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FEIRBTHA

200 300 400

HET =YL TOBRARHBICOVWTHIBUICBIERZSESIL T2,

BIEREHE(ONO-4538-17588. CA2090675 8 (17— TR 55¥) ) . BiiggE (ONO-4538-16/CA2092 145
B8) .MSI-Highz5 9 21Eka - BiakE (CA20914 25 8% (7 —R-1 AR 58F) . ONO-4538-87/CA2098HWELER) . FE//\iH
fefifie (ONO-4538-27/CA2092275 8% (Part 1)) BI4MIARPEZfE (ONO-4538-48/CA2097435ER) . B&%E (ONO-
4538-50/CA2096485 8 (77— 1 IR 58%)) . ARz (ONO-4538-92/CA2099D Wi ER)

F PV REBRECAICE T DR MEBMIC DN TIE. FEEURLBEDBIEERA A R (4 7Y —RERIESANR) & ISRV,
https://www.pmda.go.jp/PmdaSearch/iyakuDetail/Generallist/4291427

=R BIREEICE T 2R MIERIC DN TIE P.AT~42 R U FEURLSE DA 91— Tx— LA ISRIIES L,
https://www.pmda.go.jp/PmdaSearch/iyakuDetail/Generallist/4291430
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ATV —=N LR EEHAEECBIIBDEEITXEENERD

HIRINR

B smRiR@a7—9)

BB MRS

SRR DEK,

AR A B RAARAE

KEER. BB

EEO TR HEEEZTL

1BUHEER IR

EERMAES

BIAERTR  FF A2 BT HERE
EE. R BEMHRER

R BES
(FIRERIERERRES)

R BES
(FEFEEERS)
R BES

(BIERES)

HEES

FRRMIZ AR

Infusion reaction

¥ GradeldCTCAE v4.0ICHIIRLTWVWE T,

N=2,103
84 (4.0%) ST (%)
23(1.1%) M £Grade
6(0.3%) Grade 3Bk
2(0.1%)

524(24.9%)
78(3.7%)

8(0.4%)
6(0.3%)

41(1.9%)
38(1.8%)

381(18.1%)
63(3.0%)

242(11.5%)

66(3.1%)
9(0.4%)

19(0.9%)

964 (45.8%)
106 (5.0%)

169(8.0%)
25(1.2%)

o 130.1%)
“11(0.05%)

5(0.2%)
1(0.05%)

27(1.3%)
8(0.4%)

188(8.9%)

33(1.6%)

1(0.05%)
1(0.05%)
5(0.2%)
4(0.2%)

o 140.2%)
“10(0.0%)

2(0.1%)

“10(0.0%)

5 10 15 20 25 30 35 40 45 50 55  60(%)
HER

HET - BT DOBRRHERICS VN THRIBUCEBERZEEST LTV S,
FE/Ra e (ONO-4538-27/CA209227:# 8k (Part 1b) .ONO-4538-55/CA2098 1658k b ZEOAFF AR S
#¥)). B8 (ONO-4538-44/CA20964 955, ONO-4538-37:{E& (Part 2)) . Ri&fE (ONO-4538-50/CA20964 85 8%

33 (EEAGARSE)) . RIS LR (ONO-4538-56/CA209901 i8R (BIF SR (L FROEH IR 5EY))



P smsm@ar—9)

N=2,103
O (FPRIE, /N —(FEFHZERT
FhRAE (TBRME - EFRIE)

RIS 4AEE | | @ 1 168.0(11-678)

BEREOE LS | | o
B AR AR |
AR BL. | g
EEO AL BB

1 118.0(29-388)

1 27.5(1-655)

1 BYNEFR IR I @ 1193.5(45-421)

BERIMREE H@ | 32.0(4-561)

BIFERT R A2, FFHkat PA
[EE., IR L HEREER
A WEE | PS
(BRIRARBEREESE) |
(‘Fﬁpﬁégig%f%% ’ ® | 175.5(21-870)

%ﬁ%’%ﬁgﬁ) | P | 218.0(85-768)

1 47.0(1-696)

1 92.0(8-870)
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RS | 29.0(1-642)

EX
B

1 50.0(1-674)

Abiske BEARG FFRER

1 45.0(16-512)

o
0313

EEDKEEE i 31.0(22-707)
FRIRINASZARAE @ 1 64.0(1-384)
Infusion reaction O | 78.5(1-588)
& @284.0(284-284)
FER 1 @ 1 78.0(6-681)
EEDBX |—@— 65.5(11-117)
RE SRR : o | 422.0(172-672)
0 100 200 300 400 500 600 700 800 900 (B)
HIFOSHA

HET—Y B TOBRKRHABICOVWTHIRUICBIERZSESIL T2,

B/t (ONO-4538-27/CA2092278 5% (Part 1b) . ONO-4538-55/CA2098 1658 (LB AHRERS
7). B2 (ONO-4538-44/CA20964 955k, ONO-4538-375 5% (Part 2)) . Bi&E#E (ONO-4538-50/CA20964 85 5%
(EZEEEGTRRS5EE)) . FRES_FRZ9E (ONO-4538-56/CA20990 1 58k (B SR, (L FROEAH AR 58%))

F Y —REREEICB T 2R 2 MIBRIC DOV T, TEEURLBEDEIESRAA R (F 7Y —RERIEENR) S T8RS0,
https://www.pmda.go.jp/PmdaSearch/iyakuDetail/Generallist/4291427
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I 2. FRINZENEREZDXR

FTI—INALREE - NN XY THABEICHITS
FRINEEIERORIINR

B smikR

BB R

SRR IE. DEIR.
BN S AR ARAE

KIS, B,
EEOTHLALEE

1 BUHEPRIR

EERMRES

BIAERTR  FF A2 BT HERE
= R BEMERER

R BES
(FIRBRAEREMRE)

MRS
(FEAFHEERS)

R BES

(BIBESE)

HIEEE

I o6

1(0.4%)

Wl 401.5%)
1(0.4%)

T e

11(4.0%)

f30.1%)
3(1.1%)

I 5%

42(15.4%)

I 1c1%)

16(5.9%)

I (5%

1(0.4%)

B 103.7%)

3(1.1%)

B 14(5.1%)

4(1.5%)

6(2.2%)

I 10 (7.0%)

2(0.7%)

I 12(4.4%)

6(2.2%)

f30.1%)
2(0.7%)

13(4.8%)
3(1.1%)

2(0.7%)
2(0.7%)

2(0.7%)

*10(0.0%)

¥ GradeldCTCAE v4.0ICHIIRLTWVWE T,
N=273
FIRBIET (%)

M £Grade
Grade 3B E

211 (77.3%)

0O 5 10 15 20 25 30 35 40 45 50 55 60 65 70 75 80(%)
FIRR

FE/\iliRATE (ONO-4538-5255%) (CHWTHIRUICBINERZEETL T L B,
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N=273

B . _ Ok, - EEETT
BRiRES | —@ 1105.0(43-292) o (FRIE - LARIE)

EEGmAE. DI .
Bk R ® 1138.0(3-374)

KB B .
sEO TR EEsT @ 149.0(2-382)

1BURERRTR | | @ 1131.0(31-232)

EERMKEES @—12.0(7-143)

| N < e
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9
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=
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Xt
E

(Emﬂ%@g%%g } @ 1125.0(21-283)

(Tg{p@gééﬁg , ° 1144.5(49-386)

%ﬁ%ﬂ%ﬁﬂg | P 1144.0(43-462)

HIZEE @ 18.0(1-558)

EX =

=hE 173.0(8-611)

i
o

EEDEEREE 1@ 110.0(6-371)

EElE Y E2nd —O 179.0(43-645)

Infusion reaction —@—29.0(1-79)

FEER H@H 152.5(132-173)

BH

BEEDEX @ 8.0(5-11)

0 100 200 300 400 500 600 700 800 ()
FHIFFHEA

FE/\rBReAmTE (ONO-4538-5258%) [CH W CHIRUICBIERZEST LT L D,

Z YV —IREIREA(C RS 2R 2 EIERIC DOV TS PR URLIBE DB IEERAA N (F 7Y —MEBRIEEAR) 72 C2R<EE W,
https://www.pmda.go.jp/PmdaSearch/iyakuDetail/Generallist/4291427
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#GradeldCTCAE vA4.0ICHIGLTVE T,

17(5.3%) N=320

B AR E 5 (1.6%) FEIRBIEL (%)
M £Grade
SREGEAE DGR, [ 4(1.3%) [ Grade 3 E
BRI RERUEARIERAE | 1(0.3%)

N NN N 184(57.5%)

SEDOTHR.EELEZEFL 18(5.6%)
BUIERTR . [T A2, FTHkaE 129(40.3%)
(=N SAR T =l =3 34(10.6%)

A EE 135(42.2%)
(BRIKARBEBEREE) | 3(0.9%)

A EE 27(8.4%)

(FEFERERS)

2.
=
9
~N
=
]
e
A
&
Z
D
53
%

3(0.9%)

12(3.8%)
6(1.9%)

RS HEE
3. EIEES)

115(35.9%
e 4(1.3%) | |

31(9.7%)
BRI =

s 4(1.3%)
2(0.6%)

3RS NEEER
RS . BERRN . 5 BER 1(0.3%)

2(0.6%)

]
BEOREES 1(0.3%)

15(4.7%)

BIRMUERIEE 10(3.1%)

>R B

8(2.5%)

Infusion reaction
0(0.0%)

1(0.3%)
1(0.3%)

6(1.9%)
.
BEDBR 6 0%)
1(0.3%)
1(0.3%)

0 5 10 15 20 25 30 35 40 45 50 55 60  65(%)
FR=E

EffiizfE (ONO-4538-81/CA2099EREER) ([CH WV T HIRUICBIERZESF LTS,
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N=320
@ (FhRIE, N—(FEFEZETR T
thR1E (HBRME - LBR(E)

BB AR E [ @ 1168.0(86-520)

E{%ﬁﬁf@%ﬁ%@% ® 133.0(21-225) 2E
(Eﬁwgqé%;‘éﬁﬁﬁ%%; : @ 185.0(14-593) ;0(%)\1
(-F@fﬁé%é%fg @ 170.0(14-593) :

%ﬁ%”gﬂg [ L 1275.0(29-537)
HIEEE @ 144.0(3-611)
BiEE | | @ 199.0(15-602)
ARk, BERRIN . SREK | @ 1147.0(24-270)
BEEDKERE : @ 1428.5(162-695)
FRIRIIAEZARIE | | @ 184.0(21-356)

Infusion reaction H@———22.0(1-126)

fEER @ 252.0(252-252)
EEDERX | | @ 1181.0(21-420)
HESERX @211.00211-211)
0 100 200 300 400 500 600 700 800 (B)
FIR0SHA

B ffifafE (ONO-4538-81/CA2099ERHER) [CHWVCHIRUCBIERZEST LT WL\ D,

F YV —IREIREAIC BT 2R 2 EERIC DOV TS PELURLIBEDBEIEERAA N (F 7Y —MREBRIEER) 72 T8RS0,
https://www.pmda.go.jp/PmdaSearch/iyakuDetail/Generallist/4291427
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B swnir

ANCTErdTS =

#GradeldCTCAE vA4.0ICHIGLTVE T,

N=358
FIRBIET (%)
19(5.3%
RAB AT A - 1503 W 2Grade
5(1.4%) [ Grade 31 F
KEBEXR.NBER. 80(22.3%)
2 EEO TR HEESFL 20(5.6%)
x 14(3.9%)
= RIREE
g ERBIRRE 14(3.9%)
E A £ 9,
Sl BUERT AR e 47(13.1%)
£ (EEN AR a2V =3 16(4.5%)
=2
= A WES 74(20.7%)
iz (PIRERIEEERES) || 1(0.3%)
xi
% PISYSREES 15(4.2%)
(FEFHEEEDS)
3. RS E 12(3.4%)
%IEJ (BIEREE) 5(1.4%)
J=2| 51(14.2%)
=
TRIERS 2(0.6%)
25(7.0%)
BX==
BiEE 7(2.0%)
. 1(0.3%)
Fiss BEARIN . B BEA 103%)
2(0.6%)
E={lr=Es
. EEDRERE 2(0.6%)
g srmissmier | |05
A " E 1 0(0.0%)
Infusion reaction 17(4.7%)
usion reactio 2(0.6%)
4(1.1%)
BE 3(0.8%)
6 T T T T é T T T T 1IO T T T T 1I5 T T T T 2IO T T T T 2I5 T T T T 3IO (%)
FIRR
5. FE/\HRERTEE (ONO-4538-77/CA2099LAGER) (CEWVWTHIRUCBHWERZ&ESTL T 2,
=
z
=5
#l
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RIS AR || < | 127.0(4-367) égé%%g__f%fﬁg
EELMAEE @ 11.5(5-40) 2E
(Epwgqﬁé%;‘é%%g [ L | 84.5(16-408) ;%EJ
g OB g ionouson 5
R
@ﬁ%’%ﬁg [ L 1 123.5(13-269)
HEEE @ 1 35.0(1-464)
BEE @ 1 74.0(1-359)
FRisAe . BERRR  FFRER @ 235.0(235-235)
EEDKERE @ 13.5(13-14)
BT MASZRARAE @ 168.0(168-168)
Infusion reaction H@—— 22.0(1-76)
BER —@—— 1 116.0(78-237)
0 100 200 300 400 500 600 700 (B)
FIF0SHA

IR/ \iliREE (ONO-4538-77/CA2099LAFER) [CHB W THIRUCBIERZEET LT L 2,

Z YV —IREIREA(C RS 2R 2 EIERIC DOV TS PR URLIBE DB IEERAA N (F 7Y —MEBRIEEAR) 72 C2R<EE W,
https://www.pmda.go.jp/PmdaSearch/iyakuDetail/Generallist/4291427

VA BIRESAICE T 2R MIERIC DOV TIE P.AT~42 RO FREURLIBHE DA VI 21— T — LETSRIIEE L,
https://www.pmda.go.jp/PmdaSearch/iyakuDetail/Generallist/4291430
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Y — KA BIRERICBIF D EEIT NEENEADFHEITAN

OX5H, HILEZH. EEDOTH
- R 2

ERZEIEEER (CA184396558) 20415 UBAN S IAEE B (MDX010-20558) (D7 — R 85hE% 131410
BEF516I (LT HET —9) T TRIF3761(24.5%) . KEEXR(F 1061 (6.6%) [CHST. Grade 3L EFZEN
ZN6H1(4.0%). 7#(4.6%) TUIZ,.

MDX010-20588 D7 — R+ +gp 1 00*HBEE380FIICH VT BEZEFLIF 24 (0.5%) . KEBZZEFLIF 24
(0.5%) GHEIEEZFLIF1H1(0.3%) [CHSN. WLWINHGrade 3L ETHYI . BEZADIHBEILEZAD 14
[FGrade 5CUJz,

- RITHFHR / OREFHE ¥

MDX010-205B&ICH T2V —R BIhEEDGrade 3L ED TR KIBRFEDFEIR(E, 77— 1% 55180
5~13B (PRME : 8:8) [CHONIERFAIRNSAAN 5228 (PRE : 4:8) COHELF LI,

BB —IRA DEREDHET U Bn B CORWERDRIRT 5 ENEZSNET,

O F=. FTHEEES
SRR 12
HET—5 T FIRRIF151(0.7%)  ALTENIFSH (3.3%)  ASTEMIEAF (2.6%) [Ca#511. Grade 31+
FZNZNH(0.7%) To3) FFRL D1 flldGrade 5TUIL

- RIRBGHA / O{REFEE

MDX010-205B&ICH T2V —R 8hEfDGrade 2L FDOFFEEDHEIRF. V— R 1Z5HEBD3ENS
9BICHON FEIRNSSANS2EEE COELR U,

BE Y —INA DIERSMHET U BA AR TOREANRIR T 2 ENEASNE T,

OEEDREIEE
- RERRR 12
HET —I T ZIEEAEF3361(21.9%)  FEIF3061 (19.9%) ALBEE 761 (4.6%)  BRFEEE361(2.0%) . &
BRI ER(E141(0.7%) . FZEEZIE(F1461(0.7%) [CHSIN. LWE B Grade 3LLEIFRBHONFBATUI,
MDX010-20588R D7 — 1R+ +gp 100*GtAEF38041ICHB T . Grade 4DTENH141(0.3%) FBHSNEL
2. CA1843965 5 T3 EE DK BREEFFRHSNE B A TUILI 5 THI0HEBICGrade 1DZEM
BB 16D ERDSNE LI,
Ffo ERMIREICHWV T EERERAEEN 241 (2018F 28 28HR) ESTNTLIE T,

- RIRBSHER / O{REFEE Y

MDX010-20588(IC BT 27 —RA BIREFDGrade 2L FDEEEEDHEIRIF 7 —RA R 55EBO6ENS
168 (PHYE : 38) (CHSNERFERNS4BHNS 2958 (PHRE : 5:8) COHELFUIC.

BE.V—RA DERGHET U B BB CORMERANRIRT 2 ENEISNF T,

O TERFR., TEMFEEEERTE. PIRREEERTE. BISEESRS
- R 2
HET —I T TEAREEE L34 (2.0%) . FEARX. PRIREEEE MEMXOBIBHERA2EZNZN2
B11(1.3%) [CH51. Grade 3LUEIF FEAEEE MEN U TEARDZNZEN26(1.3%) TUIZ,
NEAR. MERREE ME. PIRIRFEAEE ME. BB 2L CA184396 B TIFROSNEEATL
Feht B 5 T# 908 BICGrade 20D NEMHEAEE ME 14, Grade 1 DERIKIRHEAEE ME 1 HIHERHSNE
Lizo

GradeldCTCAE v3.0[c&ED<

#gp100 : BHBEEFFRDIF Y, ERFER
1) Bristol-Myers Squibb: ;85548 (MDX010-20) sE&AUHE RtER]) AGRIFHmE
2) Bristol-Myers Squibb: EIPNZEIE (CA184396) SlBRRHE (T NER]) HEREFHImER



- FIRBGHER Y
MDX010-2058R(ICHIF 17— R+ BREFDGrade 2L D NEAR, TEAHKBERE ME. 8|BHEERE2D
FIRFV—RA R SFEBO7ENS20:BICHSN. BEIHIEA LN L E V#FEE CHA TIRE T Uz,
BEB. 7—IRA DIRSHHET U BB H 2V IEHHBER CHEMERNRIRT 2 ENEXSNE T,

OFRHHRIES
- FRRR Y

MDX010-20z8 D ¥ —RA +gp100*H B 3806I[CH VT, Grade 5OF T+ /N\U—EREEA 14
(0.3%) [CFBHENFE LIz,

BES
- KR 12
HET—I T . BALEF26(1.3%). M7 U7 F ZVEMIF161(0.7%) [CH#+51, Grade 3L EFEARED
261(1.3%) TH . BAED141(0.7%) (FGrade 5CUIZ,

OB MRS
- BB Y

RIS MRS (E MDX010-205 8D 7 — R +gp100*HAEE3804IICB LT, Grade SO2MIFIRESE
AEIREEH'111(0.3%) . Grade 3D #(0.3%) (CZRHONE LI,

O
SRR 12
HET—I THRIFEROOSNFEATUEH . ERADTHERE THRESNTVEYT BBEARER),
O DER
SRR
HET—I TOERIFFRDOOSNF B ATUIED . INSLIADERFRAERPEARANDOMRE CHRESNTVET
(HEEA) o

® Infusion reaction

- FHRR Y
HET —I TEBUE.EANCHDIRISDZNZNH1(0.7%) [CHSN. WIFNHGrade 1TLI,
- FIRHFHE

—RRIC BRI DR SRBERNS109LUANICELDTEN S GBRE30DLUNITERNHSDNBTENEL
EENFET,
OBESERK
- BRI 2
HET—I T RE K261 (1.3%) [CHSN. Grade 3L ERFRHSNFHATUIZ.
Ok, BERRR. THER
- BRI
B HET — Y TRIRIFEBDSNF B A TUILH. ERNDMHIRE CTRESNTVET BEERE),
BBEK  HE T — 5T, BN 1 61(0.7%) [CHSN. Grade 3LLEIFEBHSNERBATUR,
BEEX  HE T —I TEBRIFEBOONFEATUID BADTIRE TRESNTVET BEEARE),

Gradel&CTCAE v3.0l[c&D<
*gp100 : BYREERTSFROIF Y BRFESR

1) Bristol-Myers Squibb: B854848 (MDX010-20) SERRUIE (+TER) ASREEHmE R
2) Bristol-Myers Squibb: EIRESIAE (CA184396) slBRAUIE GINER) ASRIGHmE R
3) BAHBE EEEERARSIRINY Za7IL 7F J45F Y — FR208E38 (HFITEIRANE)

42

2.
=R
9
~N
=
&l
{E
2]
&
<
D
Xt
E




2.
=
g
~N
=
&
f£
2
E
z
D
5
%

43

I 2. R NEEERLEZDXR

FIREHER EZ DX RAFITEEZE T BRI
K} rasimss

OB MRS (RMILIRESEERE. MRS N H O DN ELICESIEFDRESINTUVET,

@S U [FIREEE, X, 55 2 B DRR (IRES) FOMRKER DR N U MBS XIRIRE DRI,
SPODEZIVYTE FHEE+HTIT T L,

OEENRDONIZEICIF RPN CIIEXER. WEBCT, MEY —N—FDRBZ XL MEICHUTIT
RSEPIESSEEL TR W,

OB BN RONTBAICFIESZT L. BIBRENILEVEIDRSEDEIBUBEZT>TLE
AN

RS AR & (3
HHMHMEE CROBEN SV DD EBEMEMATI . —

RRE( SRR RS DFIERFF. (FEAENRETE, N

BRI CISHBRES 4 FEAC K DT A Ahfe A7 #iAe. o |

HE
A

i85 ) 3 MSHEEREICN T 2EEEER URER \%/;J
BEAOERILDIENZ X SNTVET. MEREICIE. 2 e mmcEss  waicaEss
R MR/ OFEAMRIES/ 9 — SR M BB o O
B/ R B LI RSB R/ V9 — v E N <D o =l e R

MDINT—=UBHIFEIH F I =R, P—RA IR E5EI(C
FIRT DB MK D/NT =V DVTIE T—Y DERBD AT RIZHRETT,

BB RN DB [CHRFENICIEN R MR ICEE RN EIAD SR RMA SR IFIRE SR E
I, FIeGETLI S =S VRS DS SR IEINLU CREN E<EZRY (B) . LERCKEPRIE ENED
EFRARERITEICEDENHIET,

ER4AEEDUXIRFEL T —RICEE. BIF ORRZ (5 (C B RS . l#RHEE) DfF1E . KA
BB BN D EHRIRS, VIR EERI O SEIHAE L BEEENEFONET,

memo

RIS AT
|CHERE SRS AR (MedDRA/ J) (L8 T, PT (BEAEE) ORIE RS OLLT (FEEE) SU T, RSB SE, RIS RRA,
RIS IR, FRESMEADRAETE . O AMRIESIEB, U SIERIE AR, RS0 F AN R AR. PR B X BRI
5. RB—ILD. IBIRIE LRI, I I B AR B AN 5 5,
| CHERBRE 3 FIE £ B AEEHR (ViedDRA/ ) ver 19,041

1) BAIFRGEF S FEAIEMESDZRT- BROF5I1E $E20. 2018F MASHAX T« DL Ea—#
2) FRAEREICHIT 2ER BB IR R D wD, 2007F. et BRI Bt
3) B4AHEE EERENEREEBRNIGY Z277)L BEMRN. F/ 184118 (SHITHFIRFNE)



O XERENK
FERL, 2 IEIZIR, IT IR REIN

o3k

BEERP. SpODEZ I UV T IFRAIMFHIES 221 T 581 CERERUE T [FRSERELTIF R
U IF IR R 2, 52 14T, B s (BOBE B97KETER) | IS (RUERZK) | MER (FfaBm) H'es & T, Fc. IR
REGAE R RBE DRI I[N HNETT Y,

B 5RBERE FRRR DO ERNRREBEGRELIMEY —A—PSpODEZIUV TEZEHL.
BRARFT R R UBEREROREIRICTOIRLIEEV RENRDSNCBZ G, [WIREFFIEICES(CTHEML
2V R [FIREEE, R FERAED D SHNIIGEICIFBEBISEB T 2L DEE(CHLITIBELIZE L,

HERIMRmEEOZKTO—"

B5H ®rE5% AR

AR -SHFFTR

% (558,
BN IR  Fhe —> [FIRESREAE
SPO2D{E T BIMEES DRRE

BimR FER-BAPR
=
SpO:- R (R 8) HEBXREE
(RIS DR SN - [FOR R - FIEBHRCT
52 SPODIE T p—e.
WX SE
BEBCT (HRCT)

BlAES DBEEY %, Mg, CRP, FHkae, FERINERHEES
KL-6 (SP-A, SP-D)

— IDRPERTKEE

I
MRS T e KL-6, SP-A, SP-D, DLST
HIEBCT (HRCT) ERIZH (BRER L)
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KL-6 (SP-A, SP-D) B-DIIHY FRZEDE(L
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I 2. R NEEERLEZDXR

OFEYRIRF

F T I —INDREFBEICBIT DUIBRARRERET-BHE DI/ \HlafR OB EEANERE (265E7E) TO
LLREFTORBR. BEBERERDSS. [BEMAARSE (LIT. ILD) DRE] . [MalBEGRE (CT) DEHER R
NOTBERE D AFNCKBILDDFEIEIRTIRAF TH D ENREENELI.

« A TFI—IROERIFEICS T BVRAEEREST - BROIE/HIFEDS EERANERE (£26REE) O
RALERSE CDILD DFEITIKR
LRI SAERI3.606610D 55, ILDIF9.57% (345/3,60641) (CERH SN, Grade LU EDFEIREIG(E
3.94%(142/3,606%1) LTz,

- ILD OFEY R TRF
LM SIS 3,.606617Z R, ILDDOFIEURTHFIC DOV CELEEFEMZ R UIRERIILITO®E
culs,

LR EMNTIER

S H I ol
EBEIRIRE (CT) DEER B s & 1.35 [1.01, 1.80]
JRIEILD A vs 2.60 [1.84, 3.67]
(BLJE FEE BUEE vs FEEEE 1.47 [1.01, 2.15]
5] Bt vs it 1.03 [0.74, 1.45]
R fsuiE - COPD B vs i 1.33 [0.98, 1.80]
BEDIE) RN I 2 iaE (FFiT) Bvs & 1.12 [0.88, 1.43]

Fine and GraylCk®Subdistribution Hazard €7 )L%{EH

<BE>
URIAFERICONT

BEERERDDIE. T—IRADEIGN10%KiECHY. DD KICRRNICERN HDEEXISND171E
BZILDHEEDUR IR FRMESRTELEUIC, D1 7IEEDREEHTDBRZ R R—IITRLE T,

ZDSBE  BEEMTDBRTONY —RH (>2X3<0.5Z8%) NUEKRNRERRN S [FREILDI KR U T
TEEIRE (CT) DREFRID2IBEZURX IR FEL CNSURTEF L ZNLUND15IBEDU X IEFE
7z 1IHE I DFRAZTHE U E 3B M COLEEMTZ 158U HER. [MERI] | [ERERE]. [ fisuiE-
COPDJ. BEDFI\HfaAEICX 3 285 (i) |ON\ Y —RHEOERX BN ZBE N R h o/ ZEnD. TN
SATRBICHREILDI R U T EBEGRE (CT) DEEPRID2IEEZI A 1c6IEZ AL N E U C L EEMT
ZERBUEUIZ,



BREMmITIER

URIRFDHREEDHE (EZE)

I . ‘ s e
SR X5 TS | guppiie or) i pr—yag| ST HED

ezl B 2,595 276(10.64) |54 vs &% 1.59 [1.22, 2.07]
o | 1011 | 69( 6.82)

Fhn 7 5imARiiG 2,949 | 275( 9.33) |75mlE 1.16 [0.89, 1.51]
758LLE | 657 | 70(10.65) |VS7/5EAE

PS 0~1 2,796 | 281(10.05) |2~4 vs 0~1 0.80 [0.61, 1.05]
2~4 | 809 | 64(791)

BUBFE s 2661 | 285(10.71) |B®E vs JB2ma | 177 | [1.32,2.36]
JEEEE | 871 | 54( 6.20)

JRIEILD it 3,384 | 289( 8.54) |HBvs & 3.31 [2.47, 4.44]
4 | 222 | 56(25.23)

R fhsuiE - COPD b 3,096 268( 8.66) |H vs 1.80 [1.40, 2.32]
4 | 510 | 77015100

JoR FEE it R 4 b 3,472 | 330( 9.50) |B vs & 1.23 [0.72, 2.10]
| | 134 | 15(11.19)

REBCRERE i 3,473 | 326( 9.39) |Bvs 1.62 [1.02, 2.58]
| | 128 | 19(14.84)

FE/NRRE AR D AR R (R 1,000 123(12.30) |FFmF LR 0.67 [0.54, 0.84]
FRTLEE | 2606 | 222( 852) |V mFLERE

Y2 i 656 72(10.98) |B vs & 0.84 [0.65, 1.10]
s | 2872 | 267(9.30)

FIBREHRARE (CT) DERR #® 2,652 208( 7.84) |Bvs & 2.14 [1.71, 2.68]
| | 778 | 124(1594)

EEFRE T 645 | 55( 853) |BptE vs Rl 086 | [0.64,1.14]

(EGFREGTZR) B | 2958 | 290( 9.80)

BEOIEINMHEMEICNT SaE | 2,636 | 250( 9.48) |Bvs & 1.04 [0.82, 1.32]

(i) & | 965 | 95(984)

BEOI BB T BaR | & 2,002 | 168( 839) |fvs & 135 | [1.09,1.67]

(REREDS) | | 1,596 | 177(11.09)

BESAY 1st 29 4(13.79) |2nd vs 3rdlfE 1.16 [0.90, 1.49]
2nd | 750 | 79(10.53)
3rddE | 2819 | 262( 9.29)

BEDD FARINEEEDER it 2,799 | 291(10.40) |B vs & 0.63 [0.47, 0.84]
4 | 807 | 54(669)

CRP (AlfFA1) (mg/dL) S 2,795 | 255( 9.12) |5LLE vs 5578 116 | [0.88,151]
sME | 682 | 70(10.26)

1) MREARENE (&[] U TR o T,

Z I —RICBF BUBRARERET - BFEDIE/ IS DR EEAMNERE (2HIHEE) OFMBIC DV TIE. FECURLIBEO2HHE HEEAMERER
RRSE(2020F11B) E2ISRIESL,

https://www.opdivo.jp/system/files/2020-11/OPD_NSCLC_PMS_FB_Report.pdf
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R/ESNTVET,

O HIET. IREE T E, RIRRE. B N E=E. WE. CKOLE DBRES. MPORVRP=4F708 Y R
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ZEEBLTIEE W,
2.
5~ O o W A\Y
fg“_\ F7I =K B S
ol OEIERAERNE. B EATHAREFERGI (2015F7R8318ER)
gl 5. BEERY BRI BRIC N K
# PRI (SRB3H. R B9Y BN MBIRE sEis(ED) L&
? 80, | BIEHEIE (2288 3E0) | B HHE N BERE. [ATPOMMA : B |8720U/LQ1BE) | AFILFURZVO
g T | SA/SF-Q5EEED) | BEEt RETE E| (7Y RES5H >125mg/B. K&
o BFRES ASRERE | &) B BREA
¥t AChRFUAE : Bl
% FIMUSKIALE © B2t
o144k : el
ARSHIE © B
80mft. |B%(2188) i 11E T . % UR 4% BE 1 | FRACHRIALSE : Bt | 8.0001U/L (89 R SRR,
Bl |BEHEAEQ1DD) TERBENEL FUSIIAE © B 2FOAR/ )L A5
o 14fk : el EREIOTUY
Bk, IRP{LEA
(MiEsci. Bl
%)
708k, | BRI 2888, 0E) | £ S 0E L. BIRD | ACKREA : Btk | 6541U/L(5288) FOUYIAT5—
it LIC< & B . BO - | Fuigis : B 2. FURZVO
NHEHET B2 ~5~10mg/B
80Mf. |HHET(70B.08) | HRE. HOE . EE| - 26821U/L(3688) |FUR-vVOY
i R 30mg/8.UN\EY
S0mft. | BIET GRO®) BHET. GBS ¥ | s e 2732004188 | FUR-VOY
it | mohCKiEh R Fo- 14tk : etk 20mg/B
708K, | % (2088, B = = 13.4700/L(2588) | FLUR-VOY
7% 60mg/H.UNED

FHIBSHNORAEB SRS SOEHZETRT .

O LR EINHER#EFIRGI (201658 A 26 HEF =)

FHD. BEERE S DER.LIIO—. REfB
MR | GeEEER) | PR | ops s Liesme GIED) BSEEED) Ll
80mfL. [ DX (208E. |BIET. B0, | DEBER:V1-20QS/V9—2/. V3D | CK:9,536IU/L(328H) 2704 RIVILR
B og) BRE.SOX | REESAR(2188) CK-MB:121U/L(2188) B IVIg, mig
BRI E (20 | B IFREEE. £ | DI I—F1EE~EDDREIEE~D | Troponin T:3.67ng/mL(43 | 533, ez RER
BE. &&E) R, 2L | REOBREEEKT. LES0RD | BE) =
X (2088. % | NUVET ST |BEA2(218B) BNP:313pg/mL(48HE)
bi=bns) TEBIRE R RAERE (LCX# 125K
#H90%. #13FKMH75%5K7AE) $H D
W DHEEER N ZR T 13 E DIRAR
ZF3U(4288)
IDER AR DV AR R HE D BRIUIRAE K,
MOEX BRESD) BEICIFE
BU(4288)
60m . [/DEX (58BE. | BB #8Ik. [ DB STER H7Ovo(68HE) |CK:728IU/L(588H) 704K
pegis 2R FEBEUN | DI I—EF20~30%. U'FAM | CK-MB:48.7U/L(58HE) 2mg/kg/H
ESBE T (58HE) Troponin T:4.35ng/mL (R
BERER BENRICEERAEZRL | B8)
(58H8) BNP:785.3pg/mL(588E)
DEERR.CD4.CD8Z M THIRE
DEEEEDDHBIROZE - 1EE
(58E8)




DB EATHRRE FEIRGI (201 65F8 A 26 HIFR) (i)

FHD. BEERE PN DER.LITI—. R&fB
MR | R ER) | PR | ops s Liemme GIED) BSEEED) A
60m M. (DX (3THE. |RE. K. B OBERT2EEOvVY (31H|CK7,1541U/L(31HB) 2704 R/INILR
S BA) DWAEEE | B) DEEAGeHR) CK-MB:156.8U/L(3688) |®B%
xR (3188, % DI I— A8 BNP:180.2pg/mL(31HE) | RX—ZAX—H—
oiE) REOSR BENIRICERREIRL (FEXBY) HEAF* =
(3188) B
60K, | DHX (2988, |2 86BAR. & | DBER:Z2EM 7Oy RQRS. | CK:9,892U/L(2988) ALRUFRE| [
Bt ) e, AEEEREE. | TR LM T OYvIBIQRS (29HE) | CK-MB:325U/L(29HE) mesE. A7 040 wh
SEFHMIIE (29 | B # U ANV K | DI I—BIEEES)K . LVHEEEE | Troponin 1:39.82ng/mL(29 | R/YIL ZEE. B BAAE
BE. %8 | T BRTEIE| FEE.EF44%. VO, DEX | 5E) Jovh—#5.| BB
WEE. HTHE | 220K (2988) v >oo—)b RE R
# EZESF DR ZDIDICEEE 4dmg. METETHA, .
T TEEFIEHEFE (29HB8) Vg, URZY
DR AR DR RS R O DV B AR O Ov60mg/H.
WIS, BUAR IR = £ D S D B IR PCPS/IABP
fHREREa Y BEDFENLUER
EDigitdny (4388) .05
BRUOLDHERICZHDCDSI.
CD45ROBZ 14 THERRS ) (57HB)
60 . |[DHX(4THE. | 25B2Rk. B [/DEBH:ST LR DEMMINGE. | CK:1,1561U/L(4488) 2704 R/IVILA
gy B AR, B4R T | B=E T 0Oy (4488) CK-MB:88U/L(4488) BR. SURZY
BIEAESE (41 | IREE. AR | /DI I— 87 Troponin 1:18.3ng/mL(458 |O0>60mg/H.
BHE.O®) WERER BEIRICEREZERL | B) NR—=AA—=H—
(4488) (—BtN) 55
DR DERAE R (C >/ VER 1T
BRI, R, #RHE(E (448 8)
70m M. | DEHX (2688, | BENKR. ¥3v | DERST R OLEMEN(33EE) | Troponin 11401.2pg/mL(33 | LRV DOV
S 2IR) 7 SRR ANERR | O I—EREEOLENiERKEE | B8) 40mg/H
(3388) BNP:661.6pg/mL(368E8)
WERER IERFR (4388)
IDERERRIDERRHE(E (438 8)
HIEEX iR aRIK (33HE)
HIRREAN ORIER 3B 5RBN S DB ZER T .
OEEIRIARAE: E N AR & FIRF (201 65F8 H 26 HEFR)
SN BHEERE g REE
MRl | cEmm R | EAER i @) —
708X | RERUHRRARAE RN 51T | FTJo- 1 Fuk iR CK:13,470IU/L(28B8) FLRZvVOYD
it | (89 R Rt SR | MARSHARRIE Mmepmyoglobin:6,671ng/mL | N\IBT 27 L+
=FINF— (3388) MDD L60mMg/
(REA. ANBA) FRePmyoglobin:28,000ng/mL | B
17N (2888)
(2888 ®&1%®) FRBIM:3+(28HB)
8OmAX. | HEHANREERIE . BAE T, | MTPOMAIGHE (Y —MRikS | CK:8,7291U/L(21HEB) XFITURZY
2% 2188.0&) |[#BBR.ZES |FiL)) O0>125mg/H.
SERTENE 4. BRER 2R, 18 | ITAChRIURG M KEHR. BFRE
THB.E) |15 RS, #fR | FIMUuSKIE 2 iy
=4/%F— A 7 )0-1 Uikt
(25HH. %) MARSHUA R
S50m X, | HEhAREERIE (ERPRIERTEL) | FIAChRIUE R CK:1,6801U/L(18HE) ZAFO4R/INILR
B (1688.O&) memyoglobin:1,000ng/mL | A, BERESE
(1888)
70 | ERUTRLARAE N TJo- 1R CK:8,6311U/L(32B8) R ATOAR
2% (29HE. Elg) TIARSHUA 214 RBM:2+(328B8) INIVRESE
(29BB.@#)

RERANROCAEBFESHEN SOBEHZERT .
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IZE%?&E@W%&%@%%

O X/FERAEIR
EIEREE | IR NE. BRI RS BEES. FIREH
DA @ BR FF TR, B, B BEMR. D 180, TR, 978
Ahk B R R NES. RS, 2. BN
TERURRIRIE | AN, FEOLON BiE T B ER

@2k

IREE TN EPERR. BENZEEDHHIERE. BEMEIEN RN NG TR PO CHHEARIEFIECEREL,
TROT4Z0L(Fr20Y) T AN BHBREE. N7 FIL IV YRS EGE FIAChRIUE) LI A THE
HIMUSKFUE) FEDIREZFT > TLIES L,

fESEDIDER BEPHEIAZOHN BHIER P, RITZFOHLSIERE. DR RN NG (E. BEIREGA
MEFIESEREL DB LT I—1RE. MEPO0ENIR =T, CRP, B FDIREZIT > TIEE L,

AR CIUR DU UNEE, Bk UL [FEREHRABE DR DN 155 M- RP=A T DO PIVF7 T
MANFF =B PANSF VBT /bS5 ATIS—BED. RRERDREZIT>CT<IEE0,

O LiE
SREHENE  BRAREMESEEUVBY BB ZE CREI<IESV. MBSO T HAVYIRTS—E
DRSS BIBRENIVEVEDORS. REIHE RS AR LA R OTUVE
EHE TRFIKIES WV [FIRRE N H 25 G F AEICHUTHREZ CREIKIES W 8IBKE
MILVE VA DRSEICIFIIIERICTIRIZS L,
IDERR  BIRBARFPIRSEEL, 4 Y — IR, 7 — A O IEPEIBRENLEVRIDRSEDEY)R
NBEZ THREI<IZE W BREBARFERRICHVTERL TV 7 )LTUXA(P.162) ZZTSR<IZE W,
ARR | RAMEFIESEEL MEICHU CRIBRETILVEVEIDRSZDERNEZ IR <IES 0,
ERERARE : 4 7Y — R V=R DRSS ZP LTS WV ARNREPIESEEL M ECIHU CRIE
BRIV EVRIDRSZTOTLIES W Fo BB CEREFDBY)RLEZ{T o C<IEE L,
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Bl Xz s SEo TR, HEEE

O KI5, NIRRT EEBEILD B SON. LB EAO BETNTLET,

O IR SHIT IERN SETL. A LI RICESTERNRESNTLET,

@156 9 BEER IR, TR SHEEMDEN. IE. 5 —LEZNROS NS & EBREET RS
EOIEY 5L, BB ET > TV, o BBICHU CRESESPIESES L T RS,

OCTHTR. FEbE L EDMRERES N W R I DB BT,

O — A DS T SHHBBBEICREL, LB Ao RESNTLET,

OB SPRIT TR BESERTROHERZTHICITV.EEBNERHS N

BE5EDBEYNBEZETO>TEE W,

ERIRIG S
O X ENTHRESIRG] (201952A 26 HHR)

HoClE BB RERILEVEID

=y =557 .
Eﬁ (%ﬁﬂ%ﬁﬁff&ﬁ%ﬁ‘o)ﬁ%ﬁ%) AR s
60RE(. | T#1(1 2988, BIL. 08 BT BB BEBER. | XTI UR =IO NI AT I F MDA~
S | KBk (12985, thit. ) 34(37.6%) LS TT fehE A LB E

YU (13688, 1458, O/E)
TR U EER ) B0t Lo EBE
S| B (21685, hi TR, K OiE)

A LR (216HB. HIEEFIR, RO1E)
60 . |/NEBX(AHB. k. OfE) B0, A/ TR (10@LL | 8% AFILURZYOVINITBEIZAT IV F RIS L
S | ABRAOE. DI OE) ) K4 B
608k, | MNEEL (6505, (i O) e BEEE. B PR T C K. A UORE
B IBEEE (66HHE. 1L, EE) BE ERODJVFVYIANIBIZATIVFRIDAL T

vR=—vVOYv

0BT, | AMBS CROR. chIE. BB BRET. LESOLE | 7UR—U0Y U i
Sl | REZIL(BA0E. i O4E)
705 B (570E. PILA5R. X0E) | B G ) . B8 | 2501 /TR
70|;?1J€\ I\EEX (B3HE. NBA. #R) REFa. TR AF IV FURZYVOVINITBETZT)VF NI A
%,\
%ol;?ﬁ\ NEETL (1750, . 85 ey BB, ONS S NERIE. FAYF U+
6081, | A% (RBA. PIE. 759) . IE. FUR=VUOY A Y TUF o< 6E. TPN. FAH]
S | FESHILEZIL R, Ik KE)
60mf%. |\ (17208, PIE. OELIY | KETRG~40/0). 8 |68 Mk JUR=U0Y
e P )
7085, |\ (4508, UL 5E0) B, 7% @B BB AT TR UO NIRRT T
E SEN

RIRESEISRSEIEN SOEM. 4 TI—ROBSFESBRERR DS I —ROBSRTERT .

B RS

RS 8

SR, 3 S
SRS T
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O X/FERAEIR
REER © TR ERME, R, RBE AERIE. fEm. FEElDERE. FEH
NS - RS, BEEROD TR D\ [RIL. AR BBk ik, &
HIEEETL  IRIRRIEUER. BB
AR B0 BT, EER R Rk, BE T

@2

FTI—IR A=A DIRESPRORSE(E. it T 2R, B0\ R, T [ME, ¥ —) UEEDRRERICT
DISEFRLTLEE L,

ERD RS IKBGIFRADEED 6. CT. BEERX IR, WRRIREZF DM TREI<ES L,

@&

HEBICMUTHIEBREFPIRSEHEL. 24 Y —IR 7V —1IRA D I DD ER E DIFRIEZHZZE D - Tal
BRENLVEVEIDRSE BUBALEZT > CLEEV B, BIBRENLEVEIDRSICE>THIERD
JbO—ILTERBRVKBREBECEWVT. A XAODA LR (CMV) B/ BIEMEENROSNcEDRE
PHBDTTBRLIEEV HEIEBEFI ZROIBEF MBEISIMU THBRIFME Z TREI<IETWV A LD

ROIHBEIF MEICIHUTHER, BELA VI RBBES Z TIREI<IEE L,

L KBRS DOV BERBREBRICSVTERL TV ZILTUX A (P.163) ZZSRIZE L,
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4 REZ

@ 1 ZUKEFRIR (BINE 1 BB IRIRZ S O) B S SONABRFIET b7 VU R—V RICEBDTEN HIE T,
@12 55BH RURSHBEFRHCEICH T MBBZAE T DEED(C SIMABER (/8. LR ZIR.
BRERDE) PRERRIET 7Y R—2 ZDMER (BEUWERR. RO\ Bl OFRZHESIL CIES 0,

@S MABTEIRZRH DN\ MIEED _EF*7Z5RDT

EPADSPIESEELTIZEL,
*FE2UIXF—o3> Tl 221 26meg/dL . 355U 8BS 200me/dLLl EE BRI N TV E T,

@ 1 ZUBERI/DREDINZE RS DHIE, 1 VAUV HEIDR SEOBEYRNEZIT o TLIEE L,

&3, MIBE LR OREICKS T E 0N CERAS

BFERRF=

[REFTvIRA VNEERFEAEREICHIT D1 EMBEFRFDFAEICE I DRecommendation (2016558 18H) IS5

ERRRIG S B
OENTHEREFIEGI (2016251 H27 08 )

e BEERE i o )
'Iﬁﬁﬁi (FEIRBSHA, G RIRE (B SCHRBFRIE DAEFIEB N LB

FTI—RDIES. &)

S50RRfE. | 1BUAERRSS 16@B M4 : 580mg/dL 16@B#%5198%DF I —higSH. RINCTH
gy (1emB#®5198%. |#5198% |HbA1C:7.0% MiE=EsRsH. B AR Tdofc. BEAERER L. =3

RERFER. ROE) MmopC-_RTPFR 2 1.0ng/mL | BB EF R OT b= ZAHERHSNHDA T CEHEEE

RN + HIEETH DN CPREVEE SR DEN S BIE 15U

MGADFUE 1 1.3 FRIBDEZWC(EESTED o fc. BREE AN VAU

TIAATUE @ 0.4LF VR b EOAZERIB L. T DR GRBREF Chofc. N
RAMEA VAU V3 h i858 LT W efzsh, 1 BB RIR
WIS NTz,

70, | ERFET ST VR— | 6@E %% : 571mg/dL 6B NS I —Rik5% . BRE T RN
gy 3 #5168#% |HbAl1C: 8.0% SNz, MAEEEER. 6 AR’ S57H%. 8BRET.
(cOBE®’S5168%. RN L3+ 8. fBRE. 2D\ BIEH RS SN,

o1k, #iR) FRAE © 4+ 6EBx5168%. 8RB\, Bl SR 1EE

BINE 1 BUHEFR R M#EAR[pH : 7.1.BE : U BEDXR (VAU BED) D@ERIE\ R 2ikE

(6OBE&516H%. -22.8mmol/L] SHUBRRMET KNP VU R—U R EZSNTe. A VX

k. REE) 6[oH MEPC-RTFR ARERFLUT | UV FFR S N OMRLEB ZFIB Uz, A VAU 5

#£5188% | MGADIUE : &t IEEIFAEB L TH Y. AR DIRE CSRTEE(CA)
TUAATUE @ 2tk BINE1EREFRRE TS NIz,
6OB#’5178%. P YR—VR(FHE LI,
60, | BINE1BUHERRR 5@B8 [M#e : 450mg/dL SEB0OF Y- 5%, BHEICIT T DIEHREE
gogid (cEmBE®’5368%. |'5368% |HbATc(NGSP) : 5.8% DIzt 4 FI—RICKDAEE—IEDRIU I,
HS NS NEIEE)) MpC-RFFR : 0.7ng/mL | SEEHRS218%. RaHEaEEREL,
RN 2+ SOB#®R5368%. MR ABERDHNARZZICTS
FRAE © 4+ MAEHERDOSN e, BREIEIRIF R SSRTEZE(CA]Y
MARAR[PH.BECBICIER] | BIE 1 BUAERRE M N ABE LTz, EBfFE DRIRE
Mopfas b - 334umol/L | [FIR<BIEDMBIFB O SfefedERIFE T AR
3-EROFVERES 1 233umol/L | UVDHTERADK AR CREBKIFEIBE U,
7B 0 101 umol/L SOB’5378%. 4 VAUV 5=EEBL. gD
5o HGADFUE : B2t ~O—ILLTWD,
®B5418%
FEEA,. | 1BUEEER SR (RBA) ENE 2EBRRR KRS D GO, 1 B RIR AR
gy FERIRIET N7V R— BT,

2R (NBR) %Eﬁ'l‘i’rh?&l\“—yz%éﬁmVa{é@t&)?&%)\ﬁ
60R%M. | 1BHERSS 6@B [Mm#e : 531mg/dL 6OBDA Y —ME5% . BAUE . SIIENUTR
Eegics (6OE®XRE5HH. #|1R53H%  |HbATC:7.6% IHERTEDERDSNARLE,

. R O1E) RT3+ 6OMBE&RS53H%. 55 DE . BLRUSIENRHS

BINE 1 BUHEFR R MRAR[pH : 7.144] NIeIeDETE2 UTe, SSHTESE(CBI W BIE 1 BUFE R

(6OB#&k53H%. fit| 6@B MpC-RTPFR : 0.06ng/mL | FRESZRTS Nz, A VAU VIR 5HBIE U,

. R OE) ®5118% | MGADIUE : &4 6OBR58H%. ERIFHKL. SMAEIFEIRUZ.
60mEM. | 1BERSR omB Mm% : 539mg/dL MBD A I —MmE5%. SIENRDSNARL
gogcd (OmBER5HE. M| ®’548 HbATC : 6.6% oo BEERIEE U,

. R EE) omB MAC-RFFR 1 0.25ng/mL | R E A VAUV BBERIT oo, 1 BUERBHREN 1

®538% |RPCRFFR: 7ug/B |1
FR¥E © 3+
MGADHUAE 1 0.3 Kt
FERER, | FERRIEST N7 YR — | REF FFI—RIZE5REB16288 | BRRET N YR—
gy V2 S RAEERD GEBED ORI AR Uz,
(16288, 1k 8iR)
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I 2. R NEEERLEZDXR

1BHERRICOWNT
1BUBFRIR Cl&, A Y AUV EA R T 2 BEBHMIBDIREIC K, A Y AU Y DIENIIRRZ ZE e LS MiE
ETRDF T 1 BIREFRIRISE B TR RS K> TRIE . 2UERIE. BRETD3DDY J9 A FICHFESINE T,
BIAE 1 B FRIRIG . 7 NP Y R— Y R S CHBE DB CIHRICRMUTET T DI EFe A VAUV DS
[CRRHMICBIMESRDIOFIERFDHDA clddFEY LRLTVRVNT & ERFREEECHENRAIELT
2 THDEENRF T,

O BERAER
PR - ERE FERAN (08, 28R 2R
BRI R 7 VR—2 R | SRS BERELRRBIFR (VAN D)VIER)  FEDRE. FIBTHDE T

o:i

A 7T —ROBESPROKRSEF, 8. B0, BHFOHRKER P MABED LR (CHDITERUTIZS
Lo BRAEAND < MBBRAEICCERUCEBEDHIE T 1 BIERRDEON DB GIE RPN A VAU Y
BEZFBOD L MECRTF RO GAD (F)L Y S VB REEEESR) A E DR EEEE CHARE. R H
VMEREFDRMED TREI<ETN

N1 ~30ETDIEBZ I BD%Z [ BIE 1 BUAERKR] 3210 T

= A)RAIEUTGADAZE DR EREEH SRS TH
. %
1 FERFERFIRZ BEIEURTT =Y 2BV T b7 B) 7 h—Y ALK NZETHRAIELT HERURTS S
YR—VRICKED (FEEERT S AR M. IR M AR ERD NN~ 2BEDEGEEFET B
VWINHERH D) C) #9198 % DIERI TRIERF (A SH DM EES 573 EE SR (77
2 WL i B=288me/dLhDHbA1ClE<8.7%* ST UN—E . ISRI-TBIHE)HLERELTVS,
S B 28 B L < T DYRI70%OERI TSR E LT L SUEEIR (Fe0h. 5
HRIFZELB, %) OHIEEER (LIEERE. B0 IBI1SS) 2586 D,

‘ oo e rrre | DIHRICERELTRET 3T EN 55,
3RERBORPCARTFR< Opg/ B IR MPCR T FR /CH s S
<0.3ng/mL. o7 ILh T EfE (R Ida® 28 mpcx  DHLA DRETT04:05-DQBT704:01 cDRSENBS DTS

! ncLs.,
7FR<0.5ng/mlL ) B RS S B EHEF B (B B> T VT, 5
UL [FHEFRES5:815-820, 2012 TSBLETW

xR BUE1BHERRDIHESE

@&

FEFRIRBPIE PN DM EPIESEIEL, 1BMBRREZITE NN HDNIFZTNARIBEDNIUE, 1EUHER
R (1 2 ZAUMKIFIREE) DEHE (P.164) 25 Z(CHBN 565K (( Y AU VKRB DR ESEDEYRLE) Z1T2CT
<rEEW

RERRMET N7 Y R—V AN BB G MR CERBHIT R A VAU VK FEH T EOEY)RILEZ
7oTLIEEW

DENERDIZDICRIBRERILEVAZR ST 25 E(F MEEZSE UL LR SEIBRMN HD/H. &
RBRDFRZEILOTLEE W Fe 4 Y —RICK D 1 EUHERRISI S U CRIBRE TV EVEIDBENRND 55
EVSTIETVRIFRL, T EHERIRDEAE L FRAICH U CFIRIIR THRESNTLE B A

1) BRBERFRZR iR & WERFAEA82022-2023.p.21. 2022F  MASH N HEL I ZE
2) 1EMERRFEEIN R EERRS —BIE 1 BUBRBROITU LGSR 2012 #8ERH, 55(10): 815-820, 2012.



B ERBMAMEE (REEMIERA RN, SMIEEM, BRNKE. AMEFPREE)

@ M M| RBAME SRBER . JS I N, ERRRIRIE . FEEAEF PIRRAMEF DER R IMAREED 550D

N3dZENHIET,

OERETHITITL\ RENBOS NS ST, IENRISPIES S5, B 52D LB LE &>

TLIEE LY,

Q41 I—IREAIVRTSF 2 INTUIFEIVRUORNY IR T (B FHIRR) ZHARS I 2BRICE
B OPIRRIAME (15.8%%) D' &5 NBZENHIE T,

*FELHEE(FONO-4538-525 BN S&EET

@R S5HE MEICRUTIRIREZITL REDREZ+DICHRRLTIIEE L,

B S

O FE M M/IViRE B R B A hEREFIRM (20165F8A 198K =)

- MVRE
Y HEESL o _ .
Rl | (REEE ) PRI RER o HE
708, | SRR | 65T (TRR) - AR L | B ReiRa 5 1,000/ | XFILFUR=VOY. FUR=VD
i | B VRIS (7 AR IR | 4R/ e i (4988) |V emoOT)y AR O<7
(460E. 0%) KSEBLDI. SRS, | PA—IgGiRIE O2F L. M/RE
ELERM M | EhAUD/ S — TR
a2t
60BN, | B RN | 658 (AR  CIRELE | iMoo 7.000/iL | NSA59> . I/VREI
i | B PA-IgGiiRtE (32788)
(30708, x04)
ORI, | oM RN | 265 T ) BB AL, | Sl Moo 1,000/l | FUR=VOY. 2704 RIL R,
P e s i PA-IgGiBt: (3288) |O=FORF L. i)GREMD. A0
(29098.51) RS, a0 A BRE
0B, | M/ RERA: BEm AR R 18,000/ | M/ VREI
= | (1108, %08) PA-IgGi Bl (7888)
SORE. | M/ RERA: M AR R 17.000/1iL | A5 04 RARES
= | (1988, 48) PA—IgGRB] (2888)
HIBFHN OHIEHF R SEBNSOBHERT
O BFMHEEM:FHEEAHIREFEIRE (20185F10H238EF5R)
=y =82 " RETE
e (RRRSH. G | DOVER (alEE) e
60mft. | BCm i BMIam | 39EDFE | Hb:2.7g/dL(A0E) XFILTUR=Y0Y. 25 0(
B (498.m1E) /\7°|\9“Dt“\/1141mg/dL(4E|§) R/VILA. URZVOV. AL
@R MEREEN (A0E) RFSF Y FHI RS
BiEJ—LXHE M (4H8) A TSVIVAUD LS
BED — LS IE (A05) IR
70K, | BonBEaMERN |BEAMN | Hod lg/dl(7/08) FUR=VOY. &
wit | (7108, B8R NFRTOLY<BHRS (785E)
BSR R A MR BIECU L. LDHA2 (7858)
(2880E. &) B0 — L ARBRARE (gGHHE) (7808)
BT — L R IE 1 (7801E)
80m. | BIEAN EHE T | AST1931U/L(4088) FUR=UTY
it | (4005, o) HET. B8 | T-Bil:3.2mg/dL (40BE)
B MR E  |Hb:8.0g/dL(4088)
A, &8 LDH:2,260I1U/L (4088)
BUN:32mg/dL(4088)
Cr:0.82mg/dL(408H)
WBC:0.64955/uL (40BE)
RBC:2707/1L (408 8)
PLT:16.275/uL (40BB)
Ht:23.8% (40HB)
FRepoOE Uk normal (4088)
NRJ'OE>:25.0mg/dL(408E)
J— LGB P2 (40HE)
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IZE%?&E@W%&%@%%

AmEEm:FEEAHEREFERGI (2018F108238HIR) (KiE)

FHp. BEEREY e REFR
e (EEH. R | DL GRIED) i
70, | BomBsmEEm |HE JRIEZH:bone marrow (308HE8) JURZvOYv
S (301HB. &R biopsy:erythropoiesis (308HE)
FrR:hyperplastic marrow. f(C CEBERDE
DERFEROBEM A EES . EMIRDOFERHEIIL
(308HEB)
BEJ— LR (DATHIE . 1gG:1. C3bd:0.
£8]:0) (316H8)
BT — LA RHER (BT — LUK BME. J— LR
1:2.9—LA2:2.9—LhR3:2,7— L 2ADiego:2)
(316HB8)
— KRN OBEB R 5B SOEHZRY .
A ommE S R EATRERIRP (2018510A238H:)
p=: SFCRERES
= Fp. BEEREY o =
7 R (B, 57) BRFRAEIA G i
~ AIER)
= 70, | EEREKE 7L 0/uL T LIGEIE. G-CSF XF)L U
&l el (1588, B/8) (1588) R=VOY. 2504 R/SIVA FUR
}E’E —voy. mEAE
& O60mft. | FPIRBAEEFERIRE) | 7L 60/uL G-CSF AFILFURZVOY, AFO
<z B (21HB. &Hg) (“NEB) ARIVIVA
30(3‘ 60, | HERRIRE Infusion reaction (F&Y) . | 100/uL =N
%= B4 (21HBE. Eg) REBAE (2188)
60mft. | FHEREURS NBH 400/puL G-CSF.Z’LRz—vOv
B4 (582H8.E148) (58288)
200/ul
(61488)
70mft. | EEERIERE R 0/uL XORKRLKFY). G-CSF
B (1288.E84&) (1288)
HIBHANOEEB RSN SOEME TR,
7T —RALRE® NINY R D A
O AT IRV B FISEIAREER (ONO-4538-525158) [C#13 5 SRR
FFPI—R+HIVR TP SF+INTIIF I ARNI I TE KIEREE
_ (273%1) (275%1)
BIEFRIEE
£Grade Grade 3-4 Grade 5 £Grade Grade 3-4 Grade 5
n (%) n (%) n(%) n(%) n(%) n (%)
AT DB AME 43(15.8) 41(15.0) 1(0.4) 25(9.1) 24(8.7) 0
L ESAN=h=fnz

S M /) WRIRAMESEBERS © 57 MM (RARE MY (SEREE) L SR S, R IM. MER. SEEAIH MM
BIEEM &M : YN BE BRI BASIR IS5
BB | KECRKEEO®EE. KEZ OEKRNEJOEVER
BhE  IEEOEROREPER. B DDHER
EIRRIIRIE @ FH BR NRE
FEAEFPINRAME | B BE

m

L]
SRR IV W AME 2R DT
7 I =MD E#(E KB ZF U & BHMAFRZF DBRPRAER @ I/ WRE2 (1073 /ulsRim) (C+07F
BUCTLIEE W Fe  RERREN IER CTHHTH HIDFFICKWBINZR I CENHIET,
G MM RR AR BER DY B D NS5 B (C(E, IDE—RIRE. AR BFFEAMREN U EHIREED
SR TRREI<IES W KT, 60 E D BEE P ERELERE SN RNNDHEI(CIE. BFRE DR
ZERERRHC THREI<IES LY,
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M/IMREINY S T3/ LR DAES] CHIMERIN 2 < HSTURWVEE P IV WREEN FZ I DIZEI(C(E EDTAK
IR I MR ANE DN RN NE T,

LHMHTUT VAT RAZEORBFERPU Y/ VRIEES . HIVREREE TE. R I/ W AR BR & Bk D
7 TV MBI AN ZE W T (TR SRR M I B AMAEERBER) o
BRI :

B, FAMICKBDAERD HOSONITEEICE MBRARIEFIESEREL. [IR—RIREE(CK)BMMEE
MO—REAEZEI- T EZEERL TSV (R2) .

NEOD1 E27% 5w U 3ZEBRALIZB D,

1 |BSRFIR BMEEBEZRD D,
ONEJOEVEERT
_ @fEFRImERIEN
) E%’;Eg n5s |OIBMECUILEELS
JEEL L2653 @FRtp-@EhoOE ) R8N
= TS OB/ N\ N O EERET
OB RERIFERIEN

ERFINEEN. BHRERERE. REMMRK. ERERMIKERES A (congenital
dyserythropoietic anemia) . FFEBi&EER, AE =B,

&2 BIMMABMOZRELE (BEHEE FFEEEMEECRE T 2AEARIL. 2022FE4E])

3 | #ERIER

BINMHEMOZEAEZmC T CHUTIE SOICIL AR MNUMINEIC KD EET — LA AR Z =
UC.Be®EsmHam (AIHA) TH 2N ZHESEL CLIES W 36, BfEw& s Mt a M (RE G,
MERBIMMRR) COBMECRDTENTSNTN DI MOERZRNL CEWT 2UENSHIE T,
EFRNIRIE

FERIRDZE(F 052 WVE500/uLA T T EARTCTFRIMBRER O/ MRE DR AN H I EE Ao
FEREIF PERRIAME

RER C37.5CLLEDFEAN G IFPIREN 500/ ULFKiE CH DN X IF 1,000/ uLFKim CA8BFR—LINIC
500/uULF@ICIR B EFRISNDIHGF BEE - RREDEES Z{T>T< TV,

@xFili%

SRR V) WRIR M 2R DR

MBEAREFIESERL. BIBRETILEVEIDRSEFEDEFLEZITOTIIES V. AT 04 MERM
FIICEFNOVRRIF VREEERRE L REIHEIDERZZRL TSV, 28, Rk (EEREHMZS
HBHEE) [FRERES 0T U VRS PI/IMRENZZELTIZE L,
BRI :

MBARE P ERRERD OB MMEB A EONIZEI(CE MBEAREFPIESEEL. 4 7Y —R 7 —RA
DPRIEPRIERERIVEVERSEDEYFLEZ{T > TIEE L,
RFRAUINIE

FFI—R V=R A DEREZEDIEL AN HSNBDHBEICEFHEZNREZTV BRI Z 2RV
JERREIEDEEZB BICRIBL TLIET W Ffe IMBRARIEFIESEHE L ME(ICH U CRAER D0 = —RIE
HF (G-CSF) DERZEZERLTIZE L,
FEANEFPIRRAME

IRIRE VIR RAEIA D S FEEEIF PIKRAME RO NI BI(CE F TY—IROBSH I OHEER 5SS
DBEFNEZEATOTLIEE Lo

1) BEH@E HRIDEMESICE T 2REEMTIL BMMBMOZHIEZE (2022F EilE]) Kl
2) BARRIBS AR [ FEEMEIT PIRRIAME (FN) 8201 RS > t9E]553/R]12024 BIiTE
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2. R NEEERLEZDXR

REPIEEL B LERFPIESEEL T

Fatay A

BITERTH . BFF A 2. FFHERERES . AT, tELIEAEEER

OE=E N (FEFEMHDIES FH¥EERE . FAE2%H) MRESNTLET,
@BIERTX. A2, ASTIBNN. ALTIENN. v-GTPIBAN. ALPIBIN. EV)LE VBN = H DR HEAEREE . BT,
BLMEBER N HSHNBTENHIET,
@R SHINUKRSD(F. EFRNICAKEREZTV. BEOREZ TR ICHERLTIEETV B5K THD
ERNICH AR EZREL TIES L,
OAST. ALTRUREUILE YD ERHBOSNIHZE. MO BRE (RPE. FRERDIBERE) [CLBAHES TR
W EztEsRL. DR o 2 F TR REREZ R L T<IZE L,
OEENRDOSNIZEICIF D ER (RPE . R DIBRE) [CK DR RS N U L MABE R DRA
5 DI DIFEBIREZTV RS ZPIET BRE BURLBZIT o CLIES WV Ko MBI TR

FI—ik B S
O A2 X ENMEREREIRGI (201851 1A308FR)
. AEERS - BETE GED)
1R (SR, #0R. SR ED) ERERIER B55 SEOLE iz
70, | A (4085t 1388) |9 PT:59.3%(11871) PT:207% 588) XF L 7UR=U0
St PT-INR:1.28 (118#1) PT-INR:2.46 (5HB) VANTBIATIL
AST:191U/L(1188) AST:1,0611U/L(4HB) FRUS A TUFIL
ALT:17IU/L(11H8&1) ALT:767I1U/L(488) UF > EEEIH
Al-P:3211U/L(118810) Al-P:5471U/L(4HB)
Y-GTP:641U/L(1187]) v-GTP:138IU/L(4BB)
T-Bi:0.5mg/dL(11887) | T-Bil:0.7mg/dL (4BE)
60/ L. | EWERTREE(17HE.3ET-.208 | E DRI BAY | AST:80IU/L (187 AST:7191U/L(178B) AFILFURZV O
Bt B) KTr.&EB ALT:401U/L(1880) ALT:3531U/L(1788) VANTBIATIL
A2 (BfARBE. 38T, 2088) Al-P:5511U/L(18#I) Al-P:9501U/L(178B8) FRUD AT UFILY
Y-GTP:791U/L(1BE8&1) 7 -GTPHRIERR L F R
TBI:07mg/dL(1BE) | T-Bil:3.4mg/dL(178E)
FIRISH. SR H. AT’ S5 S OB ZER I,
OE(LHREEN - EATHIREFREIRG (201 7F582280853)
ci. | mm e CAlE D)
M. TEAFHEA, o e [E] E,JEE' 1] =
| ZERE ) wemx | SEOOED R E TS, (R0) wE
125, 50R)
B0t BB % (5308, =8 AST:5/0IU/L(5388)  |BECT: FREE0NES ). 8. BEDERER 25> NEE
Lt |cpiE. 8 ALT-4821U/L(538E) | L ErPiBE D" BBEDIEASY . (5308)
BEx%E (534 Al-P:870IU/L(538H8)
SEN==INEE) 7-GTP:418IU/L(53H8)
(40BB(CBMm4* T-Bil:6.1mg/dL (538E8)
BMEFE) R 1T D)
0B | BLEEER B0 AST:1641U/L(26858) |MRCP BB D LEE - R ies ) JOBE 0% 7L R= U0 Y. X
kegis (268H8. 1k ALT:137IU/L(268HB) AMHERRES Y, (274HB) FILFURZVO
BR) Al-P:6011U/L(2688HB) V. =37z ./—=)b
7-GTP:3811U/L(268HB) BEITTFIU
T-8il:1.04mg/dL(2685E)
I8GA BRI (D)
20m . [BILERER (1560 AST30IU/L(15EE) | BEDE CiiT) BENEOIoEs ) JBEN 5| 2504 UL A.
N T ) AT:23UAL(1508)  |FFroBEEnREs ), (1908) @O250O1 L
Al-P:6241U/L(1588) VLESr o
Y-GTP:405IU/L(15H8)
T-Bil:O.SOmg/dL(1 5HBE)
I8GA N (RD)
60mf. BEX (040 . FRER  |AST83IU/L(0408)  |EECT EEC FEREEEs )  ORr o an A, Bk ENBD
g |k o) AT:02U/L(9488) | IciEH L. (71188) BB FEEYU
BEEHx%E (94H Al-P:1,543|U/L(94HE) |ERCP: REBREEICSmmODIEZE, (94HE) I RAIVIND S LT
=N NEE)) 7-GTP:460IU/L(95HB) |CT:#EBE FOENIBE(ICLEMOMAES Y BEE N D LA-ET 4R

T-Bil:0.70mg/dL(94H8)

IR 2 (858E8)
M IV RUTHE:
<40(85HB)

. BRI C AV —TREERER a5 ) o ABEREE (CIF IR D
AEEd ) HRRBEICRUERSD L BRI ERABEE,
FFARBE D Ryt CHhRE V) o EREDYRRR Lo B
EANICBHS DRG0 L. (94HE)

MRCP:FLEEE _EDEABEEIC2EIEDIBERAED .
PASEIER BREE (CU R AIMEDIZREIEALESD 1 . $0R8
BITHRD Y SBBEE(CHRRD Y EREICIRRF Lo
(948E)

FEERT 01— BER(F 2B FREMIEES Y AFNAEE
(FAFRRIEE | SR E DIRsR D W o FSAEE (CHRIRE Y . ABER
(FREARFEES, FEPEE(CHEADEREVGD Y, (94HE)

SVVFRUD L,
RSy v-9Y
NI LNV
FE PNk
LA NOZSYV—
LU RZVOY




iEbitRaE R EAHEREFERE] (2017F582281R) (FF)

7-GTP:448IU/L(162HB)
T-Bil:0.30mg/dL(162HE)

1gG:1,050mg/dL(19288)
IgM: E4EBR (19258)

&4, (1628E)

ERCP:fER&H Y FBAR L. (162HE)

EUS BEFER & 1)  ABEEEE (CAEE & Y ABENFERR &
2D aFRL. (162H8)

IDUS:BEEEE(CAEE S Y. (162HE8)

BEERY
FHR. (FEIRSH. =ar REECAEE) 1 =
BE | gy | EPRER Wonnelnes IEESEIRISERT S (IR EE) W
85 . 503)
70X, |BEEX (14588, |FEL (R0t f8|AST:891U/L(7REH) REERCT :FFAVEBE (e W » (FEIR TR BIRNEA) RBIER.EBD.
i | OE) ERARR R, T |ALT:101IU/L (R8) EUS.ERCP/MRCP: BIZEIHRZ R L AAABEDUER RO L RZVDO
i Al-P:1,9471U/L (REA) AMERBRSG Y FRBEFES, BR&. BARE) v
¥ -GTP:8041U/L (REA)
T-Bil: 3.80mg/dL (R8A)
FUZPUA: 1+ (RBF)
IgG4: (-) (REA)
50K, [lBE % (85HE. B AST:841U/L(8588) IEERCT #OPEEEE(CIRE S SABEN SFHREEIC (X FILFURZY
Bt ik BRR) ALT:107IU/L(85HE) PN TR G W BB TRICBES DR GGk L, (85|07, E ROOILF
Al-P:1,6331U/L(85HE) |HE) U TP
r-GTP:380IU/L(85HE) |EEBLI— fEEE(CAEES ) . AAFE MIES(ICI| T V. Bl RE
T-Bil:0.20mg/dL (8588) |3&d 4 HEIBENICHEGER L. (88EE) EREKAIY. 250
lgG4:1.213mg/dL(RE9) AR=Z/NVZ A
lgM:40mg/dL (RBE) VIOUFINT
80mEfL. |IEEXR (1408E. 180t HfE. 0\|AST:492IU/L(141HH)  |MRCP:#3iBE &8, FEBICERD WIS RIS | T UFILUF V-
it |PLEBED) BRI |ALT:568IU/L(14188) (IS LERCIRES Y BEARICER - FERDKLSBFE | UV Y- Y RF A
AlP:3,092IU/L(141HB) |84 $E01F75 U SBIEE (FIRRR UL AFREEF % | X MR e R,
Y-GTP:6491U/L(14188) |XEDFFFIESRAIDBHEN AR CHRMIFEREIRRSD | R URR L. TILY
T-Bil:1.40mg/dL(14188) | . AEESHAIKIEIARL [CRERNESH W o FFRICIAEIRPIRE | 7 A4+ > 31— )UEE.
lgG4: E4ER(148H8) [(DFESY.(1478E) FUrRzZvOy
A <40(148HB)
PI= MOV RUPHUE:
<40(14888)
MPO-ANCA: <1(14888)
PR3-ANCA: <1(1488E)
601X, |BEX (1288, | [IBEX] (EEEX] - (]
Bt IHEERR R [FRAEDL |AST:9191U/L(128B) RUF—IFa—
2B R (286|[2MEEX] |ALT:307IU/L(12HB) TBE. AN
HE. b4 B, |2 B0 E|ALP:6211U/L(1288) ILFRUD LT
200 It 7-GTP:1,3701U/L(1288) TARSYUF b
T-Bil:2.50mg/dL(128E) U L HARFH—
[24REER] NX)LEEIE
AST:353IU/L(287EE) [2MREEX]
ALT:1491U/L(28781B) BB R AT
T-Bil:2.10mg/dL(287HE) %A
80 fL. |ABEX (15588, |I5L AST:241IU/L(15588)  [BEEIO—.CT:EAEN SHIBE BR BRE(C| TV RZVOV. D
i PR R ALT:1561U/L(155H8)  |BEEESH Y HABERERERRSY  LWITNEBESH LY FF+ 01—
AlP:634IU/L(15588) |13z L, (15588) VB
y-GTP:218IU/L(15588)
T-Bil:0.70mg/dL(1555E)
50mfS. [IEIEHEEER (NG LESE |AST:641U/L(162HE) FEERT O— #EREEN SFTNEES(CHF THERSD B B £l . NR
St |BE PR R ALT:245IU/L(162BE) | &EASH"Y.(1628E) SEHIFLTELIRRT . A
Al-P:1,3281U/L(16288) |BSERCT : FFPILR. FFPAEES [ CRE M EE DS S BB E R | 7L LUR= VOV,

SLRZvVOv.=3
Jr/—)VBEDIT
FI)U

FIBISHCED MBI SFIED S DB, 7 Y — RO SEEEERRIREDF SI—ROBSKRERT .

MRCP: s HISRBREEIE R . ERCP:IRIRHE TR ESF .

IDUS‘EENIBE RIRE

ENBD:ARIZENRBIBERL F— T EBD:ARENBERL F— I EUSBERNRE.

SIRER . &R W

SRR M-I SR
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B MRS R FAEE T b Z L ERR T L. IBBES, ClFREERER R 2 Sz U. BB S8 R I EE DM
T RFEMELMEREER (PSO). IgGAREBLMEIEER (1gG4-SC) . RUBEE DR IEE G, BEE.
EIMEFERFE T 2 R MHE EHEERICOEINE T,

ZHIIERELTE VDEEE. RN TREZ IERTI N VERN RO EEFHARBERESFE O\
([CEZMTS NABDIEBINERLL EE EHF T, MIRIEE CTIFALP. r-GTPHA LR UFE T, 2207 . RBHEELRD(EABE
IEFFTR THL) BERRFT R BIEIRFT B IR BT AT B RS B EE A E D PSCICRHEIN T,

BLMAEERICHTHEBEELTCEVIE T VAU THESNDERFHUEBAN . DLV THFY
O—=)LE RY T4 TS5 NDTEN B BB U TIFRIRIBIIIEEIR RN TOND D
BIET BT OMICKIFHEZ., SSICHARE TET UL U TIEFFEN T — DIRAHE R C /R
I

c FFPI—IRICKBHEER

FTI—MRICLBBERDFHMUORERF FECHESH R >TVEFE AL PSCPIgGA-SCEDHER
DIEBEREFRBFDREZT I AN D OHRESNTVE T A I —RICKDBERDFHELT,
FZEDRVEENRHNBEDILR. FHNEEEDUFAMRE. BEER CHHALPEY-GTPOBAIR EF.
BoeiiE IE SN IV RUZHE ATBENGE) SIgGAN M. COSIZ I THIIRDBEANDRE. X
TOA RRIGHEFPIEEZEN N CRESNTVE T Flo. 4 Y — RO REFERNERE R UBEHERS
MOMSESNIEBEREMCH W T BBEBRIRE CHRNNBEDILRPIBEELE. AFABEIRESE D
BHHRESNTVET,

O X/FERAEIR
BIERF-FF A2 =8, FFI4ERIE. B INIEG), BEKETEE . K< DFERk
SRR E | £ S5ERR BE. B0\ BT BT R, 2B Z SFEERK
K - £5ERE =B B, Bl BIAR
EE(EMREER | HAL I8/, BB, KEZ SR 25 BRI R\ (Bl

O@:2HRY

A TI—R v —RA DRSEIERG. BO. RFRAREE (AST.ALT. AP, r-GTP. #8EUJLEY) ZHESEL T
IEE W\ BIERTR. FFA 2. FTHSEEREE. AFX. BB LI E R DO NI EF R P CHEEMIE. HLHmE
FIRSEELTLEE VL ALP, T-GTP L F4&, L EBBER NN ZIBE(F. 2/ GBS U T T I—. B
CT.MRCP (MK HISREFESS) . ERCP (RRERHS T B EISES) SNERIEE ZRMEL T2 W FF
BEREE . IR MEREEXOE BRI EHRICEHEULGVRE (R, REDET. FHAX. 7L I—ILE) THI5E
& TEHIEET IS E TlESHIEN L BRB16. BRI DI DIHA N (FEBRENETE T,
P P.109~156 SRR MEER TV 1—)U]

1) BESEE #EMO-IBERRICE Y 2BEMIIL RAEMREMBERX (PSC). 20174
2) Kawakami H. et al.: Invest. New Drugs., 35: 529-536, 2017.

3) Gelsomino F. et al.: Invest. New Drugs., 36: 144-146, 2018.
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— A7
AFAER S IR LA %
AST/ALT: - R—2ASAVICEET BET | R—25A VICHELISE:
BEBLRO3BBEND| FTI—R-P—RADES |- 7 TI—R- T —RA*BLFA FI—ROBS
ST LTS BEERETT D
X - FHEREEZ UV T OOEZ | - BREZESOEETE =Y U VI IVEBRS
UL wry M —RA BBAATRSET
mEvES: eripe | MEICBUTBIBRENIVE | AST/ALTH BB LROMEU T EHEEUILE Y
BEEELRED1.5B8BND | < HER5T3 N
34l RICHE AR HEAEE RO T.5EBLUNICELISE:
- BBLEB BN CRIBRERILE VHEE
R
- BRRRRIEICN 3 B RARID BHIR S FRE TS
3~5HORS5PIE% BITEIEN HELBL GBI
UIciZE:
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L e e i | A7 O REGEDBIE % 3~ S B CHF fAEDe
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PO3ELLR - FFEEE =SV T OB | - EHEZEEOIFEEE =SV TIUER S
gry M —RA BBAATRSET
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VAERSID - ABLEDTHBLEN I CRIBRERILE VAR
. T
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- BNORBIHFOEREEET S
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EAB RO 108818
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- FFSREE 9 UV T oEEE
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ENOREIFIRIOERZERT 2
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FHESNCTVEL,
BB IR GEICHRBUCAEEERE(CHU T L ER ZSORBIER OB FEIISNTHE ST LT NBHREFKIN

T,

%1

RISEZETESNIZEE)

B R 3B =R DN

SRINGEE(ZDT7/—IVBETIFIL* 1E1g%1H2031%5) DENDRETH
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2. FRINZENEREZDXR

AT I =V —IRA AR
OERFREERIC S 13 SEIERRRIAR (FFilkasE)
(LSRR RO T A BTSSR & LIZONO-4538-92/CA2099DWHERIH 1 BFF#AE

BEDHZFUT ORI TUIZ,
BRAREHERIC BT BRI

ONO-4538-92/CA2099D Wk
AP =R+ —RAE SIEREE
N=332 N=325
LBIER™ (£Grade) 278(83.7) 297(91.4)
2BIEM (Grade 3LLE) 137(41.3) 138(42.5)
Grade 3L EDASTHEN 20(6.0) 2(0.6)
Grade 31 FDALTHM 16(4.8) 3(0.9)
Grade 3L EDMIHEDILE 1 1(0.3) 5(1.5)
BB DRRBEHRNSESNVEN SICBHERIC R DI 10(3.0)*2 3(0.9)*

BlI%1(%)
X1 TI— IR+ —IRA BFC5% L EICRIRUIBIfER DI [3.BIER ] OFFBREDIEZ ZSHRES W,
X2EBREEEORRBIFRN SE CETRV EHE SN BHER CRTICE S IEAIZEST LR U,
KA 20, MR 26 SRR 16 BESREMRTR 1. BERMRAE 14, FFEEZ 16 KEX/MRERIMEY av I 16 FA2/BCRi s
mAEm 14
KA FFEEIRRY, REIMARER . S EEE =14

ERPREAERIC S (T 2 EIEFAFIRIGHY

Day 1 Day 22 Day 43 Day 64 Day 85 Day 113 | Day 141 S HARS
~21 ~42 ~63 ~84 ~112 ~140 ~168 -
N=332 N=331 N=303 N=265 N=227 N=205 N=183 N=332
BIERTX, FFAZ, FHiRERE S,
RN, BB LB 28(8.4) 36(10.9) 23(7.6) 6(2.3) 5(2.2) 3(1.5) 1(0.5) 107(32.2)
BIIE (%)

1) /NEFEEGR T %/Bristol-Myers Squibb:ERRHEISEIHE (ONO-4538-92/CA2099DW) s BRAGHE (1T B} AGRIF & A



O EATHARE RN
Z TR ORRFEICH T DREVIRNBE R R REERES ENRE U EARERE (2HIREE) [CH1T2
TR MEATIRIER2,009610 55, Fr#RERES DFEIRINREEGrade ©20.61%(414/2,00941) . Grade 3

B ET5.33%(107/2,00961) TUTz,

AT HEERRS D GradeR| DEIERFERIANR

BlF RO (SOCPT) O - | e | R % ()
Fraemss 296(14.73) | 101(5.03) 6(0.30) 11(0.55) | 414(20.61)
RERURERS 2(0.10) 1(0.05) 1(0.05) 4(0.20)
187l 7=/ 2(0.10) 1(0.05) 1(0.05) 4(0.20)
Bipms 1(0.05) 1(0.05)
223 1(0.05) 1(0.05)
FriBEREES 93(4.63) 44(2.19) 6(0.30) 14(0.70) | 157(7.81)
RS 1(0.05) 1(0.05)
B IRT 1(0.05) 1(0.05)
BB 5o 1(0.05) 1(0.05)
i 2(0.10) 2(0.10)
e RE 82(4.08) 33(1.64) 3(0.15) 8(0.40) | 126(6.27)
RERHAT 1(0.05) 1(0.05)
S 1(0.05) 1(0.05)
BEULEVmE 2(0.10) 2(0.10)
S 6(0.30) 6(0.30) 4(0.20) 16/(0.80)
FrBERAR 2(0.10) 2(0.10)
YRS 1(0.05) 5(0.25) 1(0.05) 7(0.35) -
ErRiRE 212(1055) | 568(2.89) 3015 | 27301359) | (R
FSIVPE/NSYRITS—BIEN 112(5.57) 25(1.24) 3(0.15) | 140(6.97) ?Eg
FRISSEVBTPE/NSYRTTS—CEN | 141(7.02) 28(1.39) 2(0.10) | 171(8.51) L
BECUILE 8N 1(0.05) 1(0.05) 20.10) .
MePE L E 12(0.60) 6(0.30) 1(0.05) 19(0.95)
MmepIVVIRT 5 —EES 1(0.05) 1(0.05)
T=IIWIZINSYRTIS—LRE 1(0.05) 1(0.05)
T=IIWIZINSYRTTS— LI 84(4.18) 25(1.24) 1(0.05) | 110(5.48)
FHgRERE R A 4(0.20) 4(0.20)
hSYRPEF—E LS 1(0.05) 1(0.05)
M7 JUAURR T 79— LHh0 103(5.13) 18(0.90) 121(6.02)
it 5(0.25) 4(0.20) 9(0.45)
RepYOEY/—5 A8 2(0.10) 2(0.10)
REPEUILE R 2(0.10) 2(0.10)
HgaeieaiE L5 1(0.05) 1(0.05)

BIfERDIEEIFMedDRA/J Ver. 23.0ZFAWVTHREL. SERIXDHE (SOC) . B AFE (PT) THRRULI,
BICBIEANMEREREL TV SELE. RDBLIGradeDAT TU—(CSHTES LI,

REVIRA R RMERBEREZNREVCERMNERE (2PIFEE) DFFHEIC DOV TE FCURLISE DA

B EANERERRREE (2021F98) ZIsRIIIE L,
https://www.opdivo.jp/system/files/2021-09/0OPD_MEL_PMS_FB_Report.pdf
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RERREA . B BER

BEIRK. AR RARFHER AT NS LESEND aﬁBbﬂ%Ctb“aﬁUiﬁ'o
Q5T NUKRERF. BEOREZTHICHRELTZSL

Q@EENHOSNESICIF. /5 EDIETDRE, EﬁtﬂBL%%TT’J_C<TfZSL\o%TC\M\E(CFEUZ%
MEPIESEEL TS,
FTI—K BINS S
ORI EATIRZFREIRAI (20234F38 198 5)

e o )

MR | R, 55R) ERPRAEIR wams L&
60R. | SR T A (38.6/) R | [BRRE ] R 52/l B 1 19mg/dL B8 | 7000 b, 704 R
S | (9900E. OE) 73mg/dL L2

(Mg
T L
[{BFIPCRIZET] 9 L ARLDATRRRL
70m. | MEMRER | R B RO | (BRRE] MEE64/ 1l (BIR62/ UL, BHER | FLR=VOY
B (FRBR, &) 2/ul) &EH:99mg/dL. #E:69mg/dL. BERHTIRE2:
2
HIBFH SR 5BHNSDEMZER T .
F I =R —iRA HAEL
O BRI ENHERZFREIRGI (2023F38198S)

P o 3

MRl | GeEEm. ER) ERPRAEIR rEms L&
60M. |MEMEER | . A THMHEL, | [EBVRIEE] MEEEL FUR=vO>
i | (GSEB.BER) |E0(ER). SEEE | [BSRie] M S B CEE (830/ul) B

F3:195mg/dL. @ :46mg/dL
[+ )L ZBE])CMV. HSV. VZV. HHV6: &4
60m. |MEMEER | R (GOE). B EEHMRIRE] B0 FUR=vO>
it | (4708, 85 [‘Euﬁﬁél%ﬂiﬂ’aﬁﬁz 20/l SERADRI= TR IRTa
[mEtsE] e
[HSV-PCR$§§1 =k
708, | R R (RmiR e | R4/ L. B 44 amg/dL g | PF T XTIV UVBT
S | (6ADE. B 48mg/dL. FHURIOS— () MAEA (+). 88 | ZFILF U™ L. 751
RS () X5V IR T EY
[EECTRE ] FRREHL S RO Lok A,
T
FKIBIFH ISR SRRBNSOEBZERI .
OBBRA - ELEATIREZFRIRGI (2023F£10810808:5)

8. | AEERD o -

MR | GeEEE. ER) ERPRIEIR wans L8
60Rf. | BN | FREE. AR mALL | [MRIRE]5E5E_CA856(C 3/4~7.Th 1.3)Ic | FUR=UOY AFIL S
S | (4208. 080 | TROBHFEROBE | So8ES NS

eSS | FRE (RiRE] 7 /L7 =>31.1me/dL BB 1 3/ L.

20—)L:120mmol/L. FR#E59mg/dL. &H:
57mg/dL. FRIMEREL:0/ L B3RZER1 3/l %
BRO/uL. AT O—FILN YRR
[ZDMERFRARE ] AQPAFUA BRI, SIL- 22 B A
1277.2U/mLHSV 2%

FIRFHFE SR S OBHZERY .

SRR, SR, K
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Pem— 171626) 2362) S5t 20(7.3) 3011 | |EERUR MEkES 215(78.8)| 36(13.2)
&b 85(31.1) 3(1.1) Mmcpo U7 F =0 16(5.9) 1(0.4) BiBIE 143(52.4)
=0 68(24.9) 30.0) B 15(5.5) RE 81(29.7)| 13(4.8)
= 500183)| 5018 | |RERUREES 95(34.8)| 23(8.4) TORIE 48(17.6)
O 50(18.3) 2007) BAEE 81(29.7) 8(2.9) POREBIREE 30(11.0)| 12(4.4)
e 210.7) HBRRRUBSEAEE] 127(465) 1(0.4) SRR 1970 | 104
pr— 69(25.3) k= 78(28.6)| 39(14.3)
pr—— 66(24.2) BIE 65(23.8)| 37(13.6)

EEINSHMESNIcBEE54(E. CTCAE v4.0ZAWVWTEHEL. MedDRA ver 22.1#HBWVWTCHE#FEZ U,
RISREIRI. B |, [RERU]D2 RS TRl 1. [BhEdn ) | CHE S NIEH S BIEAE L TESHLEUTZ B8, [RBE|SHES NS & B ERE L T S LELI,
BIERDHIFEE F R 5% I0BF CICRIR-EBEUCERENRICESTUEL,

1) NEFRG T 2/Bristol-Myers Squibb:ERRHEZSIHE (ONO-4538-77/CA2099LA) FERAHE GTNEHR]) AR FHEER
2) N\FER T ERLEZ0E (ONO-4538-52) sERMHE ((HNER) (RIS EaEI i HEER)
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o EfEHFEEMEEHER (ONO-4538-55/CA209816:1ER) ¥

Z IR HEFEL G FRE

£Grade n(%)

Grade 3-4 n(%)

Grade 5 n(%)

LTI RAIEL 17681 BIfERFIESIE 147(83.5) 63(35.8) o
O5%L EICHEIRUIiTRIfHEENEAREDEIER—&
Z IR HEREOEG FTI—RHER2EAG R
BlfFRIRE %£Grade Grade 3-4 BlfFRIRE %£Grade Grade 3-4
n(%) n(%) n(%) n(%)
2 147 (83.5) 63 (35.8) | | ERIRIRE 58 (33.0) 17 (9.7)
BEEE 80 (45.5) 4 (2.3) SFORERECEIA 26 (14.8) 13 (7.4)
B 58 (33.0) 1 (0.6) V) \VARERIA 14 (8.0) 301.7)
&) 37 (21.0) B IEREUR A 13 (7.4) 3(11.7)
&0t 15 (8.5) 2 (1.1) meh o L7 F Z 400 12 (6.8)
T 10 (5.7) 1 (0.6) KERUR MEREE 52 (29.5) 4 (2.3)
MRROVINRES 69 (39.2) 28 (15.9) HZ 23 (13.1) 1 (0.6)
&m 41 (23.3) 5 (2.8) BREE 17 (9.7)
YFORERIBIAME 30 (17.0) 19 (10.8) | | RERURERES 45 (25.6) 8 (4.5)
BMERRIAME 17 (9.7) 2 (1.1) BHURR 30 (17.0) 2 (1.1)
—fg EHEENVIR S ORE 68 (38.6) 4 (2.3) R RIEE 30 (17.0) 2 (1.1)
R 25 (14.2) 1 (0.6) FEMZ1—0/NF— 11 (6.3)
) 22 (12.5) 1 (0.6) IFIRES. IZB R UfithRie= 22 (12.5)
R 16 (9.1) 2 (1.1) Lpo<h) 12 (6.8)

EEIDSHRESNIEBEERABIFCTCAE v4.0ZAWV TEHEL. MedDRA ver 25.0J2HWCHEHE R F U,

HSREIRIEBS & ], [BHEIRUID2RFETFHI S 11, [Bh&E&H ¢ | HIES NI

EIfFRDORERE L. MM ADY DRSO OREIR 5% I0BLUNICHEE BRUCBRENRICEST LELZ.

Holc BIEFEUTESTUE LIS 138, [ SRt nsc

SOlFBIERELTESTLELIS,

1) NEFERTHEEHEZFENE (ONO-4538-55/CA209816) s BRAE (W& ERISEHHER
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3. BIfFA

D

E EEIBTRE (4 7Y — R P —i A (AR

O @Bﬁ%ﬂlﬁ%Mﬁ%ﬁﬁﬁ (ONO-4538-48/CA209743:xKE%) "

RHTEIROI 30061 BT AA Soradenty Srode 34109 Srode 5 0tk
*  Grade SOPIERAXA 141
O5%LU EICHIRUCBIVER—&
BifEFIRE el BiEFIRE S| e
2 240 (80.0) 91 (30.3) 751800 17 (5.7) 7 (2.3)
BIEES 101 (33.7) 17 (5.7) FIIUTZ/NSYATIS—TEENM 16 (5.3) 501.7)
TR 62 (20.7) 10 (3.3) RBEROREBES 37 (12.3) 7 (2.3)
B 0 (10.0) 1 (0.3) BEIUAIE 29 (9.7) 2 (0.7)
—# S EBERUBSHIORE 9(97)| 300 | [mowms 51 170 507
7 M (37| 300 || ewmmsmErE 32 (107)
FE 5 83) BRERRURSEHEE 44 (147 60
S 16 (5.3 P 203 | 103
ERRUR MBS 116 387)| 1033 || mom 15 5.0
=5%E 2063|300 | |#E.esponEssmE 2667 | 300
e 3043|300 || mAc#sEm 2460 | 300
HREBRES 1663 | 103
PRI 60 200)| 22 (73)
U= 2067 | 13 43

ERINSHRESNICAEERA(E. CTCAE v4.0ZAWVCEHEL. MedDRA ver 22.1ZAWCEHRHEBREL
HSREIRISE, [EHESG | [BHERU) D 2B TEHIl S 1. [B&E S | CHIES NS E(C, aaU{’Eﬁﬁtb'Cﬁn’rbibRcBEb [RER | ESNIBSIFRIERE LTSS LELI,
EUT’Eﬁﬁ@%iﬁﬁEfi‘(&E'%%%}&“'—:)%BOEI%Z“(C%Eﬁ'%%bfc?%’éi@%(i%ﬁfb%b7L°

1) NEFEEER T 2/Bristol-Myers Squibb:EEHEIZEMAE (ONO-4538-48/CA209743) s BRAiE GINER]) AGBIsHEE
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O =5 7y—t-(LemsHmm)

AT —

WL BEH AEE

o HfEHESEMAB5KER (ONO-4538-44/CA2096495158) V

2Grade n(%)

Grade 3-4 n(%)

Grade 5 n (%)

R WITHIROIN 7824 BHERRIRERIS Y TICRN OB
* Grade SOPERATR B FRMEFPIALTE | B BUMERAE ). BEONE 61
O5%LU EICHIBRUCEIER—E
BHERES Sss || GEEe AERIES S| B
2K 738 (94.4) 462 (59.1) HEHD 5 (5.8) 2 (0.3)
BiEEE 520 (66.5) 88 (11.3) MRBROVVINREE 390 (49.9) 185 (23.7)
ZD 323 (41.3) 20 (2.6) Al 203 (26.0) 47 (6.0)
N 253 (32.4) 35 (4.5) SFPERRIAME 191 (24.4) 118 (15.1)
B0t 195 (24.9) 17 (2.2) /)RR AME 157 (20.1) 19 (2.4)
) 3(9.3) 2 (0.3) B 63 8.1) 5 (0.6)
ek 7 7.3) 709 || —m-esmERoBSHaORE 376 (48.1)| 49 (6.3)
i 39 (5.0) 4 (0.5) B 202 (25.8) 30 (3.8)
HRAEE 466 (59.6) 69 (8.8) FIIE 73 (9.3) 7 (0.9)
KM =2 —0/VF— 221 (28.3) 31 (4.0 FHE 64 (8.2) 4 (0.5)
R 1O/ TF— 137 (175)| 16 (2.0) KSR YT 62 (7.9) 6 (0.8)
) 9 (7.5) 2 (0.3) Bam 42 (5.4) 2 (03)
KERE 2 (5.4) RERU K T MRS 251 321)| 28 (3.6)
B 0 (5.1) 2 (03) T RERTEFDTRE 94 (12.0)| 11 (1.4)
ERIRIRE 413 (52.8) 178 (22.8) iz 74 (9.5) 7 (0.9)
S PERECR A 158 (20.2) 83 (10.6) ZOFEIE 54 (6.9) 1 (0.1)
MRS 156 (199)| 20 26) | | Rwmosam= 227 (290)| 36 (4.6)
FANSEUBTZ /NS ATTS—EEN 122 (15.6) 12 (1.5) BYURE 157 (20.1) 4 (1.8)
BIMERECF A 112 (14.3) 23 (2.9 A BEE 95 (12.1) 5 (0.6)
PSP /NS VRTIS—TEEN 9 (11.4) 6 (0.8) ERIRBRIEAEIR E 70 (9.0)
S — o 89 (114)| 45 (58) | | B=. FSRONESHE 75 96) | 12 (1.5
F=S5—TEN 71 (9.1) 21 (2.7) EANCHIRIN 66 (8.4) 11 (1.4)
M7 )L AU 75— LHE 2 (6:6) 5 (06) || newms 73 (9.3) 9 (1.2)
MEPEUILE 8 8 (6.1) 4 (05) BT 48 (6.1) 4 (05)
B S WA oA EESA(E. CTCAE v4.0%& AL CEHEL. MedDRA ver 23,0 CHHBERELI,

HSRBIRIS, [BHESH . [BHEIRU) D 2ERFE TEHI S 1. [BEhEd ) JCHIES N
EMERORIBAE S RIIR 5% 30BF TICHRIR IBRUCBRENRICEST LR,

Holc BIFRCUTEE LEUIZ 88, [ CHE S NS S I3 B FRE LTSS LELI,

1) NEFERTHEEHESENE (ONO-4538-44/CA209649) B AE (NER) ERISEHHER
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3. BIfFA

® HfEHE) /MR ER (ONO-4538-3751 8% Part 2) "

LT RAIN 35001 B RS Soraden® Srode 3400 Srode 5 0tk
% Grade SOMERZZAFE 1B, FERMIES PHORAGE Bl FFA% 1
O5%L FICHIRUCRITER—&
SHERIES s A BHERES S || SRR
o 351 (97.8) | 205 (57.1)| | —-EEWERUESHLORE 178 49.6) | 11 G.1)
BiEES 275 (76.6) 41 (11.4) FHER 32 (8.9) 2 (0.6)
2D 181 (50.4) 10 (2.8) ksl 72 (20.1) 5 (1.4)
T 125 348 | 16 @5 || mEm 59 (164)
= 24023 | 103 || mom 27 (7.9 PRCRY)
@0t 72 (20.1) 5 (1.4) BERUE MEEES 172 (47.9) 14 (3.9)
ORX 64 (17.8) 6 (1.7) R 45 (12.5) 2 (0.6)
i 19 (5.3) ZOFERE 42 (11.7)
HETEE 282 (786) | 23 (64) | | T RERMOSTLERE 53 (148) | 5 (14)
KRS 1O/ F — 201 560) | 14 G9) || mmewen 20 5.6)
RS 57 (159) MARTU 100 27.9) | 45 (125)
=0T — 51042 | 308 || &m 68 (189) | 27 (75)
s 24 6.7) 607 || mivmasE 23 (6.4) 8 22
R 253 (705) | 107 298| | womasE 19 53) 8 22
FPHRAD 157 437) | 71 (19.8)| | B WHROWEES 52145 | 6017
/) RETR 2 144 (40.1) 34 (9.5) Lpo<h) 20 (5.6) 1 (0.3)
IR 77 @14 | 10 28 | | BB PBRUDESHE 34 (95) 5 (1.4)
PSR MPE /NS UATIS— RN | 54 (150) | 4 (1) || EACESRS 32 8.9) 5 (1.4)
FSZUPZ/NSVRTTS—EHEN 41 (11.4) 2 (0.6) MmEEE 40 (11.1) 3 (0.8)
Mo UJLE >0 34 (9.5) 6 (1.7) =3z 23 (6.4)
EAD 22 6.1) RS 35 (9.7) 2 06
TSNS AT TS — BN 21 68 6(17) || mrmmEETE 24 6.7) 103
AR SRS 203 (56.5) | 46 (12.8)
BAURE 187 (52.1) 29 (8.1)

EEINSHESNcAEBRA(E. CTCAE v4.0ZRWCEHIL. MedDRA ver 22. 1)V CHHFERE LI,
HRBIRIS, [BHESR ). [BHERU) D 2ERFE TEHI S 1. [BhESD ) | EHESNTB S BUFREUTESTUEU . B8, [MRICHES NS EIFEHERE L TR LEL .
B DFRIIAE(F, RIIR 5% 28 TICHIR- BRUCERENRICEET UE LI,

1) NEFERTEEFELESED/IE (ONO-4538-37) i BRiE GINER]) ASBIs TSR
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REBE(X T Y- Y-S HAEE ZTﬁ—T('{hsiﬁifl#FﬂﬁiE)qg

A TI—- T —RABIREE 4TI —R-(CRRAGHREA
o EFHEIFEMAEKER (ONO-4538-50/CA2096485K5%)

R EFHIT R B jj\j\_fﬁ;;;ﬁ‘/ﬂ#ﬁgi jjy\_nu\‘; %?j%ﬂ#mgi
*  Grade SOWERFZEISIER OIS 16 (F 7Y —R+—RA HEREE) K 16] (F 7Y — R HE2ES AT RE)
OVITNHDEF TSR LICHRIRUIZEWER—&
F IR+ —RA G REE I —RHEF AR
BlfFRIRE %£Grade Grade3-4 %£Grade Grade3-4
n(%) n(%) n(%) n(%)

21F 256 (79.5) 102 (31.7) 297 (95.8) 147 (47.4)

BERUR MRS 118 (36.6) 14 (4.3) 85 (27.4) 1 (0.3)
e 55 (17.1) 7 (2.2) 24 (7.7) 1 (0.3)
TOFERE 43 (13.4) 3 (0.9) 23 (7.4)

BHEAE 2 (0.6) 31 (10.0)

BhElEE 92 (28.6) 15 (4.7) 246 (79.4) 49 (15.8)
T 32 (9.9 2 (0.6) 0 (19.4) 3 (1.0
2 26 (8.1) 1 (0.3) 182 (58.7) 11 (3.5)
120t 18 (5.6) 4 (1.2) 6 (18.1) 7 (23)
ORI 14 (4.3) 8 (31.6) 0 (6.5
20 7 (2.2) 1 (0.3) 9 (19.0) 2 (0.6)

RDBEE 83 (25.8) 19 (5.9) 30 (9.7) 3 (1.0
BRI BRI ™E 43 (13.4) 18 (5.8)

ERIRBRHERET THEAE 20 (6.2) 2 (0.6) 7 (2.3)

—h%- 2 BEERURSEIOIREE 71 (22.0) 7 (2.2) 151 (48.7) 17 (5.5)

"’ 9 (9.0 4 (1.2) 61 (19.7) 7 (2.3)
FEE 6 (8.1) 1(0.3) 8 (2.6)
Bk 2 (37) 50 (16.1) 1(0.3)
BIE 7 (2.2) 1(0.3) 20 (6.5) 2 (0.6)
FEREDNAE 4(1.2) 33 (10.6) 8 (2.6)
FAHIEFRE 17 (5.5)

BRRIRE 67 (20.8) 19 (5.9) 152 (49.0) 44 (14.2)
FP2ZNSF VBT /NS TS 29 (9.0) 4(1.2) 16 (5.2) 2 (0.6)
FPISZUTPE/NIVATTS—EHEN 25 (7.8) 7 (2.2) 8 (5.8) 2 (0.6)
M/ RERI A 6 (1.9 6 (11.6) 3 (1.0) B
Mep o L7 F = 80 5 (1.6) 9 (12.6) 1(0.3) b=l
BIEREAD 309 3 (13.9) 11 G5 =
GFERECRI A 2 (0.6) 5 (21.0) 25 (8.1)
BIVT7F - IUTP TV ZE 19 (6.1)

KRR ORERES 47 (14.6) 20 (6.2) 170 (54.8) 45 (14.5)
BAUEIER 19 (5.9) 5(1.6) 132 (42.6) 13 (4.2)
KFNUD AMAE 9 (2.8) 8 (2.5) 29 (9.4) 17 (5.5)

[FIRES. BZB R Uit s 39 (12.1) 11 (3.4) 71 (22.9) 3 (1.0)
Rt 20 (6.2) 7 (2.2) 15 (4.8) 1 (0.3)
o<l 2 (0.6) 42 (13.5)

MRROVVINFES 23 (7.1) 3 (0.9 124 (40.0) 44 (14.2)
21 12 (3.7) 2 (0.6) 93 (30.0) 30 (9.7)
SFOPERORIAME 29 (9.4) 8 (2.6)

THRRIEE 16 (5.0) 1 (0.3) 83 (26.8) 5 (1.6)
ERE 4(1.2) 19 (6.1)
=2 —0/F— 1 (0.3) 20 (6.5) 2 (0.6)
RS =1 —0/VF — 1(0.3) 26 (8.4) 1(0.3)

EEINSI|ESNIcHEBRAIECTCAE v4.0ZR W CEHEL. MedDRA ver 23 1ZRWCHEHERAE LI,
HSRBIRISBS &) ] [BHERUID2ERFETIHIE S 1L [BhESH W | CHE S NS EIC BFFEUTERSTUE U 88, [ SHIBT S NIcS S FBERE L TESTLELIZ,
BMERDFAIREE (S, 3&%&%5&?&@5%@305&?\]{C%iﬁ-%%b?’c%%’&?@%[%ﬁbibn

1) BRI Z/Bristol-Myers Squibb:EEHESEMNE (ONO-4538-50/CA209648) s ERAHE GINER) AR HIE R
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3. BIfFA

) e a4 7Y — R LA AR ©,

® HEHESEMABEKER (ONO-4538-56/CA209901:15% &IEHER) "

BRI 30451 BRSNS Soradent Srade 34100 Srode 5 0tk
*  Grade SOPIER:UMAE 161
O5%L EICHIRUEIWER—E
BifEFIEE el BiEFIEE S| G
2 296 (97.4) 187 (61.5) meh7 L7 F Z 1800 39 (12.8) 1 (0.3)
MERVTUVINRES 218 (71.7) 111 (36.5) FIIUTZ/NSYATIS—TPEM 27 (8.9) 5 (1.6)
&m 174 (57.2) 67 (22.0) FPRNSFVBTZ /SNSRI —EHEN 25 (8.2) 4 (1.3
SFOPERIBIAME 93 (30.6) 57 (18.8) T=Z—E1E 23 (7.6) 5(1.6)
MV \ARIBIAME 45 (14.8) 20 (6.6) U/ S—tEnn 22 (7.2) 6 (2.0)
BT 38 (125 703 || U 1653 | 8026
BERE 201 66.1)| 14 46) | | RuRURERS 107 352 22 7.0)
BiD 142 (46.7) 1 (0.3) BEHUEIER 68 (22.4) 4 (1.3)
gt 55 (18.0) | 4 (1.3) | | RARUR TGRS 111 G65)| 826
i 14 45| o z5mi 44 (45| 209
A 02| 403 || =e 41135 207
—B-2BRERUESHIORE 151 @97)| 17 56) || mEm 1756 | 0
w5 74 43| 60 | | mExEs 77 @53| 403
O 7 (55| 300 || xEe=a-—o/r— 2066 | 103
BRRIRE 170 (55.9) 75 (24.7) KERE 16 (5.3) 0
FFePIEA 75 047)| 44 (145)| | mowmEs 56 (184)| 5 (1.6)
MRS 66 17| 23 76 || THREETE 20 132] o0
MRS 64 10| 30 09 | | wwmmmnes 2066 | 103

EENSHMESNIEHEBRA(E, CTCAE ver 4.0ZHWVCEHEIL. MedDRA ver 26.0JZFHWVCHRHEZE U,
RSREIRISL, [FHESD | [BERHERUID2ERFE THIE SN, [BHES W | CHESNTH ST BHEREU CESTURU . B8, [RRIEHES NS FEHERE L TESLEL.
EIEFDRIRRE L EBRERIRS5E 0B CICHRR BRUCBRENRICEST UELI,

1) NEFER T EEHEZFEME (ONO-4538-56/CA209901) B AIE (NER]) ERISEHHER
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B 5reBRanm (4 oY —ike v —iti A (HAIRE)

A TI—m- T — R BIREE
o EFHEIFEMAEKER (ONO-4538-92/CA2099DWiRER) ¥

DRI R B 3326 BIERERE I Eoadenty Srade J40) Srade 5 )

O5%L FICHIRUCEITER—E
BHERIES el BERIES el

e 278 (83.7)| 137 413) | | —M 2 BMERUBSHUORE 86 (259 |  2(06)
HRRUE RS 174 524)| 20 60) || mrm 34 (102|103

ZOFEIE 93 (28.0) 5(1.5) &l 27 (8.1)

P 64 (193 | 608 || BBE= 83 (250)| 22 (66)

HREBRES 18 (5.4) 206 || T 47 (142)| 4012
prem— 116 349)| 45 (136)| | =0 19 57)

FPANSF VBT /NS VA TTS—TEN 65 (19.6) 20 (6.0) RERUREREE 39 (11.7) 8 (2.4)

FSZUTZ /NS VRTTS—EEN 63 (19.0) 16 (4.8) BAUAIR 23 (6.9) 1 (0.3)

I — o 3701 | 1760) | | GRRRROSeEEES 36 (108)| 6018

FPES—TEN 31 (9.3) 3 (0.9) BIER 17 (5.1) 1 (0.3)
RoEE 88 (265)| 11 (33)

ERIRIAEAE T 40 (12.0)

ERRBRIERETTEEE 34 (10.2) 2 (0.6)

EEINDOHESNIcBSTERBIECTCAE v5.0ZFEWVTEHIIL. MedDRA ver 26.1JZFAWCiRAHEER FE U,
RREIRIFRSED . [BEER U] D 2ELME TEHMi S . [Bh&Ed ) | SHE SNBSS BWEREUTESTUE LIS B8, [RBE| SHITS B S F8IERE L TEST UE U,
BIERDHRIFIEE S ARESIIR 5% 30BLRICKIR BB USSR ENRICESTUELE.

1) \EFEER T2/ Bristol-Myers Squibb:EEHEEEME (ONO-4538-92/CA2099DW) s BRALE (1t NEH}) ARBSE &+

102



3. BIfFA

] =umeEv—framms) @

o EPIEENSR (CA1843965450) "

wewmmymm | OSSN ayemsmrp @?;a%%ggw Grad;‘( 13;‘5)”(%) Grade 5 n%)
BIfEFIEE o CEsE [Gep e BIfEFIEE ECESE (G BIfEFIEE ol
205 1260.0) | 3(15.0) | |FRE. WHRUHEEE | 1(5.0) 7 1(5.0)
SERmE 1(5.0) IR 1(5.0) Bam 150
BT 1(5.0) e 2(10.0) YOI 150
RARUREES 3(15.0) | 1(5.0 A 2(10.0) RS 3(15.0) | 2(10.0)
BAURIR 2(10.0) HERUR MARES 9(45.0) TSZVYFSI/NIVAL 30150) | 1(5.0)
BT 160 | 160 | | #5 7(35.0) Ea
RS 15.0 =S 2100) DRI SN 3050 | 1650
KERES 1(5.0) BREAE 1(5.0) Moy E R 1(5.0)
18ER 1(5.0) HREE R 1(5.0) C-RISHESE 1(5.0)
e 1(5.0) B2 BMERURSHIORE| 5(25.0)
[Fch 1(5.0) FE 3(15.0)

EEINSHRE SNBSS ERAIF. MedDRA ver 17.0ZAWVTHRHEZ . GradeldCTCAE v3.0 BAERICOGHRZRWV CTEHILE LIz,
¥ —IRA DRALIZ S TI0RRF CICHIBEUIBIER D &St
*Grade 4D IERIFFRDSNEN I

o ;Y MR ER (MDX010-205E8) 2

*Grade SOPIRIER Bl SIS =7 1 Bl MERE1 Bl A= Bl B2 Bl
O5%L EICHEIRUEIER—E

BiFFIEE SOl GRS BlfEFIES SOLS |G BifEFIES SOkes (GRRE
24 105(80.2)| 3022.9)| | it 16(1222 I3 8(6.1)
RERURERS 17030 108) | | Amx 100.6) | 7(53) | |£SmERUESRAEE | 53405)| 1007.6)
BRHE 15(11.5) P 8(6.1) o 320244)] 646)
BERE 62473 10076) | [EmRUETEEEE | 58443)| 2015 | | mn 10(7.6)
T 360275 646 | | =mE 32024.4) = 7(653)
BiD 31(23.7) iz 25(19.1)| 1(0.8)

EEN'SHMESNICAEERA(F, MedDRA ver 12.1ZHWCEHHE A GradeldCTCAE v3.0 HAEERICOGHRZABW TEHiiLE LIz,
X UEAICBNWCTEMOBMERNHIRUIIS S ERRBGradeDEIEAZ S Uz,

1) Bristol-Myers Squibb: EIPISEIAE (CA184396) s ERAE (T NERL) HERISHMHE R
2) Bristol-Myers Squibb: E#2548 (MDX010-20) sERAUE GTNER)) AGRISaHMlhE !
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I 4. Q&A

4. Q&A

Pl (S ] (8

Q1 AFO0 R EIBRERIVEVE) ZERT 2HEEDFERIFMATITH?

A1 MEITGE | RAEMDBRNEDDZERHRICZIIL. PEELI ORI DBIERIC LT

[FRPHCRIBRETIVEVAICKDBEZITOCENNETT . Fc BIBRENLEY
BlICKERD EEUCBE ERDBRZBRSTzH 1 hBMU EN T CRIBRERILEY
BlZ#pd 2 HBERCT . REBICHIE > CRIBKE TT\)IPE/%URI&*%FHD%U*U@&
S niEiRGE. BN RRPEZ I ERID TR S Z R LT IEE

Q2 RS ZETUTHSBNARICEOSNBEIERICEEDKRSBHDH GBI TH?

A2 FTI—N RS TROBWER (P.85) ZTSHRIETN
Y—iR+ . EREIEEER (CA184396518) TlF. iR 5% 31HBLRICHKIRUICAR
HICHFEMREIERG. S4B, Z DFEE. BiE. FIRIRFEEER ™E. TEAEEEET
fE BRI/ Z 1 BIICERHOSNE LIz D S5, Grade 3L EDEIERIFHERSK (Grade
3) TUTz. BN E B 5 (MDX010-205888) D3mg/kgBf Cld. &i&k5%31HBLL
BERICHRIR U AR IR E 2 BWER . TRI(3.1%) . KB (2.3%) NUSEEMEEH
(2.3%) TUIz. F1zGrade 3B ETIF. KEEXR0.8% (141) . KEZZFL0.8% (141) . LEBH
{EEHIM0.8% (14l) . FEAAEREE AE0.8% (161) . FEFR0.8% (14l) TUIZ. ZDD
B TNEAAEE MEFGrade 4. KBREFLIEGrade 5CUTE,

Q3 ED0FV. . BGBEVIFY FNELDIFVEHALIBEDT—93HIETH?

A3 FFPI—IR I DIFVEOHAICIFFRLTL SV (G Y —RERBFR[10. HE
ERIBR) . Ffc. TEEDBUBRRRERICS VL TIIF VDERSIFFRHSNTVELIEA.
INSOBREDLZEMNUBMMEFRESNTOEEA.
ERANOEL MBFHERICS VT I ABRLAND DI F /ERIFEEECLI,
12U BN SRR ER 558 (CA2090035 ) Tl ANE(L/885L1 VI ILIVHD
ITFVFRETRETUI . EDITF VIFERSA T TUI,
Y—iRA  EDIFY FBEEVIFVEARRZRSUCT —IEHIFEAN NEE
DIOFVERBZRGUET -9 ELT VIR ERERBERE ICHUTAEIIN(E
10mg/kg®' h' & 5 S NIcBNEIER{LE TR (CA184004558) (n=82) Tld. &Hl
®5108781(E38) ICHREBARTIF> (n=71)  A&IHRS558% (£28) (1 T)ILIVHD
IF 2 (n=51) RUMRIKE DI F > (n=61) iMEESNFUIc, TORR. AFIR 5% 78
FTOETIFUIHT B3mg/kg. 10mg/kgH BEDRRIEREDEINFIBEIF. N7
NRERDIFICHUT2.2.2.0. 4 )T DIF > (A/HINT.A/H3N2. B) (TX
LT33.6~85.6.34.8~76.0.FiREKE T F >/ (2.6B.8.9V. 14, 19F, 23F) WL T
7.4~41.8.5.3~47 1 CUIC BB FIRBL MY T FIVIFFESNT  AHRICHIT2
TeMOT7A)VIE DI F V=R S UIRD S e b D AF| DEg e ERE—B L T ER LI,

B8, RO THELERICE I BEORBRIGIC &Y. D0 F > BE% ORIRIG
(PF T4 5%y — FRERBUOFR. USAS) DR BIET BTN FRINE
T 20Tt WL EBITF VEBRI0NRIET T T4 5+ Y—RROBRIONT
BECERL RS, T UCERSEEERNZ S SEEL T REL



Q4. HEBEECEVRIRT ZEERORRK IR ORIREEZ . 4 7Y — R L s

EWEHUEITH?

A4

T —MEREE . vV —IRA EDHABEE 2 EZBEEDHABEES (LA
NI AT (BETFHER) EOHBRLE AR Y FZTEOHBEE RO —R
A AbZEEAEDHABRECICHITDCGrade 3L EDBRIERFIREEIE. ZNEN14.2%.
38.8%.55.6%.74.7%.60.6% K%V 44.7% TUlc. CNSDIERIFHREBEHN BRIFDE
NOBEZRLERFTEFEAN . BIMEAR B U T fHRBARICEWERDRIZEEN
BLERNBHONTHIFET, TR EOHABICBVTIE FFESOEEERESE. (b
FEEEDHABICBVTF MAEE. B E- XNV XY T (BETFHRIRR) EDHAIC
BUVTIF FHAMIF PR AMEFORIFEEN S RSP IEICESEEREUVTHRDS
ncuxEd,

— B HREERISGRDSNCBHERDZ L E 4 I —R, V—RA XIIEFED L REE
DEEMEERFICOEVTOESRINTVDIERTUIC Tl BIEEDREIRFAICOWT
HAKEREVEROHTHIFEA GEHITBEIEFR A R (EEIE L) F72sRIES
W) AR OZ2MIBRIFEESNTNDIEDS. B OB F AN PEEMSZ 9
([CHESRVV e BIEICTEHEALIES LY,

*1 HET—IICEENBEERRIFBIEER A R (EFIBERR) P. 1288,
*2~6 BT —5(CEFNBEARTRL. P.31~4088,

Q5 HAFEICLVERT SEFRAOMLEL. SEREEEEVFHIETH?

As

HABE CROSNICKEBD DEIERIF. BEREER TR WBIFORILE )L TUX L
(CHEL), RERICEZM M ONEY)IRBE (4 7Y —IRE P — IR DR SR (3R 5T ZS
B)ZTOCECTEEXRIFERUTCHY EETRECTUIZ itVEL T HABAIC K FHIR
I2EWERICH UL T AEMICECEDOMAFHBEDONE? IV TUX L (P.160~) Z5E
(CEYRUEZIT TS L,

I BREREGRORENVURHE

>0 & ’
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4. Q&A

AFI—

Q6 ZFTI—IRDESPICAS /- YRMTZREITLTHLINTTH?

A6 ERNROTENEERED(CA Y —RIESH—ETOX S/ — R URRifEAR T /> TWVEL

e ZDEBEEMEOHIKMICHKE T DNOTH ZLMICLDDDTIFHIEFE Ao
12U F Y- R RBREZETE M LS B BT ENS . FBAIZ(F UHE T DRAERIHD
TUEIC T2 OFRIRE. MO &2 TIREI<IES W,
138 AFIRSHICFiT GEEFM) Z1To/BBICH Y —RERL(TRE TETBHETD
HIBERATY AR EDFMDEENHERTDE TR 4TI —ROREZHEAL
EEW 2. EASEIEEER (ONO-4538-02, ONO-4538-085Ek) Tl Filik( /B85
NDSNIN T EEL IR DE COHEZ . £ MFT CHBRE. BRFM T 2BBELTLELIZ,

Q7. B A TORSMIIFEIILTVETH?

A7 R EHRULEEEOLREMEFHEIILTOERE v,

IHIVNI V= HALERNEER (CA18420258) RUNAS T Z T ZHALICEN
ER (CA1841615R) I BRI N EEDHKEEERE N SHE THRIZL., B 0tH
L CIRBBUNRDONETEATUC ARET DIV U RUARENLSTTZT
ZDMBEFHRALBEVEIICUTLEE V. FEHBRDLZEMHDBRZL FIRULE T,

CA184202:8&"

CA184202 BRI EFE AR BBEDETHRECEREZNREVLC I FEFERZE
EEHHIEEE I 8B A — Y SN)VERNFIEEE T U BAZAEFIE 2661 U, 2El
10mg/kg (BRRR C4EE5)H EDTIC 850mg/m2(3BRIR CRASEIRS) Dft
AEEICRDBEMER LM ZRETUEUE. Z DR, 1561001 06IICGrade 384 E
DFRAINSFE VBT /NSVRATIS—EBURASTEN, PSP /NSVRATT
S—E(UFALENIH RSN fcs BB TERVEHIBTS N ORI EE R E U,

>0 | |

CA18416155

CA184161RBRFAFIENLAS T T EHARELT. REMOIMER RS 2y

V21— )L DREEBNEUSENEHIRER TR LIz BRAF V600ZERAEE T B85

BILEHEEE T, BRAFE U IZMEKBREH], ZGHICTLA-45AE UL IFHPD- 141k

[C&BBBEEDBNEBREENRELEU. HEREEH 260U RICRL2 D20 Ik—

[CZNZN6HIEHIANSNEL.

Jih—N (66): BABELTARAS T = T 8MIE 5 (960mg#E 1 B2EH85) #1178
£, Z D%, A8 (3mg/kgZ3BRIC EICAERS) ERLSTT=T
(960mg# 1 B2EHE5) ZHtFRRS

Jh—R1AGHD): RASTT=T (720mgz 1 B2E385) EAHI (3mg/kgZ BRI E

[CAEHRS) ZH RS

FEERLS TT= T EHARSUE108I066IICGrade 3DFHEEEBRE (FS/NS

YRI5 P L) PROSN. TN SEEOEIRR S5 TFESNEE LIS WV

FETUT LLEDS, AFIER LS T = TOHBARS (FF13mg/kgD3BRIRMBIEZS &

RLSTT=T 960X1$720mgD 1 B2 5 EDHA) FRE CERBLE KB, &

BRI FE2 R — MRS UIE B S TSR E LT,

1) Yamazaki N. et al.: Cancer Chemother. Pharmacol., 76: 969-975, 2015.
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QB. SESEMIBRER (MDX010-20558) TIZHLA-A2*0201 B EE D H D HRE TS

TWETHLA-A2*0201 I3 EBE D HICERTNETIH?

As

BN EIEER (MDX010-20588) (WUF. 2058) [CBVTIF. P —RABELTY—R
A 3mg/kgERIR 58, 7 —iRA 3mg/kgEgp 100 H ARS8, WIRE S L Tgp 10072
MRS BNRESNTHEY. HLA-A2*0201 [CIEE T BT EN RSN T Zgp100/8
TFROTF P2 EZVRSENRESNCTENS HLA-A2*020 1B EDEED HH
BIRENFEUIc. UD U RL BHLAB G FROE EZ2 T TR Z & LS80 I F
BEAERRY  ABIDIERERICE DL AFI DB EIFHLADEG FRICHIRS N/
WEZRENEFT, 205088, CA1840045B& MU' CA 1840225158 CBH FEIBEER) DA
F3mg/kgi SEEDHLA-A2*0201 BEFIDENEDBERIFL T DEI TI,
CA18400458% (LU, 0045888) [CH WV TlF AHI3mg/ kg8 ik S BEEAEI1 0mg/kg™’
B 5B D 2B N SR ESNE UIc. CA1840225 8% (LA, 0225888) (CB WL TIF A&HAl
0.3mg/kg* 83hig 585, V—IR+ 3mg/kgBIRIg S8 &V —IN+ 10mg/kg* 85hig 5
B3I RESNF U, Wt Dgp 1 00 TFFROIF /2SO RES NG
W2oleCENBHLA-A2* 0201 BEODHIRRIFER ITONF A TUIC. LIRC205 5. 004
e FTEEED ) RU0225BOMEHMTOERICE DL 77— 3mg/kgi 58
BIFB.HLA-A2*020 1 BERIDEWERZIZERULE T,

205188, 0045 B8R U022 B DHABITERICE I<HLA-A2*020 1 BRI ZEE

HEBRES B5E | =561 | HLA-A2*0201 =3y ES(g))
MDX010-20 3mg/kg | 137 B 10.9%(15)
CA184004/CA184022 | , 47 m 4.3%(2)
A et mg/kg

ORGSR 46 B 6.5%(3)

FIZHLA-A2*0201 DY A FRIDAEFRERICDOVT, 20D T — 9 LB 255k
(004K U022588) DFEET —9 2RV CUNORRI T4 T ZITVE U,

©7—13mg/kgIC B3 B20HBREMS T — (0045ERR V0225188) TD
HLAS A« TRIDETFHER

1.04
0.9 =
0.8 1
0.7 4
4 061
F 054
*x 0.4+
* 0.3 =
0.2 4
0.1 4
0.0
I 0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 51 54 57(B)
P —IRA 3mg/kgtihig 5
(20558) (1) 137112 89 72 56 42 35 30 24 21 17 13 13 9 5 4 2 1 1 0

T —1RA 3mg/kiB 58 (+)
(1) 46 42 36 26 20 16 14 14 13 6 2 O O O O O O O O O

7—m+ 3mg/kgiR 58 ()
(BIHERER) 47 37 26 21 17 15 13 12 8 3 1 O O O O O O O O O
Y—RA3mg/kgEIRiR 58 (2058) (+) - —-V—A3mg/kglmit 58 (+) GBIEHER) - Y—iiA 3mg/kgEinik 58 (—) GEIAEHER)
oo ofT541H oo of] 544 & a afT540H
#EUH / # fEBEL PRIE (95%(SFXRE)

7—RA 3mg/kgIRit 58 (20558) (+) 100/137 10.1 (8.02, 13.8)

—iR 3mg/ketR 58 (+) (EIEEER) 33/ 46 10.1 (7.92,16.1)

P—iR1 3mg/kegtR 58 () GEIHERER) 37/ 47 8.74 (5.09, 13.5)

E1 BRRAGRORENUHE E2 ERFREAGR

>0 & ’
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I 5. SZEH

5. 5EHH

B =tmeE o oy—R-v—RrpREs)

F 7 — v — IR BB

o EAEIERER (ONO-4538-17:KE8) ¥
eSS

=] i 1 REBEDREVBRAEERIL VI FBEDRMEREEBICONT 24 Y —IRE 7 — M+ DHAROD
BWERUZLMZIRETT B,
HER T Y A LIEREEIFERIE R R

B® 5 75 &:
B SR
BRREDR SRS LRSS, AR ERET
E I ) B
1+ 1+ 1 4+
0E 38 68 o0& 38 68 oE 28 48 6M
PSS — v smmonser g i
\ — 28BICHIR
4+ v—RA 3mg/keRs BiicH
T n FBETERL
1+ 2TV 3me/keis HEERS0 — 28EICHE
O nEEHRYE Bk 3L
[HEAFDRSHEE]

Z 7TV —R(1mg/kgmifiEst) 2600 ENTTRSU REE T#%300 U LDOBRZEH VT, 7 —R- (3mg/kg

FUBEET) ZI0D LI ENTTIRG

* D BEREECHT IRIBEN RIS NSFE T XIEPDEULFBRENBOSNDE TURERRY 6~ 1 2B[EZ B R(CERZH
(CT/MRI) ZH#5T 9 %o MHEICIEU CIRAREN FEGRREZRIRTE BEDZEMZ TR T I EET 2. 6% MIC
EUICBRELOERBROEE CETRVEEBRNIPLEORREGSLESERICOV TS BEXFERS 2VFERR
EICLBIABDLEN BN SN DE TEIHEET 2.

Ol 1B B [EDE EEHEEE == (ORR) [RECISTHA RS A V11 RICE D bR FE(CLDCRYE

PROEIE]
BIREHIEIEE 3= (ORR) (SRIEEEEBDEIHIE) . 2EFHR (OS) | BB AT
& (PFS) &

HEER BHRRES

BB W 5t B :([Enk TEFHHEEE Z3= (ORR) (PRYE) (3. Bl& KU Clopper-PearsoniAZ L TI5%
ClzgH,
BIREHEIER =S El& MU Clopper-PearsoniZZRWVTIS%ClEzEH, Fie 2
H1FHAR (OS) . MIBTBATFHIR (PFS) (L DUV T Kaplan-Meier g 7x
U.Kaplan-Meier£Z W\ CEMBTIEE D RIER VIS5 CIZEHTE . &
B AHBR CIREZITOIRWVCHBFENEFEFRELZN,
CTCAE v4.0BA5ERICOGHZRWTEFHELTz,

5.
&
=
=
#

1) \BFEER T 2/Bristol-Myers Squibb:EMNEEIHE (ONO-4538-17) s ERMIE GTNER) EGRbSHmE
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BEXTIa-IL
FKEBEOREBUIRARERI VY (FBFROELHECEREZTNREUCERNEIBERERICHO WV TERUIR
BRATI2—)LETHEAUET,

EASIEEHER HERXTIV1—ILA2BEZ19A47)LELT YA TILI RO 2(ICIEF TI—INRU Y —iRA
Z3BEER CE 2018 5. U4 7L A 7Y — 7z 28R ER CiRS)

- B #EE
" YA IRV FAOIILUEDETA I . -
izﬁ‘ﬁ =i Day | Day | Day ol Day | Day | Day | Day | Day | Day | Day *gﬂ%z ;ayggggg =
2 AFIK | bR [T G | ATV | voRA g 5 43 | 1 | 15 | 29 | 43 | (bl | P2EET
w5858 BoM RS wsa|e5e w5 |B5%
SAIVRIRE O
SESRIRE o |o o 0 o
Performance Status o o o1 O] O O OO | O |08 OO | O O O
NIVGAY/ 68 | O | O° o Jo|offor]o] o o o Jo]olofos|oc|o[o] o o
BRI o O O ol o o
1FELER O o]  Jor O o [oer oz] o O
LR | o | o olololo olo|o o ol o o
e o o o ol o o
BHRHT (CT/MRIE) | O O o®] o o Jo¢

DA VZRRE © HIV-1HUEHIV-251E HTLV-T4H145, HBSHIR. HBsHUE HBCHF HC VLA

INA DI A2 IRKBERINE EsREAINE. FRIOHE. 8. R NERREIFIE (SpO2)

MRFHIRE | IRIIREL, FHRMIRETE (MCV)  FERMERMEZRSE (MCH)  FERMRMNEFRRE (MCHC) AEJTOEY ARNMUYN BIEE. 8
MIRDE FFPER. U2/ VIR T BRER. SFIBEER. S83R) | /) RE

MAREERHIRE - PIL TSV AP AST ALT HEUILE Y BEEVUILE Y r-GTPMER. L7 F 22 UN—E . 75— [4EfE. LDH. BUN. FRES.

CK.P.Ca.Na.K.Cl

FRARE © LB 8. ¥ B, J0E (B MR, JRIER)

REAIRE | UDYTFETF (RA) CRINEZES (CRP)  Fuidintg (ANA)  SP-D.KL-6

TIVEVRE | BRERRBNILEY (TSH) it U3 — R OZ=2 (FT3) iR U O+ 2/ (FT4)

1. 20U—ZV T HIFEREBBIEUZ. DA IV AREIFAERNDERIN ELN. BR. BIREH . R B2NRENR ORIV EV BB IEBRANDERF14
BUADRFOERZFIATEDEE U o2 UL BB MU BB DA RZR T 2IcODEHRERIF . ABRNDERFI28HUNDEZR ZH LD
CEEUTE, B OREIC DV TS, JBERER SHIERI O RABIFRELEh o,

2 BIEDHIH BB T 15 (P LER) XIETEEHIR T D288 DFRABICESFENDBE. fIDDFHIERAFB TEd LUl 22U BIRDHRED S
INAF I A VIF28L L EifgE2HIE 158 E. ZDORE(IFSHL LZBL TV B G REEREUC, B8 ERZMICHBEHRTSNZIBEI3EE
LI,

3IBEHIR T D28H%F TICIBAR LOMNEMNSBMHREIEICHN T 2%EEZFET 250, RaBEZRIB T DRIITEEIKR T D288% D HlZ{T o/,

43FR T DTTREE D H D LS MBTIRIFE X (FRIFRARE Z R U, 1o 2L, BRI ZBU CORE B RUE — DB A CTEMIT 2 EE Uiz, U A
V2RO 3L DRI (F . SEFEDR ST/ BAICEHEUIZ,

S56BRFEDKRSHICEET B,

6.Performance Status. MIEZEIRE. REL 2B R ORIRE IS Y A TV 2DHEREUIZ, A T)L2ICBWV T, Performance Status. /N4 F )L+
¥ AE. MRZIAEE., RE L ZRERRIFEDBRE EZNICHBEESHMSNICBESZRE. ATV D438EDRREZFIRATES2EEL
feo IEREUBIBIDAERENS /N A T LT A VIF 2B E. ZDOREIFSHL HEBL TV DB SFEAERBEUC. B8 ERNICHBEHITS NS
ESESES i e et Oy e

79401 DHEREUI,

8.Performance Status./\4 9 )LH A > A&, MAZIIRE. FELZORENORBEDRRE . EZNICHB LIS NILBEERE BT (I
DA3FEDRBRZFIFTEDTEEUE IEIZUFIEIDIRENS/NA I IV A V(F 28U £ ZDMDHEIFSHLU EBEL TV 258 FHEZEEHEU,
RBH . EFNICHEBEHENGSIFMEIERT 22 &k,

M EBAIEIFAEE U,

1088 HERFEMEMR X FRFRESICRWUHIRSSERBORIBNFONBEF REDRT V21— LN MBSO CHEIEET 22 EE Uz,

11 IDEFEYRERG RO BRIICERU.

12540 IVADIHERET Do

13.5P-DRUKL-6(CDWVTlE A7U—Z 2V FHICAIE L EE TR BTG U TRE Uz, Fe. RIU—Z V7 HGENIREIBEB DRIMBHEMELU,

14.FDG-PET(XIFBYVFIT T T4) LR BEBDERERER U, Fic. BIRERICRU TERORGDERLU.

15. ATV TEFTATIVITHB2TAJIVICTEDIEE TERT D,

16.RECISTHA RS A 1. THRICHEVICR. PRI FSDEHES NZICEN D D5 BaMHEDBRICKUEBBERER T ULEECOVTF. BUEEEEICNT
BBBEERIBYT 2F CTIFPDE UL FBRLHTESNDFE T BEEEREICN T2 8BEOERLEENSIC OV THAEZREY 2 EBIC, TJRER
[RU6~12BREEREBRICEGZRZ Z iU,
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I 5. SZHHK

________________________________________________________________________________________________________________________

| ARBICHT A TI—ROBER RGBSR N TV ARARUEREERUET, |

________________________________________________________________________________________________________________________

® 51 EMAHHER (CA209067:55R) (BT —5)"
BRI

= 1 | FABROVR TS ER LB REWENRELT, I FY—RERBSRUT 7Y — R+ r—
A GRS DY —TRA SRS T BB FRET T 5 BICR LI BIRETT B

HEBRT YA SHRHBR _FERS VY LML B IEER (B 5]

Xt R RBEDOURRAREX TR MR R BERE 9450
(F FPO—R+P—IRABE 31460 A4 S —REE 1 31661, F—RA 8 31541
B® 5 757 &:
( AT I— R+ —RA B (31461)
. 5 FFI—iK : 1mg/kg 3BT E - FTI—IR:
EEiRE PIms :3merkg 3BoE X ATES P S0 e

-/ VEA D LI REE IR %

HReEE

18ELLE 1? ZF I —ikEE(31641)

B T

“ECOG PS 01 iy

-PD-L1 RIRHR DI 1

DERY YT I 1

‘BRAF V600DZERD = 7 — KA B (31561)

HEN B

FFU—R : TSR AU :
Pims - 3mekg 3@z XATES | S50k

EREREVE MR OBEIEN RO SNBEHE . FIEPDRECISTAA RS 2/ 1. 1K SEBIBLEHED) 4 bia g ia TaE U
OEFRT PPO-LIHERR PBRAF VOOOELFEEDER PRIU—ZVIBHOMEE) AT —

(A DR S E]
FFU—1R (1 mg/kgeiaeis) Z60HLLENI TR S U5 T %309 EORBES LT, ¥ —RA (3mg/kg
SEESE) 0D EN I TIRS

M I8 B EEHEER 247FHR(0S). SIBEATFHAR (PFS)
(F YV — R+ —RA B/ 74 —RBE vs. 7 —RA BE]
BIREHEIEE Z=3=(ORR) [4 Y —MR+V—RA B/ 74 Y — B vs. 7—RA B
OS.PFS.ORR[F V' —R+7—RABf vs. # I —REf].
OSOFTRINA F~X—H—EUTDOPD-L1 DOFIRIA. EER:EQOL

| 2EEFHR (OS) [F Y —R+v —RA8/4 Y —KEE vs. ¥ —iR Bl

BKEEQ. 04 TEBIMARTEZIT o1z, PD-L1 IR R BRAFBILFER . ATU—Z VT HOMR
T—IZERIRFEUERlog-ranki&E (M) ZHA WV T BLER L. \ P —Rb&Z DmmAI98%
EEXE ERER281BER  3E 707 v IR CIFOS%EHEXE) = 5B~ HE S
UT EEEDRFZERIRFEUZCoxttINY —REFILZBWVWTER Uz, Kaplan-Meieri&%
AW T hIUEEZ DmAI9S%IEEXE. 6. 9. 12,18, 24, 36 h AR mDEEFEREEH U,
EIBEA IR (PFS) [ Y —R+ Vv — KA B/ # 0 — Bt vs. ¥ —iRA B

BKZEQ.01 CEIMRTE & 1T olc. OSEBHRDBREAZAWN T B BLER. N\ — R &EZ 0
199.5%E3EX A (FEREREON AR ; 3F 74 0—7 v IR TlEOSRIETEXRE) . hREEZ
DEAIOS%EFEXE. 6.9. 12, 18. 24, 36 1 AR R DIEIBREFEDREHZEITOIC. 2D
Tl&.CTCAE ver.4.0=FHWTEHiEL .

Bt B

o
[

5.
&
=
B
#

1) NEFEEER T Z/Bristol-Myers SquibbiE5 5548 (CA209067) sHBRALIE ((tANERY) AERBSEHmE R




WiE5 B MHEE5% (CA209067:158) ICH 13 5 PD-L1 HIIAREI OB

PD-L1H#IRIKTAIDOS (CA209067558)

os
PD-L1 Tt BB | AR —
PR(E([95%CI] £ NH—REr
o . OPD+YV vs. OPD | 0.74[0.52, 1.06]
F PR — R B 123 | 56 N.A.[26.45, N.A]
. OPD+YV vs. YV | 0.60[0.42, 0.84]
A PP A 17 | 64 23.46[13.01, N.A]
: OPDvs. YV | 0.80[0.57, 1.12]
R B 13| 74 18.56[13.67, 23.20]
- ] OPD+YV vs. OPD | 1.03[0.72, 1.48]
F PR — R BE 155 | 56 NA.INLA]
OPD+YV vs. YV | 0.53[0.38, 0.74]
1%L E S
IR 171 | 63 NA.IN.A]
- OPDvs. YV | 0.52[0.38, 0.71]
R B 164 | 98 22.11[17.08, 29.67]
] ] OPD+YV vs. OPD | 0.84[0.63, 1.12]
FFPI— R+ — R B 210 | 89 N.A.[31.84, N.A]
OPD+YV vs. YV | 0.55[0.42, 0.72]
5% —
AR 208 | 99 N.A.[23.06, N.A]
8 OPDvs. YV | 0.65[0.50, 0.85]
R B 202 | 131 18.50[13.70, 22.51]
R ] OPD+YV vs. OPD | 1.05[0.61, 1.83]
AP R+ — A B 68 23 NA.INLA]
OPD+YV vs. YV | 0.60[0.36, 1.00]
59%LIE —
AP 80 28 NA.INLA]
- OPDvs. YV | 0.57[0.35, 0.92]
R B 75 41 28.88[18.10, N.A]
NA. | ZERU. * BEREHZ S EUIEBRNECox/ \ ' —REFILEBVWTEE Uz,
OPD+YV : AV — R+ —RA 8. OPD : #I—MBE YV | V—iRA B
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5. 8E&H

BEFFHEEFIEE % (ONO-4538-44/CA209649515%) [CH (3 HPD-L1
FIRIN AR OBRE

PD-L1HEIBKRFIDPFSK UOS (ONO-4538-44/CA2096 495 58)

SEEY B58 B | PRBl95%Cl (hB) | /N\T—RE ' 95%Cl | ZEfFmpE”
o e O o 2

PFS | 1=CPS<5 ?t;;%;&g;”t?‘g%ﬁ ]Sg g:]g?gg: g:g% 0.93[0.73, 1.20] 0.0257
s [ SIS om0

0S | 1=CPs<5 ﬁ;?%;g;ﬂﬁg%ﬁ ]?3 1112,'9299[[196.6837',11435.2963] 0.9700.76, 1.24] 0.0345
s [ R oo

+13EERICoxtlN T —RETIL
#2858 PD-L1 SRR, 858 EPD-L RBIRE DR EEAZEHZEE L UIFEERICoX LB\ S —REFIL

PD-L1 #IRIARRI DR LEFHIR (PFS) U 47ZRA’ (OS) DKaplan-Meierghifz
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HE 30 30 A
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E 30 30 1
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10 - 10 - g
O T T T T T T T T T T T 1 O T T T T T T T T T T T T 1
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100 ¢ 100 & X
90 7 —o— IR H AR 907 o AU RHE AR
80 - T e 804 3 === =
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5 60- 4 60+
% 50 7 501
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3 304 301
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HEFHERSEIEER (ONO-4538-44/CA20964958%) [CH TS
PD-L1HEIRRRANDEFEER

PD-L1 I —RHbE AR e=br=pvicd
FIFKR N=139 N=122
o £Grade Grade 3L E T £Grade Grade 3 F T
<
137(98.6) 106(76.3) 23(16.5) 118(96.7) 76(62.3) 11(9.0)
PD-L1 I I —RHER AR o=ats=pvica
FIRKR N=167 N=168
%£Grade Grade 3B E T £Grade Grade 3 E T
1=CPS<5
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PD-L1 I I —RHER R AR o=ati=pvicd
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5. 8E&H
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MRFHVRE © FRIMEREL FORIIREEE (MCV) R IMRMBRE (MCH) . FEORMRMBFRE (MCHO) AEITOEY AT Uy BIMEE. B
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I 5. SZEH
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6 : [IERCT. [BE8. BN UZ DIRR MBI DCTXIFMRIZEE,
ADVU—Z TR RERT28BLINICSE .
SBE TR SEN S48 BEE CIFOBIEIC, ZDEIF1 2B EICE .

F I —RHEFROER

ul

158 R (191 7)LABR™)
e B T I ;;49»1 YA U211
a5 TBEREIR SR
aB8) 1558 188 1588 %
SFRIE/Performance Status' O O O O O ;E
NAF I A2 O ©) ©) O O
ERPRIRE O O o’ o’ o?
SRR A O O O
B5RE (CT/MRI)® O o o
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CLZIWI—=RA PIVTZV . P) EEl.
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5. 8E&H

BEFFHEESFIEE SR (ONO-4538-50/CA209648515%) [CH 13 HPD-L1
FIRIN AR OBRE

PD-L1HEIBKRFIDPFSKUOS (ONO-4538-50/CA2096 4851 58)

BEEM r5% B hRfE[95%CI] (hA) NF—RE[95%Cl]
F I =R+ —RA B 164 2.83[1.68, 4.17] 1.45[1.13, 1.88]*
TPS<1% | Z Y —MHELF R AR 163 5.55[4.44, 6.93] 0.95[0.73, 1.241*
PES L EERE 166 5.75[5.39, 6.97] -
FTI—R+P—HmA 8 158 4.04[2.40, 4.93] 1.02[0.78, 1.34]*
TPSZ1% | ZTY—h+HEZE AR 158 6.93[5.68, 8.34] 0.65[0.49, 0.86]**
o2 157 4.44[2.89, 5.82] -
ZF I =R+ —RA B 164 11.96[10.09, 16.03] 0.96[0.74, 1.25]*
TPS<1% | A TFY—MHEZEERE 163 11.96[9.86, 15.54] 0.98[0.76, 1.28]*
oS LS EOEET 166 12.16[10.71, 14.00] -
FTI—R+ =R A8 158 13.70[11.24,17.02] 0.64[0.49, 0.84]*
TPSZ1% | FTY—hHEZ R AR 158 15.44[11.93, 19.52] 0.54[0.41, 0.711*?
L BOERE 157 9.07[7.69, 9.95] -

*1:3EBRICOXLEBIN T —REF IV ALPEARE NI 2/ \ F— R
#2:ECOG PS(0. 1) R USRS EE (1B T, 2EL L) ZERIEF LU BRICoX AN Y —RETIL L2 FEABHITN T 5/ \ W' — R

PD-L1#IRIARRIDIIEZREFHIR (PFS) U2 47ZRA’ (OS) DKaplan-Meierghiz

(%) TPS<1% (%) TPS<1%
100 4 100 4
901§, e FTFI—RAT—RA B 90 {4, e AU RHESRPAR
80 4% [ =i 80 % e {LRTARE
45 A m /01 A
1 B 60
i fz 407
;g ;g 30 _
20 - ;
10+ "‘E'L”_AX__:_‘___I
O T T T T T T T T L\___\_V‘ T T T 1
0 3 6 9121518212427 3033363942(8)
HAR AT
(%) TPS=1% (%) TPS21%
100 « 100 4s
201 % —— A TIP3 90 - 4 AT RAR
80 | e 80 Y B
i i
£ £
= z
O T T T T T T T T T T \: 1 O T T T T T T T T T T \: 1
0 3 6 9 121518 21 24 27 30 33 36(H) 0 3 6 9 121518 21 24 27 30 33 36(8A)
HAR Al

147



TPS<1%

e A TPI—RE PR BE
o {LEREAR

9 1215182124 27 30 33 36 39 42 (B)
HAR

TPS21%

e A PI—RA— R B
B

0 3 6 9 121518 21 24 27 30 33 36 39 ()
£

TPS<1%

—a— F I —IRHEPEOERE
- -~ {EPROAEY

121518 21 24 27 30 33 36 39 42 (B)
HAR

(@}
w -
o
O

TPS21%

—— A TV —RHEZEERE
—— AL BERE

0 3 6 9 121518 21 24 27 30 33 36 39 (8)
AR

R CEN A A

Bl e I

OB

i

WS NEEES

[l

7
23
+
B

iR Es

(A B

148



I 5. SZEH

0 RS T I— LS REH R &)

Z 7Y —RALREEHAEE

® HfEHFESEMABKER (ONO-4538-56/CA209901 5% HIEHER) ¥

=] 89 | EFEERBBEDIRE VRN EEX ST I DIRES FRBREENRIC A TI—IRALZEE (DL
VICVRUOVAT ST V) HADIEEEEICH T HEMMEZIRIL T HEEDIC. BERMDIRETT D,

HER T Y 1 Y EREEEFEREER LB MR R (B ER]

X R EFEERBBEDIBVIBRAREN FER D IRES R RE 00846 (B2 A :4341)
(7 7Y —RHEZEAEE 3044 (BA A 264) (L2 EEARE: 3044 (BAA:1761)]
* V2 FPSFUDBIGEFDBEENWRES N Fe BFRID 1 20 ABICHRIX ST BB EEZ TR

EEIESTES ) Yaray Vel

1’ 5 A & A7YV-RHERELEIBEEITAIILELT. FFI—R360mgZES YA 7)LDday 1S A
29E>1,000mg/m?EEH A 7)LDday 1 KhUFday8Ic. Y RS F **70mg/m?&EH A )b
MDday1lC6T 1 TILEaRAE S U,
6T 1 J)LDHAR ST IBEBN S A Y —M480mg 7z 4B ERE MR CaEIRAER S Uiz (#1011
S X RR2FEMEET) o
{E2EAR 3B E N YA T)LELT S LAYIE>1,000mg/m?7EE T A J)bdDday 1 KU day8
[CVRTPSF*70mg/mPEES A J)LDday 1126 A J)UERIRMIR S Uiz,
k%Y A SSFUDERENPIEE BB EE AR TS SF UV DEBRSICER I 2T E7TEEE U,

- |
FTI—RHEE LR
) | - . ... T mEs e
JEAE 3B @M EM 3B 3Em | )> sEm 0 48w )
T *+ &+t 1t 1 1 1 1
T 1T 1 T 1
/ O & 2%
WEl EPE i 173885 25:80%
- J

(= =)

\ LSRR

3EE  3EE 3EE  3EE  3EH

T T+ &t 1 1 1
&

_J LS 2 ELS 1788 25;88F
& J

® A 7I-RBeOMgEET) R ATY—RU480mMgEED) B {bEEk
O FBFHRYUT RECISTHA RS A 1.14R)

FOESHSEE. FD%F48BEETIEEBET &IC 48BELIEIF1 2B &C JREET(PD)Y (FR 5SS 1ED
WINHEWVESETHIE,

i B OB ([Enk FEHREE 24EFE (0S) RUBEERAFIR (PFS) RECISTAA NS4 2 1.1HRIC
ED<ER T COIRIIPR (BICR) HIE]
BIREHEIED  RBHEQOL, PD-L121%L EDEE(ICHFDOSKUPFS[RECISTAA R
A1 ThRICED<BICRHIE]
BEEER. BFRREES

8 W7 Bt B :[EAE EBIHEER OSIE.PD-LIRER VX SSFUADEMLMEROHEGEEDERZER
HFEUeBRllog-ranki&EZA W T 2B Z L& UTe B =K EEFmE
0.04& Ul 1 5FBD/N\Y =R ZOmAl (1-/EFa) X 100%E5E
XR(& 58 rE—DHEELL, FEERFZERIRFEUIERICoxL
BINT—REFTILZRWVTHELI,
PFSIF. LEERFEBRIRFEUERlog-ranki@E =B C 28 B Z R
LTz, BRKEIFT@RAI0.01 & LT, 5B D/ \ ' — R e Z Ol (1—38
B%a) X 100%EEXEF. w582 —DHEZSL L, LEERTFZERR
FEUBRICOXEHIN S —REFILERWVTHE U,
OSEPFSOHRB(FKaplan-MeierEzZFWCTHE L. 2 DMfI95%55E
XEFZENBERZANTER U

CTCAE v4.0ZAWCEHELTZ,

5.
&
=
=
#

149 1) NEFERITEEFEHLBZEDE(ONO-4538-56/CA209901) SERAVIE (TNER)) AGREEHHER



BEXTIa-IL
(L PECEARBEDIRBUIBR N EEN [FEB A D RS FEEBREZNREUCERERSEIERERICHNTERL
BRI 2—)U (A YV —HRHEZEER) =N UET,

158 ey =Ll —
e ZII==2 (14 ) (19128 | 30BERG 20
EUAJ)L1EHEB | EY9(7IL8HE | EUAJIL1EE -5
SHAIE O O O O O
NAZIITA O? o? O? O? O
Performance Status O O O O
ERPRIRE o? o? o* o? o?
IDEX o?
ERIRE O oe O
BFRE’ O O

ul

| BB, AR ER. BN UMBD I N T DOREHIDRELI AL FRE N BN BB AL DEFHAZ AWV e CTZSENE, I—NEFHIDRR THIBE(E IETH

P RA0VU-ZVT R ER GEEAE. BEREZEERERT 48LRICEE,

SBEINOERE FAETAE,

CIE DB AREERIE. R U—Z V7 G AU —Z U B ROIER S /17 285-LNIC BB 3R 5717 205 NI 5.
P RAIU—Z VT

EIERERT ABLARICCBCR U BMERSE. AST.ALT. AP, $8E°U)LE"Y  BUNX G IR, 7L 7 F =/, P.Ca.Na. K. ClLMg. LDH. Z)La—X,
FILTZV FES5—B UN—T BIRIRHEAERE (TSH. FT3.FT4 (FT3. FT4W AT BERIE S I3 T3 faT4THT)) . BEFTREKEME (HBV sAg). CHY
FFARNA (HCV RNA) XIFCEUFF 1R (HCV Ab) ZBIE,

SEREEA:
51726 RPICCBCR O B MER D EL AST. ALT. AP, #8E°UJLEY  BUNR G IMIBRSR. L7 F = P.Ca.Na.K. CLMg. LDH. 2 )L 31— 7
ST—B UN=B P TZV(MERFE) . TSHTSHNREEZRUICBEIEFT3. FT4 (ROIBER B G (EHRTI. MT4THa)) ZAIE.

B!
CBCRUBMKRAE. AST. ALT. AP #BEUILE Y BUNILZF =V P25—E U/N— B TSH(TSHA BB EZERUCISSEF T3 FT4 (RO AR
BIFRT3HTA4THE)) ZHIE,

1 CBCES LAY I EVFRSHIICEIE,
L BEREEI 4BLIAICEE,
D MEXIFRICKBRBEZERE RTU— VT HFRIU—Z VTR UYIERSHI24BUNICSERLEERER ST Va1 —)UICERR<4BR L

[=S;ii

|Z{ERL
FOVIIERCT . OISR, BER UMD T N T DA DRE I X FRE D EED N DIAIDEFEMRIZ S .

20— 7 R ERERI28BLINICSE .

SEENOEIREEICRSENSSBE. ZNLUEF48BEFE TIEF8BETEIC. ZDREIF1 2B EICSE .,

150



I 5. SZEH

B mmiam (7 v —itt- v —i A HARE)

Z T I =M — KA HAEE

® HfEHESEMABKER (ONO-4538-92/CA2099DWiKER)
BRI

=] 89 IBRMEESHIC K22 HBREDIRVWIBR ARl Z RIS, —RERELTDA TI—R
EV—INA DHABREDENEROLZE2MZFHH T 2.
HER T Y 1 Y EREEIFERERER L BESIEHR

| & MEUERESCLDEEBBFEDR VWAl EE 06846 (HAAS6H)
F V=R —RA B335 (B4 A 25%41)
VS ITZ T /UVNFZTEE33340 (B2 A3 14)

® 5 B & ATI-RHU A B I —MImg/kgR U —R 3mg/kez 3 BRI CEAIRAILR 5 (RA4
YA D))#. AT —M480mgZe4BER CEalfmig SUIc (4 7Y — RIS EIRBIE R R 24 /).
VSIIZT/VNF TRV ST ZT400megz 1 H2ER OS5 X (EU Y NF 2T 8mgz 1810
RO/SHEOkgERBDIHZE)BULIFLYNFZT12mgZz 151 RO S (RE60kg Ml LD

[=)|9/="
(A FI—mtr—rm |
----- i YATIAET Y4 J)U5LUE
3@E ) @M ) M > 3Em > 4E® ) 4E® ) 4B }#}
1 1 1 1 1 1 1
MVAE T S S
i O O O
i€ CRE 16:805 243805
T (LR SETE)
AN/ .
YSTI=T/LYNF=IH
I T
- 938ES 16:885 243865
(LIBRIE8ETE)
AN J

® A 7I—ROmg/kgsss) B v—Ro Gmg/kgist) B 7Y —R(480mgEsE)

O HIEBHEHUTE RECISTHA RS A 1.1HR)
WER£0EE . 1 6BEICHIEL. LEIFSBTE TR 2

¥%YS 71T 27400mg 1B20R0OKRS
RIFUYNF M BIEROEZS (FE60kgsHis : 8mg/H. #E60kglLE : 12mg/B)

M E B:[EDEEEMEEE 24FHIR(0S) \ .
EIREHEIEE 2= (ORR) [RECISTHA RS A 1.1 FRICE D<BICRYIE]. =30 IR
F(“iD(OR) [R)ECISTjj‘/( RS A1 NRICED<SBICRYE]ERE(LE TODHA
5 (TTSD
HESS BRREE %

& W 5t E: IEHIEE AR FEOWEEISE 1 EEREER0.05& Uk, SBDOSHRFKaplan-
MeierEZRAWTCHE Ui OSOHTRREDIRIO5%CIE. Brookmeyer
and Crowley/AICRWER Uz (CTERMERZR ) . BEBILEEIC(EF.
IRTICED<RA. REZERO/ X FHNBE RN OAFPEZERRT
o dmAERlog-rankiREE AW T & Uz, 58 O/N\ ' —Rib &
K0T B 100x(1-0) BIEEXE . 7582 HZE L UTZERICox BN
P—REFILERAVTHELU,

CTCAE v5.0%RWVTEHE LIz,

5.
&
=
B
#

1) \EFEER T2/ Bristol-Myers Squibb:EEHEZEME (ONO-4538-92/CA2099DW) SBRALE (1t NE K] ARBSE T E £

151



BEXTIa-IL
MEMERARCLDE2EB8BERDIRWVWIBRABERHIREZNREUCERHEEEMEERICE WV TERUIC
BEBEXTI1—)LEHEBAUET,

e SR
) 2IU—Z 7 (A DI ~AlE 15+ 2)U3BR. A ZIUSLIEEIE 15 A 7L 48R

CELApE

AR
BRI /Performance Status'
NAI)IT A2
Child-Pugh Score
fRPRiRE
DA )V AREE
SRR E>
1288 0EX
EREZHT (CT/MRI)®

1: 20U—ZV 78 BRE 4E.ECOG PSEST, FIEA(LET 1 4BLIRICEE.
JBERRAE. ECOG PSZEESE,
2 1 ROU—Z T ERARE. IS, . DB E SO |IEAEET 4BUNICEE,
SERRER AR IR, M Oz S0 8RR SR1ICSE .
3: 2ROU—Z VTR
ANEZOEY AT Uw s BIBRER O B MRS B M/ REL. MIRAELZHA&E (AST.ALT. AP EU)LEY  BUNX BB RFEE. JLT7F =
~.P.Ca.Mg.Na.K.CLLDH. 2 I—=R . ZILT =V PS5 U/V—)  BBREREEEAGE (TSH. FT3.FT4) . OOV E VBSRE (PT) /EBIEEL,
(INR) . AFPZAITE,, FRERLRT 4B LIRICSERE,
B
ANEZOE Y AT Uw S BIERE RO BMER B I0/\REL MRELZE&E (AST.ALT. AP EULE Y  BUNX I IIBRFRE. I 7 F =
~.P.Ca.Mg.Na.K.CLLDH. )= PV T=ZV PES5—B . UN—B) . TSH(TSHA R B EERUTREFF T3 FT4 (RIS S 36T 3. 5T4
THO)). OMOVE VSR (PT) /ERREEL (INR)  AFPERIE S 1% 5717 285 A S ZEHE,
4 1 20—V HEHBSHUR. HBsH Ak, HBcH{A. HBV-DNA, HCVHi{A. HCV-RNA HDVHIA (HBVIZIEF D H)  HIVZ I EA{LR128H LRI K.
SAEHAHCV-RNA (HCVEZE D F#) . HBV-DNA (HBVELE DH) . SR SHIICERE.
5 MBXIFRICKDIEEZENE F)ERSHI 24 AICERE U LIEIFIR SR T V1 —)UICEFRIG< 48R T &S5,
6 : MERERCT. BBES. B8 (I 9 2 34BMCT/MRIZES D) I UITfthD I R TDEEAIDRE AN [FREN BN N DIBAIDEF CT/MRIZZESE, MERE
HEEO N B 5 S (FTEEMRID SN,
2IU—Z2 7 E A ER{LRT28 BLIAICSEHE,
AR REREEE%. 16B%. LIE48BEF TAT EICE . ZTDHIFET. BE5PIEXIECEBEDRIBDO VT NMEBVERRE C1 2B &ICTE .

ololololo|Q
olololo|o|Q
olololo|o|Q
olololo|o

O|O|0|0]|0|0|8

O|0]O|0|0|0|0|0

O
O

152



5.
&
z
=

153

5. 8E&H

HEEEFE SIS (ONO-4538-92/CA2099DWERER) “1IC BT S
BaaE

£477HARE (OS) MKaplan-Meierhiz
(%)

—A— F IR+ —IRA B

10| —=—VITIZT/VIUNFZTH#
0
0 3 6 9 121518 21 24 27 30 33 36 39 42 45 48 51 (B)
EARS
* 1 BITEEDBEINEIRSIRUN., D‘?H*%QEE%@%EED*\Child-PUghﬁ%ﬁA@%ﬁDWﬂa}KﬂBﬂﬁ:

BIERIELIES. 840 BRI LIFIORTIE A Y — R+ V—MRA BNV ST ZT/VINFZTETEN
Z1N6661(19.7%) RU396I(11.7%) ICFROSNE LI,

EERELIES. .84 AR 2 LIFIDIETICH T BFER D4R

AFI—R+—RA B VSIIZT/VINFZTE
N=335 N=333
RIERIELIES.84n AR UFIDIETH 66(19.7) 39(11.7)
RRET 36(10.7) 31(9.3)
BREOHM 11(3.3) 1(0.3)
Z At 18(5.4) 6(1.8)
8 1(0.3) 1(0.3)
28 (%)

BIERLLIE5.841 BIF R 2 LIFIDIETICHF BITEASFE > EEREDH I R UTZ DAt DAER
(FTI =R+ —RAEF)

OBRBREDEM
E54 (MedDRA PT) ks E54 (MedDRA PT) Bl
ARz 3 KX/ MRS 39D 1
TR 2 FFA2/BemZEamEEm 1
BoRB R 2 BEmRcH 1
iARIERS 1
OZDh
E54 (MedDRA PT) e E54 (MedDRA PT) Bl
COVID-19 3 FhEAE 1
B BRE MR A 1 SRR A 1
B DA M ANE 1 A2 1
Fifiske 1 BIMAE 1
3} 1 IDINERE 1
I as 1 COVID-19Rh% 1
SEERKEEL 1 KERE BT 1
BMmAEES> 3w 1 K ~UD AMMAE 1

2 FHEBRIEDS1ABBLBRICBVWT A Y =R+ —RABEY ST T/ VYN FZ I B EDE CLEFHRID/N =R IH T
FULIFofelER
*3BBRIBBERMICEKY) . ERET] . ARSI [Z DMt XIE[REB] OV INHICHES NIz



I EH B A

IR

NSHightEb o e

moREEE  BEHEI D

BIriE

Qe

X3 o

B (- R B

154



I 5. SZEH

[l =umeEv—framms) @

o EPIEENSR (CA1843965150) "

8 8 BANETHREREBERE(CBIID 7 —RA3mg/kgBIMEEDLZ L MR OBMIEZRTTT B,
HEBRT YA B8 — TSN VSRR R
x4 R ARBVBRTRER I/ VOB MEREERE 260 (7T — R 185461204 : fAaBEEDRWVEES

Pl areREZE T 2RE160)
¥ 5 A & VN4 3mg/kgz3BRRR CADRERET T Do

O zam zam sem sEm OO O O
| S B B |
0;BH 38H 688 9EEH 12:8H 1888 24388
(LABZ13:1 23 B R RERe)

1+ v—hr3mgikgram O EEWHOREICRE SBEDRLTE

ol E B EEHEEE ZTEMOFHD
BIGHEIER EIEWHORSEICE D<EBUNR

& th 5 B =WENORZIVNO—ILEZZOEEGERIOS%ERXEEHITHE U,

BREXTIa—-)
EMEEEANREUVCERNEIEERERICOVWTCERUBER T Y 1— )L ECIBAULET,

5108 (188) 1288
2IU—ZVT #5208 (488) =
(FER5E128HLM) ®53E8 (7E8) 24EE
1’5408 (10E8) =
NAZ LT A > (ME. BRiE. 45R) O O
ECOG Performance Status O O
MFE L FARE N BRERE O O O
DEZZSDMRAZHIIRE @ O O
FHHRERRE (AST.ALT. S8 U LE V) * @ O O
R RE (TSH. BB T 3/ OB T4, J)LF YV — LR T s s

* ASTSUFALTHOEAEE ERRD 2. 5&# B~ 5L FIFHE )L E YA EEEE ERRD1.5E18~3.0BU TOBEF3HIC—EDE=IUVT,
ASTXSALTHEEEE ERRDSEZBR 2N IFME V)V E VI EAEE FBRO3MEZBR2BEE1~3BOEZIUV T,
*% ERMEONDUREED HSNAZE . 1 ~3BEC EDRRRE/ 1HBCEDMRIZRIIRT,
sk TSHNDAN D MREFABRIFSEICEIET Do

5.
&
z
=

1) Bristol-Myers Squibb: EMZEI4E (CA184396) sERALE HTNER)) AGRISHME !

155



o ;55| SEMAB5HER (MDX010-205K88) (857 —5)"
SRR

8 89 ADEEEZR I DRV R/ VDB M REBEREE(CBIFTZ VT —Ra LB IUEREBERT
FROTF 2 (gp100)* DHBEEX FRABECHIT2EMNMER VL2 M ZIRETT D,

HBRFYP A v—IRA BRIEE V—RAEgp1 00*DHtAEER Ugp 1007 BRIEEZ LB LI, 529 b,
" EER SRR SRIEE R

s R 1 HLA-A*0201 R4 T\ B A EE 2 I 2E IR I/ VD B ReBERE6 766 (v —
R+ 3mg/kg+gp1 00*B£4036), —H-f 3mg/kgd# 13741, gp 1008 1 36f1)

|’ 5 A & EAH LUTOVINHAOEIC3TDEIEGTS VY LBt IFZUI,
—R+3mg/kg+gp100%8% . ¥—R-3mg/kgegp 100773 BRI C40R 59 %
(#2541 : 38041)
—R43mg/kgs¥f | V—m3mg/kgtgp100* DS 7z E/EERE C4mg59 2
(#2561 13141)
gp 10078t | v —MA DTS Regp 10077 3ERRMR C40H% 592 (%561 : 13261)
BEAR | BEAZENRICEAREBRORE AETIRESI 2.

F M 1E BH:EEFHEEE 247FHR(0S)
BIRGHEIEE Lot BIEWHOMRZEICE Db, 2 HiR . ISR A7/ (PFS) &

# BRFRAGR. RTFROIFY

1) Bristol-Myers Squibb: E5E5IAE (MDX010-20) sHERRLE TNER)) AEGRISHMlE !

156



I 5. BEEH

B A7 y-tiaseoREsmRERSEIC s > aHE

HHERIF U NEREENRE VOB RREER (CA20920558) [CH1T2. 74 Y —NRS5#%(CE
S MR D TS NICBES7HIICCROONICEHHEZL TITRLE T,
%7 TV —RICK B0 E CEBSMFMIRBEN TR TSN RERIRONTNDI L SFZEEICHITHE
TBESESHHEDURIRAFEICET DERIIRESNTVNDIEENS BIFRICBVTH TI—IRDBERELS
PUR DG HHAEDBHEF AT,

@ EiE S MR BABIE TR D BRE DFIPRIBIF3 2% (E1F:18~62m%) . 4 Y —IRDFR SO PR
fE(3 130 (EF:3~43E) Tulz.

BHERMEZER (GVHD) D{S

@1 I — R 5% D EESE M HE CE OB HHEIC R DI 1 541 (26.3%. 15/5761) [CE86H5
nELic,

Q@2 GVHD R UBRMGVHDYZENZEN2941(50.9%. 29/57#)) KO 361 (5.3%. 3/57#) [CERHS
N.ZDO>BGrade 3-4(GradeRBEDERIEGrade 48U TEST) HM14%1(24.6%. 14/5741) KO 4]
(1.8%.1/57#) [CE8shHS5NZFE LT,

HAMEIRBEE RN DRSS

Q=B EN L EVEIRSEE T ZEMMIERE(X T OA RIS D IR M FE) H451(7.0%. 4/57#)
(CEROOSN. COOBEIMFEELELIE.

@ L BN EE CERULGrade 3DU/SERMER AN FIICERH SN, BIBRERLVEVEIRS(ICKYOE
LEUI,

FFohiDERIREAZEAE (VOD) DR
@VODN 2BICERDSNF LTz, 1BIIFRIST (B BEIFRIREVEAE) ZhEiTL. 2 G VHDICKIIETLE
Ufzo 1BlIdmELE LI,

*GradeldCTCAE v4.0(Tx .

5.
&
z
=

157



ORSET BHARS A VEDHR
SIMIARBRE A RS A VICHWV T, EEBABERIICHPD- 1A ZEA LB Y/ NEE3IEAZ R EUC
LEBDOR RN TIE, THOSH'89%. 1HPFSH76%E . MERDEIBEBBEN AL B RFRMERNRIN

TVFRI N, BiEk FRAOHIEME THIO R DRI

ZRHHSN. Grade 3-4D=

EGVHDH 44%, $8TEEAZE

TEIRBFD8%ICHHIRL. 18% CRAB -7 B [CHRAMIERE ZE H UIcESNTH Y PD-1HEDERERIES

S m

NOEHICRU TSRS REREE G HHIED IR

WM nEESINTVFET Y,

NCCNAARSA > (HD) [CHEWV T, EfEEMEBRBERETIOHPD-1 R SIC LB BT REF
ARBREINTVET?,

DRBZENEGHAEDURTIEIICDONT

A=

R HPD- 1SR SE(ICRISTA TR TS MUY NEEEE(ICH WV TVOD R UBBEN /R8BI GVHD A FIR
LIicEDB|EDSDIFT,

OEATIREICHIT D4 T I —KIg S DEEREIC TERLGSHEZROI-AEHI(2021F382586R)

BREED
FTFI—ROBSIE N SEIRASHA e
VR \ - Vet 4l
A RS awmns) | BIEOWE FTFI—REE
B5H5)
207%X. Bt RYFUV)\E EEIEREE 128% 2R BEiEEMmEFlREE 538%
EBEIRE 1209% B/
507X, Bt RIFV)VE KB ABR TE R 488#% B EfESmErHiiaEE B
HILEBER WBEIR 1278% BR
- 1o LEEIREE 235% N — ,
A0, Bt HYFIU) T St i EiBS MBS 598%
HEAEIREE 178% N
AORRA. 2tk ARFIU) R IE A E A 498% e EBEms s E 428%
HICEBIER NBEER 498#% N
308, Bt RIFU) AR EER 1584 o ABEms S e
- , T LEREIRRE 1384% O _— .
20758, T B2 A BREL > ) hE R RSTEE R B 658 #pp EfESmErHiiaEE 73H%
208AL. i HIFIU) i IR E T 7pR | KovE EiBS MBS 778
305, Bt RYFVUY)VE HILERIBR WTEER 1nP% T EfESmErHiiaEE N
. N IR E e e N N
2075, B ROF) 8 ettt s e EESmEMIBE e
. N s ,‘ EiBSmsEmEE 560%
307K, B RIFUVNE B WTEER 49H#% BRI e 048

T) ERFREGRDIIBEN FHR

*GradeldCTCAE v4.01CH It

X 2BIEDEERED 5498%(CGVHDZER Iz,

1) BASMAREEEZ R GEMMRBAEN 1 RS> BV (FA) S3hR. 20194
2) NCCN Guidelines: Hodgkin Lymphoma Version 4. 2024
3) Merryman RW. et al.: Blood., 129:1380-1388, 2017




¢ RS EE AN SR

o} TBEE

< O3

— & KPR

159



ANCTRAJIKS

B3RO0
FET ILIU X L

HESANNHFELC ), o iitHy

ANETR . AEBROMUEY? ILITUXLZIFEHUTVFEIHMEICIHUTEBRIC
BBUICEMELBEL. ERADEEHA RS A VEFHTSRIES L,

EMigk 9




5. 8E&H

[BZ : EEEEEROMUET LTV X L)
@R DGrade

—_ 7w
(CTCAE v5.0) J4#0—7wvJ

- FEIDRSEDIETS - WL EDIBET E[CEEZIETS
E;;?g{iola ~gu&%&&@@%@ﬁ%?ﬁlﬁt@%%ﬁﬁﬁ@ — | - A EIOB S BRI
NE-2
BLLBS :
» Grade 2¥X[F3~4DETEET D
- FEIDBRSEDIETS ERN5~7 BREBI THELIIBA XS
- FRBRUBLESFIESHHT S RUES -
AN N - + 1.0mg/kg/BDEEEXFILURZVOY
EEEROT=IUZ TR ARER Lz DEFEOEOAIERSTS
Grade 2 . - NI < ERDGrade 1(CHEBLBE. DR<ED
- e ;&%&%ﬁéﬁg&%@%; 20 || 1AM CEIBRERL T A
TI52 =4 < ¥ < g—%—)
I IRIER .= fur ¢ = .
- AEXBRENORERERT TS - BRBARIEICN T BIEAID TR 5%
TR
ERPEELES :
+ Grade 3~4DWWETEET S
- FEIDRSEDIETS ERDR—Z5 1 VEOREICHELSS
A - DB EDEBELLED I TRIBRERILE
o ) “EEHRT
- FRERVBRRESFIESHET
. RRIVFE O ol
Grade 3~4 « 2~4mg/kg/BOEEXFILFLURZVO gg?g*m NI SMERDFHESE
EEOF IR VX FZDEMBORBRENILEHAlE ’
W-MRBERE /(KRS %%E?/Zn P AIEN %%&X ?)L/jolJ'\“:‘/ ﬁ:{*bﬁ‘48ﬂ§ﬁ5%ﬂita&§b@b\ylggﬂzb
EOE(L AoEBHT 0>500~1,000mg/B7Z38/[1R 5%, et
~ FURZYOVIETImg/kg/BDEEZ < EIDSEBIIHEOEREEESTT S
T 2. ZDRIERSEHREULHSES
([CHETRIT D

* REXRRENUFERERETT D

8 ENERRHERICHV TERL TV IV TUX A (—BRHZ)

BIBRENILEVEIDRSICE O THIERN IO —IL CERWESICIBRED 7 )L VXA TIF BRI (1 > 7U+
IR DOORATPERN EFm s 07UV (IVIG) *3 2071/ — VBT F)UE) OHANRESINTLELU,
BEAFIRER(CHIBUCEEMMERICHLCO LEEEAZSOREIHEIOBNEFEIIEN TS ST . LI NHR
PRARUNEL T,

¥1 1AV TUFITTOMEERFZIR] 1E. [- B EE CHRAN T D RRDEREEHUD YT (FEHOEENBREDHLLZS0) N—FTyNRICKDHE
MERBIRNE SRR, BB, oMM RIER . SRE MR SO AL RCE SR B M B HER. BEINR—F 1y Mg RN —F Ty MR, MERN—F 1v
MRJNBRORMER - ROWVWTNH DREZR ST O— VmDaER N OHFEE BIRER CHRNTDRSEICRD) PEENSBEDEEIHIC
HDBENEZHIDETE -PHENSEEDEBMEARBRDOR BIFHAR CHRATDIRIFEICIRD) I THY. 8. ERBZEARIRICE8.4 K
Bl 5 Ulct . FE . IEIRE #E DR B MR OIERD B SO NCB SR O EBEISEE T R IREICHIFITDTE[9.1.5.11.1.5
2iR11.9.1 GHE-BHEEZEDHDEECF.[9.1.5 BEMEMAOBIEEDSZEE THRNICRIZZETIBE ERT DL, MEMMANMIBERN(E
BHERIDIENSBD, [8.4.11.1.5858].11.1 EXBZENERAICIEN11.1.5 BB (0.5%) FH. R IFREHSDIFREBERICTDITTEL R
BORBHSNBEICESRONCIEL > N VIRE. WECTIRE R TR AZXIRAEZF ZRIEL. ABIROX LY - MFIDR S ZEPIETHEED
[CZ2—FEY AT« ARIREDERIZHT (B-DT LAY DRAIEE) ZZEBICAN BIEEENLEVF DR SEDBEYIGINEZITIT L. FELTAMUF
Y —RFIGRBSICB VT BB MR EH IR UBG N REBE e EofTEA RS TN TS, [8.4.9.1. 58] | EELHINTVET,

%2 1 YIORRI7ERCESA) O (MR FHR] . [ R DEBOBENI OICRAEIROER | LRMESBERE. RIED >/ V&, fifE. FLE. DR,
EMSMIE. FE8E. FEAE. RS, RES RIFE MRFE). 85 2L RODERICOVNTE thORBHERAICHAT D LN UE
TH 3. 18U/ VB, 181 8B IR, WEEE. S, S, FHE. B8, SRS MELRR (MEE. RIEIIRE. IIKEh) AP,
BUREE -ROBUESICNT SMOARMEESACOHBEE | FUE (FTREFIICHITHME]. D VFMRIEFEE) -BeiliRiE ROk
BICHIT2EMEFMIABBORIEE | RMEBMRK. 24BN, BBERMERE . SEBEAREAM. Bt/ E B GHHEER (R 2. 5t
REERBEEROFERMEMABEE | Fanconi&M. Wiskott-AldrichfEf#EE, Hunterm%) - SMEFMARBIECS(F2BIBR NBEHROME -EHE
ENTHREFEEORNE -25MAL7I0OR—YX SAFEEFEOROUITFHERR | £5MHTUTYh—T X 2HEMEN (BHENSH
MENK. ZFHIMENN L BIE. ASENE S FEBIRK. SFEIRIE L FHMERMETFIEAE. SLTENRKE) . S TR/ REHR. BEE SRS G SRR,
RUOMBREHSHGMH DT TFHRERITT,

X3RRI 07Uy BE) OER [ZhEERIFFR] &, MEX O(CEAY 7 OT UM, MEIgGEDE M-S FIRIKE N E( >V )L T Y PEZERE
ETHRMPER, QBN SFRORIENE (DT F VEEC KD FHRUOBUREEET>COTHRBRIRIEONT  REZRIRTS
BICRRD)  IERE(C ST HNEYE S DH A FFFEIE IV VOB MRS (thE AR T, SHALMEANL &L ARBLE X G HES 51 1E
MEBRZENEET Z5E).IBRORIER (EECHY) . BEREESDREDBRD HHE) SRR - REHXICHIFTDHE T OE(RTOA
REIDZIRATDIBEICIRD) IR MRV BRI L FARPIZN (S RIEES) — 2 —0/VF — 2 S0) DK TOWE. SRR B2 SRR
KROFHIHME T DE. BN BRI RAREN (B RIEEH — 1 —0/NF —Z30) OFBEEER TOETINH (HE TOENRHSNIH
B) IR MR BRI 2 FARABIZ R D BB EEIE T DETINE (IR TOWENRHSNIBE) 2B EFEMHEIE (X704 NEIIZZTOA R
B DR IHEIE A 2 (CRHUIRWVBEITIRS) . KA (X7 04 REIODRA+RIEE)  KEMERERE (X7 04 REIOMRANT2R5E) .
FIUNU—ERE (RIHBBRICTHTRE RSN N T —FEBIEEBABICS (T SATEIRRRE. iF BRI S RIME R NIFIEAE(C S (F DR
EDWE (AT OA REIDNDRATDIRIBEICIRD) AT« — T VA -I3VV VRSN O EERFIFIE (X7 04 REIOMERT9REE) AR@R
KORMH (RF7OA FEIDMRATH7358) I T,

¥4 2071/ )VBRETTFILO [MEEXIFMR] &, [- BBIER DHBIHEERIEDEER BIFDEEREN BN FEWERZDIcHRS TE I HBIHEE
RIGEZMSNIZBE) - ROBSBABICHITDIERRITOIE | BB DAL FFBE. BB BBE L—TRBR - SMmHHREEBcSrs

161 BREANEIROIE 25 RRECHEOBEMMEER]I T,

5.
&
=
&
E




(BZ : DREEREEROMWE? IV TUXLE]

J40—-7v>F
- FEIDRESEDIETS - T4 00— Py ORHICDHMRIZREL
« ARICEDDBBEEZ IV T EITS ESIERS
SR UHILAC OV TRAICERSES R RS -
MEcE#TD . C DR<ED 1 HBELEN I TRIBREMLE
. ®CK. M=V RUBNP. ODEHOR AL, FOR= > R UBNP. & 53
BENSPFED ®F Tv7.ODTI— @DREMRL G/ FIFERISO VN TREBE = UV I #(TS
I =4 b B -~ — <,
’E@iﬂ;’ AFCEDR g et =P | . rHORSEEERNTS
o B2  BIRBRECH S BREAOFHRESE
OV 32 DEHBEDRE S EE OB BREITD
9% ERDUELBES :
- BB TR R —2 27— - LT ORIE AR D
NERRLAT D5 EDERETS
- FAEIDRSEDIETS « D4 O0— Py T ORBICHEMRIZEEL
- EPHBIMEEEE Z I UV T DI AR ES RS
e D RN RELISS |
. EW@&UN\@E‘L’)EAt?%%(dféﬁaﬁg? DL EDTHBEL DT CRIBEETR)LE
PIEE MBS CHITS SRR, MO > R OBNP. =5[22
DK, PO S ROBNP. 0L BRI BRIV CREBE= IV T &S
e AR s S s - BRBREICH T BARID PR 5=
L Ta BN DRENT—7 iR (BIIRER. O eiee
il R BRI RELBNES :
R i) M + 2.0mg/kg/BORBEAFLFLR=VOY - B RHIHIE DB T2
S T 253 (31,000mg/ BOBIRAZEE S
EeABNT | B EROHICRIAT S
=NEEETE - BN EIDERERE T 5" =
(Bl : EEEEs s * ATISZV FIRENANPEDIRSZZE
A Lo ol o
EfEEDBN) * WBICINUC—EHHEAR—Y VT 7%

8- fE1 79 2
« MRBORNZHT: 2D AIER. fHE)IT
ZEARAE. PIRIREREIR MES

EMZBN T LHRDEE !

« ABE. XIFEPWRIMEREEE =V T
HI2FPIEZE I DRIt I S

S NCITTOAVIVE VA o =954 B ik
B EDBIVEIRET T D

§ ERIRRABRICBVNTERLTWEZ L ITUZ L (—ERHE)

*BEREFD 7 )L TUX L TIFRENDREIHIFIE L THMRMIRE O U * ERNRESNTUVELI.

BB AR SEICHRBUCDEHRICHL TO LEEERZ S OB R OB N EFEIISN TS ST LI NBRRKINE
t\\a_o

DEBHEEPHRRRERS (FOR-VE) D Gol58 1 BIER THOTERRICRIL T 2HE N H2D T BREZMIE
EELTIEE L,

1 MENMERERD Y FREITOTUYO BREXEMR] 3. [-PHEM LOBETRUEEN SMEtEBE0srsE SmerliRBiatoat®
R NBEER ROESBERDORNEHERRIL O BB, FFEHE. DBIE. igiE. BB, /\BEIEI TH. 11.1 EXGEMERICIE.[11.1.2
EEDinfusion reaction (Y A+ VRHERE ZZ0) GAEAR) BHGDEE PIES (DEHERE. 2IEITIRESEERE. fikKiE) (CE2CENDD
DT, F#A BR FREE. B0 B TA. S8R EIE. SME. Rk 2. BREOEREN RO OSNIBEEICIFRSZPLELEBURLEZIT
&Eo [8ABR] EEEHINTLET,

162



5. 8E&H

(2Z : BBREERSEROMWE7 IV TUXLE]
THRIX(&

KR DGrade
(CTCAE v5.0)

Grade 1
TR N—RSAVEL
NTAERE/HOHEE
EEUEN : R—RS1>
EHARTATRIPINS D
BEttE N ERE =N

KEER : FERDRLY 5 BR
RATEXEREMRED
& BEEBESRL

Grade 2

TH 1 R=RSAVEH
NT4-6O/HDHHED
BN BBIRAERD
24FERBLETHD ;
N—RSAVEENTA
THIPIN S DHEHEH
FEE ; SOEYULIS
DBEELEEENEDHIR

AIEk © B HRX(E
MARHEICECS

Grade 3~4

THI(Grade 3) : "—2X
SAvEERT7ELE/
BOBHEDEIEN 5 580w
PIER D 2 485 R A _E 4
ECTHD ; FRE; Abt
ZEID  R—RAS5(V
EHARNTATRIFNSD
BBt ENSECIEN ; &
DO DEELEFENED
HlIBR

KI5X(Grade 3) : &
DEENHD ; BEEE)
DZEAL, ; IEEERISEIRD
oks)

TR/ KGR (Grade 4) :
EMmEENT | BRNE
ZEID

J40—7v>S

* FEIDKRSZH#R T 2
© SEFUAZITD

SERELICH T REBIRE=IUVT
* BRIELICZEICESICRE T DL DITREIC
TR

TERDBLULIEES -
+ Grade 2X|E3~4DWUETHEET D

« AF|DF5ZEPIET S

< SHILSBFFIESHHET S

« {EiEE. CD toxin. U4 JLA (CMVE) %D
REZTV)., BXIEX FEICTRES 7
®EI9D

 SHEBSAEITD

fEIRD'Grade 1F THRELILIES !
* FEIDRSERZRETI D

SR 5~7HREZB I THEHELEIEEX(E

BREULBE:

- 0.5~1.0mg/kg/BOROFLR- VOV
FZDHEMHEDROFZRS5ITD

< SEIRD'Grade 1ICHELEB S DR<ED
1HBUENT CRIBRENILE VEIZEE
g3

- REIDZR SERERETT S

« BIIRRPECH I DMERID TR S5
REIT B

TERDBELIEIES -
+ Grade 3~4DMNUETEET D

s FEIDZEZEPIET S

< HILBREFESHBHEIT S

- {E1EE. CD toxin. U4 JLX (CMVE) D
BEZTV., BXIEX FEICTRES "
%5192

- 1.0~2.0mg/kg/BOEEFUR=VOY
XFZ0EMEDBIBEERILEVHZ
BEIdD

TEIRDHELIBS :

« Grade 1ICHETDFCRIBRERILEY
B OEREMEUR. D R<EDHT1AMLE
NI TERT S

- BB RREICH I 2IMER D FHg 5%
EEERS

FEIRD' 3~SHAEZBA TR UIBERIFEL

BRICBEULES :

< BIIDREIIHIAIDERZIREYT S

« AT 04 MEFIMEORIBRICIFCMVIREZ
EEID

Grade 3O THRNXFKBADERICOWVT :

s TRV T DEEIEE - ZRILRTDRS
wIFUERD Grade 1(CHELUIES.
ZHRILR T DR EEBRETHENTED

s ZRILNTHA UL TDHBEE : (15
UALAR TR E5ZRIEUERD Grade 11
WELUCES. 2RIV T DBEFIEE > B
IBIENTED

§ENBRARTRICBV TEERL TV IV TUX A (—EBZ)

FIBRERILEVEIORSICR > THERS IV MNO—ILTERVESICBERIFO 7L ITUXATIEREINHEAE (1>
TJUFIITHIEmg/kg) DHANRESNTVEL, CEE © 4V I7UF I TREANEEIMIEDEFI NG FER T
ETEFBIEEA)

BB FERRESR(ICHFIBUEKBRICHLUTO LEEEH SO RZEIEE OBIMEFEIIENTHS T LI NHFRMEEKIN
HTI,

5.
&
=
=
#

11 AV TUFITT O BIRERIIHIR] &, [-BIFFE CHRATHRRDES | BEUDY T BEHOBISIHEEDRLLZST) N—F Ty MRIC KB
MRS E SN, SRR LR IERIENA. RA MR, LRI, BB EHEX. BEIN—F Ty MR BN —F Ty MR MEBRN—F 1y
MRNERORMER ROV NHDOREZRS IOV ROEERUHTEE B ER CHRNTORIBEITRD) | PEENSEEDEEHIC
HIBENEZETHERE - PHENSHEDERMRERDEE BIPEE CHRNTORISGICRS) T,

163



(B : 1BUHERR (1 Y AU KTFIRE) Dia5E" ]

1 VAU VIKEFRED DN B2

@1 VAUV HMERMICRZ U, iR DIcsHA VAUV BED IR

OIIEE : L\ ARE

@ A EEITBTENZL @ZEIFMPCRTFR : 0.6ng/mLKBNERERLS
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BOROFERSU. ASTUFALTH REY E#1E_HRR3fE
FBOOME VL R ERE LR 1 SR
Ue S 8E A B EB 1B ENF CRIBRERILEY
Bl Erm L. B RRRAYE SN T DIERI D TR 57218
2. AHIDBRSEHERTT S

* FEIDRSZPIET D
- FREMESHZEIT D
- FFigReE=—9 U0 %= 1~28

JEITTD

- 1~2mg/kg/BOREE FLR=
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- ARG SEEERETT D
BERBEEHE T EDSS™ » .
EOBRILVE BT ERIAT S ERDSRIAES:
GV E VT OB TR B s ht s N EFIEEHEL B EREZRET
o SHICBEEINTNHEICPRTILE ®
AEMRTED VOBTDOH TS EBIERLEB(L Y - EEERIREIE 1 ~ 3B & MRIGERDZE

EN TSl ) | 2T AN S BT BIBEERILEVE || ([OSUTEEEET S
ERRBRCNESE DEFREHATIES)

WRRBRPSEDSS !
< AERD Y DIZE(CIF (—B M ICERIRARIN

IVEVEN LRU. ZOBETTZH0E 3]
BHBID) SRBEEETD KA
 EENRUMBA (I3 RS L T BN %2%
BOEREBRE TS ot
« B (PRIRTU—P) DIBEICE. ZEAA B=
RSA22017** S Z(CRIBRENILE =

VA DERZERETS S

§ EANBRRABRICHVTERLTCWETILTUR A (—EBEZE)

* ERDEMODIZE. AR SPIEDHZE AH DR SDEEZEEICIRF TS

sk | BIRIRIEEEIE MEN' S  TSHMRIED S S PEGMEPIREREEEE MEN RN SN T ACTH, J)LFV—LOREE FEGMRIZIRE S S [R50
E(TERRE-RIBRESE) D7 IVIUXA(P.167) 258 I 2]

3% PRIRTU—TEEARNS 122017 fF% BAPRIRZR-BAANDMFER
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5. 8E&H

[BZ : ADWESE (TEARES-BIBRE) OWET ILTUXLS]

TEAES:

BEIBEE

SRAEIRIED
REERE
EFE (Na.K).

M¥EE)

RERIED
TEKES-

BEIBEE

BIBEIU—BDEE
(FRERUGHENSE
FEUICKVIEEDEED
BKARME. ¥3vI%)

J40—7v>S

* FEID®RSZH#R T S
<A ¢ ACTH, JJLF YV —JL TSH.FT3.

FT4

* NEPFIESHHT S
c MEICIHU T LH FSH.GH. 7 AR T O

2. FOZT7F 2V IGF-1EDAIE

c MEICRUCEVBNLVEV#BREAZR

BEE

* NOHEERUBRERZEEZIUVT L,
BRI

* REIDRSZEPIETD
c NDREFIESHBET S
< BUYIRILE VTR AZRIE T D

(RIVEV@ETICBRUTHRIRIR - BIBS#aEN
EBICEEINTVRIESICRERIERILE
VOBRDOIHZETOIEFEAEERLSE
DO EEMEN B D0, BIBRERILE VE
DEFREFITSED)

s ME(CRC.BROFURZV OV DR S %

EENERS

« FEAEMRIZTD

(FEAMRITEENROSIN. FEADE
KICKBERDZELWES(F FEED S
RZVO>(1mg/kg/B) #1519 D)

ACTHNSEDHBEIERFEEDRIBES
ZERU.EBCTZ{TD

TERNEHELIEES

RIVEVH#FREZDEEICHHHST) :

s NOBEREDEZ I UV T HITD

cTRIVEVHEREEDMGEICOVWTADME
FIEEHET D

- HIBEDRIBRENVEVEIEFERUCE
BB EDTHBU EN T CRIBRERIL
EVAIEERL. B R RBEIC T 2L
BlDFHRSEIR5TT D

- AEIDRSEEEIRFT S

EIRD R T 155 ¢

* A BFIECHRZEL. BYIREERERE T
2

- lRIRIRE(F 1 ~3BE T EMRIFAER D 2L
([CIBUCEERET S

* FEIDKRSZEPIETD
+ IDBEAERS R NC.500~1,000mL/BS DR

ETHERIEKZ BT

« EROZILFVV100mgZgsEk. 5% TR

S¥ERDICEROTLF U 100~200mg
BRIUBRE 2B CEEiE (55
WIEEROTLF VY 25~50mg =685
DEICEED)

c W EFIELHEL. BIBRERILEY

BllcRDaRziting

- BIBHEN2ZE I 2BREBCSNTIFINE
JILFIARMERZB T AT OA ROk
ENBEETBHBENGS

s BIBOU—ENERL. BEDEERNRILE
VERICKIBEDICTIVNO—ILEINTWVD
BE . NDWEFESRHEL. ABEDRSHE
FZRETT D

* ! BASHDVEKEBRKREREFZ DA RS54 VEOMNEZSRT DL,

§ENBRARERICBVTERL TV IV IUX A (—EBZ)




(BZ  @REEREEROMWE7 IV TUXLE]

HIEEMDGrade

MERMFEEOTR | d
53 BEEBSRL)

(CTCAE v5.0)

Jx0—7v>S

* FEID®RSZH#R T D

cBEINEHEEERIHEL
B EIEAR DR S5ZPIET
%)*

Grade 1

« BEOEZIVUVIZERETT D

FERDRIELIBE
+ Grade 2¥(F3~ADTETEET D

* REIDIRSZPIETD
cHARSAVITRWVERZE

FERDR—2 54 VIEDIREICHELEE
* AADIRSBRAZIREIT D

BEID
+ 0.5~1.0mg/kg/BDEES
LRZVOVXIFZDOEME

TERDBLULEES -
+ Grade 3~4DMMETHEET 2

Grade 2

DR  5ony G >
IS BB A EEAED “D%%&%ii
3
- BETNETEESROEEL
BB AB DR SEDIES
5*

« REID/RS=ZPILETD

- RARIEPIESRHET D

c HARSA VITRWER B
BEID

+ 1.0~2.0mg/kg/BDEES
LRZVOVXRIFZDESME
DEIBEBENIVEVEIZEE
EES)

JEIRD'Grade 2ICHELIES -

« ARLKEDTHAU N T CRIBRENVEVEIZ T 2
- BIIRRRMEIC I DIMERIDFEHR S #4151 D
TERDIFRUERIEEEUES | JEEROIERNRIRL
B8

< ENMDOREIHFIDOERZIRET TS

Grade 3~4
SEDER ; BOEYD —
BELFIEDHIE ; &£
mEENT

§ ERRREARICAVTERAL TV ILTUZ L (—EBHE)

BIBRERNVEVRDORSICE O THERN IV L TERVESICIERIFO 7 )L TUXATIEAA RS A V(TR VER

FREI 07U (VIG) * GO s EHE DERADRE A ERE SN TLIEL,

BB AR SE(ICHIRUARES CHU O LEERZSOREIHEI OB EFEIISN TS ST W NHRIRSE

IN&TT,

*GradeZfD S BIEMBENE. F 5 - N\U—EERS . AF EORRBRDSE CERV BRI SRR D FIRUC
BEEPIELTZS L,

Zr=irs

X1 BT O7VUY EE) OER [ZhREXIFZIR] 1F. MK O(CEAY <7 O UV M. MEIgG2EDE NS MRIRE X E A >V )L I EELEKE
ETZRMPER RMRETANSFRORIENH (DT F VEEC KD FHRUOEVRERET>CHTARBRIRIEONT  REZRIIRTS
BICRRSD)  ERECH T HNEYE S DH A FFEIME MV WoR MRS (thB A2 T SHAEMIEGNL &L ARBLE X G ES 5 1E
MEBZENEET Z5E) . IBRORIER (EECHY . BBRESOREDBRD HH5E)  SFMARK - REHKICBIFDHIETONE (X704
REIDZIRAT DB EICIRD) I MERIE MR SIS FARBIR N (S RIEEF — 21— 0O/ F — 23 0) DB K TOUE ABIERAE R BEIES FIRBR
KROBFE T OE. BN BRI S RARRN (B RIBES — 1 — 0O/ F—2Z30) OFBEEER TOE TG (HHE FOENRHSNIH
G) RS MEBL B 2 FARP IR D EBIARE T OETHIH (BE T OWENRBHSNIHE) 2B IEAEREE (X7 O REIXERTO/R
B DRNFEE A 2 (CEH LB VB ITIRS) . KR (X7 04 REIORATHRSEE)  KEMERER (X7 04 FRIOMRANT235E) .
F5UNU—ERE (RMEBBH CTHTRBGEER) N T — AR IEEBABC ST DUTEIBRE. i BRI S FEME R P REAEC 51T D MR
EDUE (AT OA RRIDDRATDIRIBEICRD) AT 1 — T VR V3aVY VRS RO PHEIERFIRIE (X7 04 RRIOMRAT9X5E) RS
KOZMH (X704 REIDNRATDREE) T,

@SS

OHGR R W R S A1)

(
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5. 8E&H

[BZ  BEEAEEROWUET ILITUX L)
IUPF = END

Grade
(CTCAE v5.0)

Grade 1
IUFPF =V h MERIES
B _LPR¥E~HEEIERE £
BRD1.5ELUL T TH D

Grade 2~3
IVPFZIUNR—25
A MED1.5E8~ %
IERELRDGELUTT
53

Grade 4
IUPFZUHIERESE |
BELBRD6MEEBTHS

XHE

JA0—7vS

- REIDR S =TT S
U7 FUEEBBEZY

U>I92%

N—=254 VEHOREICEELESS !
- BEZEROIVFZF_MEOEZIVVTIUINERS

TERDEBELIEES -
« Grade 2~3X(F4DWETHEED D

* REIDRSZEPIET D
« 2~3HTEILTUVTFZUE

DEZIVUVITEITD

- BESFESGETS
+ 0.5~1.0mg/kg/HDEE T

LRZYVOVNIEZOEME
DROFZHRS5TD

* BERODERBZIRGIT D

Grade 1ICHELUIES -

« DR EDTHBUEN I TEIBEERIVE VB ZERL.
B RBLECH T DIMERDFRHIR S ZREN T 5. B
HE2BEEOIUFFIUEBEOEZIUITICTVER A
Bl 5 BRAZERET 2

EEN7BMEBATHRITINIEEBELES !
« Grade 4DFETEEYT 2

* FEID®RSZEPIET D
cBRHIVFPFZVEDEZY

U2 I %75

- BREMESBHTD
+ 1.0~2.0mg/kg/BDEES

LRZVOVXNEZDEME
DEIBRERVEVEIZEE
EES

* BERODEfZIRFTI D

Grade 1[CBELIEE
ALK EDTHAUENTCEIBRERIVEVEIZER L.
BRI ERREICH T DMERID TR 57151 T 2

WENRHSNBVRIEE(L LRS!
< BIDREHIIFIAIDOERZIRETT S

§ EABRRARICEVTERL TV IV TUR L (—EBHE)



(BZ : HERERSEROMWE7 IV TUXLE]

FZDGrade

— 7w
(CTCAE v5.0) J#0—07v7

- SHERE (ME RIS VEL B RO ~2ERER TR T 3 SBRUES |
FEIBEETILEES) - EIEERERSNT S

- KEIDRSZ T S « KEIDKRSZDIETD

- 0.5~1.0mg/kg/BD&E:E FURZVDO VX & Z D
RREEDN=30% BOROFERST 3. 0BLHE. AB<ED 1 HAM
EEHB™ =P A CRIBRERILERIERRT 5. DR
W BERDFBIRSERT T . ABIDBRSERE
RIS

BH(LUrBE :
- FEREBEDI0%>DOWULETEET D

* FEDRSZEPIET S FERDMARERED<10%ICELBS !
AEERD>30% . LS ERSTT B « DRLEBTARULENT CRIBRE TV TV AR L.

ZE53 (EROE IR IEEE R BHRBREICHN T LR D TR S ERNT 3
= h . - ;\

H®HERDERV) 5 £

tEEH g *1*2 LRZVOVXIGZFDEME
OROFERSTS

§EANBRARTRICEV TERL TV IV IUX A (—EBZ)

*1 : FAEEEARDGraden%E(CRELTIE CTCAE v5.0Z2 8,
*2 1 AT A—IVR-TIVY UEREE (S)S)  PEIERIRIERRIE (TEN) RUFBIKIBN 2SR ZE SEY/RIT (DRESS) NN NIZIBE1E AFIDIRS
ZHTL. ERIEPIERICK DM OTEEZES(T TLIEE W SIS, TENX EDRESS &S NITIB G 1 ANEIZ K FtIChIELE T

T ER IR

T 0 T
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5 8EZEH

FI—iK FFI—IRDETDIEENFHRICN T 2AENUARFEEARCEESNTSIEF T,

CASE REPORT

BUEEBEREENREVCENEIEGRER (ONO-4538-02558) [CBVWT. 4 I —REDBEENEE
TERVEELBEE MM ZERIBUES DFEZE HBALET Y,

mt30)

ORIEIEMN (Grade 2)  @OBUIL : B EEME )
@60, it ®H =:2mg/ke .
OSHHE | BRMERIE. TR, RS A 74

TSRS AR,
FFI—R2mg/ kg 58985,
FFV—R2mg/kgiR 'S (ABE. RIIR S H) . ERXIIRE L CRIEMBIR DG,

BBl CTARE(C C il CIFHAE /R pa s D\Eﬁmén BB RN N TTERIRER 5.
ABTERTR B O RR. R D#ESG . [SpO2 91~92% | (CT)

BIEBX IR C C B BE AR, BaE38.1E,

BEORYIN. MBMBSHY. 37. 9. XA T ERREOPPIAZSEDIZ.
B HRE (Day 80) DR, SSERHH L BIAFHEMN HS N ALEAIPLE

_ . FURZVOVESE (o
DA THR2LEKRS, 0 10 20 30 mfo
37 .81, BILBX ISR A C CRBFRas (DEIFN & ST AMEE 23R, (ay) 89

FURZY OISR,

36.0R(CfEE, %*

HIERXHRARE | CIEFRERA oA BRI 23R8 2. BRFR 1 LICTHIE
HIERXHRARE | CHEFIRR D ERE DR 2586 2R,

HIEBXHRARE I CITZFIRR S D I DR DF ClE. TURZV OVEE 115
(Z DR o

129
FIEBXIRAREC CRIEF R RS FIFHR VRV OV SHET .

142

FERXIRAR & C CHEREF D2 DIB&7Z 335D FRDIBIILICTE ),
A VI —=J10VBR5RIE. 3250, 37 . 8E DFEH.

MIEBC TR, e B AR, FURT Y O =EaL. SRS 588, (CT) 180
BN, TR FE A LT SR ITIRER B3R5 S, [ SpO:2 98% | 164

5.
&
=
=
#

BALATR CTU >/ SEREMi 2 538D, FIAERIR Sh1E . BRI MR DR, (BAL
CEEDEIC BT,

200
RIEBXHRARER (C TR DELEBA =S80 Tc. © D, sk iG DiER R OBH

BV EBERSN, FURZ Y OVIFETRELDay 227 1T 547 . 018,
213

226

r

173
1)/\FFEER T2 EANEIHE (ONO-4538-02) BRAE ((TNER) ARISTHHER



BAL

Day -3 : R—ZX3514Y Day 82
(i&1K] ZEBAL
(7510
[(HIZE] p=t%

[22#72] Inflammatory change
[#BA2E] Columnar (+).Neutro (4) . Lympho (++).
Histio (+). Dust c.(+)

[#EEFFR] U NIRERDNEZE RICKEX, KR
ERIHRESKODTHICRDZIN . BEDODD
BN,

. REREICT.CMV(-)

Day 80 : 17K (| M) Grocottlc T A ONwF ()

Loy i

No evidence of CMV and fungus

Day 183

[#%{F]5B4 BAL (BRERFR)
[25XR]1
[HE] 2t
[E2#r2] No evidence of malignant cells
[#BR2E] Columnar (+).Neutro (+) . Lympho (+) .
Histio (++)
(#HRarr R ] EME AR EREREN TS, Z OPICHERER
DEHEZR D RELER D HSHIRE M
FRORV VA ARRZRET DREHS
Nz,
FZIWIT VT —REBICT.IUFRIvHR(-)
FLUERICT.BEE(-)

Day 180 : B (HLE)

f

Pt

‘“ h

Day 883 : 5 TE
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4TI —IRDETOIRENFHRICH T DAENUAEBEETERECEEINTHIFT.
1.
;%Q CASE REPORT  ®»ErfERORZRUASE
[';% ENEIEFER (CA20900358R) [ BNV T A TY—REDBEEMNEE CE RV BB MR RZFIRE(C
ltJ T UTESID#RBZE CHBALET s
—(Ef )
OfffE (Grade 4) @2#i& : IF/\HlifaftE GFRY L) J
@60 M. Bt ®fF E:1mg/kg? .

7 FI—R1mg/kgR 5588,

F7I—R1mg/kgR5 QEB. BB 5H). | 7 FY—RIE5HIt |

FIEBXHRIC COR A DR EZESRD I,

ARE O AN FFELCH ), <l

CTREAICTHAE OB B RO T SEERD . FlEk (Grade 4) U, LBV YERTARIA.
XFILFURTY OV /B8 58,

3. AV IUFIRTHNIERS L AFILFLURZYOY500mg/BNEE.

E'EJ [EZERICTHRIRE N R S 1. BUE S8R AR CERRIEN B SN S,
AR (GBI ML) 1R 56,
DFfELECRUFET,

¥1 1AV TUFIIT O HEEIEHIR] &, [-BIF BB CHRATHRRDESR | BEUOYF BEEDOESINESE DL ZSD) N—F TvMRICK DB
TERRRSNE SRR SEMF M. SR ERIENN, IREM M. SR RE, ME M B MR, BEIN—F 1Y MR RN —F Ty NE, MBI —F 1y
MEJIBRORMER  ROVSNHOREZRY I O0—VRDERNR UL BIFER CHRATDRIBEICIRD) | hEENSEEDERHIC
HR2EBENEEEITDRE PHENSEEDEFEAGRDER BIFER CHRANTDREGICRD) I T,

Do B

5.
&
Z
=
#

1)/N\EFER T JBHNEIE(CA209003) FERALE GTNER]) RERBFEHIE
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FI =R FFI—IRDETDHMEENFHRICN I BAERUARBFEERARICEESNTSIET,

CASE REPORT ) EWF&ROMELEHR. FARUER

BANEIERER (CA2090035 ER) ([CHVT A TY—REDEHEMENETE CT/RV\EE MR R Z FIR%(C
FCUESDREZE HBALET Y,

—(EFI ) ‘;’5%
OFfhfiE:x (Grade 3) QL% EEERE P J g%
@505t Bk ®F E:10mg/kg?® %;ﬁ\

.‘ !

Day

T I—R10mg/kgik 5.

SRS .21
S, $EFES KT

#FI—R10mg/kgiS5 (708, B S5E).
BEXRICT A DI R ER =,
R (Grade 3) 224, )

MERIRSHS. #
FR

3 FI—RB5DIE |

CTARE(CCTHAIEDOREMIEER VT UAS A REZRD  FIROERZEF Z > T . AFILFURZYDO500mg
#Day101E TR 5,
FURZV >V T60mgi% 5588,

2MIFRESEERE (Grade 4) EBM. FURT VY 5% XF )L LR YO500mg/BICZEEL. Day1 135 TS -
(Z D) o 3
=a71/—UBETTFIL¥ 2g/B%Day 1 205 TR 5, m
AIUFIR TGS E

BEIEECTCIYTOOvAR-S T4/ — SR GHE,

MABEICCI S LBMIYTOVAR- TV ANV TR A VUMM B THY . RIS 1.
EROOLFYV100mgks.
EROTILFV100mgi 5. BUIMIEIC K JFET .

SRR SR W
TR I, SRR

¥1 1 2T/ —VERET T FILD [RBEX EFIR] . [- BB DG BRI DEE BIF DB REN RN FENERAZDHR S TES . #nIHER
RIGEZHSNIZBE) - ROEBBBICSITDIERRIDOIE | BRE ODBIE R HRE BEE L—TABX -SmeaBecsrs
BRERNBIROINE 25 MRRECHOBEMMERR] T,

%2 AV TUFIITOMEEIIMR] F. [-BHF R CHRATHIRRDER | BEHUDY T (BEOBSIHEEORLLZST)  N—FTYNRICRDHE
MRS E SN, SRR LR RENN. R MR, R IR, SREMEHER. BB —F Ty MR SRR —F Ty MR MEBRN—F Tv
NMEJIERORME - ROVITNHDOREZTR ST O—VRDEERUHFEE ISR CHRNTDRIBEICRD) | PEENSEEDEEHIC
HIEENEZEETHEE - PHFENSEEDEREABRDBE BIPEE CHRTTDRIZEICRD) | T,

P

OHHaR

(HERESE)

(IWFRIREY - NG SHiN-71)
RS

T EIRREER -
1)/N\EFFFR T JBHNEIE(CA209003) FERALE GINER]) HERBFEHlE A}
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#XI—k FFI—IRDETDHEENFHRICN I BAENUARFEEARICEESNTSBIET,

1.
;%Q CASE REPORT ®ErfERORZRUASE
[';g ENEIEFER (CA20900358R) [CcBNVT A TI—REDBEEENEE CE VBB MR RZFIRE(C
ltJ T UTTEBID#RBZE CHBALET s
—(Ef® )
OffifEA (Grade 4) @2 - IF/vilfaftE GFRmT L) J
@40iFIK. Lt OF E:1mg/kg? .
== i@
DEV

7 I —R1mg/kg 558,

FFI—RImg/kgiR5 OB, BIEE5E).

FFI—REEPIE |

ARE O AN FFELCH ), <l

XiRR O'CTHRE(C KRR (Grade 4) 28, XF)LFURZYO/50mg7 1830, 2B EEE.
TURZYYT60mgik 5 (ERICRUEIRIRS) .

IJISJ\)

CTIRE(C THlER DSEZRDIz.
TILOFZTHRSRA,.

&l

E/LILE VR SEE,

BEITUER D). B/ VILEVESHIE,
FFIRREHEZED . TIVOFZTRSHIE,

CTHREICEY. iz (Grade 4) E2#i. XF L FLR=VOY50mg# 1 B3R DR 585,
S VIUFYT TR,

Do B

TURZV YRR S

FBER R O'SE /) HBREATAE (S A SITIRA (TR UFE T,

¥1 1 AV TUFIIT O BIRERIFHIR] &, B R CHRATHRRDES | BEUDY T BEBOEISIHEEDRLLZST) N—F Ty MRIC KB
PERBIRSE SRR, SRRz LRI RIENA. RA MR, R RE SN, BERN—F Ty MR SRR —F Ty MR MERN—F 1y
MRINERORMEE ROV NHDOREZR ST O— VROGERUHTEE B ER CHRNTORIBEICRD) | PEENSEEDEEHIC
HIBENEZHTHERE - PHENSHEDERMRERDEE CIPEE CHRNTORIZGICRD) | T,

5.
&
Z
=
#

T EAARAGR

1) N\EFEER T2 B EI4E (CA209003) FERAVE (1EPER) GBI EHEE R
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Y —ikA

CASE REPORT

BNBIMEEER (MDX010-2058R) [CHBWV T, V—IRA EDBEEM NS E CERVEEIRMENX (Grade 3)
EFRIRUICAERIDRBEZE CHBALET ",

—(EFID ) af%
OftiEN (Grade 3) OZHRE | EMBENE (. MER VRV SEINDEESH!) J E%
OStage : Stage V.M1b  @30mf. &1t @R 2 :3mg/kg %@@1

i)

Day
—m+13mg/kg+gp100* 1EIEES,

VTR 3]
ST, XF0= 2SIt

—m13mg/kg+gp100* 2EB#K S,

FE RN U DI ABz. BANICHIREZITS N AR FEREREE) 7 5. R 5# N SH BRI B/ F . B ELJ
REFEDUEE I ZDRINERIESE, 2

BnelR. / YUITU—F—IRIRUERBY AT ICRDBRMAZENEE Ul WEBCTICKWUMmAMICRMERMIEBE/ U
AERTRIBEE DD N DI IIRUFAMED T IS RREE N UIE I 2IEENR R 258D,

Rl (Grade 3) &R, IUVI A Y VUVBTAT)L(600mg) 88 FOT0F Y (400mg) X FILFURZY =
O (60mg) ZEIRPIR S, 1)L T9 E—IUEBIE. 1 PSSO AR (LY AR S, [v—RA R5 P B

VY ONA VAEIE (1) BIRMNIR 5. RS X IEREIFEBE I, b=

RREESEFD. TRV (60mg) 55818, IERIDIR 5721, 25 O NZ#iR.

[
R Al (& R,

CTICRV BB DIRRED Y A IBRZSBDI.

SNBSS
BT WS, SRR

BUINDIER. 8N 1—VICKDBRBRIMAZAEE U, BRCTICKUFhRERZ £ D KRR IR DK (Grade 3)7%Z
Rebfc. R T 1—TBBRUSHHEEDICH A,

FIEBXHRIC KU BRI DSE (Grade 2) 25351,

SET GEEAEA) o

\
il

(DM S ST > 1)
IS

RS

(HRTREL - OGRS 7)

i

*gp100 | BYEEBERTSFRUIF V. ERFRER iz
T EPIRASR

Okt

1) Bristol-Myers Squibb: JE#55I4E (MDX010-20) sHERAUE (FtAER)) AGRBSEHmE R
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5 8EZEH

F =Rk FFI—IRDETDIEENFHRICN T 2AENUARFEEARCEESNTSIEF T,

CASE REPORT

EAMREICSVT. 4 I —REDBEEMNEE CERVWEEMBENENRO A /VF—ZRIFRICFETL
TSERID#EZ BT LE T .

—(JEBI® )

OEEGEAE. SANTF—  ODWY : EHEEE J
@80 Lt o E:omgks
OLHHE : BB BRI, BT V. B EOS. S, )

IS, EEFHE. BRE

|

7 8

KIIFRT BRI (LU 27 —V1B) CREBMERUIRIGTRL OERE Y F RV SEERE T T 0%, Y
/e B FZBANERRS , A TPOFUA : BB FT3RUF TAIS EREIEMN,

FFY—R2meg/ kgt 5Ra8E J—mgShiE | |

=
XIS

BRSSO BEIN . BB IR, |

FEIRDIER(C KRBT WEAR I A DH K T EFAENFEIRL. CK EF (8,729 IU/L) AST ER (611 IU/L) (ALT E&
(359 1U/L) =53 ABto

REAER K R RURRIE ST RERE S 21T B RER B R L. #R500mL/ B TR 5B, XA F IV LURZVOY
(125mg/B) 855388, AST. ALTIFE T D, CKIFIFFREE L IFIRE E S REFIRAHIR,

PSR TS, IR S (F B L. RERIBEER. >0 T AN CFBASHGRT R I SROSNEN >fchY UESA AL B AL D H
NETE R T E ERNHIRUICco)  EBEMEIEN RO BERIREICCHEREROES) TR EHSR B3R 3L/ DK
57TSpO:2 95%. ZD#EFREL/ DRSS TSpO2 92%. 38V ITIREZF A BB MAER DR ZEE,

IFIRESAFN 25252, EBCTIRE (C CRIZFICERZRO T | BB MANE D E HIREDENE F BT . IR 2 (3 Hk.
ACTHIF IR EE A (BUBRTESD) -

TITPOFUA : (D= IR ARIEAER MEICH DB ERREZ 5 DD . TSHIMEBIENF T3, FTAICAE R EE B <BE.
I RERE 755 | I 2R D H 2+ / OV RIAERI DR S, BIVEAE U TERHRRE N R RS NS IFN-oDELEEE
Rl CDRFR TR =74 /N F — =5,

R HHIKEPE DA DEHTE L. RIEMER DT REEFEVNEE X SN BAIRDNE. B REDUEIEEZTRHD
feo

BESR5L/ 915 CSpO2 92%, BEEEFERD I [FIRARIEEIC KT,

B
I

LROVEF NI LK. OF YOy FNID LK. T U/ 2 7 LOVEY BV TIVARN SV TSV =)L PRIUN
IF U FIATII Y VVBEF PV IR T(R-B6-B1 2BEGHETA AF/)L VRV OV, JOBIR A XTS5V =), AIET
WI=
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&
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=
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CASE REPORT

EAMREICEVNT. 4TI —IREDBEHEENEE CETRVEREHEIENR CHRZRRUEADREZ
THBNTULE T,

—(ERI® )

O EEFAERIIIE. Bk 0L EtEEE J
@80 . Bk ®F =:2mg/kg .
OSHIE : 7L

=3 i@
Day

FFI—R2mg/kgiR 5RaE (BIIBEH) . | 4 Y —RigS5hIE |

BDHR,
JDAR. FIREE., FEEL AN VE R BSRES N, 2 DRFRELEUCHEE AT RSEE.,

CK_EF7ZER6. R DEMEZEZREL ) Erfeitixo
RS (FIREZ S D2 ZDHNHE TR UBRAE) 5 RETET,
TUWGHE & BRI Jo- 1444 & BRIE HIAChRIUE @ [51%E. CK-MB/CKE © 0.016

EHREBOUER HHETORROID S BEFHEITEDOINHER (JU—1) S,

FhAERR (Day29. EBE) [CKRUEIRZHESE L MIAChRIVARG I T o 218 BEFRE S B DER DG H E2MHT. AT
O R/V)LRAB AR (3HR) o

270 RNV AEE#. CKIF 1,000 1U/LRTEICERR (R O R/ V)V RE A TRIIF6,000~8,000 1U/L) . DEAT—7
JVRE(ICTOEEEDFTRFL. Day20 DIDAZDREREL T DEIRZREL  DFEIRZERE T,

&P, ICUTHA. 1.

2704 REBERE5. MR FLEEL (RIS, MEFERHR)  SAEE B s 0T UV ERFEAICKY) . CKDIERIE. TACHR
PUADIE RO HSN. DEIROE.,

*
}

E

REARYIVEEER. 7 AOVEYNRYJVBIE. AV T HILI VYV UFEF)L, /e R0o00F 7 I REGR. ©4 T UIVAGEER. 719 AT
URJUNVISER vORY Y FSVVVREIE RITUR—X Z)LTUY SNTFSY =)L RIDANRIRIY VEBHET AT )L
FUIRAIY
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5 8EZEH

#FXI—R FFI—IRDETDIEENFHRICN T 2AENUARFEEARCEESNTSIEF T,

CASE REPORT

EAMREICESVT. I —IREDBHEENEE CTRVDEIR N O SR E I Z FIRE (SR T UICAE
Bl#RBEZE CHEITLE T,

—(EFID )

OLEN. BEGENE  OLHIS : IEIEIEmE )
®60%t. Bk ®F E:3mg/kg
OB : TRIKIK J

KI2ERT  BUEHREDE, NIUR TS F - RANLF EREBEEEA T A T UKET.
KVEBHERT  ~RANLFERIERSEEES Y A T LT,
WIE6HBR BEHREE REIFRIL- ANV R THEROA 181 J)UiET.

FFI—3mg/kgid SR, |

#7FI—M3mg/kgkS5 CEE. Ri&&R5H).

A FI—RIEEPIE | |

ZTI—I3EBEERS DR, £HIRE FICIBIRIKAE) D BILL. 4 7Y — B 52 IE U BREARIN AR DAE
Py =Laeat =

ARG T, [BEREE. S5, STRHEZRD BRNEDE2, 4 Y —IROBIERIC LD EEMHII . IR DERTCTH
Sfc. MBEL TR T O R/ VLREE BEB—~#EE (1mg/kgi2E) ) Z i T D= MERNINIEN BT I =8 B-blocker
RS DT I—IRE KN EEHEREE A,

Ffie D= SEIaN SRR D ZEE0 S SR CES MEBR. 7 =79 O Ve T 258 DESEHDI=HPCPS (1@
EZHDIHEEE) / |ABP (REIERAY/ NIL—>// N B D) B R — N2 BEiE. [ BB E A IE T U A TIEIRBRI8. 4 Y —R
B5ICRDEELHR M.

DEERR K JRIEEEZNICEEEDOREDHMMRICIEL T AR, TR E 20 FPD- 1R S DECRE T
DR DOEEEN' D DFTR T ol

25 0OA R/ ZEE RN O MEE R 2 561 To

FLRZYO>60mg/BRBRN O MEE IRz §E1T.

BEHEIEICHUTREI DTV AEBEAZ B T. DERICHUTR/N= - RT 9=V DO MBIHRICKUESDDIED
EN B S5 PCPSZEIRE,

MRITBENS T ROBKE. BBEISENDS Pseudomonas aeruginosaZzt&ttie RIVINT S N TEIIY — 879 II LR
588,

NN A IR 5EE,

FPURZYOV40mgEsirmiR 5.

SEtREE TU Rz,

FURZYVO30mgk 5. IR EREINEGREL,

FURZVO20mgk 5.
FURZVOV10mgE 5.

i MEETIAEE. /L7 RUFTUV3A+HEB47/mLZESML/BE TR 5318,
Z FLRZVO1,000mgi& 58856,
=l FURZVOv60mgIlHE.
MBS H IS R, SH D74 MDA 150mg/ B S8
REHRIC kBB
i

PRIVNZAI F LoD LK. b S ESREEU YV RREEH
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EAMREICEV T Z TI—IREDBHEMENEE TR VERE BRI & OHRZR IR UICEAIDREZ

TENLET,

—(fEFI® )

OIEHRIRE. BN @BHIE © IR
O70m " Tk ®F E:3mg/kg

OSHIE : L

J
wA

PEVD H4nBRT AIVIRTSF - RANVFER R E T,

7 I —R3mg/kgik 5595,

A FI—R3mg/ kg5 OB, BERS5E).

FFI—RIEEPIE |

7Y —IN3MERSRIDIRE T, CK, FFEEIR, LDH. AST. ALT LR Z53¢6). FiPSfED .
AR AR ERIE DEEL T Y — IR S(EPIEL BT B EL TR ZIR S L. BB,

R CIFCK, FHEBEBEDMEN HONT . AT O R/V)VREE (SHM™) ZhETo
FURZYVO40mg/HDIZ 553,

CKIFIERBISA DE. IFEER R SRR,

CKIFEEREFTE L. BilEDiEE. CK LR ARRE. HiRFOE.
CKMEICHWVW. ORIV ZERE,

BBEL. 5 IEFENRTATOA NEETE.
FURZVOV15mg/BETHE,

.
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MEFLBESRA (3). 7O0F VS A
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5 8EZEH

#FXI—R FFI—IRDETDIEENFHRICN T 2AENUARFEEARCEESNTSIEF T,

CASE REPORT
ERMREICBVT. 4 I —IREDBEEENEE CERVARBR RO MRIZRRZ IR T UITEAIDRE

KRR LETD,
—(EHI® )
OAEN. TR OB EHEEE J
@S0/ Bt OF B:2mg/kg
OSHE : MERTs JBIRR. DI, BT, AEE RS, TEIRE. S REIAE. ‘
TR M ESRIERTE . 7-GTPISAN, U/ NEEsEE

WVEAFRT BB (B BE. SRS RS E AU,
WERT BRSSO ) SEEEE M HE T U i IFNEEAS U 1 TV HETo
W1aBEl HILININ T AT IUET.

HFI—R2me/ ke iR S, |

ZFI—2mg/kgit 5 (A0B. RERSH) RSB IIBEED MG,

FFI— RS PIE | |

Z 7YV —IRSEERS DR, ERRFRL . D (39EF)  BE D MR FHET. 352UBE ()
FFI—RESEFDIEU AR, A VIV IV P RREFRE Th e RSBV S,

TRAERE L BB CTRE(C TR DB ERIRDIZIE . RIEZRODIC AIVINT ST LFRIDLA-TFEIUYFRID L6g/
BR558. K&, REFTDHF TI9E ZIBA BSpike fever, | BIEE, MAIRE
TEHIEENRRREIC TR EMICHBED ISR FICAIFIN SSRGS . ETEROSENCOE<HSN HFEEBDSH
HRVER. EDBEHDRO . BEMEDBREZRT. LRV 0O>30mg/B. A2 o0 )ViR5EE. BEERE T
(CHSEETR. KERMERSIEE 1 2B /B,

36EBI(CHEEL,

TESHLENRRIREC COFE RAED B Z 58D . MERIF T I

KARMERSIIE 1 0@ /BT FRHERDSEN HS NS, FURZYOV60mg/BICIEE, I

KRR ERE SR, FURZYOY50mg/BISHEL. RIVNTIAFRIDL-FPUEIUYFRID LRSI T,
TRMERIFIEE T,

BEEINEER.
TURZYOY25mg/HICHE. REBENSTBIREANET. B OHRCITH BOMED RS (CTHEFZRD I,

FUR=VOSme/ BE TR, EREN SHREABET. |

B EANET. I
TURZYOV5mgZRBER S ICHR. 2RI, PRERBIRN G 2RITRENE L, H140EDFE. BIRMRE DR
5. DSBRAENFEON. NI A VR G U D BREER T DI, T T AIRRIEICEE, MRIRE CRIEREN'TESR
;’é SN BUIMIE & 321 BUIMAED' S DIE R M MEWEBEREF. ST IRM(BEIEREF DH . | [IRiRE
=
# BUMAEICKITET,
BI85, RIRE

95HB  Clostridium difficile(CD).CDM 2> JORM YD L JRERIRFTZ A—/NFUHE T+ SXAHDO © 2 TRR%E. EBM : ik
14488 Klebsiella pneumoniae : B34

FEIVIZEIWIVEIR )V T 7ARF T — )L NIANT UL TUXEUR A V2 VU T O B FHRR) P AEU Y-S 7 IL=
Z—=MORNZAIFVAIIYDA TOLIR ZEO/ SO . 707U/ =)L BB VYILVER. FPURZY DOV DLV FFF2O—)U
B IUFIVIF TV L-VRTA Y RSZE)VKIY. Hooo0eiy
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F I —iK FFI—IRDETDHMEENFHRICN I BAERUARBFEERARICEESNTSIET,

CASE REPORT
ERMREICBVT. 4 I —REDBEEMNSE CETRVIBHERVINGEILZRIRUCAEAIDORBZE
BNLFET .

—(JERI© )

OFHE. \BEFAL O=2Hh% | BFEIE/HRRE J
@60i=L. B ®PS: 0 O®HE : 3mg/kg )
O SHIE : U/ \EE#S (N3). FERTS . AiEne  FENIRIMARAE  REBFRIRIMISIE. B ©

== i@
RERFESD

B
sEL
L
e
D

PIBRABEIREES T - FFFEDIE/) \HRZAHE CABEBALE L3 AT —I V. TNMHFET2N2M 1 (EnsiEas&:m)) (SHU.
7Y —R3mg/kgik 5R3E.

SR ZERDIc,

B 5. ReE (T 23R 1.

KIBNREARBEZIETL. LITRBICHCDEBEZROIN . FiEDEEREFFRHHN oI,

Z V-1 BERSHOERIRE (£5CTH) - MRIREICTERERR L,

FESH L ENRERE S AERREREIC CTER B JERIGERICEIR,
FTI—RBSTEICIER. Bt BEEZEU.
ZFFI—m3mg/kgik5 (COIE. &S5 H) . CRPERMTH Y. RBEFDRDBN O,

4 FI—mig 5t |

BB ZEL. BRDIERDEDITENKRIE,

[BZPTR]IEESIFTHE, AR TE T DB ISRV TR, BREBEH ol B8 SMEEERN D SN GBI 4+,

[MRARD TR R REIC R DBIERAEEDN .

[MRAREFT R ] FF B HEAE CRER L.

[FEERERIRE (CT) ] LREERZDCRERERICAEDiree air. FEELBIC/INRELIEE, DB DIEKETE. BREEEREE LR
hépofe,

Bl EKRUGEEEZET (N\BETL) . EESEEB AL ICH DAL MIRIER E 2. 7 Y — MRS (F LU, AR, REEE. i

B8R (U8 AR (7 EY U KIIY) ISR BRFHIIEZRRA,

MREAREFIEUIC e A VD AEZB A, FEELENRRREICTEBMREZRD T FEHEERA 25 E. BFPT

REBRBED S FESEIEEZILIEEEN CHBID/INBEALZZE SN A VD ABENSD/I\ZER CIIEENANDTE

[FIR<LMEEZHTIF TEIRM o,

EROZLFVYIANTBIZT)LFNID A300mg/BZ38-EERS.

IR PIEEAZEIE IR (e,

TMENR7ZFA.

A7 04 MESIC LB RFNNEE MU RUF— -1 D RE R B U OB,

FURZVOV20mg/BICEE,

OERHREZREV . KA (FEUEEENRERE) C. OEKinsE CHRREUICH £EBIFROSNIEH ol
BEZBML. TURZYDOY5mg/BICHETR.

IS . BEASAEIR D EIAL . Bif5. REAZENY R S CTIC CRBNRIRE DHREFE KD S S (CORID BRI CEAEN'ER
51N/,

2704 REFER THolch BEAERHIC KRR P BEIEERZ R RUIC Iz B EFLE DR BRI/ B P2R A S 221,

BRI Z 81T, /\D E > FRDS30cmDER I NS EIREN 40cmICh iz U EFL L. DRI EIREAE WIC)L—FRICHEE U, 5

BEANDRBLCHY. EHEDIRREE BTV BFLDTEMIR U, IEEEE DEICIRBZTE L C W cfeh INZ—REL T/

B UIBRIMTZ BT U imin S . T DD/ RS PREIFERH S G of,

R RERT R ]\ N CERR S E OB DS EB O, BYEE. RYRIN. LR 5N —F
EFLUBRSE UIc BB DIRRE Cap ofc. BN oo fe B2 S 0. V) PICEE_ERZPNEFIEE Al o, Bl

FRI3EN ST,

T EBIFRE T, 1. A B M P BEEOERI 5 < Bk S EEL (BZ7)  BHE DA,
IR ER,
TRED SV BERATY
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CASE REPORT

B BB (MDX010-2058) [CBWV T V— A COBEENEE CETRVEELBAERX (Grade 3)

ZEFRUIER DREZ HBALET ",

E“i

EHI@

OB (Grade 3)  @HR : BUEREE (FE. MR UV /NEINDEZH)) J
OStage : Stage N.M1c  @60=L. B  @FH =:3mgrkg
OSHIE : BIE

Day
—iR+3mg/kg+gp100* 1EBEEKRS.

TRI7ZERS Iz, KK (Grade 2) Z53H1z,

O
)O

SINERIBIKR ST 5D TRICHUTEDTE I, HE(Grade 1) ZBHT,

THIFGrade 3(CE{b, ABT,

EBRPEEREICB VT BBED IR TOEAICEEDAER (Grade 3)  EBEfEZFRD .

OIS RIFDER CIHEGRIBEZHZ(LIFEROS NG ofc. LIT1EE . & TR MTREBMOSIRIEBDOERICENT.E
R NS DRAEERD Iz ERFRU I SERODENNIF TR BN (ERZEREFSRHSNBED o,

FIRMER. TRV OV (60mg/B) DEIRPIR S /NS EIE—IL(F NP/ D) TYA TSV =L AT SI VRS,
E(BERIKIE Clostridium difficilesaZ=M U BPRREARICHU I TH Tz,

IROEBIFFBHSNIEN DT,

EEEHE SR, 2T 01 RORSREENE I MARZHEDZV D 1 BIC20@ &5 o/cht SRR RIF Cdnofc.
CDMhICEYF MRS DEURR OTEREFRN o1,

VIUFIRT(400mg) * RS SN IR ARHSN T,

FURZV VT OFEIRAIR S Z FUR =Y VT (30mg/H) DROBSICEIWER.

Bt RERRIFHEL CVDDDDREER Tholc. FURZYV OV 15mg/B. AT SV TYATFSY — LISk,

F |

2
\\‘>

REZICT BRI REL VA, PRRUIEROEENEIIL T L,

KB (Grade 3) DictHhBE AR FURZVOY5mg/Bi5S. BairNER R O ORI I MERIEDR RS,
& Clostridium difficilezZR(THL TRMETHdlc. FURZ YV TROBSEHLE,

SIKIERFRECB VT HEBDERICUFAMEDIFRFRNBZ RGN ZRDT.
SKIEBEDERICENTIBETRFTEEMEDRIES JBEDRRDERIZRDIC, [Bn Al EDERIFZEICHNT.
T —INA [CRBDKRBXRIC—H T BT REED BN 2T,

FEBEXHRIC Cha bR 2 RIE T DFTRIFTED o1z,

N

VIUFITT(400mg) * D2EERSETFTXIY Y (5mg) BOEIRAIRS.

1) Bristol-Myers Squibb: JE#55I48 (MDX010-20) sHERAUIE (FEAEE)) AGRBSEHEE R



Day

SR IR DR

R, MARZ DRV TR (Grade 2) Bk L CHBY . R OBIKIEBH o/,
TFURZVOY (5mg/H) XTSI VERSE,

2T 04 ROB SR T . EE%E cClostridium difficilessz=h et s 135,

ARO=SY—)L(500mg 183@) &5,

CTRFPVICRIFIIIAHRE EFREZ DI X MO =9V — LR SHET .

FIRESEE, 8
SEGC R SR

Kigk (Grade 1) (CHE,

PNz BN

BREODRSE TR REHERIRS,

&
s
44
A
()

5,

IS

ot
IR
i

[CKWFET,

A

S IRTERE L S NG R

(W ERE S St )
@SS

HmSS S

(DHHERDREY - DGR SFHit—1)

*gp100 : BUYRBERTFROIF Y ERFER 0

T ERFRAR %

#AVTUFIRTDBIREXEZHR] . [-BHF AR CHRATHIRRDES | BEU DY F (BEDRSENBE DB LLZS0)  R—F Ty NRIC K D HE B &
ESEN, SEMTZ R, M IMERIEN. BRI, SoRMELRE BB R BBEEIN—F Ty MR R RN —F Ty MR, MBI —F Ty NE. IR ==
DRMEH - ROVTNHDOREZRT IO—VRDBRRUHFEE BHE SR CHRATHRIEEICRS) | PFENSEEDEHHICH2EE NEE
BIDEE - PEENSHEDEBERBROERE BHEEE CHRATHBIBEICRD) T,
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CASE REPORT

SN EMABEER (MDX010-20588) (CHB VT, V—MRA EDEHEMHNEE CERVEERKERX (Grade 3).
THI(Grade 3) =RIBUIIEA DB E CENLET ",

—(EFI® )

@K% (Grade 3). T#I(Grade 3)  @RiR : BMHREE (FEBEHY) J
OStage : Stage N.M1c @20t @R £ :3mg/kg
OSHHE : NEREE. RS

n:ti@

Day
T —m13mg/kg 1EERS. R5%. THI(Grade 1) FERZERHc. ORSZMERIR. 7 AP =/ TR 5,

THRIFOE, 2 (Grade 1) Z388Tz.
—m+3mg/kg 2B1B# S,

—m+3mg/kg 3EIBES,

T (Grade 3) ZER%h . EEIRMHREN .

{EROMEI. Clostridium dificilessR RSB IFRIE, )L TOFIF VI 1,250ug/giB (EEFE © 5057%) 2RIz
TS 24B5RI LT A~7 EE BTG L o

RETRIDREIENLF,

AFILFURZYVO100mg/ HDESIRPIE S K ORSIRPEREAR. BZ N Grade 2(CEfk. TURZV>*20mg 1H3E
ROKSHIE. HEIFHE. TRIFPPHE.

FHP(FOE, 185 (Grade 2).WiiFEha TRl (Grade 3) ZBhHIc, V—RA RS GBI IOV T 7RO VERE
B EIRAF T T/ NILEY —IURURIRS I VEILKRBIEZ RS XF IV SURZY OV EBIIRS . FRIlFE
ESNRBH .

B, Bl Clostridium difficileBssaR U S &bt BEERCTIC KW BFERE DR NSRS S 1, KBRS DRI S SHEFEAE
ERLT WA Y IUF I T*5me/kgiR S,

RO VEBERO IVAFSIUigs, TFOE,
EEIN IR ETHore,

BHENREIREICKNF RO EMME BN E 4 SBBRE2ADEBDLFICR DU T A MIIREEE 23R RIRFIR
BICKIATFHERI BB Z R0 RIEEB DT R(FN ofc. AR COBARIRAIIIRIE TR ofc. X T SV DR SEE.

Bt TURZY YV RUX TSIV,

KEEX (Grade 3) h'EE.

CTIC KBRS 2E PR DI IR E ZRD I NIV S SF 52 NOUFF ISR Y ST TN VB 4E 5,

RBEITICRIFET,

*EPIRAGD

T ENERTEHLE

M1 AYTUFIRTDBIREX BRHR) . [-BHFF AR CHRAN TORRDER | IO T (BEDESEHIREDHIEZS0) N—F Ty MRICKDHE
MERBRRSIE SEEK, SRR, SR ARIENN. IRAE IR, SRR, BB M EHER. BERAR—F Ty MR R EIN—F Ty MR, MERR—F TV
MRJNBROZME ROV MO DREZRY T O—VRDEEM UL B SR CHRNTDRIBEICIRS) | pEENSEEDEENHIC
HOFBENEZHIOTE - PHEENSELEDEBERGERDGE BHF SR CHRITOREEICIRD) I TY,

X2 1 AIVRTSF VD BHREN (2R (. [-FESE TR, B/ ASSE. SEXUAEE . DS, FESERE. R/ Vi 3Rl iE. SUE. F2HE  -LITORM
BB I BIDFTRMEERR SO AR A\ RRIEERES RIE- BRI S R PR RRIHIRES. BRSO 11— VI PE
TrsU—fB5-BHFE) | T,

%31 NTUSF )LD BIRENEZHR (&, [R5, JE/) VlRATRE. 2. B, FEAR. BREN S=REEZH I 2EEIE. BRAN IERnEZHE I 2RE
. MERE. ETXIEFRDO T =58, BRNX S OMIREE (FREE. INREE. HIRNER) | TT,

¥4 1 YSTTZT MY JVBIBD BIRESEZIE) (&, MR UIBRARE N (e D E R R . CIFR AR S AT AR AR B IR R BE IS P IRIRE] T

1) Bristol-Myers Squibb: JE#55I48 (MDX010-20) sHERAUIE (FEAEE)) AGRBSEHEE R



CASE REPORT %
BN EIEEER (MDX010-2058) [CBWV T, V—RA EOBhEUNEE CER WV EERMERRI (Grade 5@

3). KX (Grade 2).BiK (Grade 3). TFI(Grade 3) #HIBUICIEA OB E B LET ",

S

—(ERI@ ) g@%
O m{EHkt (Grade 3). A5 (Grade 2).BiK (Grade 3). i (Grade 3. B&i& ' 57
5%7188U%) o
] o B .
O : BB EE (BT, RIS, REAER O/ SEADEB ) . Y
®Stage : Stage V.M1c  @80mA*. B @OFH =2 :3mg/kg "
OEHIE : RMAIIARAEX I
5.‘,,](
Day ()
7 —mR+3mg/kg+gp100* 1EEHS-
¥ —R1 3mg/kg+gp100* 2EBE 5. :;{J
B
—iR+ 3mg/kg+gp100* 3EERS. E
]
—m+3mg/kg+gp100* 4@BEKS,
CTEHWTRTOBHIDTED T A RIEAD RO SN R DT BRER OV ) CERER 1 DRIz -
3
T (Grade 1) &53%H1z. E‘El
&

A1 (Grade 2. KEERUMIE) AAKVEHRS, MESE (Grade 3). KBz (Grade 2) 8L\ E52HT.

&

il

TRIFFRDIED 0T PR ORICHARBH ZHSEEDRAN & T,

B EA. OB ERER BE. TENORDEHS BBEDRIN Holc. EBOAILTSOTIF V3B (1,25018 (B4E
: 50ug/gHi)) THof.

BUESREBIREIC CIADRREY. BRSO CRRES B CRUES EONER VRS 4 TS0 IR
KERDI

SNBSS
BT WS, SRR

BERER UK N ZEZRHMET 2. 5. LiTEE. &MU MTRERUSREECRSRMERER RS Nz, BRUI
ENBBUY ) VE SRR Y NEIR U HREICBE )L — T SERENV =713 LD e ofc. BElRAE R & O
ZRf. MRICHLTORSINGRIEIRS,

Eﬁo

(W RS SR >t 1)
@SS

BN SIEROBEEZH#51H200BEDIREH ol MEFHHFOIE.

FURZ VYT 40mg/ BB SERIE.

P

28RE(Chrz) 186~80. 3R T EICHBDERE (IMAIFEL) DIRA NG ol FRIEHE. 2 X S5V —)LDEEE
5. 0XRSZNERIR2~ 3T DR SHIBES,

X

bk

BBREFELIAT SY VKRS8,

(HRTREL - OGRS 7)

FURZVY130mg/BICHE.

10~120DEME, BIRAER . > —F IVERIEROXFILTURZYVOVES. g
FURZV U T40mg/BICEE, BEE

10EIDEIEZEHD TRIC K DR FREDIFRA N D 2Tz,

1) Bristol-Myers Squibb: SEHHEIHE (MDXO10-20) MERRAE LAY EGResaray |00
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Day

BORIET. KT OB,

AV IVFIITHN O S.

TRk Bk 2531,

BiK (Grade 3) Dfcth AR, EIREIGKDEIRAIR S

BAUEIE (Grade 3).8~9LDEEZ S NFI(Grade 3) &Iz, FiEFEIRFEN REBZRIE. XFILURZYOY
20mgDEERAIIE 5% 1 B3 @SR, Clostridium difficilesssr R UHEE(FB2E THole,

MRZEHEDIRVEHEN 3@ ofeh BREERE. AT O ROBIRAHES. 1V TUF I T RUBERECTHE.

BT BIRER(EOITH THY BEUER. BKIEOE, TURZV> 160mgiR 5 Tan . B h R EEZEET.

RIS (Grade 3)ICKIABR T4—U— D7 —7/)VBE. &llE (Grade 3)Z3Rbfc. MKIEEFT 1—REFRITHU
TIHETHIz,

TRINE Lo IEBHIDIZ S IR O RESMHERIIAE (Grade 3)ISW I BLIRTOF T2 ©IIIILARUXFIVFIURZ
VOYDERSHREREBON . BIEE R CHhor,

{EIEPIREEIC K. S HE IR CEE DREEDELN. B DIIE. U/ SERDGE. B4 DIREXN. BEBRE AR, AHE
[FERHSIEh >,

MARIBEFBEE CTH T,

RESMHERIMAEIFEIE, TRlIEGrade 1(Tt4E,

RfE. SIEEOE,

18IC4~5BDERE FURZY Y1 20mg/BICHE. AT 5T VSR,

TRIIFOE,

AT OA ROEEIE T - KR DOHEB .

BRBEITICRITET

#gp100 | BHBEEBATFRIIF Y ENFRR
t BRI
%11 AV TUFITTOCHERGHR) . [ BIEARTHRRHRDES : BEUY< T (EHOBSHNIBEORH L ESD) A—F Ty NRIC L DHAMH

BERSESIRK, SR, RN, R R, LFEILE. SEESHEX. BEIUN—F Ty MR BREN—-FTyNE MERUR—F Tvh
ANBROZ2ME ROV INH DIREZRT I O0— VRDBEMRUHISEE B R CHRN TORBEICRD) | PEENSEEDESHICSH
PEENEEEIEE - PHEHNSEEDESEREXDEER B ER CHNRA TS EITRS) | T,

X [BEENDKRS] BEOREZTDICRRBUBHSIEEICIRS T BT &, —MRICERKEMETLTL S,




F =K FFI—IRDETDHMEENFHRICN I BAERUARBFEERARICEESNTSIET,

CASE REPORT

EANMRERICESVNT. A TI—REDEHEENTE CTRVBIE 1 2N RFR R R RFRIET b7 VR —2 R
EFIRUICAESI DR EZ TN LE T,

—( B )
@70t % OFE : 49kg OFERE : SEEILERCE
@OPS: 0 OECRERZDEE -G : 7L J
O ZDMMDBEE-GH | BU RBRRDEIEZL)  @HAE : 5L
O 7Y —NaEa DR EEs © B, AT, U2/ Ve B8 T BIE J

O I —aEARE : VB @4 7Y —REMAZIRHE : PREIESOH3EE)

B
sEL
L
A
D

77T —R98mgi% 55848 (¥1E)

FFI—IR2BERS . SFEE- K N DHE/\ESBDIC,

CTRF+/(CThE-BIES- U/ V- K28 - 2 Mg SR DB\ B R ZER . 4 TV —h4OBER 5.

7Y —R6EBERS. BIAEFERH SNIFN T,

m#E:82me/dL  FRAE:(—) |

/8. BHUE T RUkn HER.

058, Bl Bl RN @<HIRLOFES 2. 3HEF RISV BAE TU K DEIROHFDIRE T ofc. SIS 8RR
ThPIR—=I TR HSN. BRATELG D,

BIE 1 BAEFRIR C TSN 1 VAU ViR 5 (48 841/ H) . R (EIERIER) (C K B/EERIB.

m#E:571mg/dL HbATc:8.0%  Na:136mEg/L  Ki5.4mEg/L
Cl:I9emEg/L MmEAAL pH:7.1  BE:-22.8mmol/L ] FR¥E4+ PRI 23+

TRPUR—2 &, MMAEN200mg/dLEICTED LS T>M0—)b,
Na:135mEg/L  Ki5.54mEg/L  CL108mEg/L
MARAR[ pH:7.418 BE:-4.3mmol/L ]

BERB BRETU A VAVVE T (RSAFA VT RT =) EA VAU FIILT01 2841/ BICES,
MPCARFFR<0.1 RPCRFFR<0.6|

AVAUY URTFOL-4-48 01 VAU FT)L7012841/BICEE L. [MHE200mg/dLE THRE.

i
5
i
5

B A RUY URTO4-4-480L, A VAU FTILTT48AG/H,

AV2AUY URTFO6-6-681L, VAU F7)L T 7884/HT. ME200mg/dLE TREE=S,

\ o
L

|
|
[HDA1C9.9%  MTC-RFFF<0.1 | |
|

PEOECHAREEREIRBF2 TRMENUIEE TH oI,

EEEEBCHE  IGADHUE. 1 VAU VBECSHIHE

FgE MDNAHA, Tﬁ,ss-DNATTﬁS\ Fids-DNAFTA, o N -
TIRNPHUE ASMPUE., F1SCl-7 OFTUE. J1Jo- 1HUESS-ATUE, J1SS-BHUE
Z DfttESHUE MCL-B.GPIEGAHIE, PR3-ANCA (C-ANCA)

b i CH50.C3.C4

* [BEEANDIRS] BEOREBZETDICRBURHSEEILRS I BT L —RICEEKEMETLTVS,
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5 8EZEH

#XI—k FFI—IRDETDIEENFHRICN T 2AENUARFEEARCEESNTSIEF T,

CASE REPORT
ERMREICBVT. 4 Y —INEDBEEENEE TRV R/ WA RBERZ IR U ARG D2

BEBALET.

—(fEFI® )
@S AR M 4B oL EHEEE )
O70m" Tk ®F E:2mg/kg .
OSHHE | B, EASIIE. BasE

#1305 DAV-feronfeA6Y 1 7)LiETo
R7nERT IFN-GHERSBEANET.
#20FE0  FHERTS. FPIERU >/ SEAICER S,

T~ R 2me/keiR S8, |

7 FY—M2mg/kgk 5 COE. &RIEIR5H) . BRI TEZ DI,

FFI—RESDIE | |

BEIC TR DB A mA IR,
F T YV—RIBER S DI SRR MR ERD. 4 TV —RIBS IS URE AR, M/ WK 1 0~ 20841
#S8EEE TR S, PRIRMATTHE O/,
XFIFURZYOY250mgid 5, FLUR=Y 0> 40mg/BOMRRERIE.

AFIVFURZVO125mglCHE.

GBI O7UVARE(VIg) (400mg/kg/BIXSHRE) 2Rk,

HABIICIIR . FIAHSN D, (BEER R E-+#m)

THOEHIEE. SRS, K FREE,

O=0OXF L60ug/B=R5HA,

AR BRDOIMER SR E SOECRBRBOIMR DB, TPEHREZR S Nz,
R, TMmDsHEE,

IO,

BEEEA.

ITPOMEELCOIFORF L120ug/BERS.

DS FOXF L 120ug/EEES . BRIEEHE TERD. LRFOF SV 25ugm- 5,

SKHIE M, RN TSR IREE, FEEREE. 5 FROBREREN R, ~/U210,0008(/B1E 555
MRUEE NS FMRIBE 21

FURZVO30mg/BITHE.
EORY. BEEY (CRIRER L. FREIGEMR, A/ SR SHET
ITPEIE,
FURZYO>25mg/BICHE. HLSHIMIEE 5EE . PRI TIFER,

L HMURBIBEIFEE LD BEEN ST, |

5.
&
Z
=
#

FURSVOVR ST, |

TLOVEYRY VIR, SPINRIFUFRID L

‘ X [BEEANDIRES] BEOREBZTDICHRBURNISEEICIRS T BT & —RICEEKEMETLTLS,
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#FFXI—k FFI—IRDETDHMEENFHRICN I BAERUARBFEERARICEESNTSIET,

CASE REPORT
ERMIREICSVWC. FTI—REDBEENEE CERVBIMMEB M7ZERIRUTTEAIDREZ HBNLET .

—(ERI®B )

OECHEMBIMM4EM @2 | IE/)\HEAR AT J
@60F{N. BiE ®F =:3mg/kg
@PS: 1 - J

OSHIE | WERIKIBESAE. UV /\ENE . BREERMRR. T —EHES

UIBRABETRET T - B R D IE/\HliahtE BRI AL G L3 A7 —IMB. TNMADFE:CT 1aN3MO) [T/ U,
7Y —k3mg/kg (150mg) ZR S5 (R 5H) . | 4 Y — g 5hiE |
B 5 205M% KIBEDFREAERDIC, Infusion reactionDTlEEMHZE X SN fcH'. COH(FEEERREIF oz,

39EDHEAN L MBLLCOILILETFOT Y PHFEFIVEFEZERSHIE. T DR DFRIFESNEN .

Tz 0—7v BN CRINZ SR, FRIMERICT Hb:2.7g/dLEZE UWE M 2RI fcs). Grade 4DBEC RIS MEE
CHMT SBEEDT=H ABto

AFIVTURZY OV 25mg/BOsERIE, Bl Z T ofc. 4 Y — Mg 5 E ik, BT — AR, BT — LR
ERRR M. fAARIMBREUE 0. /\ I OE>:141mg/dL.

AT 04 RNNIVRBEND D AT O RNARICEIVE R

IRMFERIC T, Hb:8.7g/dLICEaE=E.

FEIFOE,

XFILFURZYOV60me/BICHETR.

HIVIRTFSF5.0mg/L-h. T HT—)U-FXSVIL-FFSVIVAUD LBEEH T IUEI100mg/body DI S5EEE.
BB AmHEENFoiE.

FARIREE
REIBESY |Day1|Day4|Day4 | Day5| Day7 |Day13Day20Day 29Day 36|Day 43Day 57|Day 77|Day 85/Day 96

Hb(g/dL) 64 |27 |47 618789 |84 |50 67|70 71| 46 100109

T-Billmg/dL) | 1.2 | 1.3 | 1.4 | - 1.0 | 1.4 | 21 1.7 1 1.1 1.2 1 07 | 07 | 06 | 06

192



I 5. SZHHK

FI—iK FFI—IRDETDIEENFHRICN T 2AENUARFEEARCEESNTSIEF T,

CASE REPORT
ERMIREICEVC. A TI—REDBEEENEE CERWVEFBENEE ZRIBUITEAIDREZ BN LET .

—(ERI® )

@ FEFENIRE @214 - IE/\illfafhTE J
@®70mL* Bk O®F £ :3mg/kg .
OPS : 1 OSHIE | U/ VERERTS. 1 2UAERR%. SIE n

Day

CIBRANABTRET T - B R D IR/ SIS (BRI R _ LR JRBERI A _ 3. AT — VB TNMOFETAN2MO. ALKRR & &
TRt EGFREGFERIRM) IS, 4 FY—R3mg/kgiR SHtk (RIg5H). |4 7Y —RB S5t |

ZFTI—M2BEDERS5FE CHhofch REMFHERMN FFOSAETETRVKOVET MY EEREREZ RO 2. /8
BDIZH AT WEEL TEITTEMMERIGKINY. G-CSFDRSZRIEL. 4 7Y —& 530 1L,

XFIVFURTYOV1g/BORTOA R/ SV ARSEERIE.
MR

FURZY OV DR SEBIEL. Hie
G-CSF BRI DR SDIL,

AT 04 ROESHET .

ERERIIRE S O1E,
ERIRIRE(E

REIRES #®581H | Day15 | Day19 | Day21 | Day24 | Day28 | Day32 | Day35 | Day38
Neu (/uL) 4,897 0 20 191 15,479 | 7,357 | 4,940 | 5954 | 4,379

5.
&
=
=
#

¥ [BEENDRS] BEOREBZTDICRBRUBHSIEEICIRS T BT &, —MRICEREEMETLTLS,

193



F =K FFI—IRDETDHMEEN FHRICH I BAERUARFEEARICEESNTSBIET,

CASE REPORT

EARMREICBVT. 4 I —IREDBEEENETE CERVBIERF R ZE RIS (CFET UICAERI DR %Z THET
LEg,

—(ERI® )

@ BIFERTX OIS : BiiarE )
@80 Lt ®F = :140mg.240mg )
®PS: 0 A

OSHAE | U/ \NEERTE (N2) S HERRE . LRIEEHRE

=3 i@
Day
RBLIBRABEN (FEne D B flifa ke REE. - meRMEMEE. X7 —YN. TNMZ4E | T3bN2M1) (S L. Z T —iR
140mgiR 55855,
FFI—R3EBKS. 4TI —R240mglTEE,
ZFI—RE5 (ADB. RERS5H) AFHEERES (Grade 2) ZRDICINBELTYILY TA +2 01— )VBERS.
(A FY—Rg 5l |
FF#EEREES (Grade 3) ZERDIC BRRIERE LT BEDERRERDIC. COEE  ARIBEBROBIRZERDIc. 4 S —
mE5ElE,
ERNUEBEREZIHAILUERD . MRNREZEL B R EB R0 FIHAEEE (Grade 4) Z3RH ABELTAF
JVFPURZYOYONTBIRZTILF MY A80mgZR 5 . B2 AR,
2178, B 7 Y EZ7EME (103ug/dL) RUBFEMRAEZERD o, CTIRE(C CHF &R, BIREAF R &2k MBE LT
AFILTURZYVOVIANIBIZAT)LF KU A 1,000mg/H (4B—) DIR5EE.
&= SV £ EREEFEELRN O,
PR 22RO BUERFA R BT AL L RUBEBIEL. sl
[Blikrr B L E0E 7R AHRRRZR SRR S NAEHR 2 B 2585 Y C KB RIFEFF R EL TR B LR VTR T o ofc, PDEERE ﬁﬁ
HZOE U BREERHESE D& T, PINREE H (C IS AR ERREE N & S FPIRR B2 5 T Lo, PIARE jt’k
R ONERICZ DRI P PIIR. PO IRAIRZ X2 SR8, e B L 5A Tl PD-1. CDSZ I THIRE A AAE ?%gfz
RO FEEZ GHTHY. CDARZETHRR. AABIKASEEL C L) e, —7 C. Bifiie. EEiiald F LA CHRIN %ﬁ
IFh\ofe, =
KEE
ERIARIRE(E
REIRES %581 Day 33 Day 47 Day 61 Day 67 Day 68 Day 70
PT (%) - - - - 13 10 11
PT#) - - - - 39.3 48.6 433
AST(IU/L) 17 37 125 723 - 324 166
ALT(IU/L) 4 12 39 178 - 208 144
ALP(IU/L) 231 287 514 1,628 - 1,065 968
r-GTP(IU/L) 94 132 336 778 - 418 414
T-Bil(mg/dL) 0.51 0.49 0.77 3.73 - 11.81 15.28
¥ [EEIENDRS] BEDOREZTHICHRRURNSERICRS T2 —RICEREEMETLTLS,

1 MBHRIBIFH: BAREZARRS, 108: 379, 2019.
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5 8EZEH

FI—iK FFI—IRDETDIEENFSHRICN I BAERUARFEEARICEESNTSIEF T,

CASE REPORT
ENREICBNT A I —REDBREMENSE RV LIERBBE R EFHIRUAEAIDZBZ HE T LE T,

fEBI©
O LIEBER @2 BitRERE J
@70 Kk OiF = :37kg
®PrS: 1 ®F =:2mg/kg - )
OSHIE : ECREMMX (H2Fa1H5). U/ \NEiEnHS LRI B IR, K TS, AT Ent%

\

= i@

BV BRI R EE (BF. RELHFERGIRE, 2T — YN BRARBGTFERLL) (SHUL. 4 Y —R2mg/kgi 5588,

BemZHmROREEZRD. FURZYO>Y7.5mg ¢ —)b,

AST.ALTIEN0 (FF#EERE) (Grade 2) Z&RW)Ic. FURZYOY%Z7.5mgh'510mgliEE.
F 7Y —NABEES. AST. ALTIENIFEE.
ZFI—mM2mg/kgk5 (100E. Ri&&5H).

F FY—mig 5t |

Fr#EERE (Grade 2) #5831z,

BT O— &N,

[PrR) BT S4(C26.5%23.3mmMDERSD . S7D28.4X35. 1 MmO IERZ EHI8 A BRIDAT B LV WL 0E A, fAREE.
EE L DEENZEEIR CHBEEEE(E2.9MmmEREEH W, BBEED 4. 7mmEEEL TL 2. FFRIF PP AE—,

HBsHRRR4E . HCOVIHARR I HATUARR 4. EBV-IgMBE14E.

B HREERDIKRZE RO TBEDIEH AR MBELTCTURZY O 20mg(TiBE,

BEER T O —#& 52,

(AT R BFAe: S8 D AT SHLMRZE(F S m38mmEIER . hump signs@h 2. Bt 25D, BBE(F P I E CRILE 253D,
FEER T I — CRBEREZRE D . BEEN ABIR D IRERI5(C25X30mmADU >/ VEIDIERERH B

TFURZYO>20mg/BE5#T .

BHLISABRRESR (MRCP) 231t L. BE{L AR E R EHEE 21T,

[FTR] P FAMICIEN DB E R OB SRR NS (SR IEER K IgG4BhEREB P RFEM S W (E TR DOFE LIS
OB,

XFIVTURZYOYIANIBEIRT)LF I A30mg/BR55FH.

XFIVTURZYVOVIANIBIZAT)LFRID LA75mg/BICIEE,

SO0 /—)VBEIIFIL2g/HEINES X FIILFURZYOYINIBIZATI)LFRID L62.5mg/BICHE. L&

27 0OA R

T ZAN)VF )V AR ERD I NBELTT LIRT UV VUBES,

XFIVTURZYOYINIBIZAT)LFRNID A50meg/BICHE.

XFIVTURZYVOVIANIBIRT)LF NI L41.25mg/BITHE.

T IEREE R T B IR, AR BB T 0 — 72K e,

[FTR] BEE ISR IR, BEAEE 1=, AR FILIERO I BEALR I T, Z Dfth, BN CERO N R ERATRIF R L,

g

AXFIVFURZYOVIANTBIZT)LF NI A30meg/BISHE.
XFIVTURZYVOVINTBIRT)VFRID A30mg/BIREHET .
SESAIURZYVOYINIBI AT ILF NI A1 7mg/BIRS5kEE.
SO7x/—)VBEETIFIL2g/BIR ST . ERINARREE, JE5 - FRIIES DIesh, 7 AT U VB SHIE,
SESTAIURZYVOYINIBIZATIVFNID A1 7mg/BERSET .

7 ZAR)LFIVRIEE SRS N, 7 LT T U VB 5 R,

T AN)VF IV AR, BHEREEBICKIIET,

LMy v

TURZYOY . PENPE /T

¥ [ESWmENDRS] BEOREZ+ICHRRUGH SIEEICIRS T 5T &, —MRICEEKENME LTV,
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ERPRIREE

#ABES | Dayl1 |Day21|Day47|Day252|Day 268|Day 274 |Day 278|Day 285|Day 292 Day 299|Day 305
AST (1U/L) 36 | 109 | 55 | 134 | 164 | 384 | 303 | 164 | 181 | 128 | 148
ALT(IU/L) 22 | 126 | 57 | 130 | 137 | 252 | 259 | 146 | 132 | 88 90
Al-P (IU/L) 134 | 167 | 174 | 227 | 601 | 854 | 871 | 760 | 963 | 1,043 | 1,422
y-GTPGU/L) | 27 | 52 | 64 | 62 | 381 | 596 | 750 | 803 | 786 | 530 | 635
T-Bil(mg/dl) | 049 | 051 [ 050 | 036 | 1.04 | 0.80 | 089 | 1.21 | 162 | 1.10 | 0.98
EHRFTR

MRCP

FFE& DR

SRR . 250 R
il R

196



I 5. SZHHK

FI—iK FFI—IRDETDIEENFHRICHN I 2AENUARFEEARICEESNTSIF T,

CASE REPORT
ERMREICBVT. 4 I —REDBEEMNEE CETRVIBBR R UBEREHIRUICEAIDREZ 13

TUET,

—(FEFI® )
OFEER. HEX O=2Hh® - BRIk J
@80T, % OfiF E:43kg .
@OPS:2 ®F = :3mg/kg
OSHIE | SIMELE. E. BB R, BR. EHERE. BEE

13T IEBREATEE (RAEBAL TS 1 +2) FfEo
7o F IR (7251 +2) BEf T
1R BEHRAENET. (L2E0A (TILOF = T1RERIE) T
KI50BE  LREE (P I7F =T UA VBEIE) 1T

FTI—R3mg/kgid SR,

F I —R6EE®RS. CT ClEEPIEEDEILEZ53HT.
FFI—R3mg/kgiR5 (11 OB, Bi&R50). | 7 7Y —RRSDIL |

AEE R, BBERZFRDIc. FBERER R 7R ). T1—RUCTREICCAEGRE~HIEE. IBE. BEEDEEREN
RHSNT (CTTFZNZNHKI2mm) o FIEER(E 10MmmM TEEILR. LI NBBHS D BERAIFR L. TI—RUCTORRE
(KR AB,

P#REE NICRTPISBU >/ VEREERR,

PAREEAE T IERERREE ISR (ERCP) TREEN OER L. BIEATR. BASHBEBFTRIF Lo
TURZVO25mg/BIRS5EE.

D)LY T A+ 30— )UEE300mg/Bi% 5588,

FURZYVOV20mg/BITHE.

2T 0O RaEE, BB -AAEN(FERIR,

5.
&
=
=
#

X [BEEADIRS] BEOREBZTDICHRBURNISEEICIRS T BT & —RICEEKEMETLTLS,
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ERFRIREE

#&EBES | Day143|Day 155 | Day 160 | Day 162 [Day 167 | Day 171 | Day 197 | Day 204 | Day 218
AST (1U/L) 21 241 448 139 145 34 85 52 24
ALT(IU/L) 16 156 472 302 285 139 76 60 28
Al-P (IU/L) 214 634 744 | 1414 | 1225 | 902 941 607 446
7-GTP(U/L) 18 218 583 570 775 568 381 299 191
T-Bil(mg/dL) 0.6 0.7 0.9 0.9 0.5 0.5 0.6 0.5 0.6
E{&FIR
BEERCT
Day 155 AEEEEDEEALE

i, 550, N

—_
(Y

I3
R M- R

SR
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CASE REPORT

EANEIEEE (CA1843965 ) (CHWVWT. 7—MRA EDOBEEMNESE CERVEERIGPE)LE E
(Grade 2).CRPiENN(Grade 2).ALTH#EN (Grade 3).ASTIEN (Grade 2) ZFKIIBUIAERIDIEE BN
LE9Y,

—(EFI® )

omhEU)LE V8N (Grade 2).CRPIEN (Grade 2).ALTiEN0(Grade 3).AST J

ANCTErdndE —

#h0(Grade 2)
2. O BEMERE  O=HIARE(PS)/Stage : ECOG PS 0/Stage V
2 ®20 . &t Of E:3mg/kg
A
~
= "
&l ® 8
1E
A DEV
% V—iRA 3mg/kg 1BERS. R—2 54 VEOLDHIZS31U/L (5 : 112~213U/0). |
1))
;é - EEDRAERDI, |
BEPRARE(CTAST (Grade 1) #8E°U)LE> (Grade 2).CRP#EHI (Grade 2).LDHE OB IMEREDENZRDI. LR 7O
. 5 DRI S ERIE, T — R IS T BB NG RESREL T,
?;'EJ BEULE YR ULDHIFSELZA . ASTRUICRPAEAL (AST Grade 1.CRPEN Grade 2&3E5). ALTH 1 (Grade
45 2) REDIH AR, 2EDCT R+ /0 kN BB BIZRDS IR ST, £ T E AIERIED BRI SRR
VO>20mgR %5,
ASTHISINGrade 2. ALTHENA Grade 3ICBE{b, ¥ — A IS T BB NEDTe. £ TE LSS DEIRPIE
Sl XF )L FUR= VD> 80me/EDREIRAIE 57818,
- ASTIENINBIEL. ALTHEIA Grade 11C2E LT,
- BEGEEEREUTASTEN (Grade 1) EBEHE. ©ILYT4+Y I— LBROTUFILUF S BOIR 52,
ASTHEIINEHE,
4. AFIVFURZY OV DEEIRPIR S 70mg/BIS#.
Q
& - AF IV FURT YOV ORI 560mg/BICHiH.
- ALTEIINEE, ¥—R1 3mg/kg 20815,
- XF L FURT YO EIRAIR 5 20mgiEnl.
- CRPEIIA EE.
- AFIFURZYOVEROFURT VO 70mgDRiRICEIWEB R .

- EOFUR=YOY60mglCHiE.
—m43mg/kg 3EIB#ES,

- EOFUR=YOY50mel S,
- EOFLR= VOV 40melCHi

- EOFLR= VO 30mglSHi
—m43mg/kg ABIBES,

o =

5.
&
Z
=
¥
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NI ANEEIN

8910 131517

2 2 295
R5FHBRER

27

1+ v—13mg/kgit5

mweEuiLe>
CRP
(mg/dL)

- 14

13
12
11

Nw-hU'IO\\IOJkOC—D‘

—

MRBEEE 0T
e et
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ST, XF0= 2SIt

SIRERFL SR N
BT -5/, SHRE

(W RS SR >t 1)
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(HHERTREL - DGR SFHH-71)
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HEEX FFI—IRDETDHEEN FHRICN I BAENUARFEEARICEESNTSBIET,

CASE REPORT

EAEIEEER (ONO-4538-17888) [CBWV T A IV =B L [EV—RA COREENEE CERVERE
ISR BERBEHIRUICEA DRBEZ BT LET .

OFTHEEERE (Grade 4) 02HhR  BEEREE J
050N B OR E:AY—-NR1mg/kg+tt—iR+43mg/kg .
OGHIE : REHIR. TR

® &
? FFI—R1mg/kg+r—R+3mg/kg 1BIBHRS (1EH).
22 A FY—R1mg/kgtr—R+3mg/kg 2BB#RS QEE. REHRS).
36  AST.ALTHEEE=N,
43 FHREEEZEERD. 4 FY—R1mg/kg+r—R1 3mg/kgD3EER S FIER, YRV O30mg/BOROER S,
45  FFEBERREDIBEERD. AR FCATO4 R/ VL AEEAZE (AF)LTLURZYO>1,000mg/BHX3E8/) .
48  FFBERREOEEESELEOURZYOY60mg/BNIWE R,
52 ®OFURZVOV50mg/BITEE.
54 ®OFURZVOV40mg/BITEE.
57 HFHAERSOEBEZRD. ROSURZYVDOY60mg/BNEE,
62 FFHBEEZE DRRARD. 2704 R/VVRAEEA (X FILFURZYVOV1,000mg/BX38/E) ZHE T.
65 [fHpEEEDELRERLROTVRZYDOY60mg/BICIVE R,
72  ROFURZYOV50mg/BICHE (Z0%. 5H).
84  FHHAEERRE (Grade 2) &52HA,
92 sl EREEFE COME.
99  HHBEFIEREEZH R, 20 O URZYOY30mg/BNEE.
104 Bl ROTURZYVOVERPDOEREU,

ERARIRENE

(U/L)
1,200

1,000
800
600
400+
200

04 R : ‘ R o) T
22 36 4345 48 52 57 62 65 69 76 84 87 92 99 104
BERBEREK
Ly
/O

(mg/H) 1,000 1,000
g0 MxFLrURzVOY |
60 WU RZvVOV
40
20

4345 48 5254 57 62 65 72 79 86 93 100

1) \FFEER T Z/Bristol-Myers Squibb:EMNESI1E (ONO-4538-17) s BRAE GTNER]) AFBIs IS



HEBEE FFI—IRDETDHMEENFHRICN I BAERUARBFEERARICEESNTSIET,

CASE REPORT

EANSEIEEER (ONO-4538-17588) [CEWV T A TI—RBULLF P —IRA EDBEMNEE CESRVERE
IFAFHRER B EFHIRUICAEAI DB ZE BN LET .

—(EF@ )

O7RINSFUBTZ /NS RATTS—EEN (Grade 3).

PSZUPZ/NSVATTS5—EEI(Grade 3) J
0FHE : BUEEE
060N, BiE OF 2 #7Y—-iR1mg/kg+—m43mg/kg - )

OSHIE : BF. ZRITES. REETEIRRIE. [EAiE

# B
1 FFPI—R1mg/kg+7—R+3mg/kgik 55385 (1EH)
22  FTI—R1mg/kgtv—iR+3mg/kgiks CEE. Rf&ES5) .
36 AST:125U/LALT:112U/Lh & EZRL. URZYO>0.5mg/kglC CaERA,

38  AST:149U/L(Grade 3).ALT:183U/L(Grade 3) DIBEZERH. ABRICTIIE, FLRZV OV Tmg/kgN\BEL. =07
J—IVBEETTFIL*2g/B7%ZENM.

45  AST:18U/L.ALT:73U/LDesE= SR L. BHE FURZYO40mgICRE (ZD%. #iE) -

55 RBRIFOEOER. BHLUSURIYVOY10mg. =071/ —)VBEITF)L250mgICRE,.

59 ASTRUALTO#ENZSRS. D71/ —LBEITFILI1gITHEE,

64 ASTRUALTO#ENZSS. FURZYVOY20mglc i8S,

71  AST:27U/L.ALT:54U/LIFIEEEHAEZY . BHLD FURZV OV 10mgICEE. =071/ —)VBE I TF)U(E .
80 AST.ALTH'Grade 2(C#BE, URZYVOV20mgICiEE,

87  AST:32U/L.ALT:86U/LDHEERERL. BHLW URZYV OV 15mglRE.

99  AST:25U/LALT:44U/L. BEKIIFURZVOV10mg. =071/ — VBT 7 F/)L500mgITFE (Z D%, &R -
120 [MRBEICTHESIEEEST . SURIVOY. 071 /—)VBE I FILERSILT,

134  ASTRUALTOENZSRS. FURZYOY10mg. =071/ — )VBEITF)L500mgDR S5 BRI,

148 FFEEDIEREEZESEL. URIYV DY . SO0/ —IVBE I FILDRSET .

157 ASTRUALTOENICKBHFESEEHES HIRT.

SRR . 25 W

Rl U R

ERPRRE(E
(/L
200
180 1 —o— AST
160 —O— ALT
1404
1204
100 4
807
60
40
20
3638394245 495255 59 64 71 80 87 92 99 106 113 120 127 134 141 148 157
L 5B B
REmRBEREN 1 36 38 | 46 | 50 | 53 | 56 | 59 | 64 | 72 | 80 | 88 | 92 | 100 | 107 | 113 | 120 | 121 |134~148
2071/-EEI1FIb(mg/B) 2,000 {2,000{1,000| 500 | 250 |1,000|1,000{1,000{1,000/1,000|1,000| 500 | 250 | 250 | 250 | O 500
LRzZvov 0.5mg/kg| 1mg/kg|40mg|30mg|20mg|10mg|10mg|20mg|10mg|20mg|15mg|15mg|10mg| 5mg| 5mg| 5mg| Omg| 10mg

¥1 1 2071/ —VBEETTF VD [ZEEEEIR] (3. [- BB BROHEMHEERIGDEE BIF DS REN BN FEHERE D HIRSTE S #EIHEE
RIGEZRISNIZBE) - ROBEBRBIEICH IS BIEBRILDINE BB, OB, FFRE. FRE e L—TRAER -SIEHRBEcsrs%
BANBEEROIE 2SR CHOSBEMRARRI T,

1) NSFER T/ Bristol-Myers Squibb:EPEEIAE (ONO-4538-17) SERRIE (s Eemessray 202




5 8EZEH

(HEAEE FFI—ROLTOHEERFHRICH T D ENRUBEFEERSICEESNTBUET,

CASE REPORT

ERHEISEIEER (ONO-4538-16/CA209214558) [CHBWV T A TI—RHULIF 7 —RA EDESEM:
HEE CTRVEEGAEEREZEHRIRUICAEAIORBEZE CBALET .

OFT#EERE (Grade 3) 02 : Bk J
050, BE OF E:A7Y—1R3mg/kg+t—hA 1mg/kg .
OEHHE | BEnts. ¥ERRNR. Bl FBEH. =i -

# a8
? 7 I —R3mg/kg+—hA Tmg/kgi 5B (1E1H) .
15 FERIRIEN (Grade 1) Z&R& 1,
21  FifEk (Grade 2). B97KETEE (Grade 2) 2586, 24 Y —iR3mg/kg+7—R+ Tmg/kgDiR S5 =L,
29 LR GRS, MIKETEE I3 O1E. FEERIEMICH U TAF IV URZYO>V57mg/ (891 mg/kg/B) DRI 5 Z 55,
31 XFILFURZVOVOERAIES28mg/BICHE.
32 FAFI—IR3mg/kg+ P —MRA 1mg/kgZiR 5 (2E18) . XFILTURZ Y OV OEIRAIR 5 14mg/BISHE (Z D% ) -
53 FY—R3mg/kgtV—iR+ Tmg/kgZit5 GOE. &I&IRS) . AFILFURZYVOVROES58mE.
54  XFIILFURZVOVEOKRSAmg/BICHE.

64  FH&AERE (Grade 1)ZFRHIZ(RT O RIESMEICIDIMED Y MO —)LARZRD SAES2).Day67 EEICTEF I
ZRAIDD LKFIRENNALTT .

69 3BEADHIABHRIE T MFRECTASTIEN(Grade 3).ALTEN(Grade 3).Al-PENL -G TPIENZRSH FHEABED
e A B XF)LFURTY OS5 7meg/ B IRAIR 5.

71  BRERREBEONEZERLHEESAREMEICOYYILNLU AFILFURZY O 29mg/BITHE.
73 ASTi#EH(Grade 3).ALTiEM (Grade 3) W RHEL. AFIL LRV OV57mglCiBE,

79  ASTi#EM(Grade 1).ALTE0(Grade 2), AL-PIEIN. v-GTPIBIIN BEZE . A F )L FURZY OV DB IRAIR 557 mg Dk 5 7%
&7,

80 ®ROFURZVOV25mgi5EaA.

84  ASTIENIIFE. ALTIEND (Grade 1).Al-PiEA0. r-GTPIENIN L.

85 ®ROFLRZVOV20mglTiHE.

88 AST.ALTHA'EEUL. AL-PiEN0 (Grade 1).7-GTPiEN (Grade 1) h'eiE.

94  FHEERENTHE. BENSROSURZIVDOV17.5mglRE (ZD%. Hm) -
101  EBR.

ERIRREIE
(L)
1,200

1,000
800+
600+
400+
2004

O*I T T T
-8 53 64 69JH73 79 84 88
LT = 70,72

5.
&
=
=
#

8 (mg/H)
B mxFLFLRrR=VOY
mURZVOYV

29 3132 5354 697173 7980 85 95

203 1) /\EFEEER T 2/Bristol-Myers Squibb:EEHEIZEMIE (ONO-4538-16/CA209214) s ERAHE GINER]) AGRIF &



F =K FTI—RDOLETOMBENFHRICH T BAERVAEFEERSCEESINTEIET,

CASE REPORT

EANSEIEFER (ONO-4538-0258) [CHWV T 4 Y —IREDFEEMNEE CERV EEREFIRIREEE
ETMEZERRUITEADREZ CBALET Y,

—( ERI® )

O FIRBREERE(E TE (Grade 2) Ol BEEERE )
@507%(., 14 (34.1kg) )
OSHIE : 7L '
O X | F=AME. AN, 7 EE T, SnE

F7IV-mgSRiR

e
"5

10/38 &5

0 1 4‘17
a =
(ug/B)

7507 mmm URFOFT T F RIS LKA
I UARFOFY YRS LK IRREE S

50.0
25.0
0 171184 195201209
=]
(uIU/mL) %\ﬁ
1,000 g\:fjt
100 —B- TSH @i
10 =
1 =% Eﬂﬂ:%
0.3~4.0ulU/mL =]
H RAE
0.1
0.01 + T T T T T T T T T T
0 31 60 91 121 152 182 213 244 274 305 314 a
(ng/dL) W’?
2 pa)
e
HAEE BERS
0.9~1.8ng/dL EE
1 g
—— FT4
O T T T T T T T T T T T T
0 31 60 91 121 152 182 213 244 274 305 314
(pg/mL)
“ (s
& 24~44pg/mL
2
-@-FT3
O T T T T T T T T T T T T
0 31 60 91 121 152 182 213 244 274 305 314

ZFI—EBS5%EH(EB)

#Case ReportlCHIF BEHERE, GHAEZF DS HIF. ERIKRESNICEHZALTLET,
BB EERHEN CEESNBREDERZERVLTLET,

1) NEER T BNEIE(ONO-4538-02) SERAE (NER) ASREFHEER 204



I 5. SZHHK

FF—iR FFI—ROLTOMESHRITN T 2RV BRI ENECEESNTBUET.
CASE REPORT

ERMIREICSVC. F I —REDBEEENEE CERV P EARZRIBUIES DREZ BT LE T,

—(JERI0 )

O TEHER OE2Hh% 1 JE/)\HERaAHE J
@60 B ®F =:3mg/kg
OPS : 1 - )

OSHIE | U/\NERERTS. FiEnts . RS ERTS. FEIRERS . Al

Day

VIBRARERES T - B R DI/ iR fE (B AL AR SR AL L X T —I V. TNMOFETAN3IM 1 b, ALKRE&E LT

Bt EGFREGFER IR [CNU. 47— 3meg/kg &1 5B,
BAEIETI & SRS, 4TI —ROB 5 ERIBLTHSHBERERR TL.

RS BEARRERAED NBELTTFUIXIVVERS,
FFV—R3mg/kgR 5 (7TEE. BiIRS5H). |4 7V —RBS5PIL |

7 7Y —IR8MBR S DIzHRFT. 38.5EDFE, FROEEAR. Tl REARRN DL s2R05 K IE AXIME. KRS
LIMEZERSD. BIBREEREVEE. ACTH, DILFV—ILHYE FUTHY. 4 I —Rig5(FhiE,

DRIEIMEHE S U TCW e TF I A9V Y ZUFS<IRALTWRN S Ic R S8 A MRFHTEE Z RKEE, FEARD
SEVASD oMl MMBELTEROIILFY 2 15mgZRia, FEARX, MECRP EREOMBELLTEROILFYYINT
BT XTI MUY A100mgZEsER S,

FEEMRIICT FEADEEEA GEFMRIICTOP RN —IREE N RERDI.

RBATRHT T PEAER, PEARICKDRIBTEE2H.

AT 04 MBS TREARFEELCD BEE (EROJILFVVRRR) A% 7.

5.
&
=
=
#
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ERARIREE
REIEES Day 102 Day 113 Day 182
ACTH (pg/mL) <1.0 — -
TLF V)b (ug/dL) 0.9 - 6
DHEA-S(ug/dL) 5 8 -




CASE REPORT

AN SR SR (MDX010-205E8) (CHWVT, 7—R+4 EDESE
(Grade 3) ZFIRUISEFIDRBE CBALET ",

EMNEE CERVEER NEFKARIE ME

ﬁ

AEBI®©

O TEARAEE T™E (Grade 3)
Lo
@Stage : Stage N.M1c

Q0= B5E OA E:

B EEE (ITHE. 518, 8. UV NEIRUOHRNDEE S )

J
A

3mg/kg

8

==

Day
—m+13mg/kg 1EIB#ES,

—m+13mg/kg 2EB#K S,

—iR+3mg/kg 3TBEEKRS.

9EJR (Grade 3) =586Tz,

V'—JU(&F33nmol/L (B#&pH :

TEZIRE DD AL, BBEBCTIC CRMERS (FERH SNIRN Df. BRFRARE(C KW NEAHEAEE ME (Grade 3) 2388, J)LF
180~620) . BHFEMNILEF0.91U/L (B4EHH !
0.08mU/L (B8 : 0.35~5.5) RUMERET4E7.9pmol/L (B4EEH :

1.5~8.3) . EBRERRIB L E V(&
11.5~22.7) THolz,

MEBERIBE(SIRME TH o,

FoRZVOVES,

ERODLFVRSEIA,

NI}
O

VR 5. Y —

A RSP BROREPICEIN. EED M (Grade 3) Z53H 1.

5. RRE(ICTIILF Y —)LIF50nmol/L (EAEE0E !

t@jruo MHB HEnB %@CT[L*LJJ%/L’ Lf-_r wu\&JrL_o

2B BRRMNERIZ 5. NMRIDEREEClostridium difficilelC &2 EHESREN
180~620)\7_'7\|\7\TDJI30.4anl/L5Eﬁ(EE?@ 1 8.4
~28.7)  FRERRIEIRILE (30.09mU/L (E#EERE © 0.35~5.50) RUOSERETAN'8.8pmol/L (B XEEaF -

ORSENERIERUOANOZSY —)UiE

11.5~22.7)

RELLeE, REREICHUTCZENLIEDBEFZITRN T,

FELORRBRDNSES N MRIEEE, RONY IV A T AGEIE DS Z 2B, TLE V#F g Z ki LIz hY

PRBE(TICRIIE T FE B N EF AR IR MEIFROHE T ol

IR
d |

[%

A

1) Bristol-Myers Squibb:

ESEEIIAE (MDX010-20) SHERAE (EPERD) AGRIsHIE R

i
Hil
o
&

MRBEEE 0T
e et

VTR 3]
ST, XF0= 2SIt

SNBSS
BT WS, SRR

(DM S ST > 1)
IS

(WTRIREY - IHTGSHH-—)
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5 8EZEH

(HEAEE FFI—ROLTOHEERFHRICH T D ENRUBEFEERSICEESNTBUET,
CASE REPORT

EANSEIEEER (ONO-4538-17588) [CHWV T A4 TI—MBULL[F P —IRA EDEEUNEE CETRVERE
IR NEAR, FE TRZERBUCESDOREZ CHBALET Y,

—(EF@ )

® (% (Grade 3). %8 (Grade 3). THI(Grade 3) J
OLIfT  BHEEE  0S0mK.BE  OHAE : BEE
OEHE HBR OF 2 [Y142)1.2147Y—K1mg/kg+t"—mR43mg/kg )
(B4 DIL3LE]IF TS —R3mg/kg

® 8

1S # 7Y —R1mg/kg+¥—iR+3mg/kgik 55 (1E8).
43 FTFY—M1mg/kg+r—R+3mg/kgk5 (BEE).

45  HIHKVEEE-BRROHIRL. BBREICHL T NS/ T 1 VEE300mg EIERIR S
48  TERE(FER. 37.8EORMN G, IO TTFIFNID LRI mgEBRR S

49  MRIFEICTRERAR (Grade 3) DFTRZSRS . AFIL TRV OVEEE60mg/HDEERHE.
[ACTH: 9.1pg/mL  JJUFY—JU : 0.58ug/dL CRP : 3.56mg/dL |

50  OEFE-SRRIEEE,

58 CRPENIERE#HENCRY, BREDHEEK R,
TEAKEGrade 2(Ce8EL. ERODLF YV VER30Mg/BAIUER . Day57 ACTH : 2.1pg/mL CRP : 0.10mg/dlL |

78 [ACTH:=20pg/mL JJLFJ—)L: 0.75ug/dL |
79  MRUREICT NEGOEREICERIBERERDI. Day81 LROILFVE20mg/BHE.

855 TEAFREGrade 2THONBRIERERD I F Y — T3mg/kg(1@|§)7zﬁﬁﬁo
113 #7Y—R3mg/kgR 5 OB HiKES) .
117 FIHKVIEILRU 15 BT DKEKE (FH:Grade 3) HMHIRL. B2 RZZ LU CARIIEZRSE. SEDOBIKER(CXY

LTE5%YILER—IUIIFLEEU >4 LR500mL, E5 S 2/B: - 4E-BfRE - 7 = /B R DR 2,000mL7ZIR 5688 A FILTUR
ZVOVEEF60mMgZE R 558, 38. 9B DHERICH L TP P S/ I VEEER1,000mg/100mLER S

118  Ei-IBIt- TFIFERH T 5%V ILES—IVIIAEBU T ILBDIRSILT . RPMBROTREMEZRL. T I35V Yk
UDL-RIVNT T FRUD LESE 1 g1 55856 (Day 12 18854 7)

119 RAEICEBIHREL VIV VAR 5mgZzR 5D BRIMEL I 7 EF I 25R4A0mg =18 S55E. CTIRE
TIRIBEEFEDOMRIIEN SIz. AFILTURZ YO VEST60mMgDIR S &G L. BBER. YR KL /HHRZERIA.

120 BREOUBEAZEERL. J7EF IV EGHKR20mg (Day123854#7). B9 VB -#E-BRE- 7= /B&1,000mL
(Day121&EET)INENZTIVRE. T RUE-BEER500mgZHR 5546 (Day 12355 7).

121 AFIVTURZVOVEEES0mgNEE,

123 T7EFIVERAOMg/BRUZIL TP AT Y —)L-NIXN D AREIZIZ S553I8(Day 14918 548 7). BR L EWBNAEE,
126  FHE-TRIFRDT AFILSURZVOVERFA0MgNHE. BETEREBENEE

131 XFILFURZVOVERFRSET U RO SURZYDO>30mg/HDR 568,

135  JEROBRIFERH T CRPIEDIEHEFHA CohrdIchB R M. RO SURZY D> 20mg/BICHEL. B,

145  HHAIKVURETRANHIEL, Day144(C7 &7 =/ 71Vie300mgZ BRI 2 OREHRIOEE THAMLICIEHHR
NRZERZ . NEEKRDBIRZTE. ><?Jb7°l/l\_‘/|]/a$/I60mg/El TROME-BREHRS00ML. T4 RSVV T~

U 5 ZJVINT 9 L RUD LEEE1g/BICTABEIEZRE.
146 HEIFRBDH I TRUME-BREHKS00MLER ST,

147 BUE-RSHCE ST SITRIR. ik SUBRALR, 40.2BORM. 1 ¥ 2N T FARMERSE. BAVRAET
& REAOBAFRHSY,

150 H#-BRRFRDHT >(9:)|/7°|/|\_‘/DJE$/I5Omg/E|(L/ﬁEE(%@T§ R o
151 CRPEDXEEERL. TI2 XSV FRID A ZIVNTI LFRNID LEHTE1g/BDREEET ,
163  Day160&WROSLRIVOY30mg/BNEFHBHIERDIERFRHSN T EREHMIL. BB,

1) INFFFERIZ/Bristol-Myers Squibb:EMNE5I1E (ONO-4538-17) i ERAiE GTNER]) AFSIGHEE R



CASE REPORT

BHNBIEEER (MDX010-205888) [CHWVT P —INA EDOBEMNSE CERVEERF S NU—IER
% (Grade 5)ZRBEUITESIDRBZE HBALE T,

—(EFID )

O3 N\U—fE(RE$ (Grade 5)[CKBIET (71HBLUE) J
O2HIR - B EEAE (FFE. Bh. U /NS R OSREBEBANDELE HY)
OStage : Stage N.M1c @60 B @OF =:3mg/kg .

OSHAE : AL, GREFHE. MERR (BERIICEM SN XMLV JUXAEURKR T
A VAUV T SIVFVICKIEE)

BEHAIERBRED RIEDIRES(C K D& RBRERIEUI AN SBEDBRAIERD B HND KSR FHEITE LD
BTEN W TH B SBERCT I IV RT IVHSENNND FICHIPHES D REERT THLIEN TES(TED
NBTENELIRBBREDERD HSNI. TNSDIERD AR DR SEHERIN SHSNT VDN BIA%ICHEND
KIICIROTEDNEFANBETHorc.

1 —iRA3mg/kg+gp100* 1@B#ES.

el
22 —R43mg/kg+gp100* 2EERS. |
el
43 —R43mg/kg+gp]00* SEERS. |
el
64 | v—fiA3mg/kg+gp100* ABBRS. |
el
77 CTRE[CTEEOREDEAERDI, |
el
89 FEOEREERD, |
el
92  EHEEEIDI, |
el

94  BEBEBIC SHITRHE. TEREDNUOFEDHEREDIER (Romberg#IRE 4. RHIRH 85 1) SN TcTcsd ABt. 5
ZMIREL T, IR, SERRIE. + 52/ \U—ERBE R UBEBBE FHE R B D P SNz BRRRE DS RIS RIMBKTRRE
55mm/h (B#E&0EH : 1~20) . CRP47.4mg/L (B#&0F : 0.8~8.0) ANEZOE>7.9mmol/L (B##0H : 8.4~10.9).
M52 )L 3—215.9mmol/L (E#EEE : 3.5~7.1) Tholc, BN SHYEO/NT Y —(FEE S gn ofc. EY = VBR
UBRIRDIREEIF EFE CToHofc. AR DRIRAICD A )L ARE P BBRERRIFROSNTVEH e, BRFEERD 2BRIF]
(CTEDESEBALIALIRIE D E DO ERD SN FIERZR S E T ITERUTIc, —R1 £gp100* LA DERSIFZ (T T
HB59 . BeRBEREDRIEFBRD o1,

98 [FIREEE (Grade 1)HW'FHR. HERREICCERAUROEAEFROEENRDOSN, F 52 NU—EREF DM E—BLIc,
SEJ 07U (30mg1 B30) DEEIRNI 5725858 BHZRI DS R, NS ERICKEDOU Y/ RBIEAHSNEN. T
JVO—ZADEN R OEDOBREEND RO SNIH . BEMIREERD SNEN ofc. ETJ 07UV EEI DRSS K —H
IFELENERDSNH, Z D IRREIFEIL LI,

102 FREEHGrade 2ICRIEHRBITIO IR EIRAHE S SNICH IFIRIFTELRD o c SR TD I8 SRS
BRERIEUIGVCEERTEF T2 NU—EREE CR DI RA R DIHIEL  BNRDIER. [LEIHECEns U B R EE(ChE
HI B+ NU—EREE DRI ZZ2L T,

#gp100 : BUBEEATFROIFY ERFER
1) Bristol-Myers Squibb:@#4 281148 (MDX010-20) stERRiE GtAER) AGREEHmE R

(OHHERTRED - DRGESFHH-71)
HmSS S

208



5.
&
=
=
#
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5 8EZEH

FI—iK FFI—IRDETDIEENFHRICHN I BAENUARFEEARICEESNTSIF T,

CASE REPORT
EAMREICSVNT. 4 I —REDBHEMENEE CTRVEERRMNKR Z R IR UITEAIDRBZE THBNALET.

—(fEFI )
@ Fi (BERRANA) @R IR F UV INEE J
O70H 4 ®F =:3mg/kg .
@PS:1 OSHIE : 7L -
ihx i@

B RS [T SR
9111880 ABVDEZEI1YAT)UEET

BERSEAMDEIITYF U/ B8 (Ann ArborH3EIIER) [T U, 2 7Y —R3mg/kgi 58858,
7TV —IR2ADHR S BB TSR I

TUYFIR T RRF 2005 UIeh B Cdhore,

77V —R3mg/kgBR5S (25E8).

7 FI—m3mg/kgik 5 (26MB. BB EH) . | 7T —REBSHIE |
SFIC38EB DR BIRL BN BRERO.

FRICHFRZZZUA B BB A ZE RO AMBEL T NP S/ T E RS O )V AR OHE LSRR ZZEE L.

ESATURZVOYINIBI AT )LD ARE (50mg/E 182E). 732080 (50mg/@ 1H3E) . A0 ATK

0% (1,000mg/@ 183E)./\>Ix A VVigfsE (750mg/0 1820) #%- 55518, 5750558, kR4, IRIREGBE

Hgt. 09 FHIFWRAERD . 4 SV — RIS (E1E,

[1F8]39.47

[EEERCT-MRIHE] EERU

[B8/&HSV. VZV-DNA] b4

[BER P —REIE] feit

[BERIRE] BERIVER N E B/ ME (+) . BEBES:129. 1mg/dL. $EES:60mg/dL. BBMmEk:89/ul (FHER:46/uL. U=/ VER:
43/ul)

HEHESSHEEEN HINRE 8. 2HaH.

AXORR LK. NV AR A NEBRIEDRS (LT RN DNBEL T, FURZVOY50mg DR ARIR S Z B3,

BE AR R AME

(BBl RN e/ B EEEE:52.8mg/dL FBEE:74mg/dL. BMmEk:35/uL

BERRA A (FTHIR L. B,

HRE | BIET TRV DL RV ITPANES Y —)U-NUXN UL SV TSI =L INIVBIVI Y  TFINRIF U FNIDL T/

X [BEEANDIRES] BEOREBZTDICHRBURNISEEICIRS T BT & —RICEEKEMETLTLS,




F =K FFI—IRDETDHMEENFHRICN I BAERUARBFEERARICEESNTSIET,

CASE REPORT

ENMREICENT. F I —REDEHEENEE CERVIRMBREBER A RTINS AESZRIRUIES
DiBZE CHEALE T,

—(EFI@ )

fi
jt:
5
=
jt:
2
&
%

O RHRBRRARTINS LES @21 : FE/)\liRaAhRE J
@70, Bt ®F £ :3mg/kg )
OPS: 1 OB | RER, KiFRKU—2 .

O SHIE : ¥EFRR. BINE. RN ARACALE. FEEN B ERIE. SRERIMAE.
U \NEnERRS B M R AR R

== i@
130881 NIRTSF HBEE2Y A LT

# I —m3mg/kgi 55388, Infusion reaction (38'CHH) #3351z (LB HEEAA. #x)F:Day8EliE) . PDE RIS T
|4 FV—mRIg S |
IRFEEUTY AT SF 2V ARANVFER RNV Y T HAREAZERIIAUICN B th 1 O— 2 ThlE,
A MR D 7Z BRI E R T DT EN CERLIR BT AREE, (FIFEF . HHE R DRE REIFF>TILRL,
WA TREAEIN RV C EZEERICHEMOX . @ MO 2MEOERIERE. Th 10UV T O2RETHRK. B BEEES (R
B) Z3R 1. REDER. BIH A,
[##2Pr ] 3850 CISBaE T B HIBR(F IR L\AY, HiIfE CHRIBZSRDIC. KernigR /R L. INHiIRFT R I3 2 CREBR L. HERS
Lo NREREEN R Uo EESBarre iz L. i Barre Bz 3B EE,
EFH/MREEI8H (5.5). =AM (5.5) . EB 88/ (5.5). ERBI=88/ (5.5) BB/ (1. 1) ARBRIUSER (1.
1) REREER (1. 1) RIREEAEr (1. 1) BEREAR (1. 1),
[R5t R S (& LR — SRR R &Y (+/+) . EB=0RAR AT (+/+) RER RS (/) . P FURARRS (—/-) &8
K&(F78<Babinskifz &4 (B&E/#8RR) . Chaddock &% (—/—) .
[HRFNER]HEBIZLNTEN D BRMERBREMED DN, 5510/ BEFIEZR DL )L T, fIZR-AIEREDICEE
ZEZFTVBOREMEN B SHRIRERELU C 3B HnE Bk (LR 2BHEE P BRIERGRLE(CLBMEE
BB DN,
[IAARES P R (N5 - FHAE - EBARES - MIE(CE B3R L. CRP: 5.89mg/dLE ER,
[IMRHEREFTR] £ BHMRIRE CEBTEMRZ - M- IR AVMBXEIEHIRETE) [F525 . BEEREDERE BIFHTIN
fEolc. BRENICIESEIEN RO SN T2WIICTCS5/6 051/ 2HHEKLA)LE TDER T 2= ES1H7ZRH
Teo LB B BEPURRE I 5 L UE M B b2 5R 6D 1o BBEBMRIFRE Cl34F50 I NEME R Lo
AT 04 RINVREEE(AFIVFURZY OV ANTBEIRT)LF R A1,000mg/H) Z53iE (3ER)
XFIVTFURZVOV60mg/H. BB AREI 07U >5.0g/H (3BE) ZRFiE. /N> IR A RA 7LV —)b. X0
RRILZEHR 4 V=N SRBERIRIE THOIHAQPATUANELISA/CBATRZ#MEL C WD T EHMHIBALZfz 8.
7 FI—RIC KD RERE R DT, SSUTELEF T N TEHCS BV D DD, REHR B EENELERE DTAQPATAIGZ It
TOEMEAE(FmIC I 128, EEZHT,
27 O R/V)VAEE# DM RIRE CRRAIEE CIFED R SND BB CIHERREZRDIC. ME B RIRE CldE
BERDWEFESNIcOOD, @ MR, KREHRDIEREF C<RESNIc DD TH Y, AT 04 RRMHEEZ Uhofc.
MEEZHR (R IGEROE) 258 (7 1—R) . T D @ PEMEIREES KO HKAF R (CEED.
AR IF R Lo BREMERDUECIFZ L. TRV OV 10mg/BOMARMEE ¢ UN\EUTF— 3V BN CEEFRE
BEERT NI,

SRFSF Y RANFER RNV T A FSTUTOIU-FOUY, P LOVEYARIEE, POFU S/ — )b BAER TR L A
B4 TS5~ FSUILARNKIIN LDILRY RT A 7 UNSER TOLNEYVIEBE. T INED I A VT hTO— LR A VB
57U 0= LY. BB, 7T O —VERIE. SHLT A

¥ [BEHENDRS] BEOREZTDICRBUBHSIEEICIRS T BT &, —MRICEREEMETLTL S,
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Eidiibsns
?‘%’2 CASE REPORT

ég._; ERMIREICSVT A FI—RBULLE T — A EDORBEENSTE TRV BEER ZFRIRUIES D%
% THBITLE T

—(EFI® )
OREMBERER O3 | ETHEFEIR\iekhRE J
©60m M. &t O B:47Y—N360mg+t—ik+ 1mg/kg .
OPS:2 OEHHE : U/ VERERTS. &1, FRIE. 77)L 31— )LIBER.
FTTIYNIERE

B FE AR AR AR T T e . TSRS . A7 — . SRR

RE S AN FTFELCk ), iR

PS2 DY REIREST- BB R DIE/ MBS GREEYERRE. TNMOFET2bN3M1 ¢, 27— VB, Oncomine Dx:KRAS
Q61H.PD-L1(22C3):70%) [T 8 BB FAEEE LT 4 Y —R360mg. P —ikA 47.9mg. AJLIRFSF>/515.7mgk
ORARNUFERF NS AKFIY724mg 718 58808, | ¥—MRA 18501
FFI—R2BEES5. VR T SF U RORAN FERF NI AKIIYIFR S Z50%. | 4 Y —ihg50iE \
B ERD.
3. MBEUTHEY VY )LR (VILE =)L) 500mL/BDIR S5 %ZF5E,
f’;‘EJ ESISE1E.
H 39 DH. FEREERD,
FEN T8 C AR,
[Ptz ] $HEa % 2918/ uL
[#HEtEE. HSV-PCR] bt
[#BREE2] EerlRaras
MEMERREREEZIU. VRV OVEES0mgZRRiE. 47 Y — MR U7 —MRA [k,
. BRI T <ITIHLR,
Q' FURZYOVEREMgDE ST TR Uo B BRI (S ER1R,
&
A

HIVIRTSF U RANVFERF SIS LK. UF /—IL- D)LY D O—VEREEL Bt T 2™ I, BILE REREEKFNY.
LYRbFES N RURURY

5.
&
=
=
#
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HARE
CASE REPORT

ERMIREICSVT F I —RBULLE T — A EDORBEENESTE CET RV EERERIRUIES DB %E
THBITLE

()
J

OREITERER O : BFIF Rtz

jt:
8
=
jt:
%
&

060 B OF B :#Y—m360mg+i—ii+1 1mg/kg . 2

OPS: 1 OSEHEE 1 U/ VENERTS. E1%ERIK . S FRESIMYE §

2

:
ELEE ")

PS 1 DYIBRABEIRIEST-BFOIE/ Wfa e (FMRRRE. X T —I NV PD-L1:1%5) [CH T AR EEL T 4 T —mR360mg,
T—RA60mg. YATZF 1 28mgRURANFERF MY AKFIYI850mg #5818, | 7—MRA&5d1E

FFSI—IR VAL SF URORANAERF NI LK ERS, 4V —RIRSHIE

TR IES

HFREHD IR,
REZEE N EDOEBFHENHE.
B NRDEFFE EEHAEESZER AR AR,

Rl TR DEE R S RERRE D IR SERMRI CIEHE~ ML )L TE BB, IR IRRNDERRE PN 353D
NgNofz. RRMHEE BN EERT 4 7Y — R RO —RA [Fhik,
[MRIt&ZE) 3886 _EATI98E (C 3/4~7.Th 1.3)[CBIT2EES .

BRIRE Tl RN O LR RSN, BB Tl>RN S, %

(B5RRE] 7)L7=>:31. 1mg/dL, #R%: 13/ul, 70—)b:120mmol/L, T R4E:59mg/dL. FE:57mg/dL.
FRMEREE0/ UL, BAZER: 3/ UL, ZFEAZER:0/uL A VT IO —F LNV ()

[Z DAibDRARIRE]ITAQPATUA (—)  SIL-2FE54:1277.2U/mL, 8N L_RZHRE ()

2704 R/ OVRBEELTAFIVFURZY OV INTBI ATV F NI A 1g/BORS#RIE.

FURZYOr60mg/BDR Sz, - FERMEERE,

2704 R/ OVABEELTAFIVFURZY OV INTBIATILFNID A 1g/BOR S ZRHE.

TURZVDOY60mg/BDER 57288, & FRMEDSEEDZRDI.

MRIRE(C T, REEBBER DS REZRDT,

FURZYOY50mg/BISEE. Z D% FURZY OV #R.

BEEHER,

CTHRAEICTU Y/ EEnts - R DI T 258, PUR =Y OVEmg/BHATTY NS T960mg/B7ZR8,

SREEBRFOELIRIEBESD Y BHRES) . FURZY OV DOREEE T,

%
H
(V)
po3 i

poASYCitl]

’,

VR SFU ARANVFERFTNIDLKFY VST T

=]
=

BEIIN:
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5 8EZEH

FI—iK FFI—IRDETDIEENFHRICHN I BAENUARFEEARICEESNTSIF T,

CASE REPORT ) ERsEROMEL IR, BERUME

BN EIEEER (CA209003:88) (CB VT A4 Y —REDBEEMHSTE CERVEERInfusion reaction
ERBUCESDREE CBALETY,

—(EF@ )
®;E54E (Grade 3) oS | HIEEHEY )
@50t Bk (67.5kg) @R B :10mg/kg? .
& 8

> 20mghk U7 EhF=/71650mg/BEERS. | SpO2 87%
ZIWITTO=IL(HFIVTIE—IV) T S5AHF—25mg/3mLIEA. 100%EEFR Y R T 5558. N1 T )L A VZ&TE.| SpO2 99%
BBZ2(ICCIRISEROD I, 205—%  BRIEEL . R EHE L BRE DS,

Day
# 7Y —R10mg/kgIEg 5185 % . RUIN. N OBBREMM =37 X . mIRIR<FEH &L BEUE (Grade 3) &32H. 58
% (Grade 1) Zs3%fc. 4 Y —ms5d1E ‘ HBERIER. VI VERS=Y50mg. EROJ)LFV100mg. T7EFY
FEVENEESS

REFI
@:E80E (Grade 3) @2 | IR/)\HBRAE GFRY LR FE) J
@30 * L% (69.2kg) @FH 2 : 10mg/kg™® .

Day
ZFV—R10mg/kgk 58k,

7Y —N10mg/kgi5 (33EE) %, FZ (Grade 1) DI OHIBICHIR. BANICERODILF Y > (TU— L) &,

I —R10mg/kgiks (40E8).
Z 5 (Grade 1) &33BTz,

ZF7I—R10mg/kgit 5 (4108 R4 5H) 300 % BRZR A BERKR W NCREENIF I SERZRD . B
IE (Grade 3) &2 EROF VIV EROTLF VY EF) . VTTVERSIY ER) RUXEUIY ED) RS ERD
ERUONAS)ID A VIER BREDE. BERUZ SEEFkE. | 77— RR5hIE |

¥ [ESWmENDRS] BEOREZ+HICHRURH SIBEICIRS I 5T &, —MRICEERKENME LTS,

1) NEFERITEIENEIE(CA209003) FHERALE GTNER]) HERBFEHIE



AT —RDOETOMRENEHRITH I 2AERVAEFEERSICEESNTHEIURT,

CASE REPORT
BN EIHEEER (CA209003:88) ([CHB VT 4 Y —REDBEEMNEE CERWIEEERInfusion reaction

3 BRFRESRDORIERUAZE

EHIRU A TSI —IROBSPIECESIELZ BT LET .

—( FEFI@D )
QO60F . B @2l : FE/VHlR3ATEE J _
®F =:1mg/kg? 2
2 | F
©
a
g
- EEESFIRED 5
ﬁfﬁg RERE | ATY—RO Z DHEDTER wE
= SRR
SENCHSRIS | DRSS | o B JTTUERS=Y. S FUY
(Grade 2) il izt
SEMNCRSRIS | 208548 | bk CIPYEs. 0 EROTLFVY. FS— 0
(Grade 2) IRERE
—( EFI )
060t Bl @IS : IF/IVEIIE J
®F =:10mg/kg? ‘
BEESRIED
BEBERE | ggmpm | ArU—R0 ZOORER wE
=m) S
BEIRR
ENCHSRIG | DER5HE } BRI, KB BRI, | 07 A T3
(Crade 2) T, TP 508
SENCRSER | 20EE5ME HEBE. EDGEE | [(PHES55]
(Grade 1) - FILTFO-I (BT IE—
) R awiRE=sed
SENCHSRIS | 3OE®R55E | o R BEEE . <ed | [PEE55Y]
(Grade 2) EROOJLFVY
SENCHSRIS | 6OE®R55E | bk - (B 550]
(Grade 2)

1) NEFER T EBNEIE (CA209003) FHERAME (ENER) ERIEHHER
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5 8EZEH

FF—it T FI—ROL TOMERSHRICN T 3 FFAR VAR I EERE [ EESNTBUET,

CASE REPORT
EARMREICEVT. 4TI —IREDBEEENEE CERVMIKE BAERER = HIRUIAESI D#EZ CHEMTL

Fgs

—( fEBI2 )
O MIRE BAEIREF @212 : JF/\HliFRAhE J
@60, L4 O = :3mg/kg .
OPS : 1 OSHHE - U/ \NEhEs#s. fiEnis -

D= i@
Day

[ EPmRHER M & 8. SRR O Z535. Blast PREUHIIDIEL [FFRDHRV. MIKEREZRD D,
AST/ALT ER7ZSBDc. 2MERIBEMEMRDLBLEL T XFILTFURZYO1,000mg/BICEE.

[ Day J
YIRS RAERHEAT - BB R DIE/ LA (B R T LR AR L3 2T — I, TNMSEETIN3M1 b GRS ER(I
& PR E U SE. PUL) ALKRE S EE T B2 EGFREGF AR [T, 7 7Y —R3mg/kg R 5858,
FFI—RIBS QEE. BIIR5H) . R 5% RCTREC KBS NESHTIEAL. 2R TERD.
A FY—RgS5HIE |
3OEDFE. R BHIE . MEE FERDI. PS:3
BEDLHBRREIIEDEADH AR BB HEIFA0E ToHolz. ABRE DR/ T TROBOBEEZE BRED
SN MBS UTHARICBRAF (F TOF ) #5., EEETICHES RIS HIRT. PSIFBILL. R DETIC RS 8%
3 oo — RIS (MIRIEE) (SR (IS 22y NEFT) o
ABR3E#%. MRREDBE. BIR. AESOE Y, M/MRE AR SUHAUTHY ARG E2H. JTUF VO LR
i, BERSERE U E TS, BSE )\ R INEDRE BN CIRPRI B BZRR 7 k.

(U HER A S B, IR BAEIRE

LHITHEORE S OFERICHUS AKIENIER GEEEE U5 A) HHEIRL. B2, 4 Y —RIBSED1E,

BEICZATOA R/ YVREE (X FIILFURZVOY500mg/B) . F VNI S LRSI 4. 5gx 3B/ BDR-SEIE. IR

CTOEEREHER &3, ME DD UFAMD T UAS RRENHIRL. BEMN DA H. 4 IR

RSB DRIE S N oo TR (M

2704 R/ SV RBTEIC K LR, BB R U BRRMRE B RI$ 245BUANICSE L. HBITh e > T,

FINTY L-ERTT A 5gx3E/HDERSHET .

#5531 BE&UXFILFURT VOV EHREL. B 54088(CR5E&T.

CTEEMUET S, 2BITEAEGIC SRR F AEBRORKIREFB SN BRI UEH T,

SR AMEREA . BT R HE L. BB OMERVOBRRUS A DR,

FURZYOV40mg/BDI%5RIE.

AST/ALT ERFEEL. 5288 &Y. FURZY DO 20meg/BICHiR.

FURZYVOY20mg/BDE ST .

BRI DRI B MIREBRIFSRH S NED Iz,

MR BAEIRE S B, IERX IR CREF R oot B SRDEA BN >l BN RSN, RS EE K. &

HZBN SRS N,

5, SR BT,
g SRR OB (kBB BT,
5 T USRI, TOFVS L TR, SR
BRRIRE(E
HREEE® #56HH] &5818 Day 25 Day 28 Day 29 Day 105
PLT (5/uL) 37.2 33.9 19.0 8.3 8.8 28.6
Hb (g/dL) 1.5 = 10.4 9.6 10.8 11.2
WBC (55/uL) 0617 = 0.420 0.141 0.143 0.997
UF > (ng/ml) - - = 69127 3,002.7 113.1

1) Takeshita M. et al.: Ann Oncol., 28: 186-189, 2017.
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#FXI—R AT —RDOLTOMENFHRICH I BER VAR EEERSCEETINTBIET,

CASE REPORT
ENTRECHBVT A TI—REDEHEENSTE CETRV S RIRUITESI DREZ BN LE T,

—(JEFI@ )

OffiE#% @21 : 3k \HliReAh R J
@70/ B4 ®F = :3mg/kg
OPS :1-2 . )

OSHIE 1 UV/\NEEH (N2). BB, fikiE BENILVZY

= i@
Day

PIBRANRETREST - BRDIF/ HBREbE (EMEL:RE RS AI G £ A7 —I N TNMDFET3bN2M1b (ErfEes & E
BIE) EGFRETGFERRRM) [CHU. 4 7Y —R3mg/kgik 5548,

TERZDEYERER Lo

ZF7Y—R15EB#&5.

/EIEIB*IM FHE BRI HIRL SR DEE ) TR IERRDTF — )b R IL P AR (+)  PCRIFE: (+) #5845, FifEiZ S 521,
JBEEDZH ABt. ARl DIBFHSEIRE CRAARZEIGE CREL. fiIEZ N CORHIFHETE (HIEE:48) .

7_!’7°J RIFARE,

AVZTFIRUTPVEY Y TV T M) UBBIR. 5T F S ROARIH BB A Z Eh. s AR 5. K7 )L 7= >/m

fE B U ERRAMEZZ LT LS,

SR CI8E L EDFEL EREIRBHO8ICH L. IrigE: 114 £ 8BIRE 2L T WV e, AR N O N ERICHi e /R e 2 58

foo U/ SERBUE NN G H S NB DN DT BRFEFHIE MR CEEMT S N 7 VU FRUD L Z)VINT T N RUD LEILT5

HADUEN HONT | EFHFARMDOEBADIREMEZRBL. 7 VYUY F NI L ZVNT S LT RO LADERSH]E,

HADWENHONT  ZRIFFHMEOHRBRO TN ZZERL. ST FIROERS5HIE,

HADWENHONT | FHFERMOEIADIREMZZRL. UT 7V EY Y DRSHIE filtEaEEUCEFYT7O0+Y

VUIERIR DR SEN.

FEERI IR L. PR (FEA

FURZYDO30mg/BDHER SRR FEE RPN ClE. T 7OF SV MRRIEDR S U T7 Y Y DR 5EIE.

BRRERIEALRE: (-) BRIEEIRE ().

KL-6:411U/mLs

PI_EDERFREBICE DE. HEvEF2F(FParadoxical Response (PR) ZRIE T B D EH .

EREBEAREA 29 —/\N)LDP(C EZECN T DEEIRZ MBI EES N, LR T OF 52V KFLUA DL TDEH

(SRS M5 3 2T ENHIBR, ARG EZ 20 A RER.

TEREBAEFRBENS3n A% BREDBRISERE: (—) . ARV FEOMREIFHE. LRV 0>5mg/BHD

BEHET .

Hﬁ””’ﬂ%’ﬁﬁﬁﬁ%t%ﬂ"C&SDT:C&\i@f(lzr?"v“—/‘ﬁ@%%%m&fcb\hg_t BENG Y —RBRSEYELIEND,
F T —IN—ROEGEZS T YRR T BFREDIFHIFREICH U, 24 7Y —R3mg/kgi& 572BE (160 H) .
REESE GRS Jrﬁc‘:bt/(‘/ FPIREUT VDY D 2RI RE A7 HBESE .
TSREIBBEEADS 1 &, JitKE BB P 1E.

SF(FCIE
FTSI—m 46@5&’——}%*7{?-’5‘2 LDBFIRU. IR/ \HlRAHEFER D 22 (PR) Z .

X [BEENDIRS] BEOREBZTDICRRBURNSEEITRS T BT & —RICEEKEMETLTVS,

1) Takata S. et al.: J. Infect. Chemother., 25: 54-58, 2019.
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#FXI—k FFI—IRDETDHEEN FHRICN I BAENUARFEEARICEESNTSBIET,

1.
%ﬁ CASE REPORT
['é ERMIREICBVNT F I —IREDEHEMNEE CERVERZERIRUICEAIDZEZ BN LE T,
LU
- AR
@5 O2HE | IR IFU UV /NE J
O505F{V. Bt @A = :3mg/kg .
OPS : 1
OSHHE : &MY 2/ VERK (FRER) . FfisThE. BRIBI4EATERZ

ARE O AN FFELCH ), <l

BRSHAMD TR+ 0>/ VE (Ann ArborH$EIER) 4 7°Y'—R3mg/kgik SR8,
4 FI—RoEE’RS,
3BEDFE, FADERERD R ERDIc. BEAEEE . BEEBCTZ T, ZRTOBR. BEX PIEERZRE ST R (S5
TERH I,
NEEIRE Z RN KBRS 2R U, BEHAEA CHIBEZR 0. S KBRS & 20, F—IL-RILERE (+H) G,
3, EERE () HEB:8E) . 4 7Y —RIFRE,
= MBEIRE ZRN, F—)L- )V EV2RE (—)  PCRIRE: ()  BERE: () (HEE:8E) .
1€ AVZ7YR300mg/H. UT7VEY600mg/B. ESYF=R1.5g/H. IT9 V7 h—)UiEEEE1,000mg/BD1% 55858,
& MEBCT Z e T U BRIB RS & 221 IBR U IR R F H S RN ofc,
RQICHEEAL, @8,
ZFFI—m3mg/kgik 57ZER (6EE).
7Y —I3mg/kgiks5 (BOE. Ji&IZ5H) .
LEARINETIT IR 230
ESYF=R1.5g/8. TV T h—ILIERIE1,000mg/BDR ST,
AV Z7IR300mg/H. UT7 /S V600mg/ BB ST . iSO BIRIG RN 21z,
4.
Q
&
A

5.
&
Z
=
#
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#FXI—k FFI—IRDETDIEEN FHRICN I 2AENUAREEEARICEESNTSIF T,

CASE REPORT
ERNTREICSVT A TI—REDEHEUNETE CERVBERZRIRUICES DREZ CHBNALE T,

—( I )

[ Ji3N 052N - BilferE J
@70 . Bk ®F =:3mg/kg )
@PS: 0 [

OSHIE : fithe Y » /\NEndst%. LHRMERE. SME

Day
Z I —MR3mg/kgk 558,
ZFI—RE5 (OB BiKES), | 4TI —Rig5hI |
B RBHERIRRZERDIZ. 1iBH d ) AN TER (U VBT AUD - FEISEE GF) [CTUE.
BEERELTOELE. 18RS . MFEE a7 = 5 —PIEROSEY/ S—PIEZRD .
MAEMBIFIE S  TUZIA. FISS-ATTA. SS-BHIAIFREME. 18G4 13.9mg/dL.
TEENIEE N T AR,
[EgRE]EFCTICTHONGREBER DR #5350 ). MRCP (RS HIBIBEREER) LWECRELERESBEC
RyZNAR
(EHRARE ] BREBMRIC TRABESRIEA N O RIBAID BB TR G ZRH D,
ERCP (W1RERHITIHAD B EIER) (C CHRIBSEA N ORI M D EHE [ CREGE 7R JHER RS, B
TREFRERDEEON D,
[RIEZHRE] BB IC TSN R ERAIR DR,
[EFARE] EUS-FNA (BER R NERIRS [#i252) (CCEC BB ZRED.
[RIEZRE] BIEEGREICCRIEREE T 5. EUS-FNAICTEME, MEMZLAERIEB T 2FRAZRH T 1gG. IgG43
MRSl C<AHERH D Ki-6 7 UFEAMICRRIEZ R I RIFBESN TR, p53DiBRIFE 7R il
HEET | BEREERESRERORV . COIMR M THIEEE 4535 2.
ERARS > F 5T« CERIRANDERIE TR OB MRS T R MME 25885,
TE5—POHEERD I BERBHEERN N OERIRN DHFEEZHU KB TURZYOYINITBIRT)LFRNID A
(Tmg/kg/B) DIRS5 7R,
BERERIGRPHICHEL, FERDZERITE T,
KBEFURZYVOYINIBIRT IV MDD L%Z35mg/BICHE.
KBEFURZYVOVINIBIRT LRI LAZASmg/BITEE,
BB EOE,
KBUFURZVOVINTBIZT VNI L%&35me/BISHE . #6) o
(EHRARE] EREBMRIC TRAREAR e/ \ N O SR B EER AR B E S D/ \ 23R8 RS 3=,
fRIRIRE(E
BREEESR Day 117 Day 119 Day 134 Day 138 Day 145
7=Z5—F(U/L) 656 772 518 135 131
REIZ=S—T(1U/L) 469 586 454 107 101
J/N—E(1U/L) 1,099 1,580 1,447 175 133
WBC(10%/ulL) 8.18 9.68 9.02 9.61 11.68
CRP(mg/dL) 5.488 3.763 4,553 0.583 0.218

X [REEADIRS] BEOREBZTDICRBURNISEEICIRS T BT & —RICEEKEMETLTVS,

218



5 8EZEH

CASE REPORT
EPTERAICHU T A T —REDB I BT T BN AR ERIDEE BN UE T,

—( JEfIG0 )

05X O=2H% | BRI RZRE )
@50/t Bt O®F E=:240mg
®PS:2 OSHIE | U V/\EiEHE J

BLUEE D)
D AALZEOER [CTIBR U IR T B R ORI AR 7 iE (fEf#EY malignant mesothelioma (sarcomatoid) .

25 —VTB, TNM#4ET2N2MO) (L. 7 FY—R240mgiR 58358,
ZTI—R240mgiR5 (7B iR 5H). |4 I —RBSHIE |

DDA BEEEK oW BT BN ERD.

BB, BERNR BREEZRD. 5V S5V —)U15mgD5EIA.

[ EECHLBMNIRERE]BE DB+ EBR. B2M T BRI RD IR JFEZRDI,

TERFHEE T KD B THTENRVIRREE B oTefe s ABT. 1 HISEBICERE DR,

[BHECTIRE] BEENRAMICAEEL T L .

[ EEBEEBRTARE] BRIRS A E T IEREREBICHIR. FEIR. BB DB ZERDI,

FOFEVARPIE ERFHR. 4 X S5V —)L20mgIC THIELE A ERDEEFESNUeh T,

BOF—BEE LN BBENBHE DEOICIRITZRDT,

[BAGEARR] LR BRENICD SR RN DR B ZRD I, 2UEBHIRRZE CHOSNDFIEREBAID_EFANRETIERL,
TR E(CTCDERR M THIFBDAR FRAREE. U'SAZSRDIC FER P )L AB ARDERIFFRHIEN I,

TURZYO40mgDEIRAIE SIS,

DELVBEZERAL. RCICE TS BT,

BEENEDWEZROIIcH. FURTY OV Z#iH.

B+ IEBRIFERIR,

[ EEBE{EENRERE] 2R BER DD, UFAMICRO SN B E+ BB OMIERTR. JFEFSE U c. BESR DR

ANy
[BHEERER] NEMRRDRBEIFIE Uiz,
B
PavARES ch

5.
&
=
=
#

1) JBHZEMIFH: Progress of Digestive Endoscopy, 98: 91-92, 2021.

219



CASE REPORT

FFI—IRDETDHMEENFHRICN I BAERUARBFEERARICEESNTSIET,

ERMIREICBVT A TI—REDBEEMNETE CERVSESEREFHIRUICEAIDIZEZ BN LE T,

—(ERIC) )

O ESEER

®PS:0

@2 -

®70mN*. Bt OR E:

OSHIE :

3mg/kg .
FoYNIERE. 7)VI—)VBE, UV /\NEERE -

BHE IR, AP

= i@

SEYIRF R B B B (V5. RED AR, TNMS B CTINTMO) (SR U, 4 FY—R3mg/kgik SR (R
58). |# FV—RBSPIE |
BOEREE X BHSHEU,

FEPRES KBFIRNER, R KU BN R R ICK W BONDIFL BRI BRVKDIRRETEHDHICENR>T LS. EANEIL

FEFFEDRL. FHD T B EERA B Yo BRIERZU R - #1RE U CHIRDNIE . FEIEFEIN. ErTei. iR EERER. Sh2m

Wtz MRS B BR DM AELELE Y E ROz, FIEEEFPR0EL  FIENI SRR O D« U B FE

BB IRBEEA RO . . BER U REBEMN &,

[DILF LA vERERESERE] (R BEOEENAOSERRANOSH T Dk R o IRIEEDIEED . 1
BIEHNSDREREL.

({8 E]BIEH0.7. /0.7

IR SR (Grade 3) E52H. NBEU TR T OA REER (NI ATV VU VEET 27 )L F MU A s38R (HER) 48/8. 7L

R=V0>20mg/B. MOEASR- T =L DU VIERRIESIR O/B%1R 5518,

SR HRREN ST EEM I ANE,

| Cryalz=) E3=y=0)

[HLA#Z]HLA-DR4. HLA-DROBS 14

2504 RRERE FURZVOVRIRER S UED ., S EUBE LD e,

[#2/3#&]450.3. £0.1

RR7ZBE2. ERDNIERFEETHY. T« TUVFHERLTWVED  REFTREDE(L. I FAES. RIS EREDIBE,

EREERMERER B SR FRICATOARBE (N7 LAY/ OYF7 R ZROT/ VE N E540mg) . BIRICZA T O

A REREERS HE HEROREEREREREEHHE TI+—I 8\l FRERERE I,

KA WE LT &7 TSR MERDIREEDIEEF E 25D SN T L .

[#3/7#&&]4H0.5. £0.3

BRICRT O REEERE T

HFHRRE CIRISIRREE LB IR,

AR R T O RERfRIC T BT . AR DS EEDREE FLIAT L (FEE L IMRAREL TRHSN T L, BIEMICHK

EAT Rl < | MR D IR EICERE DIRIEIER B SR oh', IS FEEB (F i,

[BH%E]H1.0. £0.7

BESERNFEE.

[BhEE]H1.2./£0.9

BESEXREBRDIESH A7 01 RRiREIR S,

INE SN FIRIFERR,

X [BEENDRS] BEOREBZTDICRRBRUBHSIEEICIRS T BT &, —MRICERKEMETLTLS,

220



HAP U RN TGS10—RERHMBI LT,
B OF FI-ROBFFLERRTEET,

(01)14987039461671

INFRBIFIHAR
T541-8564 KERAPREIAERE 1T EH8&E2S
[EHRIEERE]
<TUMEREE
TEL:0120-626-190
(9:00~17:00(LB -8 -24tHB%ZFR<))

HRAP U RNFE®] TG O—RERIMBILT.
BHFOV-—R/OBFHLERRTEET,

(01)14987279149018

TUZRNL AV —X R4 TiFAEHt
T100-0004 RFEBTAEXAFHI-2-1
[ERIEERIT]
XFAHIVERTIL—TF
TEL:0120-093-507
(9:00~17:30/ +BfREB LU thEBZRHR)

2025F8R1ER
0-Y-PV202M2508
7356-JP-2500790



	オプジーボ（ヤーボイ又は他の抗悪性腫瘍剤併用療法）・ヤーボイ適正使用ガイド
	適正使用のお願い
	目次
	1. 投与に際して
	1 作用機序
	2 治療の流れ
	３ チェックリスト
	4 効能又は効果、用法及び用量、併用療法における投与スケジュール
	悪性黒色腫
	腎細胞癌
	高頻度マイクロサテライト不安定性（MSI-High）を有する結腸・直腸癌
	非小細胞肺癌
	悪性胸膜中皮腫
	胃癌
	食道癌
	尿路上皮癌
	肝細胞癌


	2. 注意すべき副作用とその対策
	特に注意を要する副作用
	過度の免疫反応による副作用のマネジメント
	オプジーボ・ヤーボイ併用療法における注意すべき副作用の発現状況
	オプジーボ・化学療法併用療法における注意すべき副作用の発現状況
	オプジーボ・化学療法・ベバシズマブ併用療法における注意すべき副作用の発現状況
	オプジーボ・カボザンチニブ併用療法における注意すべき副作用の発現状況
	オプジーボ・ヤーボイ・化学療法併用療法における注意すべき副作用の発現状況
	ヤーボイ単独療法における注意すべき副作用の発現状況
	主な副作用とその対策−特に注意を要する副作用
	1 間質性肺疾患
	2 重症筋無力症、心筋炎、筋炎、横紋筋融解症
	3 大腸炎、小腸炎、重度の下痢、消化管穿孔
	4 1型糖尿病
	5 重篤な血液障害（免疫性血小板減少性紫斑病、溶血性貧血、無顆粒球症、発熱性好中球減少症）
	6 劇症肝炎、肝不全、肝機能障害、肝炎、硬化性胆管炎
	7 内分泌障害（甲状腺機能障害）
	8 内分泌障害（下垂体機能障害）
	9 内分泌障害（副腎障害）
	10 神経障害
	11 腎障害
	12 脳炎、髄膜炎、脊髄炎
	13 重度の皮膚障害
	14 静脈血栓塞栓症
	15 Infusion reaction
	16 血球貪食症候群
	17 結核
	18 膵炎
	19 重度の胃炎
	20 ぶどう膜炎

	主な副作用とその対策−発現のおそれのある副作用
	1 過度の免疫反応
	2 心臓障害
	3 赤芽球癆
	4 腫瘍出血
	5 瘻孔

	有害事象治療における注意点
	投与終了後の副作用
	臓器移植歴（造血幹細胞移植歴を含む）のある患者への使用

	3. 副作用
	1 悪性黒色腫〈オプジーボ・ヤーボイ併用療法〉
	2 腎細胞癌〈オプジーボ・ヤーボイ併用療法／オプジーボ・カボザンチニブ併用療法〉
	3 MSI-Highを有する結腸・直腸癌〈オプジーボ・ヤーボイ併用療法〉
	4 非小細胞肺癌〈オプジーボ・ヤーボイ併用療法/オプジーボ・化学療法併用療法/オプジーボ・化学療法・ベバシズマブ併用療法／オプジーボ・ヤーボイ・化学療法併用療法〉
	5 悪性胸膜中皮腫〈オプジーボ・ヤーボイ併用療法〉
	6 胃癌〈オプジーボ・化学療法併用療法〉
	7 食道癌〈オプジーボ・ヤーボイ併用療法／オプジーボ・化学療法併用療法〉
	8 尿路上皮癌〈オプジーボ・化学療法併用療法〉
	9 肝細胞癌〈オプジーボ・ヤーボイ併用療法〉
	10 悪性黒色腫〈ヤーボイ単独療法〉

	4. Q&A
	5. 参考資料
	1 悪性黒色腫〈オプジーボ・ヤーボイ併用療法〉
	国内第Ⅱ相試験（ONO-4538-17試験）
	海外第Ⅲ相試験（CA209067試験）（海外データ）

	2 腎細胞癌〈オプジーボ・ヤーボイ併用療法／オプジーボ・カボザンチニブ併用療法〉
	国際共同第Ⅲ相試験（ONO-4538-16/CA209214試験）
	国際共同第Ⅲ相試験（ONO-4538-81/CA2099ER試験）

	3 MSI-Highを有する結腸・直腸癌〈オプジーボ・ヤーボイ併用療法〉
	海外第Ⅱ相試験（CA209142試験）
	国際共同第Ⅲ相試験（ONO-4538-87/CA2098HW試験）

	4 非小細胞肺癌〈オプジーボ・ヤーボイ併用療法/オプジーボ・化学療法併用療法/オプジーボ・化学療法・ベバシズマブ併用療法／オプジーボ・ヤーボイ・化学療法併用療法〉
	国際共同第Ⅲ相試験（ONO-4538-27/CA209227試験 Part 1）
	国際共同第Ⅲ相試験（ONO-4538-77/CA2099LA試験）
	国際共同第Ⅲ相試験（ONO-4538-52試験）
	国際共同第Ⅲ相試験（ONO-4538-55/CA209816試験）

	5 悪性胸膜中皮腫〈オプジーボ・ヤーボイ併用療法〉
	国際共同第Ⅲ相試験（ONO-4538-48/CA209743試験）

	6 胃癌〈オプジーボ・化学療法併用療法〉
	国際共同第Ⅲ相試験（ONO-4538-44/CA209649試験）
	国際共同第Ⅱ/Ⅲ相試験（ONO-4538-37試験 Part2）

	7 食道癌〈オプジーボ・ヤーボイ併用療法／オプジーボ・化学療法併用療法〉
	国際共同第Ⅲ相試験（ONO-4538-50/CA209648試験）

	8 尿路上皮癌〈オプジーボ・化学療法併用療法〉
	国際共同第Ⅲ相試験（ONO-4538-56/CA209901試験 副試験）

	9 肝細胞癌〈オプジーボ・ヤーボイ併用療法〉
	国際共同第Ⅲ相試験（ONO-4538-92/CA2099DW試験）

	10 悪性黒色腫〈ヤーボイ単独療法〉
	国内第Ⅱ相試験（CA184396試験）
	海外第Ⅲ相試験（MDX010-20試験）（海外データ）

	オプジーボ投与後の同種造血幹細胞移植による合併症
	有害事象の対処法アルゴリズム
	Case Report




