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BRI, RESBOORISEICIE, BEORER
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(1) BAZEMER
44 1) MEHRRR
Biligge, M. REELZOMEAEMER (6.2%) ¥
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FIEMEAE, i (TR LHEERER) Bhobhsb
ZrhHY, IhoREHLIEEIONDERALERES
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A E R R L, BIRRESVE Y RORSED
WM EITSI S, T, BEEMGENEICLSES ) —
YO0 RARIIERAEIETT A EAHHDOT, R
REOBCTHERTAT L.
KB, EEOTH
K% (0.7%), BEEOTH 0.7%) Babbhsl k
MNHHOT, BELTFICITVY, ST 4 TH. B, m
EEQERED Shh ik, 52T 2% &,
BB EIT) Z L.
#4) 1 BRI
18UBE R OMEE1EURR 2 &) EEREY) 256
bl BREEF FT Y F—VALELZENFHHDT,
098, Ml MEHEoERORB L MEEO EA I T5iE
FErarok, 1HERFEFEDNALGEFICIKRS 2T
L. 420 yBHORES0ENLMELITI T &
5) FFsaERETE ., FT#
AST (GOT) ##1, ALT (GPT) H§fn. y-GTPiéfn. ALP
HahnsE w4k S IR iEREE (2.7%), K98 BEEARER™) H58
bhhaZEANHLDOT, BELTHTV. REIFEDS
NBa s ek d A0 Y, BYRLEETIZ L.
%% 6) FRIRIR I BE I
BRI ARIR TR (8.2%). FIRBRBEREITEE (1.4%),
R (2.7%) S0 RPRRBERE DL L
MhHDOT, BEEXTHICITV. BEIEDSNIZHEALC
3RS AR RIET ALY, EYAMEET) Z &,
#%7) (R EE
EME= 2 —OnNF— (2.7%), R a—OF—, =]
BfERs 2 —OF—, F5 ¥ N —ERERE, B
(WTFRLHERAREY) ZoMERErbobhb I LA
HLOT, BEET4ICITY. BESED LN EICIE
B Embdaky, BOLLEZTI I L.
* 8) B BEE
B4, RAEREMESL (TR EEREY) S0%
Bk Asd bbb = L% s DT, REORS-FiLEHY
ISR R T, BREIES Sz EITidE S
I aAY, MEELEEITI L,
+%9) BB S
BIEBERE (1.4%) S0RBEEFHobh b L3
HHOT, BEZTHICTW, RENZDLALSHEICE
BERHIET ALY, EEEAELZTI L,
*%10) f e
Bge CEET®) MHobhaslrdhdbioT, #E%:
F T, BEFED SN Bac RS R FET A%
b, B RAERTS L.
s 11) BE O KRS
eh 3 4 7% B 38 76 b % #E  (Toxic Epidermal Necrolysis :
TEN)., FZMsEEARiE®ERE (Stevens-Johnson fiEMER) . £
AL (WS EHEEARHY) SOHEEORMNERE? D 5
bhaZlPBHsDT, BERTOICTV, REIFRDL
hizBgiciksedb L, BULAEZTI L.



*k 12) B IR M FEARTE

5%LL E 1~ 5%%iik 1%3F56 | SEEEARER*
EHBRIEE (0.7%) SOBROLERENSSbhR B Lo a
BIEABHHNT, BEE /T, BENZD LN <o B
s eI T AR Y, EERLERZTI L, ¥ 08 8. CIRENE . T | B, WG | PR AR,
#3#13) Infusion reaction BB RU i, Bk OB | R
R, BE, 7S RS BOLE BOE. FEE iR i, 71w
i, B % % & U Infusion reaction (2.1%) 2idh &b F—Rsk
NBZLNBHDEOT, BEORES FHCBEL, BEN . | BEE. &
Wb LRI, BEERIET A% Y, W RME S gy | EE gg}.ﬁﬁfﬁg R B .
792 &, 72, EE® Infusion reaction 5d &7 [y 5. B e Bz‘.m‘ﬁﬁfi RS, ‘5‘125‘35
BCREBICES R R LTEYZRERTD L kb, ma | |REFR| D o T | % L EHE
FEARAEET A I THREOREZ T TICEBETLZ &, & ﬂ;ﬁ.‘ gﬁ&&:m& TLVE—
*%(2) ZDROEHER 3 e1d D3
DT OBMER Ao b - A1, SRIZH bE Tl WAL, 3T | EME. m
HRBERS L, RN i b B
S%LE | 1~ 5%%ih | %% | BERH 37‘7}35‘-
1) w8 ¥ = KIS,
At ok 20t dd, qoatim | T I
m gy | %2 W XA gy 0
D ooz | BRI | RS, R 35
| bsE, 4F | m
BE | gy MR, M| @7 o=
i ;ﬂ?;lc;a":‘/g WA, ~
T - I8 P i Ed AP
RS g et Ll il
iy . 5k W, AFREREME | anFabo b 7I5—
e z i, EEFEMAEE| Y m® A, | R, B
RO B R X T LN IR B | R S| BB R
- L EPR k|2 IR C MM | | TR
& B | (Cpr) |2 B BB R R R
e T & 1k %. s | UURFEFCAMM. | D HBR
o T RN, ORI | AR TR | %% 4
BT b, Me— | M| ET
RESME. BRI, FAET | M. meb |6 A £ >
i 189 . #90 . L RCK |V Y L |4 —md
RREZHE. (CPK) #% . | 0MEEQT | Mresifn
TR 'fIJIiDHfEfJD, CRP g@; ;hﬁ;:
- BN, —ur2¥|>¥ i
BuB® o vhseefic]
e TR, B EA, M. ER, | R OBk | iR % SEFUMA R I EI S DA B (ONO-4538-02. 05 UF06 3 E8) @
D DE%, OW% | OORIES |5, Mk FERAHE L, FRLAOBERE, AREE, BATORE
. DI IERERBRE L7ze
i
- : 5. BREADRS
TN ﬁf’ﬁﬁﬁ RSP, gﬁﬁ@ ;ﬁgﬁf — B R TR AE T L T A 0T BEOR
p T - e B+ LA S HEICRET 5k,
LA, . 6. 149, EMS. BAMEAOBRE
p— R e BB | RE XK e | %% () RADERFOR S M BREMIHLL T 20T,
T SE B oy HRLIIERLTVWATREROSH 2 BAIIIHE LENE
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(ug/mL) imgkg o
10000 e ol

10mgkg A
20mgkg A

100

LA Sk R

1 : R T T T 1§ T T 1
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1mg/kg 3mg/kg 10mg/kg 20mg/kg
&I (n=3) (n=5) {(n=6) (n=3)
Cmax 24.4+45 | 68.8£109 | 192%36 214+ 68
(ug/mL)
T{mh:‘)x 3.0(1.09.0) | 1.0(1.0:3.0) | 3.0(1.09.0) | 9.0(3.0-25)
AUCos04 | 4950 12300 43900 67400
(ug-hr/mL) £580 =4500 +7200 * 15500
alj 360+10 | 320=170 | 520+270 | 410230
CL 0.127 0.210 0.126 0.206
(mL/hr/kg) | %0.020 +0.152 £0.027 £0.143
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FHNSY Ik ALERERE R AT A RE WM E I
W/ VE I ERO BN R alE RSS2 TR, KA
2mg/kg % 3BRI MM TAMENEL 2. FEFMEETS
BEHE (RECISTHA F34 ¥ LIKICED { Pz
7 X ACRX IXPR) 1222.9% (90%8 i X M : 134~
36.2%*) Thot. B, FEICHE L-MEIX12.5%
Thols

wE (%)
se&#%h (CR) 1 (2.9
tRar#EL (PR) 7 (20.0)
% & (SD) 15 (42.9)
# 47 (PD) 11 (31.4)
TS RE 1 (2.9
* ! Wilson® A I FiERHWAEBEIC L) RO LEREN. —7,

IR AT OREESEHEICA50 CIEREEIC X U R 7 0% (R IR ML
11.9~37.5% Th o7,

w42, YIBRTBE LT - BROIE/ RS

RFELRME
(1) SE/ Bt E % m & L -ER%E [HEE (ONO-4538
-055%E) 9
755+ MBS ERERE 2 F T 2 R TR
/NI Est o R T kB JE /N4 e B 8 B (ECOG
Performance Status 0% UF1) 3541 % % £ 12, 7 #)3mg
/kg % 2B CAMEHE Lz, EEFMERATHLE
¥ (RECIST H4 FF4 ¥ L1MICED { halEiz &
ZCRIIEPR) 1325.7% (95% 13X M © 14.2~42.1%)
Tholzo BB, WEIERE LZHIIZ0.0%Th o7z,
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&% (CR) 0 (0.0)
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HER) ¢
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/W T % 0 R F L B9/ b 4 B & (ECOG
Performance Status 0 2 U°1) 2724 (&#|E 1358, Fx
FEFENEIITH) ERHIC, FeyEervaafBELT
AH) 3mg/kg % 2 BB CABMENE L L S OFDRR
Uatt i L. FEFMEE Thr2AFWM (F
Bt [95%E AKX M]) &, FRH#I#T9.23[7.33~13.27] »
H. FEFZ £ VET6.01[5.13~7.33] » ATH D, FH
ey F eV LB ENICERZERZR LY (O
#— F10.59 [96.85%F X [ © 0.43~0.81], p=0.0002
[f@8log-rank #E]) o
1.04
0.9+ k L
087 %,
0.7 '
0.6+
77 0.5
0.4+
0.34
0.2+
0.1+

O'O_r T T T T T
0 3 6 9 12 15 18 21 24

—bA— FHIE
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at riskZ Eﬁ%ﬂﬂﬂ (H)

AHIB 135 113 8 69 52 31 15 7 0
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-065%58) ¥
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Performance Status 0% UF1) 76 % #F & 12, A #)3mg
kg% 2 MMM CAREEL. TEFMEE THLE
ZhEe (RECIST #4 FF4 ¥ 1L1KIC#T Ry Eic X
%A CRIIZPR) 1X19.7% (95% {5 #EIX M © 12.3~30.0%)
Tholze BB, FHHICEREL-BEIZ0.0%THh o7,

F% (%)
seeZER) (CR) 2 (2.6)
a2 (PR) 13 (17.1)
% & (SD) 21 (27.6)
# 47 (PD) 38 (50.0)
FHEARE 1 (1.3)
P E T HEIRZE R L 1 (1.3

©2) MR R E R E L BN ETHEER (CA209057
&) ©

75 FFlH RS LEREREEE T AUBARE R IR
/NG ESEOERF LEENBRRERE (ECOG
Performance Status 0 2 UF1) 582 (&H|FE2024. F&
¥ & RIVEE206)) 2HRIC, FEIFFEVER]BELT
A 3meg/kg % 2 BB TEEEE L 20EDHR
UetE B L. TEMEEE TH A £ (F
Sl [95%EHEE ) &, AFAHET12.19 [9.66~14.98]
#H. FesyFLVBET9.36(8.05~10.68] » ATH D,
FHNZ Py F VIS LHESENICERREREZR L
(O F — F H0.73[95.92% 18 8 K M : 0.59~0.89],
p=0.0015 [f@ 5l log-rank B5E]) o

1.0+
004 —A— FHE

Wi, @ S E IV
0.8 R

0.7

e 067 >
7F 0.5+ “n,\‘
0.4
0.3
0.2
0.1
0.0

y
‘boeee0

0 3 6 9 12 15 18 21 24 27
at risk3 H7FHAR (R)
AFIBE 292 232 194 169 146 123 62 32 9§ 0

Fea%w/LB 290 244 194 150 111 88 34 10 5 0

€ 3k $:3

{ERRFF

ZHRVw7iE, e FPDLIZHTAMETH Y, PD-1E 2
DIVH Y FTHAHPDLIRUPDL2E DfE&%BEEL, 7
AERREN L TAHEROMAE, B CRUHREEGERD
WEREEIC X D, HEMEANMT A EELOND, D

(F#E SR Y 2 E{EZMMEA)

— g = ENw T (REFEEEL)

Nivolumab (Genetical Recombination)

¥ 1 #7145,000

&

®%],

F 7Y — KRR E20mg

B e bPDIEHTABETHRA L M gGd4® ) 0 —
FNEAETH), BH21FHOT I BB ENPro
RRRINTWDE, Fr 4 =—ANA2 57 —SREm
WEIWEESNLMOBDOT I JEBERED S HEH
2ARU24ABD T 3 JBRFEEHD S bR TH

BENLEEY R EHTH S,

(F B &M
EHFm) A7 EHEEEREO L, BYCERETLZ L,

. BN TOEBEFAIED THRONTWAZ L b, BiER

Ttk —EROEFAICHRLET—FBEMEINE T TOH
i SEAENSUCERRBAELERTAZEICLRY,
AHAERABEOERIHREICET 5 2 L b0, FHORE
URUEHECHET 57— 2 BIICIUR L, RHo®IE
FERZLEREBEMLLZ L.

(a )
2mL D 184 7

FT7Y — KRS E100mg  10mL : 134 7 b

1
2)
53 3)
#3% 4)
#%5)
®% )

7)

(E & X#)

NEFSEG T | EPA T4H (ONO-4538-01) RERRLHY
(HAEE)

AP T3 BN IH (ONO-453802) BRI
(#PAEE)

ANTFEER T BRI (ONO-4538-05) HABREM
(#AEE

Brahmer J. et al. : N. Engl. J. Med,, 373 : 123, 2015
(CA209017 HRED

AIFFEGE TR BWS A (ONO-4538-06) HERRK
FAEH)

Borghaei H. et al. © N. Engl. ]. Med, 373 : 1627, 2015
(CA209057 )

Wang C. et al. : Cancer Immunol. Res, 2 : 846, 2014



(XBkEERE)

FETEICEROMAREHCOEFLTH TRICTHRT SV

JNEPIE R T RARAH EERFHRE T HMHRE
T 541-8564 A THARREAKIE 1 TE 8F 25
EEE 0120-080-340 (7Y —F/ X —FABHF A TN)

(% i B 58)

ono NEFEmIERI(E T

FRATChSREZ/AKERET | TEBE 25

(FOE—3 3 178

% AL P-IREH

WS ERHTTE X FE T iE6-5-1

OPD-41



