%ﬁﬁﬁ%ﬁﬁ{F?%y
SReT (BETEBRL)

(AR5 : A7 DR R 20 mg, F7V—FRRWEHE 100 mg, F7P—
A RTERHE 240 mg)
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Rk 2 94 B (5F0 242 AHGT)
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1. LB

EEROFHIE - REMEOHRDTDITIT, FHTESIESVIEERER KD
BB, &BIC, EEOTEEITOEAC LV, FIAERER S ¥ OEH07: 5 /e
FEELSFPERSNBPT, ZhbOERR P EICHERBEICRMTS 2 L ARED
WAL 2o THE Y RFEHECEE & SN AN 2016 (ER 28 4F 6 A 2 B HIZRE)
TRV TY, EFNERRSOMMAORELIEEL ™S = & L ShTna,

FRERRFERS L, REERAPERM 17 7 A VRBHFEOERS L LR
RBIENDB. Ok, AIMERCEEMICET 3RS AERT 5 £ TOmM,
UHEELOBELRZT S LM SN BECH L CERT S &L bic, Bl
ANRFER LB BERNGE & 52 L AW &fEOE#%%tTEﬁ%%TEﬁ
THLEREETHS,

LEBoT, KA FT4 Tk, BREEPS nifmﬁanfwéE%ﬁ%%
FEMRMICESE | DT OERSOREZEM £ IEET 5EAN L LEREE, £2
FROEESEELTT,

TRB, BWAA BT A ik, ISTiTEE AR E IR S, @ﬁ&@&kﬁx
PR IEEE S — AR A B ARRRNRES R AR A B AMEES OHH 0
b EfERE LT, ' ‘

XL e AERS A7 — R AHHE 20mg. A7 V—FSHFE 100mg, 7Y
' — AN RTEERE 240 mg (—RA =R ~T @BEFERZ)) -
e RAPRUIRE « BRUIFREMOEREIA D F 2 ) YR
ABLRAMERCRE : BE, RARKBR=FR1<=7 (af%#ﬁiﬁz) L LT, 1B 240mg
w2 LF?F?IKE‘C}?\%%&?‘&
@cj & iz J’é'L- % %‘ : d‘ﬁ%nnI,%Ek_tAH:




2. AR OmM. 1EEMF

AT O —R A 20 mg, F/SHEEHE 100 mg K ONRLAREEHE 240 mg (— ﬂiﬁ%
w7 (BETHEZ), UF, TRAE) &0d.) id, INEFIRM T3kt e 2 &
Vo2 Rk BT VAN -4 ¥—X R 47 (BMS) 4) BEELEE b PD

(Programmed cell death-1) (%5 % & Ml 1G4 & / 7 a—F AHETH B,

PD-1 1%, fEMAE LY 78R (TH, BRRECTF 2 457 —THIE) RUE
BEAMIRRIZRIT S CD28 7 7 IV — (TR OEECERHBINICIE L AITHET 59
FH) BT ARAKCTHS, PD-1 IEHFRTMIIZHKES 5 PD-1 ) ¥ (PD-LI
RUPDL2) LFEHL. Y VBRI L S A B EELTY /Aﬁ@%ﬁ{tb‘ci’& :
ACHEG LTS, PD-1 U HY MZARETMBLSMCt kO RIBEEkIc FE
LTH Y. BHEAMHRSE D Y L BEARICRIT 5 PDLL ORBRLHEROER
i & D i:ﬁ@*ﬁﬂ%ﬁ@fffwﬁ%é ZERMEZIN TS (Cancer 2010; 116: 1757-66)
¥, BERAIERE TSN T HRREET 51 v ¥ —T =r v < (FN-y)
iz X o T PD-Ll OFEBPFESIN., & LI EEESIZBIT 2 PD-L1 ORBEHED
ATFHIR & ORICIEOMBIBFH 5 & OMEHH 2 (Sci Transl Med 2012; 28: 127-37), -
EHIT, PDL1 RMAHIRR S S AMIE, FURKRM CD8 B T MiaoMmiass
BEE B S5, H PD-L1 LT PD-1 & PD-L1 & OEEEHEET S &0
EEEEREET I ZERRERTWS, SO Z L5 PD-1/PD-1 ¥ 7 FERIZ, 28
AFIRRATUREF RIS T MIah b ORBESEERT SBFO—2 L LTEXLRATY
. e ’ .

AR, KERBROF RN B PD-1 OffasMER: (PD-1 U F 2 FEAER) IEA L.
PD-1 & PD-1 Y Y FEORAZMET 2 Z Lick Y, BARFFRNR T RO
ML R O AMIRRIT 5 5 IR S 15 2 3R 5 = kfﬁ%mfirﬂigfﬂ%%Tﬁ“
ZEBEREh TN,

TABDIENE, ﬁﬁ’ﬂiﬁﬁﬂigkﬁ'@'6%?71&?‘%%&?Zt WERIZHOL ﬂﬁ#’f =i,
HBAR T F Y /zxﬂi$%‘%ﬁ‘§i& LR RBREER L, A, REHRUER

AR S,

RN VR 5 GREDSERISIC X SEEAS2A S bbh. BEX I
BB AEES D B, AROBETROEERICE. BEOBSL AN, REsE
B BRI BEICHE, BE LI FRIT U EMN A e BREFOEM L EE L TE
HRERIBW AT, BECRBERIE L 2BEAREDR S BT, BIBEERL
T RO G B OE R IE T S DB B B, |



3. BEREREUE - <
ﬁ%iﬁﬁﬁ?“’rﬁ@ﬁﬂﬁﬁd‘vﬂ%/ ) AEORBFICMET o T ERRBRO
B ETRT, '

[F%hE]
O EPFIHHAER (ONO-4538-15 HH)

BREMSHIEBHEE T LY Eo<d _FFy (1@42:\%@@1) (LT, 71
YIRS EWD,) CEREXEARHAEOFRUIEEE O BAR DS )
AJEEE (ECOG Performance Status 0 £ TF 1) 17 fil & dRIZ, A 3 mg/kg % 2 WIEH
RCARE L, FEFMRE Th 2= (WET IWG criteria (2007) F-53<
M|z 2B complete remission  (BUF. [CRI &5 ,) M partial remission (5L F. [PRJ
EVd,) OFIE) X 75.0% (95%EMEM : 47.6~92.7%) Thotc, BB, FANTH
E L7z 200%TH o1, |

@ ¥ESMETRRE (CA209205 HBR) (Lancet Oncol 2016; 17: 1283-94)
B 5E BB EBITRIC 7 LY X Vv I L AR E R R R LA
DEMEFE VXY 2 YERE (28— b B, ECOGPerformance Status 0 % U8 1) 80 4l
EXRIC, AH 3 mgke % 2 BRFER TRFEE L, TEFEEE THLESR (@ -
3T IWG criteria (2007) 1233 < FRILHEIZ X B CR Xk PR OFIE) 1663% (95%(F
JEKRE : 54.8~76.4%) Th-ol, R, FANTERE LCBEIEIL 200%TH o7z,

[Z2tt]
O EMNFIHRR (ONO-4538-15 B
HFEFRITILPUFZD O, FHE ORRBERIGTETE m EEESR L RUICRD .
b, BIRED s%uJ:rD BMERIITROLBY Thotz,

#1 BHEARHY s%u_l:mﬁrifﬁﬁi (ONO-4538-15 B  (FeafbRiTraSsE )

Sar R A . PlE ()
HARE ) 17 51
(MedDRA/T ver.18.1) . - 4 Grade Grade3-4 Grade$
2EWEAR 17 (100.0) 2 (11 s) 0
R LIASREE e T o B
F i 1(5.9) 1(5.9) 0
VY SRBPIE e MG 169 0
TERLUHEREE . DEER T I
3 ) 1(5 9) 0
3(17 6) ' 0
- - 1(5.9) MO R
1(5.9) 0 0

1¢5.9) 0 0



BERGER ' gk (%)

HAGE 17 4
{MedDRA/T ver.18.1) 4 Grade Grade3-4  Grade 5
T BRE . ‘ 1(5.9 0 i
BN )

W SRR ORERROE

e 2 (11.8)

0 0
HEHEERE _ 1(5.9) 0. 0
=R : 2(11.8) 0. 0

BEh : : 7(41.2) 0 0
TE ) : 1(5.9) 0 0

Lo .

KB LR
CERY T AmE
&7+ ) ¥ hfsE
KR o
BEERBI SR OHBES
BIHH
W 159 0 0.

A= 2~ S F— ‘ 169 0 o
PR, RS X OERRIGES = S
FIEMERESR 1(5.9) 1(5.9) 0
L LREDGE ' 0

EWE LU T AREE o
BB . (5.9)
Ji-d; £ - 4 ' 1(5.9) 0 0
SRR - 1(9 0 0
F DR T5(294) 0 .0
R ) _ 4(23.5) 0 0

i, BVEMERGEE 1 41 (5.9%) | ARAUSRMERE/ S AT —2 B (11.8%) . KIB% -
EEOTH 1 (5.9%) . FHREREE | f (5.9%) . FIRIMERES 3 6 (17.6%) |
WHRREE 3 41 (17.6%) R (Finfusion reaction 1§ (5.9%) ABD LN, Eh, BEH
AR, D, Bk, | BERR, RErEm MR IESEEER, BT, BReeRE,
RIS, Mk - BRAe, EEOKERE, HIRMQERE, TERAMERE, Bk

BB USRRERD bR o, ARMEFRBERRIIBEESS: (RAREERE S

) EELERFERETY,



@ WS NAAEER (CA209205 306R)
BHERSIL 238243 4] (97.9%) TR I, KA L ORRBERTECE ANESE
ERIT 185243 B (76.1%) WWRD bz, FIEEH 5%LLEDE ﬁéﬁﬁ BFEDOEEBY 'c

Hoi,

g2 ﬁﬁ$ﬂ3 S%JAJ:CDE'HFFH (CA209205 B288) (Al Treated Subjects) B
ERIXDE Figr (%)
FAREE ' ) 243 4
(MedDRA/J ver.18.1) 2 Grade Grade3-4  Grade5
2RER

1) 48(19.8) 0

EEREO) SRR
RS

| ey sl
Hﬂbﬁﬂﬁﬁ*ﬁiﬁ:‘l‘f‘ 14 (5.8)

%%FEE L LA L e S :-':: '4:-.".'::':‘:-555_;-5 T A
e 14(58) . 2(0.8) 0
TH : 34 (14.0) 2(0.8) 0
=i 24(9.9) 0 0
IIED_J-._ 19 (7.8) 1(0.4) 0

—ﬁx EHEELLURSHMORE. RS R e T
50 (20.6) ' 0

"ALT isjm 13.3).
AST 0 ' 14 (5.8)
A DTS &1 ¢} SR <) N
SRR LU EEREE e S ot

BT R T R

4EH oo

% 3 %{“ 21(8.6) 0 0
Rz 28 (11.5) 2 (0.8) 0

7ed3. FEMEATGRE 15 6 (62%) . HRECHBMELE/ S A %F—19 . (7.8%) . KB
g5 EMEEDOTHI 6] (2.5%) . FFHtERaE 22 61 (9.1%) . FFZ 5 (2.1%) . HIRIR -
HSRRREE 08 ] (11.5%) . MHRIEE 40 B (16.5%) . SEHSAEREE 4 4 (1.6%) . Mese -
BN 1 61 (0.4%) . EEOKERE 341 (12%) . FIRMAGEAREE 1 51 (0.4%) .
infusion reaction 38 1 (15.6%) . [EZ% 2 81 (0.8%) BUSEE S84 21 (0.8%) M3
bivi, £, EAEMEAE, LR, Bk, | BFERFA., fefettin/ Ml tESREERN
BIBRER UV TEASEEFIIRD bhiadh o, ABEARRIMITERS (K
REEREZE) 2EURIRRETT.



(A - AE] \ ‘
FROBEREDBRTTNERIALEY I 21— a2 kY, KH 3 mgke (-
H) Xi¥240 mg % 2 MARE CRE LEBoRF oD EFRESRT SN, TOR
R, FA1240 mg #HG L ROBRBERIL, AA 3 mghg ZRE LERORER L I
LTHEEZTTETFRAENZLO0, BAABFCBWTERESHERESA TV A
¥ HE (10mglkg % 2 BEIMRTHRES) THRAZRE LEBROBREE & ek | IR
FRT L TR ENE (FR), AT, BEOBEICET 37— 7 icE-3% &5 3 mgke
(RE) Xi1240 mg % 2 ARIME TR E LEBORROBRER L FIEX T2t E
DOEEL R T IRBERGTFABEE SN, YEREEIC OV TRARThN KR,
ERROME - AEOR TAPHERUCRE2MEICHERERZIRWVWETRIENE,
' #3 FMOEIEB ST A—F

- B Crax Chrind14 Cavgdi4 Comrcse Cin,ss Cavgss
' - (pg/mL) {ng/mlL) {ug/ml) {jig/mL) {pg/mL) (ng/mL)
3 mafkg QW 51.6 16:6 243 113 621 - 77.6
(35.2,70.8) | (10.7,24.5) | (17.1,33.9) | (75.0,171) | (27.1,107) | (42.1,127)
240 mg Q2W 72.7 235 34.1 159 878 109
(51.1,103) | (15.2,34.6) | (25.1,47.8) | (102,254) | (41.5,158) | (62.1,187)
191 61.3 90.8 "398 217 278
10 mgfkg Q2W (147,219 | (51.2,79.2) | (79.0.114) (331, 532) (184, 313) (237, 386)

rRfE (5947, 95%43) . Q2W : 2B RIS, Cuw : EREROBRE TS P, Cunas : DEREHE4
 BEEBIAREMTEPRE, Cope: PIEREZ14B B F CoOFHMBIERE. Cuxs : EERIEBICE
FEEBMBHNRE, Cus: ERRBICBII3RERFEPBRE, Cops: EEREBIZET A ESRES
B :



4, BRIZOWT

AR L UCHERIBRERE (265 ARE LTz enb, 43 ;Hﬁ%:ﬁ
YNCERTE DR THLIMLENSH D, TOLT, ziiﬁlmjﬁffmﬁ@ﬁ;%%& W7 - 5F
EL, 2&%*]6013%%%4:Dﬁﬁfxﬁll{’ﬁ}ﬁé%ﬁbf_ﬂ%‘kﬁﬁﬁ‘é LBRMERTD, BT
®®~®0>-§‘f\'c%?ﬁt_?ﬁﬁ BT B THAT & Ch B,

D REERIcoWT .

@1 FED 1) ~ (B) OWTRMCENS TR THE - L,

() BAEFBNREIEET D BABFEEHIRRS (GERN RS ABREEILAURET.
MR A3 A RS EOEIE ML AR, HIg s A R R I&f;é:) (BFTEETH 1 ARFA : 436
HEER)

(2) HEMEERRE (CERL314 4 B 1 B - 86 HEsR)

- (3) FREFEAERRET DA BREER (7b>;u=";§:$%;’%1%"n§rlim, 75>/u=’\7?1$}%
WAL, BARREEREERER )

@) ARALFEFREEERE L, AREFHEME 1 s k{b2iRmE 2 DR
WRBEHZIT>TWaHEER (FRR30F 7 A 1 BRR : 2516 MEsX _

(5) MENEEALFEBENE O Eﬁ%hﬁ%)ﬁiﬂj&ﬁom\ém (ERk 30 £ 7
A1 BEE ;1297 HEs

D2 FHEOKRDF ) o GEOLERER CEHE AR OIS+ R am e &
B HER (FROVTNMCEST B EM) 2. UXDER OB BT 5 BEO
BEHEE LTEBERTNAZ L, '

%

«  [ERMRFRGE 2 FONEPHELRET LRI 5 FL ELORABERORKTHE S
TFoTWBZE, 55, ZEPMJ:HI BAEYREE & LI RKESFOWHE R
FTFToTnaBIZ L,

+  EMAFTIER 2 FOMBHERZET LI-RIT 4 EUJ:CD%EE%‘“E&%% LTW5%
Tk, 9%, 3T, EBREEEMIEREORAEMREE SRR MEZ ORHE
CEfToTWBIE,

@ BREAOEERFHEROMEHIICOWT
EIRMH SR RICREET 5 SLEARE S, BEAENLO r*#&eé? n, A3hE-%
SHERPOFROTHE CEMEIC T 2 IR, FEERRRE LEBaORE
I, SRELHIITON D EHBRESTNE I L,




® BWER~OXRIZ 2T
@-1 HEsriklic B+ 5 B4

RIEMMEBEOEEREEAMNIRAE LT, 24 BREIDEERH O T, MEZEEHRXY
FIEEBRICBWT, BRLUEEIER I CTABRRE R U CT S ORHER ORI
ERREOBREA/Y AFIIBLN., EHICHIERERBRINE>TWEZ &,

@-2 ERUFEHI L5 EFRAECHT 5 Bl

RABFC D 3 PN RARE R L2 E T 2 ERESENEERT=4 U v 7
EEDRBERORY Y == 7 RfTOERE L R IH TE 5T — LERAH I
EEhTWBZ L, ok, BliEREICoVWT, BABRE L EORERITFSICARERT
WwahIZk,

@-3 BIfEROBEPRIRICE LT

BIFEF (FIEHERGEMICAN X . EEAFE/IE, DG4, fhdk, BBUBRIEE, KBk,
MBS, BEOTR. |EUERMN. RS, TSRS, . Bengk, miRk
HAEREE. TERABERE. HREE, BEE (574 RMTHILE A2 ST,
RIBEEE, M, BEOKGIES, BIRMLIERE, infusion reaction, HE/2MIKHE,
MERERIEGRE, R, Bk, BEORLRS. HIIAHERE, LRES (LERS - 4
BR - DERAEISNEES) . MESHM, BILE) WX LT, YR EREREE O
 EMMEE T B EN LB L @R OBEOMSICE L TSR UERE ST ONG
GFch B E), EHICHEDRABRTE 2GR E-THB T L,



5. BENRE R HHE

CPTE RSk ) o

O BFEMBBRBHEROT Lo &3~ R LR OSSR R
DEREER L) A MBECBOCARIDEPERR SR TS,

@ TFRIEHEST HBE T 5FORER VAT IEIC VT, AR OFEME
BRESLENTRELT. FHOBRENRLZLR,
+  [LERERIEROBE .
e fLobUEMEERRIE FH L CREShABH

[Z2MicBd 52 5E]
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o Ysd AN
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© TEBEHIOTHEIC BT FRICKEST 2 BEIC VT, AROBRSIIHES Lz

v MOBFBRE AR WEEITRY |, RERCFAZERTLZLEEETE D,
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o JREEGRE TRER W 5 BE K UED &@fiﬁg‘fﬁﬁ“ﬂﬁﬁ%’@ﬂéﬁ%ﬁ

_ %@Hﬁhﬁ%fﬁ%ﬂﬁ?ﬁl%ﬁ%ﬂé B

o HOERFRBOED. IEBHEMLE L IEHERED B AR RBDOEAEED
HoHEE

o [EHRBHEE (EhHMREEREZESh) 0b Za BaE

¢ RRORBRPEIIKEERETSBE

s ECOG Performance Status 3-4 ‘&0 ;f#

1) BCOG O Performance Status (PS)

Score EFH

0 | &<WEA<EHTEDS, FHELRTRAEERBHREATXS.

PIREIC I LOEBIIHIR S 548, BMTHRET, BIERE - TOMERBITS 2 2B TE S,
Bl BULERE, TEEE

B

BohiHAOFOEN O E LATERN, BPO 50%EL EE<y KB+ CRIY,

w

2BNTARV, BHOFOED O LiIZLL TELY, E2Sy FBFCRITT.

o

10

BHMRECESOFOEY O LIZTATARERERRITERY, BRO 0% EE<y PRI,




6. BEIELTEETREER

@ FfT RSN Z, BOSIGEEE NRET 2 BRESIC S & AR O SR O EMHE
RO DI NEBRERE+ICERLTOBERTE D L,

EBIAIC RS b, BE X E ORBEICE IR ERES +o3A L, AEE2E
ThLRETEE,

FREMERADO-H YA v MW T

@

&)

BIEIRER D LB 2 L 25 50T, Ziﬁﬂ@ﬂ%-h_dbﬁ_o‘ﬂi BEPRAE

R (PRIRERRE, wOR. BBE) ONERUHE X RREORES, BEH

AT 2 &, Fhe, MEKSCTERE CT, WF~—r—%S0RELERT S
&,
FROFEIIEED infusion reaction TR TERA H#L‘l‘ﬁiﬁ?ﬂi._@f% HHE

R Te ECBMET 5 2 &, F 0.2 B B BIEOFRA#R SRFIZ infusion reaction

Bbbbid Il bhd0T, FAREPRUFRMREETEITA AL YA
vERETHE, BEOREBE+SICEBETHZ L, 728, infusionreaction %
FHM LB aIT. é’(@fﬁ{%&(}rﬂw élu@ﬁ?éif%%‘%ﬂ”‘ﬁ%
THT &,

BRI R T, TEEREERERVBIEEERL DA EHHIDT,
*ﬁ]wéﬁﬁﬁﬁﬁnﬁﬁkﬁiﬁffﬁﬁf‘ﬁEPG?IEEWJLPW\%Z% LS (TSH, st T3,
WEBE T4, ACTH, P a7/ —AE0filE) 2EETHZ L,
AROESFIC XY BEORERINTERT S & & 2 o oix REKBOMNE

L BHobNLZERHD, REPREDLNEHEITE, RALLFERICE L

BTG 7 ik & KB 3O TEET & U ORI RERI I A 1T\ BE DS
RS & 2 BHERBSRDN A HAITIL, AROKREXIFIE, ROBITRER
NEVRIOBEEEEEST DO L, 2B, BIBEEFRVEL ORI LY EHE
FOYERBD SRRVHEIIE, BIRRES VT - S OREMHHFIOEMN
bEBTDHZ L,

BEHTE, ﬁﬁﬁﬂ%ﬁﬁﬁ?@bfﬁ%@#ﬁm%ﬁ¢é LRHBID
AR OB ERTRICOEERORRIC I EBT 52 L, |

1 BUSERRAS (BIE 1 BRI 28T Rb bbb, BEREES LT Y -
KEBZLRHBEOT, DB, B, BHEOERORELIEEO LS+
SEETBI L, 1 BERFARDASSCIREERIEL, AV AY VR

HoREEOBNLABEITI Z L,

AR OBRRRIZB T, RERE» D 6 FALINGZ 8 BRI &z, ThLFRT,
E#%%m&1¢%ifmuﬂﬁ”&wﬁ%ﬁw?ﬁ%ﬁormt:e&%%mv‘
AABG PN CEBRE CTHROERETI Z &,
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