 5] (2.1%) . infusionreaction10 5 (1.9%) . EEOREREE 8 i (1.5%) . &
BERERE 7 61 (1.3%) . KRiGZk - /MG - EEO NHI7 61 (1.3%) | iT% 4 41 (0.8%) .
D 361 (0.6%) . FIFHEREREE 3 651 (0.6%) . 17AUBEIR 141 (0.2%) . HRimAe
FERRIE 1451 (0.2%) . AL 161 (0.2%) KOMWER 141 (0.2%) ARD LN, £, 5
E MRS, TRRMAHERERES . BUEFR, RS, ik, %, LEREEIEER, bk
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NRAE G JRIFERYS, RECG I, SEORERRME ) E, B 2 i e &U\H%ﬁ% - BRI ITER 0
Siieno T, ARWERFEIURDLIBEE SR (RARAEMRE 25T) 23 RatA
%‘fﬂ—_\“j‘o

@ [EERIELFEEIFEEAER (ONO-4538-50/CA209648 7X5R)

HEFGIT NIVO/IPI B 316/322 5] (98.1%) . NIVO/Chemo #¥ 308/310 {3 (99.4%) .
Chemo #¥ 301/304 5l (99.0%) (258 Hav, JRBRIE & ORERBNEE TE W aESR
413 NIVO/IPI £ 256/322 15 (79.5%) . NIVO/Chemo #F 297/310 f4 (95.8%) . Chemo
B 275/304 1] (90.5%) IZFBH LTz, ks, EEAHFFHLIL NIVO/IPI BE 214/322

(66.5%) . NIVO/Chemo #¥ 180/310 4] (58.1%) . Chemo #¥ 128/304 il (42.1%) 1238
Sy g

WD DOFETHELFEN 5%LL EORIERIZRS DLk ThoTo,

£5 DWTNLOOBHETEIEN 5%LL EOBIER (ON0O-4538-50/CA209648 3R5R)

B (%)

%z% Gk NIVO/IPIFE NIVO/Chemo# Chemo#

(je JDRA/Ver. 23.1) 32214 3104 30444

“4Grade  Grade 3-4 Grade 5 “4Grade  Grade 3-4 Grade 5 “4>Grade  Grade 3-4 Grade 5

2FIVEA 256 (79.5) 102 (31.7) 2 (0.6) 297 (95.8) 147 (47.4) 1 (0.3) 275 (90.5) 108 (355) 3 (1.0)
MigE LY > REE

i, 12 (37) 2 (0.6) 0 93 (3000 30 (9.7 0 67 (22.0) 17 (5.6) 0

L AR 0 0 0 29 (9.4) 8 (2.6) 0 20 (6.6) 7 (23) 0
P53 A R

LR R HE TUMESE 20 (62) 2 (0.6) 0 7 (23) 0 0 0 0 0

FR IR RE A T E 43 (13.4) 0 0 18 (5.8) 0 0 0 0 0
B Wk

5% 7 (22 1 (0.3) 0 59 (19.0) 2 (0.6) 0 66 (21.7) 1 (0.3) 0

T 32 (99 2 (06) 0 60 (19.4) 3 (1.0) 0 46 (151) 6 (2.0 0

L 26 (8.1) 1 (0.3 0 182 (58.7) 11 (3.5) 0 158 (52.0) 8 (2.6) 0

R P 14 (4.3) 0 0 98 (31.6) 20 (6.5) 0 71 (234) 5 (1.6) 0

A 18 (5.6) 4 (1.2) 0 56 (18.1) 7 (2.3) 0 49 (161 9 (3.0 0
—f% - EHREER X UG OREE

ST 7 (22 1 (0.3) 0 20 (65 2 (0.6) 0 17 (5.6) 2 (0.7) 0

5 29 (9.00 4 (1.2 0 61 (19.7) 7 (2.3) 0 50 (16.4) 11 (3.6) 0

ek 12 (3.7) 0 0 50 (16.1) 1 (0.3) 0 45 (14.8) 0 0

IO 285 4 (1.2) 0 0 33 (106) 8 (2.6) 0 26 (86) 4 (1.3) 0

ARV 0 0 0 17 (5.5) 0 0 12 (3.9) 0 0

N 26 (8.1) 1 (0.3) 0 8 (2.6) 0 0 10 (3.3) 0 0
TR p

Z;i;i‘zt{%f/ 25 (78) 7 (2.2) 0 18 (58 2 (0.6) 0 8 (26) 0 0

T ARG RUERT I

FFvA7-7—8H 29 (90) 4 (12) 0 16 (5.2) 2 (0.6) 0 6 (2.0) 1 (0.3) 0

n

L7 L7 F = 8 5 (1.6) 0 0 39 (126) 1 (0.3) 0 32 (10.5) 1 (0.3) 0

E;i:g;/ 79 0 0 0 19 (6.1) 0 0 9 (30) 1 (0.3) 0

1 R ERE D 2 (0.6) 0 0 65 (21.0) 25 (8.1) 0 52 (17.1) 24 (7.9) 0

iR A 6 (1.9) 0 0 36 (11.6) 3 (1.0 0 32 (105) 5 (1.6) 0

= i BRI 3 (0.9) 0 0 43 (13.9) 11 (35) 0 28 (9.2) 6 (2.0) 0
Riits L OseaRlEE

&)~ U U AlfE 9 (2.8) 8 (2.5 0 29 (9.4) 17 (5.5) 0 19 (6.3) 9 (3.0 0
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Bi% (%)

A BIR A

B NIVO/IPI#E NIVO/Chemo# Chemof
(M;;DR Adver. 23.1) 322431 31041 304451
“4Grade  Grade 3-4 Grade 5 4=Grade  Grade 3-4 Grade 5 “>Grade  Grade 3-4 Grade 5

AHIEER 19 (5.9) 5 (1.6) 0 132 (42.6) 13 (4.2) 0 130 (42.8) 9 (3.0) 0
e S PR

R4 4 (1.2) 0 0 19 (6.1) 0 0 17 (5.6) 0 0

K= 2 —m X — 1 (0.3) 0 0 20 (65 2 (0.6) 0 15 (490 1 (0.3) 0

ﬂ;ﬁ*ﬁ@%:lﬂm\ 103 0 0 2 (84) 1 (03) 0 16 53 1 (03) 0
Bk L R REE

BB RERE 1 (0.3) 0 0 9 (2.9) 0 0 17 (5.6) 0 0
MR, OEREs L ORI

Leo< Y 2 (0.6) 0 0 42 (13.5) 0 0 53 (17.4) 0 0

Jitifi 2% 20 (6.2) 7 (2.2) 0 15 (4.8) 1 (0.3) 0 0 0 0
FER I £ OV T Rk

Jit S 2 (0.6) 0 0 31 (10.0) 0 0 32 (10.5) 0 0

Z O FEIE 43 (13.4) 3 (0.9 0 23 (7.4) 0 2 (0.7) 0 0

% 55 (17.1) 7 (2.2) 0 24 (7.7) 1 (0.3) 0 5 (1.6) 0 0

7235 NIVO/IPI BEIZ 35\ T HLIR I RERRE 5 70 41 (21.7%) | JIFR§RER 3 42 51 (13.0%) |
PR AR 26 Bl (8.1%) | ARAUFIALARIE, I A xF—23 ffl (7.1%) . T E{LHERER
#2141 (6.5%) . FIFEHEREREE 17 6 (5.3%) | fhRefEsE 16 4] (5.0%) . HEDKE
& 14 5] (4.3%) . KIGK - /MG - EEO T 10 5] (3.1%) . infusion reaction 9 il
(2.8%) . BHgAEREE 8 B (2.5%) . T 661 (1.9%) | LEkEE 6 # (1.9%) . 174
BRI 4 61 (1.2%) . BER 461 (1.2%) | iz 2 61 (0.6%) . Loz 2 6 (0.6%) . J&
L2 (0.6%) . 5& Mk 14 (0.3%) . BEALMEARE 2 161 (0.3%) . JEES MW 1 41

(0.3%) . EERMEEE 146 (0.3%) . FRlRmARZERSE 1 6] (0.3%) KOS - BEE
% 1B (0.3%) NBRD BN, £io, EEMEE, BUEZE, A2, mERERER
B FERE M ORIFERBEIIFR O B 720> o 72, NIVO/Chemo FEIZ 35\ CTHERUT BRIE 2
A 3F—03 5] (30.0%) . FhiEREE 83 5] (26.8%) . FEHEAEREE 74 1 (23.9%) . AFHE
REFESE 32 51 (10.3%) . HLRAREERERE 30 5] (9.7%) . MVEMEME A 18 4] (5.8%) .
KIG « /MG - BEEEO THI 8 il (2.6%) | RIEHEEERE 6 61 (1.9%) . infusion reaction
6% (1.9%) . HERMIERED 5 F (1.6%) . LIEFEE 461 (1.3%) | R ZERE
3% (1.0%) . FEMAHERERE 2 4] (0.6%) . 1HUHER 2 6] (0.6%) . 5 & 9K 2
Bl (0.6%) . HEEDREREE 141 (0.3%) KOYESL 1] (0.3%) 2358 HiLz, £z,
EIEFERE, OR., Tk, BIERFSR, AL, IFZ, (LMEARE K, Nk - B,
MEREAFEWERE, M. B, IRIFEREE K OMEE M G0 H e o 7o, REIWER%E
BURPLIIEESES: (BRMAEERTY 2 51) 2B OEHERE =T,
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[t - HE]

AFNOREMARYEEET LV EZFIHA LY I 2b—2 g 2k, KKl 480 mg % 4
MR CTE G LIZBEOARA O MG R IREDPRET S, OS5, &K 480 mg % 4
TR TG L EROEFIREBICR T 2 FMEFIRE LT, TCags) &V 9, )
1%, ARHI240mg % 2 IR TG L72BRD Cagss & FRIT 5 & TRIS N (FR)
F7o. KK 480 mg % 4 HFEIEIRE THE G L 7-BROEFIREIZB T 2 emiiig FiRE (B
Ty [Crmaxss] &V, ) X, KK 240mg % 2 EFFRE THEG L7ZBRD Craxss & HEE L
TEEZRTETFRISNIZEDOD, ARNEZ IO TEREMER R STV D HE -
M (10mg/kg % 2 BRHIHIE THRE) TARAIZEKEG LTZERD Craxss & Hl U TR A2 7R
FTeTHlEn (FFR) . MAT, EHOEEICKIT 527 —2I12HE5&, KK 3 mgkg

(AHE) £72iL240mg % 2 HEFERIFE, & L <A 480 mg 4 4 @ IR T G- L 72 BR
DAF DUk iE & & AN UL M & OB Z Mt 2 BEE ST T VDR S L, Y
BEZ OV TREIDM TR R, BRI - 2O TH R L VL 2MEIC
7RI E RIS, F2, BIEBEBEICBIT ST — XD L T-REN
JSET VAR LT, AAI3mgkg (2 HFMBTERS) . 240 mg (2 @ HI[#IFE T 5-)
1% 360mg (BEMIMMETHRE) LAY A~vT (BEFHEEEZ) 1mgkg (6 FH[H MR
TE) ZO0FH LA IMER Ve 2 et L7c bR, ERio Mk - RO TH
R e OVZ VIR R IT e & TRIES N2, S 51T, A 240mg (2 @R T
$eh) X% 480mg (4 MMM TR E) LLFRIEZ DR L7CBERO A ME R O Z %
FRES L7 R, ERCo E - 'O TH DK O Z 2R ZRIT RV & PRIS
e,

K6 FHAOEMEENT A—F

v - Cmax Chnind28 Caved2s Crnax.ss Cin,ss Cavg,ss
(ug/mL) (ug/mL) (ug/mL) (ug/mL) (ng/mL) (ug/mL)
3 ke Q2W (35-521 .760-8) <16-§?§0-3) (21.321 ?(1)3.9) (75.1){3171) (27.612,'107) (42.717,'?27)
240 mg Q2W (51.712,'103) (23.33?.539.0) (302&?.670.9) (10;,5254) (41 .857,.}1358) (62.11(,)91 87)
480 mg Q4w (10;?207) (15.25?27.4) (37.?)3,.;)4.8) (14§,1 g36) (27.751,.?37) (62.11(,)91 87)
10 mefkg Q2W (14é,9;22) (86.959,.?32) (101,1 ?48) (323,9;5) (18421,1 Z3‘03) (232,7377)

i (5%, 95%,5) . Q2W : 2 EMIMIFGE, QAW : 4 EMIHING. Cmax @ PIEIHE 514 O fe s L7 R
Chrindzs : PIEIH5-1% 28 H BIZI1T 2 R ARMIE P IR, Cavgazs : FIEIFE1% 28 H H £ TOXEMIE PR

FE. Crmaxss 1 EFIRBEICIS U 2 e i RS . Cinss + & HIRERIC IS 2 I AR IE PHEEE, Cavgss 1 EHIR
BEIT IS 1T 2 -4 AL 37 i
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4. FEFRIZOUWT

AR OB 50300 Y) 72 g 272 W - F5E L, AR O#H| ’;@i’%ff TERZFBL LT
BRIZHRHET 2 Z ERMER 7D, LFOO~Q@DFT X T &= Tl W THEHAT
RETh D,

O MEFRITHOWVT

D1 Fid (1) ~ (5) OVWTIIHEYT IR THD Z &,

(1) JEAEFBRENEET 503 A BHEEEILS RS BRE RS A SRR I SRR
Hiek A3 A B2 L RURBE . MUY A BB IR 7R &)

(2) FrEREREIRIbL

(3) HBENTEAEDEE T 2 0 APHEEEHPT (03 AR ERibT, 23 AR
W 1IREBE, DA EEREER e &)

(4) IARALFHERE AR E L, SOREE LA RIER2RE | XIS RIES b kR i
Bl 2 ORfiEg AAEITAR D | H 21T > T D itk

(5) PUEEMEREEE AL & BN OO i g L HE AR B B H 21T > T B fitiak

D2 EEB ORI ORI RBIR ORI 1572 & e SO (TR
DTN ST D) 75, HLBHFOAFNC BT 5 IEOHES & L CRES
RTVBZ L,

#

o [EEMFFESE 2 FOUMINHEZE T L7212 5 FELL LD D AUTRE DB IRIHE 2
ITHoTWBHZ L, 96, 2L RIX, BDAZEMEEZ £ & UEERIES S OHE 2
IToTCWVWHZ L,

o [ERIRFFEASE 2 FEOWBPIHHEZE T LI2&IZ, Wbam O ASMREZ ST 5
FELUEOELEIB ZOEM 2T o TN D Z L,

o [ERNEFFEUSH% 2 FOYHHEZIE T L7-&IC 4 FLLEDOKKEREZAG LT\ D
Z &, OB, 3FELLEIE., TEIbESEE O D A SRYPRTE & G e E b g T OB IR AHE &
IToTCWVWBHZ L,

@ BENOEXKMFHREHOKHIZOWNT

PR S A PRI 2 BEE AR E S, RGN OFmAE D, A - &7
Ar“%i%%ﬁ@%ﬁﬁwcm“’ﬂﬁéﬁﬁ%ﬁ:ﬁﬁiﬁﬁ%ébt HOWE
EH, ENHCNITITON D IEHINE-STWE Z L,

@ BIEA~DORIEIZONT

@-1 MR AHIZBE S 5Bl
PV MM B O BHE R BIE 2L L72BRIT, 24 FFRIEZIEIKTHI O T, 2i%iiax X
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TEHERI R I BV T, B LZAIERIZS U TARRE L O CT 0 ITER ORI 4
FERREOEENY HRIZEON, EHIZHIGTEERERNES> WD I L&,

@2 EERFEF L 2AFBLMMNICET L EM:

ARSI HE D D B 2 gk K O e 2 BT BRI FEENEIERHT =21V v 7/
EHEOIERDOAY ) —= T EHATOEIRE EFHZ G TE 5 F— AERIKH 23V
ESNTWDZ L, B, BIFEHIZHOWT, NABRE EZOFBEICHDITEAmMmENT
WhHZ L,

@-3 BIEA DB ISIZBI LT

BIVEA (MEMEMZEEIZIN 2 EEAEEDAE, Ok, Tk, BT RARE ., KX,
NS, BEEO TR, 1 BBERA, BUEATK. ITAE, ITisneRasE . Tk, i bminse
K. HARMRARRERE S . TEMABERBREE, MRt BEE. BIRREE. MRk, EEDK
JEREE, HARMARIEIRAE, infusion reaction, EFEZR MRS, MERERIEGERE, .
e . BE OB ROR, IR, OlEREE (OEMED - IRIK - =AM ) |
PREFEREE, IS ML, BEALE) 1Tk LT, YikhEak U B R O F P2 AT 5
R & EE L (BHWERA ORI L THREM O EEZ TN &M H D =
E) . EBICET)RALED TE HIEH D ->TWNWD Z &,
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5. B##ExIBLierBE
[B2h I BE 3 % 1]
O TROBEICBONTABOFEIENBRIES N TN D,
o T btV I VURHEMEEAINL N T T H & G e LR RICR
&SR OIRIEYIBRARE 2R HES T AT R OB B E  ORAIFM 5.
o INAMESIEHRREIEIC LD pCR 233D IR T il Otk B (ORHA
Hpe 5.
o ALFEIERIGE ORIGUIBRAGE /R HELT - B OREEEE (NIVO/IPI 5300
NIVO/Chemo #% 5-)

@ [EFRHLFEFH MRS (ONO-4538-50/CA2096485-5%) 128\ T, MR & SN b2t
1% (Chemo) Hifft & ki LT, NIVO/IPIH 5 3L IENIVO/Chemo % 5- DB A /R S
TUW5, 7272 L. NIVO/IPIE-SUEINIVO/Chemo & G- DWW Uz B8V T b | LA
B & i U CEERAERFRORIENE L 2HEANRBD LI (p11EH) | F
7-PD-LIFEBLRIL (TPS) 2k 0, AMWENERDEAIVRIBEIN TS Z & (pb~
8 M) M5, PD-LIFBR LR L7z L CAAIBR GO RGO 5 2 ENEE L
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