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O 7Y—R1E480mg 4BRIMRIRSDHEE
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BIEADRBIRICOVNTIE 4TIV —R- v —iRA FREEEP.31~32% 4 7Y — R L2 EH AR
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SRS,



P EEosERmIcESEEROTRIXV

JRANEU T, SERIEZHIIEBREDFIBICHE > THTTWV MEICIHU CEESEIE T 2REL. 4 I —IR, 7 —iRA
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M £Grade
EEGENE. DN, | 23(0.9%) [ Grade 3L1E
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I 9(0.4%)
ESIRINASZADAE 2(0.1%)
Infusion reaction 113(4.5%)
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H@®—47.0(5-153)

116.0(1-687)

1121.5(6-729)

1136.5(33-403)

BN | H@——154.0(16-244)
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CA209227548& (Part 1)) . B4R dR7iE (ONO-4538-48/CA209743588) . BiEfE (ONO-4538-50/CA2096 485K
BR (77— KAt R 58%)) . FH#BA2EE (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
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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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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,



| i

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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=
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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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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(%)
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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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#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,
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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)
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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)
i) |,  BEO
KL-6 (SP-A, SP-D) B-DIIHY FRZEDE(L
HA MXHODA L RIR
=22
HEZEK 1BE -DNARE

MBEZRX 155 DNAKRE
Za1—EVRAFADNARE

HAIFIRSE AR R RS OZH - EEOFS I HE2MR. 2018F KA UA T ALLE 21—

@ iiE
HEIBCTITRBEFIESEEL RS EDPIETBRE PIVTUXL(P.157) Z8EISEYIFLEZ{T>T
<FEEW.

1) BARRSEF = EEIMRESOZE BBEDFSIE 20, 2018F MASUAT(DILE21—1t
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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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FEOIERIDHDIFE T, OJREIRR CKEDEBRIFIR SHIICHEEEL TEE L,

O=EHEEIL B SR (<1 ~20%5%) [CHRIEL. 2¥RRBEE > TIU—BICESITIESD
R/ESNTVET,

O HIET. IREE T E, RIRRE. B N E=E. WE. CKOLE DBRES. MPORVRP=4F708 Y R
ZDERETHITTV. BELROS NS R RN SFER O EBENESFIEEDEED L.
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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 BREBARFERICHEVTERL Wz )LTUXLA(P.158) ZZ SRR 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 BERERREERICSVTERL TV ILTUXA(P.159) ZZSRR<IZE 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 AU MKIFIREE) D6H (P.160) 25 Z(CHBN 565K ( Y AUV RBI DR ESEDEYIRILE) 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]
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i PR R ALT:1561U/L(155H8)  |BEEESH Y HABERERERRSY  LWITNEBESH LY FF+ 01—
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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
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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
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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
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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
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PP.107~152 BEERABRMEER T I 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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podc3 - FHSBEE= UV T OERE | - HBLEDTHAM NI TRIBRERILEVEIE
SEUILE BT WHT
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gry M —RA BBAATRSET
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/A\S;/i?r’r 20! AS%FQELBEODBFZED\D - 1~2mg/kg/BDEEEAF )L i’;?gji@?ﬂ%qjtf&%}ﬁ%ﬁgb WEUGWXIFEL
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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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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
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RS () X5V IR T EY
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OBBRA - ELEATIREZFRIRGI (2023F£10810808:5)

8. | AEERD o -

MR | GeEEE. ER) ERPRIEIR wans L8
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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 .
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68



IZE%?&E@W%&%@%%

OB BRI
Rbiskt © $5EL. SCIEERAR. KM ARIRRRE b, FE2L. IBlL. 3RS
BEARSK © FEFL. DR, SRS BEIRRA IR, RO, 1Bt
BEEX | BEES. B/ E N RE. RRER. &
RIEEBRERANRT NS LBE | RBF AR RE . 238, Bl REBRE. Bh/ ) T RE FRKZ. (B

ok
AT =NV —INA DIRSPRURSEE BEDREBZ T D (TERELTIEE W Bk, BEIRA . BREK D
FRDWAICEHELRVRE (BPEKEBDETE) THRHBE L. WEIEEET 315G E TIF AN 2L
g 213212 BRIRE. B BER. AR, CT. MRIREZE(C K DRI DIeh DFHE N FHEZIRENEBE T,
BHARMREWRARI NS LREZFSHE. BN T 7RI 4(AQPA) FLEDAIEZE THREI<IEE W,

@ X% >4

ARG

HERRIFPIESERL R 52T 208 BYRLEZ{T>TLIEE L,

DE(CIHU TEUEDHER. REDHMRFFEDEENERZIT>TIIEEL,

(FUNAFREERICIE T V. V7 /N A REEISHUTIEZU 0L, BIBRERILEVH DE
5% 7% CREI<IEEL,
BRSNS B BEN -

HRRBEFESEEL. 4 Y —IR V—IR1A DRSSPI BIBFENILEVEIDIRSEDERINLEZ
7oTLIEE LY,
RHREBRARITNS LEE :

HRRREFESEEL. 4 Y —IR V—IR1 DRSSPI BIBRENILEVEIDIRSEDERLEZ
RPNTITH>TLREE WV, MR AP RE T O T UV AERS (IVIG) NREICRDBEDHIET .

2.
=
g
~N
=
&
f£
2
E
z
D
5
%

1) NCCN Guidelines: Management of Immunotherapy-Related Toxicities Version 2. 2024

2) BABRERFS R DN ARBERELEA RS A V&3, 202354, £ R

3) BEFEE. SERERERINNY Za7)L  HEiiEA. F23F38

4) BAHRER BB SRMEBLE- B ERRARI NS LAEEZEN RS/ 22023, 2023F EZER

69



[E =momses

@S 4R EIBILRIARAE (Toxic Epidermal Necrolysis : TEN) . FZEHEEIRIE#EE (Stevens-Johnson
TERE) LA ERAREEDEEDKNBES N HSHONBENHIFT,

Q5T NUKRE#F. BEDKREZTDICERELTIZEL,

OEENRDONIHEICF RS ZPIEUBYIRLEBZIToTLIEE W Ko MEITINU TR EREE
SEELTRE W,

Q@ BE T ARBEAICCEE DN BESZRIFEUCEE(CHU T BEIC DOV TIEEITHREILT
<IEELY,

O X FEHREIR
S RFIRIERMAALE - B2 BERE. 25 MR EEIN DT LKE. R BIRAR
FFEHERRARAEIREY | Rk 7. HA RIBOAERER. BEFT M ASEOUS A ORK. O P OERD
U BEAMR. AL S AR B2 ER R
SIALIR | RHPIRRIEE. 2K, FEFA. BRENTR
EXAERE OFEEIREEEEKBEASRDOU DA ORK, O POREADUS A

OH R TR IR ORI | S<ERTR, ST 25

@=2Hh

A TI =RV —INA DIRSPROUESEF EEDREZTDICHEEL LISV BEAICH WV TIEEER
BFEECEEL . CRP, B MIREL RAEIFEEEREL. LDH, CKZE DR RIRE DA ME(CIHU TR EERDEMZ
RREI<IES Lo

BB FERBEZREDSHE. JIBP180MHEDOEC A DAIEZ THREI<IZE L,

@i ;E

MEICIHUTHREREFESEEL /5 Z2PIETHRE. 7L TUXA(P.166) Z8E(SEBRANBZET>T
<rEEW.

FEDNERENFKIRUCBEEZT I —R v—~RADR5ZPIELT. BIBREBRIVEVEIZRSLTL
TV EERDZEBUCLEE WV, MEEEEPRES O U VKERS (IVIG) MARICIR2HEE5DHHY
FI,

70



I 2. R NEEERLEZDXR

[ srmiemien

O R IR IS EZ DB IS AN S DNBT N BHET .

O 5IRUVBRSHIF. BEDREETHICHELT RS,

ORENRHSNEAICIE. R EEPILT BHE BB ET TSN F e SBICSU TEESR
HPIESERL TS,

O BERAER
FRIRIMASZRABIE | JFRE. ZARN BPTRYE
REREARIAZEE © FHA KB POE B ONDERE~RBEICEE. EiR. TROFE
FEEARAE © 3T, A SHIES. W, s, IS

@:21
F I =NV —IRA DESPRUEKRSEIF BEDOREICTDERULTLIEET VDI A Y —PiEFCT.
BIIRIA RE. BEREFERE. TI—F0EMD CREI<IEE 0,

@xfii%
BRGESFIEOEEL BYRLEZITOCTIEE L,
NEEROE. MEBREOE MEPSEUE (IVR)  FiliEEF 2 TIREI<IES .

2.
=
g
~N
=
&
f£
2
E
z
D
5
%

71



E Infusion reaction

Q7 J4TF I — HE BE ZOEE.HEE. ST KINE. FIKR#EEZSTInfusion reactionh’
HBOSNPNBDIENHBIFET,

QRSN UKREEIF. NAIILTAVZAEL. BEDREZ TDCERRULTIEE W,

OEENRHONIHZEICF REZHIELGBYRLBZITVVERNTLRICOET 2F CEEDIKEZ
TRITEHRULTLZEN,

[ ESA==tnz/N
Infusion reaction : IFIREEE. =HEfEE. RGOS - S OER. F2. BE, IBI. . HFEL. B)E

@2l

F IR —RA DEEPROESEIE. NA I T A VEAFET DRE BEDRECTTELTL
W FTe 20BLUIED S YV —R, P —RA B E5(C. FHTEEDInfusion reactionZFHIEIT 2D EHHD
DT FII—M V—hA 5D EOEEDREIC T ERELTLET W,

@K
RENROSNHE. FTIFENREZEDDN UL, BEEICF O TFELDLBZ(T>TRE L,

g | IANEEEEDDIDRILL COERNUELSVSE . AR 25 =F BIBRETLEVA
- ; EEBELTEE,

= BS5[CRSZPIEU BRI 7L U2 [ESIRRAL BIBRERILEVAL FER DR SE. B8
IRNBZEITOCTLIEE LY,

SENERRLER CIE. Infusion reactionh s8OS NEEBE(CIF RERSENS TP NS/ T2 pI T
VERSZVRHNA IR A —IRA B SHIICTNICIES SN AEICH U CRIBRERILEVEDIRSIN
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n(%) n(%) n(%) n(%)
2 147 (83.5) 63 (35.8) | | ERIRIRE 58 (33.0) 17 (9.7)
BEES 80 (45.5) 4 (2.3) GFCPEREURI A 26 (14.8) 13 (7.4)
B 58 (33.0) 1 (0.6) MV \AREURI A 14 (8.0) 301.7)
(0 37 (21.0) B mEkEuE 13 (7.4) 3(11.7)
&0t 15 (8.5) 2 (1.1) meh7 U7 F Z 1800 12 (6.8)
T 10 (5.7) 1 (0.6) KERUR ME#EE 52 (29.5) 4 (2.3)
MAERTVVINREE 69 (39.2) 28 (15.9) 7z 23 (13.1) 1 (0.6)
am 41 (23.3) 5 (2.8) BREE 17 (9.7)
SFORERIBIAME 30 (17.0) 19 (10.8) | | RERURERES 45 (25.6) 8 (4.5)
BIMBKEAME 17 (9.7) 2 (1.1) BAUHER 30 (17.0) 2 (1.1)
—f%- £ REER VR SERIOIREE 68 (38.6) 4 (2.3) R RMEE 30 (17.0) 2 (1.1)
R 25 (14.2) 1 (0.6) FEZ1—0/NF— 11 (6.3)
) 22 (12.5) 1 (0.6) IFIRER. MIZB R UfiithRiE= 22 (12.5)
RIIE 16 (9.1) 2 (1.1) Lpo<h) 12 (6.8)

EEIDSHRESNIEAEERBIFCTCAE v4.0ZAWV TEHEL. MedDRA ver 25.0JZAWCEHHE R F U,

HSREIRISBS & ], [BRHE/RUID2ERFETIHE S 1. [BhE&H N |EHIES N

EIfEROFAIERE (&, MR AD IR SN ORI S%I0BLNICHRE BRUCERENRICEST LELU.

Holc BIEFEUTESTUE UIC 138, [RBE SRt e

SOlFBIERELTESTLEL,

1) N\FFER TR EREH-EEENIE (ONO-4538-55/CA209816) st BRALIE (&R AGRBSEHMHE R




~
B =t (17— kb — R R i

FFD =R —ikA A
o EfSHEISEMEER (ONO-4538-48/CA2097435E8)

BT RA 3001 B RSRERI Eoadenty Srade 34 0%) Srode 5 0%
*  Grade SOWERANA B
O5%L FICHIRUCRITER—&
SHERIES Sss || GEEe BHERES S| B
2K 240 (80.0) 91 (30.3) FZS—TEN 17 (5.7) 7 (2.3)
BiEEE 101 (33.7) 17 (5.7) FSZUTPZ/NSVRATTS—EHEN 16 (5.3) 5(1.7)
A 62 (20.7) 10 (3.3) REVOREREE 37 (12.3) 7 (2.3)
=0 30 1000|103 || swae 29 9.7) 207
i 2 BRERURSHIORE 89 297)| 3 (1.0) | | mowm= 51 170  5(.7)
e M (37| 300 || esmmeETE 32 (107)
T 25 8.3) BBERROGOERNE 44 147 6 20)
o 16 (5.3) RO 22 (7.3) 103)
ERRUE TGRS 116 387)| 10 G3) || wwm 15 (50)
=58 29 163)| 3 (1.0 | | 5= ssRonEsmtE 26 8.7) 3010
e 23043 300 || EAcHSEE 24 8.0) 3010
FREBRES 16 (5.3) 103)
ERE 60 200)| 22 (7.3)
I — e 20 67) | 13 (4.3)

EHIDSHRESNEBEEERA(E. CTCAE v4.0ZAWVTEHEL. MedDRA ver 22 1RV CHEHFERF U,
RREARIE. [EE ) |, [BHERU D2 CEHi S 1. [BhEdD ) | HIE S NCB S BWERE L TES LE U B8, [ CHE SN B S IFBERE LU TESTLELI.
BERDOFRIBIEEF. RIIR 5% 308F CICRIB BB UCERENRICES LU,

1) INEFEEER T 2/Bristol-Myers Squibb:EEHEIESME (ONO-4538-48/CA209743) s BRAHE GINER]) AGRISHEE K



ElfER

O =8¢ 7y—R(cemEmnmm)

77— iR LSRRG AR A
o HEHESEMABKER (ONO-4538-44/CA209649515%) V

BRI 78261 BRSNS Soradent Srode 3400 Srode 5 0%

% Grade SOMIRHTA| Bl SR PHRAE 1 BI. RIESEF 51, HBOLE I

O5%L EICHIRUEIER—E

BifEFIEE el BiEFIEE S| e

2 738 (94.4)| 462 (59.1) ARERD 45 (5.8) 2 (0.3)

BEEE 520 (66.5) 88 (11.3) | | MERRVUVINRES 390 (49.9) 185 (23.7)
B 323 (41.3) 20 (2.6) 2 203 (26.0) 47 (6.0)
TR 253 (32.4) 35 (4.5) SFOPBRIBIAME 191 (24.4) 118 (15.1)
&0t 195 (24.9) 17 (2.2) M) \iRIBAME 157 (20.1) 19 (2.4)
i 303 | 200 || cmwasE 6361 | 500
% 703 09) | [ —B2smERUBSHORE 376 48| 49 63)
=l 39 (5.0) 4 (0.5 5 202 (25.8) 0 (3.8)

HHERIES 466 (59.6) 69 (8.8) BIE 73 (9.3) 7 (0.9)
R —1—0/VF— 221 (28.3) 31 (4.0 FEEL 64 (8.2) 4 (0.5)
=10 7 — 137 (175 16 20) | | wmomE 62079 | 608
) 575 | 203 || mem 1264 | 203
WA 2 64) RRRUE RS 251 G21)| 28 36)
i 061 | 200 || FrEessasiemes 94 120)| 11 (14)

BRARIRE 413 (52.8) 178 (22.8) 2 74 (9.5) 7 (0.9)
YFCPERECRIA 158 (20.2) 83 (10.6) TOREE 54 (6.9) 1 (0.1)
R 156 (199)] 20 26) | | REROREmES 227 290 36 46)
FANSFVBETZ /NS VRTS8 122 (15.6) 12 (1.5) BHUEIR 157 (20.1) 14 (1.8)
BIMBREUR 112 (14.3) 23 (29 A BES 95 (12.1) 5 (0.6)
TPISZVUTZ/NSYATTT—TEEN 9 (11.4) 6 (0.8) ERIRAR I REIR TE 70 (9.0)
U= 89 (11.4)| 45 (58 | | BB PHROMESHE 7506 | 1205
TSN 71 (9.1) 21 (2.7) EINE)IN 66 (8.4) 11 (1.4)
b7 ILAURA 75— S 266 | 506 | | nexms 7303 | 902
mPCULE 861 | 405 || EmE 48 6.1) | 409

EEMNSHESNcBEBRA(E, CTCAE v4.0ZRWLCEHIL. MedDRA ver 23.0)ZRWVCHHFERE LI,
HRBIRIS, [BHESH ). [BHERU)D2ERFE TEHI S 1. [BhESD | CHESNTB S BHFREUCESTURU . 88, [MRICHES NS EIFEHERE U TERSTUEL .
EIEFDRIBHREL. BRI S# 308 CICHIR BB U ERENRICESTLE L.

1) N\FFER TEEREHLEEENIE (ONO-4538-44/CA209649) sHBRALIE ((EANERL) AGRBSEHEHE R
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® HfEHESEN/ MR ER (ONO-4538-37518% Part 2) "

B MEHE R A 35961 BIfEFIRERERI =der ity ClEE DSk SladobINE)

351(97.8) 205(57.1) 3(0.8)*

*  Grade SOPIERZZRIE B, FEFAMEFPIRANE 16 FFA2 161

O5%LU LICHEIRUICBIER—&

AHERES | G ERIES S| SRS
205 351 (97.8) | 205 (57.1)| | —M-2EBERVRSHBEORE 178 496) | 11 G.D)
SiEES 275 (76.6) 41 (11.4) FE 32 (8.9) 2 (0.6)
ZD 181 (50.4) 0 (2.8) ksl 72 (20.1) 5 (1.4)
N 125 (34.8) 6 (4.5) Bk 59 (16.4)
) 4 (123) 1(0.3) T 27 (7.5) 4010
B0t 2 (20.1) 5 (1.4) HERURE MRS 172 (47.9) 14 (3.9)
I 4(17.8) 6(1.7) e 5 (12.5) 2 (0.6)
1 19 (53) Z5ER 2(11.7)
wEEE 282 (786) | 23 (6.4) i PERFAET TR 3 (14.8) 5 (1.4)
SRR = 1 — O/ (F — 201 (560) | 14 (39) R ERER 0 (56)
HERE 57 (159) MRRUU ) RIE= 100 (27.9) | 45 (12.5)
R 21— ST — 51 (14.2) 3 (0.8) 2 8 (189) | 27 (7.5
) 24 (6.7) 6(1.7) MEEA 3 (6.4) 8 (22
EFRRE 253 (705) | 107 (298)| | iFsmassm 9 (5.3) 8 (22
IR 157 437) | 71 (19.8) | | wiRes. WebROMmES 2 (14.5) 6 (1.7)
M/ ARECR A 144 (40.1) 34 (9.5) Lpo<Kh) 20 (5.6) 1 (0.3)
EMREA 7 Q14 | 10 28) | | BE esRONESHE 34 (9.5) 5 (1.4)
PANSEUBP=/NS5YRTT5— 0 | 54 (15.0) 40 SEACHSER 32 (8.9) 5 (1.4)
PSP /NS VRTIS—EENM 41 (11.4) 2 (0.6) MEEE 40 (11.1) 3 (0.8)
MmoPE )L E >/ #Eh0 34 (9.5) 6 (1.7) Jin=y=:) 23 (6.4)
FEA 2 6.1) RHEE 35 (9.7) 2 (0.6)
-SSR TS5 — R 21 (5.8) 6 (17) EBRIRISAEE T 24 (6.7) 103)
RERUFEEE 203 (565) | 46 (12.8)
BAUIE 187 (52.1) 29 (8.1)

EEINSHESNcHEEBRA(E. CTCAE v4.0ZRWCEHIIL. MedDRA ver 22 VWZERAWCGHEAELI,
HSRBIRIS. [BHESH ). [BHERU) D 2ERFE TTHI S 1. [BhED ) | EHESNTBE(C BUFREUTESTUEL L 88, [TRICHE S NS EIFEHERE LTRSS LEL .
BMERDFAIEE (S, E'i?ﬁ%?&“—b}%ZSEIi'@(:iﬂﬁE%bfc%%’&%%(:%%bibfLo

1) NEFERTEERELESED/IHE (ONO-4538-37) S BRiE GTNER]) AR oS



ElfER

aﬁrﬁ<:r7°~>“—m‘-v—nm#mﬁsf/z79“—,1*\‘-1|:$ﬁs£1#mﬁsz>%
V=RV —RAHBEE 77— N ACFEEHAEE

o HfEHESEMABKER (ONO-4538-50/CA209648515%) ¥

LR 15 jjy‘_fﬁ; 2172;?‘/r I L2 mg %?;Jg;ﬂ#ﬁﬁ
s | Eosecl [ Gk inf | Guesef | SCamof [ Gaksinf | Guesow
* Grade SOWERFZEAREN ORI ME 16 (F 7Y —R+v—RA HREE) Bk 1 6l (5 7Y — IR HE B A FRER)
OVTNHDEFTSWBLU LICHRIRUBIER—&
IV =R+ —RA B I I —RHE2EAG R
ElfFRIRE %£Grade Grade3-4 %£Grade Grade3-4
n(%) n(%) n(%) n(%)

24K 256 (79.5) 102 (31.7) 297 (95.8) 147 (47.4)

HERUE ME/ES 118 (36.6) 14 (4.3) 85 (27.4) 1 (0.3)
F 55 (17.1) 7 (2.2) 24 (7.7) 1(0.3)
T OFERE 43 (13.4) 3 (0.9 23 (7.4)

BREE 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) 3010
B 26 (8.1) 1 (0.3) 182 (58.7) 11 (3.5)
@0t 18 (5.6) 4(1.2) 6 (18.1) 7 (2.3)
Omk 14 (4.3) 8 (31.6) 20 (6.5)
20 7 (2.2) 1 (0.3) 9 (19.0) 2 (0.6)

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

ERIRBRERETTERE 20 (6.2) 2 (0.6) 7 (2.3)

—f%- £ REER VR SEIOIREE 71 (22.0) 7 (2.2) 151 (48.7) 17 (5.5)

B’ 29 (9.0) 4(1.2) 61 (19.7) 7 (2.3)
FEE 26 (8.1) 1 (0.3) 8 (2.6)
Bk 12 (3.7) 0 (16. 1) 1 (0.3)
EIAE 7 (2.2) 1 (0.3) 0 (6. 2 (0.6)
FEREDNAE 4 (1.2) 3 (10.6) 8 (2.6)
ExjclEazd o 7 (5.5)

BRIRIRE 67 (20.8) 19 (5.9) 152 (49.0) 44 (14.2)
FANSFVETZ /SNSRI T5— 18 29 (9.0) 4 (1.2) 16 (5.2) 2 (0.6)
FSZUTPZ/NSVATIS—TEN 25 (7.8) 7 (2.2) 8 (5.8) 2 (0.6)
MV ARECREA 6 (1.9) 6 (11.6) 3 (1.0
Mmoo U7 F Z 4800 5 (1.6) 9 (12.6) 1(0.3)
BIMEREUR A 3 (0.9 3 (13.9) 11 (3.5)
GPOPERECRI A 2 (0.6) 5 (21.0) 25 (8.1)
BIVFFZ-OUP SV FS 19 (6.1)

RERORERES 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)
K ~UD AMAE 9 (2.8) 8 (2.5) 29 (9.4) 17 (5.5)

2N ECNTEM ey i 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< 2 (0.6) 42 (13.5)

MAERTVVINREE 23 (7.1) 3 (0.9) 124 (40.0) 44 (14.2)
&alm 12 (3.7) 2 (0.6) 93 (30.0) 30 (9.7)
SFPERRIAME 29 (9.4) 8 (2.6)

THERES 16 (5.0) 1 (0.3) 83 (26.8) 5 (1.6)
KERE 4 (1.2) 19 (6.1)

R 1—0/VF— 1 (0.3) 20 (6.5) 2 (0.6)
REMRRE Z2—0/VF— 1 (0.3) 26 (8.4) 1 (0.3)

EEINSHESNcHEBRAIECTCAE v4.0ZH L CEHEL. MedDRA ver 23 1ZERWCEHERAE U,
HSREIRISIBS &) ] [BRHERUID2ERFETIHE S 1 [BhESH W | CHE S NS EIC BIFREU TR LERUC 88, [ SHIBT S NITS S IFBHERE L TESTLELIZ,
EIEFDRIRIAEE, i‘ﬁ.%ﬁﬁﬁai?ﬁ%}ﬁ%%mﬁum[C%ﬁ'i%g%bfc%%’&?@%lC%:ﬁrbiuL

1) /NEFEEER T 2/Bristol-Myers Squibb:EEHEIEEME (ONO-4538-50/CA209648) i BRmiE GTNER]) AFBIs &K
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) mes.LRE (4 7Y — R LA ARE) &)

® HEHESEMABKER (ONO-4538-56/CA209901:15% &lEHER) ¥

DRI R B 3046 BIERERE I égg?;”g) Grﬂd;f;g)% Graf(ec,g)rl(%)
*  Grade SOWEREZIIE 161
O5%LU EICHRIBUEEIER—&
BHERES Sss || SEEe AERIES S| B
EXN 296 (97.4) 187 (61.5) Mo LU7F =& 39 (12.8) 1 (0.3)
MRV VINREE 218 (71.7) 111 (36.5) FPSZUFPZ/NSYRTIS—EEN 27 (8.9) 5 (1.6)
am 174 (57.2) 67 (22.0) FPRNSFUBTZ /NS TTS—TBEN 25 (8.2) 4 (1.3)
ST ORI AME 93 (30.6) 57 (18.8) F=S—EN 23 (7.6) 5(1.6)
MR 45 (148)| 20 66) || ur—emm 2 72 6 2.0
SRR TE 3825|7023 || Ui 16 5.3) 8 (26
e 201 66.1)| 14 46) | | RERUTEmE 107 352)| 22 7.2)
=D 142 (46.7) 1 (0.3) BAUHE 68 (22.4) 4 (1.3)
60t 55 (181)| 4 (1.3 | | RO TEeRE 111 (365)| 8 (26)
= 22 (145)| 0 2SR 44 (145)| 2 (0)
A 20032 403 || =e 2 38| 207
-2 BEERUESHHIORE 151 @97)| 17 G6) || mEE 17 56) 0
e 74 243)| 60 || wermm 77 253)| 4 (.3)
i 27 (55| 300 || Fema—oir— 20 (6.6) 103)
RRIRE 170 (55.9) 75 (24.7) KEARE 16 (5.3) 0
IR 75 247)| 44 (145) | | oumes 56 (184)| 5 (1.6)
)R 66 217)| 2370 || PrmmmETE 20 (32| 0
B MR 64 11| 30 99) || Prmmmmen 20 (66) 103

EEN'SHMESNIEHEERA(E, CTCAE ver 4.0ZHWVCEHTIL. MedDRA ver 26.0JZHWVCHRHFEZE U,
HSREIRIS, [FHESH | [ERHERUID 2ERFE THIE SN, [BHES W | CHES NG EIC BHEREU CTESTURU . B8, [RBICHES NG EIFEHERE L TESTLEL .
EIfEFDRIBRE L EBRERIES5EI0BE CICRR ERUCBRENRICEST UELI,

b I

1) NEFERTEEEHEFENE (ONO-4538-56/CA209901) R AIE (W& RIS EHHER
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3. BIfFA

Bl rFeam 47—t —R1 )

A TI—R- P —RA GRRE
o EFHEISE MR (ONO-4538-92/CA2099DWEHSER) V

LT RAI 3320 B RS Soradenty Srade 34109 Lraes 2

O5%L EICHKIRUIRITER—&
BHERIES ol BHERIES | EERg

25 278 837) | 137 (413) | | -2 BEEROBSHIORE 86 (259)| 206
ERROE TGRS 174 524)| 20 60) || moom 34102 103

ZDFERE 93 (28.0) 5(1.5) ikl 27 (8.1)

s 64 (193)| 6018 ||mmE= 83 (250)| 22 66)

HREBREE 18 (5.4) 206 || T 47 142)| 4012
ERRE 116 (349)| 45 (136)| | =i 19 5.7)

PASSRUBI= /N SYATII— N || 65 (19.6)| 20 (6.0) | | REROREES 39(117)| 8@

FPSZUTPZ/NSVRTTS—EEN 63 (19.0) 16 (4.8) BAURER 23 (6.9) 1 (0.3)

U — e 37010 1760 | | pesRROReEaES 36 (108)| 6018

TSN 31 (9.3) 3 (0.9) BIETR 17 (5.1) 1 (0.3)
RIS 88 265)| 1133

PRI T 40 (12.0)

FRMEE LT 3402|206

EEINOHE SNIcBAEERBIECTCAE v5.0Z WV CEHI L. MedDRA ver 26.1JZFWCiRAH+EEZ E U,
RISREARIE [EES .| [BSHER U] D 2ERBE TEHi S 1. [BEiE s | S HIE SNBSS, BWEREU TESTUE U 88, [ ] S ¥ S NS IF8ERE L TEST LEUT,
BIERDRIRBE S ERERRIRSHRI0BLANICKIR- BEUCSRENRICESTUFE LU,

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

® EASEIHEHER (CA184396515%) ¥

weummgam | T OSSN gyemamp @?;a(zzgg%) Gradf( f;_‘;)”(%) Srade s ()
BitEFRIEE e (Gt BitERIEE =Cladel | Grade sS4 BitERIEE o |
246 12(60.0) | 3(15.0) | |IFIRE. WHRUREES | 1(5.0) 75 1(5.0)
REREE 150 FFIRER 1(5.0) Bem 1(5.0)

B 1(5.0) HEEE 2(10.0 RO 1(5.0)
RERUREEE 3150 | 16.0) | | T 2(10.0) RIS 3(15.0) | 2(10.0)
BAURE 2(10.0) RERUR ME#ES 9(45.0) ; 155:_ {E @a ?n/ bSYZ 30500 | 165.0)

R 16500 | 1(5.0) #2 7(35.0) Dt
HEREE 150 Z5EE 2010.0) TR TR M| 3050 | 1650
RERE 160 BEEAE 16.0) MePEUILE 1810 1(5.0)
fEER 1(5.0) R 1% 1(5.0) C—RISHESLED 1(5.0)
mEmEE 150 —REBBERUESHIONE| 5(25.0
Fcy 1(5.0) FEER 3(15.0)

EEIDSHRESNICBEEERA(F,. MedDRA ver 17.0ZFAWVTHEH#EZ . GradeldCTCAE v3.0 BAEEERICOGHZRWV CEHELE LTz,
¥ —RA DRALIZ S TI0BRF CICHIBUIBIERDEST
*Grade 4DEIWERIFEROSIURD o2

o ;E5 £ MHEER (MDX010-205158) ?

*Grade SOPIRIER Bl WIS/ =7 1 Bl MERE1 Bl A2 Bl B2l
O5% EICHEIRULEHER—B

BifEFIES SOeS |GERE BifEFIES SOkee (GrRE BitEFRIES S e (ERpE
24 105(80.2)| 3022.9) | it 161222 13 8(6.1)
RERURERES 17030 108) | | Amx 100.6) | 7(53) | |SSWERURSEAEE | 53405 1007.6)
BHE 15(11.5) e 8(6.1) o 320244)] 646)
BERE 62473 10076) | [EmRURTHEEES | 58443)| 205 | | mn 10(7.6)
T 360275 646 | | =>mE 3224.4) = 7(53)
BiD 31(23.7) 2 25(19.1)| 1(0.8)

EEMN'SHMESNCHAEERA(F. MedDRA ver 12,12V CEHHE A GradeldCTCAE v3.0 HAERICOGHRZAWV TEHiliLE LIz,
X UEAICBVWCTEMOBMERNFRRUS S S RRBGradeDEIERZ S Uiz,

1) Bristol-Myers Squibb: EPEEI4E (CA184396) iERAIE GTNER)) AGRIFHME
2) Bristol-Myers Squibb: B84 (MDX010-20) sERAUE GTNER)) AGRISEHMlE !
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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%.
40.1%.55.6%.74.7%.60.6% MU 44.7% CUlco CNODIBRIFHREBENRIFDE
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 AEMICEEDOMAFBDONWE? IV TUX L (P.156~) 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
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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
PD-L1 HIRIKRAIE£ 4 ZHIR (OS) DKaplan-MeierthiiR (5> 9" LML £AEH)
- PD-LTHIRIIR1 %L

%) PD-L1FIRIOR 1 %K

30 —— FU—RE
20 - - FFI—RAT—RABE

109 —e— —hrB
Of\“\‘w“\“\‘w‘w‘w‘w“\‘w“\‘w‘w
0 3 6 9121518212427 30333639(H)
HAR

) PD-L1SEIRIRIR5 %K

30 o FTY—mH

209 — - APYU—IRAT—IRABE
107 —e— v—mRa#

0

0 3 6 912151821242730333639 (RA)

HARE]

30 o FrU—RE
209 - - ATV B

104 — e p—RrBt
Of\‘w‘w‘wH\‘w‘w‘w‘w‘w‘w‘w‘w‘w
0 3 6 912151821242730333639(R)
HARE]
) PD-L1SIRHRRE%LL

309 o FPU—gRE
201 - w - ATPY—RAP—RABE
104 —=a— v—mr8t
0 ey
0 3 6 912151821242730333639 (A)
AR
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5. 8E&H

W85 S MEEER (CA209067515%) ICH TS
PD-L1ERRRBNDEZRESER

PD-L1 F I =R+ —RA & I —REE T—iR( B
FHIFKR N=122 N=117 N=110
xR Grade 3 N Grade 3 Grade 3
£Grade BLE Grade 5 £Grade BLE Grade 5 £Grade BLE Grade 5
1%
121 103 10 116 71 12 109 72 12
(99.2) (84.4) (8.2) (99.1) (60.7) (10.3) (99.1) (65.5) (10.9)
PD-L1 I I =R+ —RA B FTFI—mEE T—RA &
FIRKR N=155 N=169 N=163
Grade 3 Grade 3 Grade 3
£Grade BLE Grade 5 | £Grade BLE Grade 5 | £Grade BLE Grade 5
1%Lk
155 15 13 169 81 7 161 101 10
(100.0) (74.2) (8.4) (100.0) (47.9) (4.1) (98.8) (62.0) 6.1)
PD-L1 F P —R+ 7 —RA B FTI—mEE T—RA &
FIRKR N=209 N=206 N=199
Grade 3 Grade 3 Grade 3
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PD-L1FIRIR RE8 (el hR1E[95%CI] (n7) NP —REE*T[95%CI] | RRBEfEFAplE*?
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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
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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
<
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. 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,
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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,
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(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
|
| -
O=LL\SmiE @ZL L\ SIM1E (FEBFMAE=250mg/dL)

@R bR~ BERGM (—~1)
OZCRETIEE. SEARRREF

@R b ihsab5 . BiKIRREZERD B (+ ~+++)
@ZZDRITH TN H D L [SEREEIARE

HERAES b7 Y R—2 Z (DKA)?

HISRAEIR

AUV 8. SR SR AERIN FREFLELVESERRR GBI LSER (BB B )

SRR BK ) FTF () 7RV R ()  KussmaulKIFIR. MR T . BRER. ikiH5E
hOE BREFHPRRICZLL. SHES

BEPE M 250~1,000mg/dL  ZhfE  RE(H) ~(HHH). MRS AR 3mMI_E
HCOs~ 18mEq/LILTF pH 7.3UF
K BEFEAERET BUN/Cr il
T }
@t TIRKDEIEEA VAU E5T MR DR R O] EASH

ZBE
OM#E. [RT ~/EDAIE (TEN

(52 -S4 R - IRIRE - PRIRE - IR A A D7 - DVE R - BIERXHRE)

(FIMEL. M;EBREEE) G Sy
OBFIELLIEDINE PHE G BKDRE YAV DT BHADRIE
17 STBEEKE,000mL/BT @FEMEA VAUV MmiEHU LMEDHIE
O 366 (15-+) 2B, s . OEIE VU0 1Ukg | MEK>3AMEG/LEBEET
BBEYT N AN EER ;&7 ~UD AEDFH R Ay Gl
Al e MENa>150mEag/L E5E#0.1U/kg/ =5 20mEq/B¥ TS
HDEE FUBRSEE ®o 'Eo/aﬁﬁfkm q g3 @ImEK3.3~5.3mEqg/L
Ej__[?:\\jf_j%i‘\ —_— @mi:asNo <150mEag/L " : 20~30mEq/H%'C“?9’—'3
Q@EFRENBLLIcEE /BINa meq .E[ﬂ*EfESO'VSOmg/dL/H% BIMBEK>5.3mMEg/L
. = S — O%BEK & = . q
FRRICEPERN TE L DETEERT U LS LA
BN MEB DT EE EREREEBCHDET250~ @ETLHBVEEIE . R— | wpmieLc. Brsrtom aks s
HICHEBETS 500mL/B ATAYAUV0 U/l | Koo RORECEREUED. L1
I EBULIRA VAUV DEE || PHEIREDF S F 2 AELLIE
M#EE<250mg/dL STRE LD ?Bﬁ%%ﬁ%%?%ﬁ%ﬁ%
115, 5~10% T RE ' 3%, WIS, 50~ 100mEqOES
%%%EEE%O««ESOEL /155; MEEE BB ECF YT | FRIDLEDERHR]~2LICNR D,
U50~80mg/dL/BSDIET X
VA=L-11 MEAVUD LAMBEF
[M#E{E<250mg/dL MAEfE<250mg/dL
EBOTES SEHEAVAUYD | ERBBFT2HMLICFTYIL
1B5i%E%0.02~0.05U/kg/b | ILAK4.0~5.0mEq/L
9B E1RBESIRD
4 ¥
DKADME — BERIE-« AUV FE51RA
DO DIFEDHETARE, B8 — |
@EAHICIFR LAV AUV EE(1E OSFIE(IC L BIEFARE

ABLESHESS) DR EIE OFEICHEDNBONLSA VAU VEEA BE. AFBFR. BRRET AR REE-
OFANREGENDORE EHEE  me EFFDNREL. = SH. ERASE".p.416-421,
ES(EMBADMITEZO)FE | ey @N\ED1EMERFDIBSIFERIICEEEL IR 20155 BRES
INEDIEGEFRETECHECE BRECEOEICER - EEEEZEEY
O FIE L DI EREZ1TS @M1 DIFEEMRRHRERL =TS

ERRY
- SBEDOA Y AUBRIICKIDEIE. A > AU RS RO ERBIZSICRDEAUD AMFEFDSHIE JRENER O VAUV 2REE
PIFCKDBMERHITERT B, F/o. FNREMHESLU CRCFENASN THY  2R(ICMFIEE X TIERBVELIICTS
- EHELANVOBIEEE(CKURCZEOFEDRHONCS, BR2ICCTOPMRIREZITV. ROZIEICH T 28R 2B %
cBREBINIDART IRV ZAOERENZLWVWEEDHAWD EXREIRSCEDHCOECOE TIFIMAMBIPID @B M (CEEN
B TIYR=IZADFIEIFNZ > THREERD TV R—Y Az B S B DTN H D5 T (paradoxical acidosis)

1) BRAERRFE R RS BRFBEAA12022-2023,p.42. 202265 AR E L HE

2) BAMERIFE R - AERFGEN A 82022-2023, p.20, 20226 R AN E R IE

) BAMERFFR -2 BB 82022-2023. p.83. 20224F MRS HE K TIE

4)PIE R ERIRT AARE - SHEA. WERFEE". p.416-421, 20156, O SIS

5)PIERZE R, HS—hR ERAS BERCHRK SHER-BHhE). TP YR—Y X/ ME-SRBEAEREE " p.1003. 20074, FNES
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FHifaEDES

5. 8E&H

[BZ  FEEFESEROMWET ILTUX L]

FrgeeREE L=

ASTXIFALTH fEERIE S
fE_LFR#EB~3fFLUT. 8
EUILE VD ERIERE
LEBREB~1.5EU T
ZD7

ASTXIFALTH fEERIESE
{ED3fEB~SELUT. #8
EVILE VD ERIEEE
D1.5EB~3EATXIE
Z0mA

ASTXIFALTH fEERIES
BE5fEB. REULE VD
MR IEEED S X (&
Z DM

XA

FHRREE(C LU ALE (P.60) ZERRU T IZE W,
FHBRELANDIZE DT ZSRUTIEEV,

JA0—7vS

- FEIDZX S =TT D
c FFREE I U VT DIEE

BT CEERETTD

- FFREE =9I UV I =Mk T B

PSRN BIE LIRS «
« BB O EEREEICNUICHIVETEET S

* FEID®RSZEPIETD
- FigREE -9V =3HTE

1175

FHERENR— S 1 VEFDIREICHELIES !
c BEEZENOEETE - IV TICUIVEBR 2. AEIDIR
S5BRZEIRIT D

EENS~7BEBI THRT A NSBLLIES |

- 0.5~1.0mg/kg/BOROFUR= VOV &7 D
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=

VOVXIEZDHHmEDEE
FERILEVAZESTT D

ASTR G ALTH SR IES1B LIRS ERBN DREUILE Y
HAEEAE B8 LIRS MER BN :

L BB EB PR CBIBRETILE AR T
- BHIBBRECH T DNERIDFHRSERTTS
IFHSREN 3~ SEERA TUELEL B SEERIELL
58

< EMDREIHFIDERZRETT S

§ ERRRABRICAVNTERL TV LI L (—EBHE)

* D ASTYIFALTHMESR ERE_LR20ZEBR 20 DEUILE VN TEERIEREE LR 10 Z B8R DFRICHUTHERE S NARBBEEEE LRIV OVOD
2mg/kg/BT&H 2. BAEFIICH WV TIE BERB IR (AIH) 2B RS54 (20215) BRI DT,

BIBRERIVEVEIDERSICE>THIERNY IV M-IV TERWVESICEEBIED 7L TUXATIEREFERI (S 07
J—IVBEDTFIV 1@ g7 1820R5) DHA. 2N TH3~58LNICKBH RO STRWEEF. HA RSA VITHEL
DR BANHIE DERDIREINERESNTVELC, CEE | FA2OURINGHDIehA > I7UFIITDREFETTL
2EW)

BB AEIESEICHRIBURITEEEREEZ(COHUTO LEEES ZS O BEIHBEI OB FHEIISNTES T LT NDHRE
KINE TI, Fle. AEIRSBICHRIBULTHEEEREZ(CON T 240V JUF T TDHBRSIMEEN F R R ITRL AREE LS
T9,

%1 SATT/— VBT ITFIVO [MEEL SR (&, [- BRSO A ERRISOAE B DB EEN I L FBWERZED R 5 TE ., #nMIEE

RIGEZEISNIZBE) - ROESEBABICHII DIEERIDOIG | BERAB DBIE BB BB BEE L—7ABR - SmHHRBscsrs
BRERNBEIROWNE 25 RRECHOBEMMERRI T,



[BE : ADMEE (FIRBRIERERS) OXWET IV TU XL

PRIHAE T VR

ERIKBROPSSAE

- AFIDRSEWET D * PSS BIBEIRE (TSH.FT3.FT4) RUESR
- U5 EAEIRE (TSH. FT3. FT4 (MEICTS EREE=FUVT L. BBERT S

UCACTH. JILFV—IL) ) Z1T5
* U DHE ASEPIES HEL B

FERIE MLVEVBREADBLEZET 5
(TSF('}SQ% FT4 WERISRILE (FT4) MEETES -
- ETSHA 10uU/mLEBR %
WTSHO SN EETH. 2EERELTES
BERD
WTSHAEETH 2
- AEIDEEEDIFT B ERPEELLES
C NRERESRE TS * N HEEIRE (TSHUFT3 FTA DEZSY
. S OB
* POSTIHEHERRE (TSH. FT3, FT4 (UE(TIS
CTACTH ST I Ems - RVEVBRREDMEIC DN TR S
\ : PIEEHE T2
- BRI T I—ORMERNT S
- 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 B S PEGHEPIREREEEE MEN RN SN T ACTH, J)LFV—LOREE FEGMRIZIRE T S [R50
E(TERRE-RIBRESE) D7 IVITUXA(P.163) 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)

ORIEILANN (Grade 2)  @LWIL : EHEEE )
@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
WEEEICHY) R,

200
ML XS TS I TR D BB E RO 7D FIRIR DA R OB

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

226

r

169
1)/\FFEER T2 EANEIHE (ONO-4538-02) BRAE ((TNER) ARISTHHER



Day -3 : RX—X51Y

Day 80 : SR (M%)

Day 180 : B (HLE)

Is

Pt

‘“ h

Day 883 : 5 TH

BAL
Day 82

(i&1K] ZEBAL

(7= ]I

[(HIZE] p=t%

[£2kA4a] Inflammatory change

[#BA2E] Columnar (+).Neutro (4) . Lympho (++).

Histio (+).Dust c.(+)

(HRaFT R U NERERDREZE RIC KEX. LT
ERIHEEIKHTHICRDZIN  BEQBD
EBHbNS,

REREICT.CMV(-)
GrocottlCT. A ORYF ()

=il
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(-)
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5 8EZEH

EEPE 7 FY—ROLTOHRERISHRICH T 3RERVREFEERRICEESNTHIET,
CASE REPORT ®Erk#ZomiRUMRE

BB ER (CA20900358R) (CHBV T A Y —MEDEHEMNETE CT IRV BB MR ERZ FIRE(C
T UIERIDRBEZEBNALET .

—(EFI )

OFflEY (Grade 4) @M% : IE/\ERNHE GERT LK) J
06Ot Bt @M B:1mgkg? .

Day

FFI—R1mg/kgiR SEatE. y

Y- 1mg/kgik 5 COE. &#EER5H).
FIEBXHRIC COR A DR EZESRD I,

FFI—mgS5hIE |

CTHECTHRAIMORIEMEZ BN UOHASE 2R, ik (Grade 4) 520, RERITTEY BB AR,
XFILTFURZV OV 1g/BRSEIE.
AV IUFIR TN EREUAFILFURZYO500mg/BNBEE.

[EZERICTRIRED RSN, BUNAE S IR FiDIRREICERARIIEND H SN,
AR (K ARTS) IRSEE.

IDFELE(C KRBT,

¥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,

1)/N\EFER T JBHNEIE(CA209003) FERALE GTNER]) RERBFEHIE



ATI—R

FFI—IRDETDHMEENFHRICN I BAERUARBFEERARICEESNTSIET,

CASE REPORT & EBrrEROMEEREHR. MrRUAE

BNEIEEER (CA20900358R) (CHWVT. 4 Y —IREDBEMNETE CERV BB MRS Z FIER(C

FCUESDREZE HBALET Y,

—(JERI® )

OFifEN (Grade 3) @EHIS | fERERE J
@50\, BiE ®F =:10mg/kg? .

Day

T I—R10mg/kgik 5.

Z I —R10mg/kgi 5 (7EIB. &E&E5H) .
FIEBXHRIC CERIDRNRE =R,

Bk (Grade 3) &32H7.

TEERIR SFA,

4 TI—RBSHIE |

CTHEAEICTHAIMOBEEMEER VT IAS AR ZRD. FRORRZBEE ZH > TV e X F)LFLURZYO>500mg
#Day101E TR 5,

FURZY >V T60mgi 55,

SHIFIRESIEEREF (Grade 4) &2 FURZV Y THRSHAFILSURZYOY500mg/BICEE L. Day1 135 TRS
(ZDEHR) -

=07z /—I)VBEETTFI)L* 2g/B%ZDay120F Tz 5.

AV IUFIR TGS,

BEIEECTCIYTOOvAR-S T4/ — SR GHE,

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

CEDTT/—IVBRETIFILO [BIREIEMR] (& [- ERIER DHEIEEERILDBE BIHF DEEENEN N FBIFREDCHIR S TE Y BB IR
RIGEZHSNIZBE) - ROEBBBICSITDIERRIDOIE | BRE ODBIE R HRE BEE L—TABX -SmeaBecsrs

BRERNBIROINE 25 MRRECHOBEMMERR] T,

CAYIUFIRTORBERISHR] &, [-BIFEE CHRATHIBRROEE | BEHUDY T (EEHOBENREDHLEZSE)  N—F Ty MKICR2EHE
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,

T EARASR

1)/N\EFFFR T JBHNEIE(CA209003) FERALE GINER]) HERBFEHlE A}

=
I
5?5
P
i

MBI S
C

P

SRS .21
S, $EFES KT

Al
iE]
FR

TS o

il

SRR SR W
TR I, SRR
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#XI—k FFI—IRDETDHEENFHRICN I BAENUARFEEARICEESNTSBIET,

1.
;%Q CASE REPORT ®ErfERORZRUASE
[‘é ENEIEFER (CA20900358R) [CcBNVT A TI—REDBEEENEE CE VBB MR RZFIRE(C
% T UTTEBID#RBZE CHBALET s
—(Ef® )
OffifEA (Grade 4) @2 - IF/vilfaftE GFRmT L) J
@40iFIK. Lt OF E:1mg/kg? .
== i@
DV

7 I —R1mg/kg 558,

FFI—M1mg/kgk5 QOE. &&k5H).

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,

CTHREICKY, il (Grade 4) &521. AF)LFURZYO250mg7 1 H3EIEHTAERI DR 5588,
AV ITVFIR TS,

Do B

TURZV YRR S I

B T O /| SRR | RS TEIR R 2 kBT, |

¥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




Y —ikA

CASE REPORT

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

J

AEBID

OfiEN (Grade 3)  @ZHi : BHEEE (I WERUREU Y/ (HADEEHY) ‘)
OStage : Stage N.M1b  @30ifX. &t @A 2 :3mg/kg

Day
—m+13mg/kg+gp100* 1EIEES,

—m13mg/kg+gp100* 2EB#K S,

FH BUINR ORI DT AR BRI CAIR ES2 M SN IR (BIERITE) 18 5. IR SN S M BB SR R B
REFEDUEE I ZDRINERIESE,

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

Rk (Grade 3) &R UV I YA VU VEBT 25 )L (600mg) 8BS O 70+ (400mg) X FILTURZY
O (60mg) E&IRAIZ S . )L 79 E—IUBBIE.  FSROES ARILYER S, r—fv B5hL]

\

\

VAV VIERIE (19) BIRMNIR 5 . R EXHRIRAEFRIEE I

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

[
R Al (& R,

CTICRV BB DIRRED Y A IBRZSBDI.

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

~

*gp100 : BYREERTFROIF Y BRFER
T EARERER
1) Bristol-Myers Squibb: JE#55I4E (MDX010-20) sHERAUE (FtAER)) AGRBSEHmE R

MRBEEE 0T
e et

VTR 3]
ST, XF0= 2SIt

(MHmEEESEE )  SIRER o . &, I
IS sl RS

RS

(HRTREL - OGRS 7)

i

=

Okt
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5 8EZEH

F =Rk FFI—IRDETDIEENFHRICN T 2AENUARFEEARCEESNTSIEF T,

CASE REPORT

EAMBREICSVT. 4 LI —REDBEEMNEE CERVWEEMBENENRO A /VF—ZRIFRICFETL
TSERID#EZ BT LE T .

—(JEBI® )

OEEHEAE. S/ F—  OLHZ  BHEEE J
@80 it ®f =:2mg/ke
OEHHE | BRI, T BRI, BT . R8I . B, )

IS, EEFHE. BRE

|

7 8

3R EMBEEE (DU AT —VIB) CREBMEBIRTR O ERREYFRIVU Y SR E T D%, U
/. . B RS NERAS . FTTPOFA © Btk FT3RUF T4 ESEEM.

FFY—R2meg/ kgt 5Ra8E J—mgShiE | ,

=
XIS

BRROHIEROETIN. BREH R, y

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,

ﬁ l-_‘l‘l

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=

=~

tN\I
‘\

5.
&
=
B
#

X [BEEANDIRES] BEOREBZTDICHRBURNISEEICIRS T BT & —RICEEKEMETLTLS,
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F I —iK FFI—IRDETDHMEENFHRICN I BAERUARBFEERARICEESNTSIET,

&

CASE REPORT -
BATRAICS T, A 7Y~ OBBI N DR TS B BERRER OGN ERRUCENORES
TEALET.
—(fEFI® ) %E
OELHESE. BN ODHE  BLEEE J ;§§
@80® . B ®F B:2mg/kg . %ﬁ@l
OSHHE : 13L 1

=3 i@
Day

B
ﬁ"’h
L
=
i

@D

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

ROLR,

ST, [FURERE, AL FIC KRB 1, Z RIS T, A TSR, _&g
CK L SR5R%, R DB R, SR, P
BB (PR ST 2B OFIE RO 15 KETET, ”

TUZIUAE @ B2 FJo- 144 & B2 FIAChRIUAE @ 5%, CK-MB/CKLE : 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 m
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.,

SRR SR W
TR I, SRR

*
}

&
B
et

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

P

OHHaR

(HERESE)

* [BEEANDIRS] BEOREBZTDICRRBRUBHSIEEICIRS T B &, —MRICEREEMETLTVS,
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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 J
®60%t. Bk ®F E:3mg/kg
OB : TRIKIK J

K2R BEHRESE. DR FSF - _—ANUFERGIBEEA Y A T UK T.
FVESHBRT  ARANFEIHEHSEESY A LT,
KVECHERT  BEHRESE. REIFEIL- ANV THEESE18Y A 7 IUKET.

I —R3mg/kgiR 55858,

#7FI—M3mg/kgkS5 CEE. Ri&&R5H).

FFI— g5t |

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

Py =Laeat =

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,

IDERRDTTREMEN & BFTR CdHolc,

AT OA R/ V)V AEE R O MRS Z T

SEMBDEICHL CRBET 0T UV REBREE T DEFRICNUCTR/YZY - RT9I VOB AIC KBS DDIHED
BENRESI, PCPSZRE,

i ARG T, [BEREE. S5, STRHEZRD BRNEDE2, 4 Y —IROBIERIC LD EEMHII . IR DERTCTH
RrleDEBEN SERIE DEEINE B SRE CESOMEBR. 7 =7 5 OV RHias T ZB18. D= DIcsHPCPS (1
FEBIDRARBNE) / |ABP (KEDRA/ V)L —2/ /S 2 0) iR — b 2RRiE. [ EPHRB7Z i TL. A LR BRI, 7 7Y —iR
RE(CLDEIEDHIREZH.

IDERERRSY JRIEEBZENICIIBE DR DERERITAEZ T2 R, SRRl EZ2 N (CIFAPD- 1 AR SR DBk E T
FURZYOY60mg/BRRRR U TR SHEZ T,

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.
MEE ARSIV T7 RUF UV 3A+HERA7mLZESmL/BF TR S5E3B.

FURZYVOV1,000mgiR 55855,
FURZVOv60mgIlHE.
MRIBENOHY IS &, SHT7>+F D A 150mg/BiR5EE.

5.
s
=
=
#

NEEMRICKITET,

PRIVNZAI F LoD LK. b S ESREEU YV RREEH
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#FXI—ik FFI—IRDETDHMEENFHRICN I BAERUARBFEERARICEESNTSIET,

CASE REPORT

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
A

PEYD H4nBRl 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,

.

FRZE
MEFLBESRA (3). 7O0F VS A

¥ [BEENDRS] BEOREBZTDICRBUBHSIEEICIRS T BT &, —MRICEEKEMETLTLS,

=
gﬁ.

b
w7
B E
[y
Ry

SR I 3]
Sl KEFE . KEFE

Al
iE]
FR

SNBSS
BT, -5/, ST

(DM S ST > 1)
IS
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5 8EZEH

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

CASE REPORT
ERMREICBVT. 4 I —IREDBEEENTE CERVARBR RO MRZRRZ 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

® B8

W1E4n AR BHEEE (E) FE. BCRBREE L.
RVERT  RFEELIRRR OTEERU >/ CErEiE i 2 i T U AT I FNEEAS Y ) UKE T
110881 FHILNI 1T ATIVFET.

FFI—RImg/kgiR SR, ]

|

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

A FI—RBSPLE | |

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,

TECHEEENRRIREC COFE RIEDWEZSRD . MERISHE T

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

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

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

TFURZYOY5mg/ B THiRl BREN SBUENE T,

|
|
BEENEER. ’
|
EF BT, ]

TURZYOV5mgZRBER S ICHR. 2RI, PRERBIRN G 2RITRENE L, H140EDFE. BIRMRE DR
DSBRAENFEON. NI A VR G U D BREER T DI, T T AIRRIEICEE, MRIRE CRIEREN'TESR
SN BUIMIE & 321 BUIMAED' S DIE R M MEWEBEREF. ST IRM(BEIEREF DH . | [IRiRE

5.
s
=
B
#

B stetelaat alatete e ol oaletd

BIMAEICRIFET .

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

HAZE
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

179 ‘ X [BEEANDRS] BEOREBETDICRBUBHNSEEILIRS T BT E —RICEEKEMETLTLS,




F I —iK FFI—IRDETDHMEENFHRICN I BAERUARBFEERARICEESNTSIET,

CASE REPORT

EAMREICSVT. A TI—REDEHEENEE CETRVBEAER NG EAZRRUEANOREZ T
BALETY,

—(JERI© )

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

== i@
RERFESD

B
sEL
L
e
D

VIBRNAETRES T - BRDIE RS CAESAIA LE. AT —I N, TNMOEET2N2M 1 (E8Ees2:M) ) (S5 L.
7Y —R3mg/kgik 5R3E.

e ZEFRDI,

B\ R 2eE () #3391,

KIGAEIRAREZFETU. E1TEBICHC DRBEZRH e, i DEBEEF R EN oIz,

Z Y- BERS5ZOBGERE (25CTE)  [IFIREICTERER U,

FFI—REET LR, B, ROEEEL.
FTFY—3mg/kgiRS (SOB. RIIRS5E) . CRPIEMTH Y. RS DROBN oI, | 7 TI—RIBSHIE |
BUOIEREE AL RBEDIERD DI EN X,
(2R IE5R( 1B ARRIE T DV BRI 38 L . BREh ohof, 258 SIMEERNERHSN B4+,
(MRA R AT R BRI R D BIFR A EED Nz,
(MR R ] AT AR R B Lo
(A= EREAREE (CT) | LAEER D\ CRERERICANE Dfree air. TAEERIC/\IREEIEE, DB DIEKETE. RIS EE LR
BlE&Y SEEEZTL (I\BERAL) . EER ML EERFLICA SR TL RSN S 2l 4 Y —RIBS B HPIEL. AR RBEE. 18
BLER G ER (7Y VUK AY) IC K BRI AR,
BEIRERELLICD. A LOREEBA . HEEEEERRERECCEREREZRD T LN EES BT B2
[FR<HEZHIF TE R oIz,
EROLFYVYINTBIZATILFRIDA300mg/BHZ38EE S
R CEEEERIFNE.

EECH EENREIREC KEARIEREIC CEB R UERIFERICEIR,

né&ofc,
REBRRBENS TEHLEFALEEEN CTHICH/NBFLZERE D A LI ZENSD/NEEF CIRBEANN DAL
MENRZFIE.

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

FURZVOV20mg/BICEE,

ORERIMREZ LR KEARE (TEDE L ERRIFEIRE) C. OERinE CHRELCD REFROS UGN of.
BEZBML. TURZYDOY5mg/BICHETR.

fEfE. BRSO B AL, i, BRI HIR SR CTIC CRIEAREARE DEHRSREHE K SSICORID DG CREN RS
51N/,

2T 0OA RFERTHoleh' BBERICKUISR P IREIZEERZ R IRUIC Izt \EE LR DIRE N/ \EIRARRE S50,

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

1) FERIEN: BAMLENRSAME, 51: 279285, 2018, 100



NCTErdnS =

RE S AN FTFELCk ), iR

n W

&l

Do H

!

A

L o

181

Y —RA

CASE REPORT

BV EBMAEEER (MDX010-2058) LBV T, 7 —R1 COBSEMNSTE CE BV EEB AR (Grade 3)
ZERBRUCEAIDREBZ BNALET s
iEFI@

OXiEX (Grade 3) @IS : BIEREE (FFHE. MRV /EHADEESY) J
OStage : Stage N.M1c  @60=L. B  @FH =:3mgrkg
OSHIE : BIE

E“i

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, KEBRIFEL TV 2B DDEREE Copolc, FURZYOV15mg/B AT TSIV TYX TSV — )L Sk,

A
>H

FRICTHREBRRELTVN, FRIRUIEROEEAENL T L .

KBz (Grade 3) DIcOB AR FURZYOY5mg/Bi%S. BRNEH AR O ORS I NMEBEDOROR 5.
BlFClostridium difficiles3RICHUTEM Thofc. TURZYV VRO SIFHIE,

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

B2 (Grade 1) (C24E.

ba s

ks,

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 ERFRAG ®

#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
BIZEE -PHENSEEDBBUERGRDEE B BE CHRATHIRIBEICRD) T,
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CASE REPORT

BN EMARER (MDX010-205888) ([CHBWV T 7 —RA EDEEMHEE CERVEELRAEX (Grade 3).
T (Grade 3) Z=FIRUISIEAI D@ E CHENULET ",

—(EFI® )

OK[EHK (Grade 3). T#I(Grade 3) @M : BItEEE (FEiEaol) J
OStage : Stage V.M1c @20t &t @F £ :3mg/kg .
OSHHE : NEREE. RS .

7 8

€D

1 —iR+3mg/kg 10IE1RS. % 5%, TR (Grade 1), FE#ZRHIc. ORSZMEEEIR. PP/ TIVRS,

e

20 TRIFONE. #7Z (Grade 1) ZF88T.

e

|
|
27 —mhA3mg/kg 20BERS. ’
|
|

e

48 —mhA3mg/kg 3@EERS5.

- .

49 TR (Grade 3) ZZBsbIe. ARIRFREENE.
50 @ERUMHKIE. Clostridium difficilesssaRUOEEIFIYE. AL TOTIF /I$1,250ug/giB (EAEEEH : 505578) ZR0DT.
TG 2 4B RS 12 ) 4~ 7B E B GEEII S HE L Tz

B .

56 RETRDREENLH, ’

e

57  AFILFURZVOV100mg/HDEIRAES R OBRAMRESG. 20 Grade  2(C&1b. FURZV>*20mg 1H3E
BORSEE. B2 TRIEPPE,

=

60 FHZ(FOE. ER (Grade 2). W83 A (Grade 3) Z588Tc. T—MA & 5hIE \BY>oONU VT 7OV EREE
B EIRAF T T/ NILEI =)V RIRS IV ERIEKRBIEZ R S XFIL T URZY OV EB IR S . FRIlF
=AY V=V a)\) it

69  ABi. {El&Clostridium difficilezsZz R OB E (S b2, BEERCTIC KWAFHRE DERNDERH SN, KBRS D ERTIE N (S ZRFEMEIC
ERLU TV A Y TUFIT*5mg/kgit 5,

70  FrOCYVRBERCIVAFSIVRS, THAIDE. |
72 | EEMHERMETHL, |

73 fEBRREREICKIUNERN O EMMEEEMZEH BB AEDBBE DL FHIC KD URAMIIREE Z R RIEFIR
BRI CEEZ R0 BIHEE O R 3 D\ ofc. AR COREARIRIAIFBZIE CHole X T STV DR SFE.

229 HREEITICRITET,

74 BBt TURZVARUAS SIS, ’
81 KieX(Grade 3)h'@iE. ’
92  CTICKRYWBFHEIC 2B DI o IRR B SR DIc. DILIN T SF 2 SO USRS KONV ST = T ) Vg4 5, ’

*EPIRAGD

T ENERTEHLE

X1 AV TUFITTOBHREITHMRE. [- B BE CHRATDIRRDER | BEHUD Y F (BEOBISIHBEDEZZ D)  N—FTYMNRICKSHE
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 AIVRTSF VO BHREX SZIR) (. [-FE5EE0E. i/ BRSE. SEXABE . DNEE. FESERE. BV Y/ VE IR lieiE. fLE. F2HE  -UITORM
B IO Y SO AR MHESRR O AR AR EES (PR FIE-BIRSE - FFE - PR RS, AR GEEM01— VI NE
TrsU—fB5-BHFE) | T,

%31 NOUSFRILD BHEEXIFR] (. [BREE. I35/ HRSAbE. 2. B8, FEAE. BRENSERGBEZE I 2REIE. BRNFEREBZET 88
& MEARE. ETFHFHEDOFEHE. BRNISHE I OHIRIES (BRES. INRES. (4IRNER) I 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: ;85451148 (MDX010-20) SERRUE (HPNER) HERESHEmER



CASE REPORT &

AN EIEEER (MDX010-205K88) [CBWV T v — M4 D EMHNEE CE RV EERMELEE (Grade %
3). KX (Grade 2).BiK (Grade 3). TFI(Grade 3) #HIBUICIEA OB E B LET ",

—( FEFI@ ) %;,E%
@ IfEHEH (Grade 3) . B (Grade 2).Bik (Grade 3). FHi(Grade 3. 8812 J 132
54%718E L) S
OLUL : BB (FF . RS, REHRER O/ SHA DI 54) . i
®Stage : Stage V.M1c  @80mA*. B @OFH =2 :3mg/kg
OB | BEEITIIRIEA

&
s
44
A
()

7 —mR+3mg/kg+gp100* 1EEHS-

—m+3mg/kg+gp100* 2EB#K S,

|

| 2
—RA 3mg/kgtep] 00° 3MERS. | %_E
—m+3mg/kg+gp100* 4@BEKS, |
CTRUIRNTOEADRED A RIBANROOSN. BHOFHREERER >/ ERE % 1 DD, &
F1(Grade 1) &RI. | %
T (Grade 2. KERER OIIE) AA KW, MEFH (Grade 3) . KiEX (Grade 2) 5L\ 21T, ?é

il

TRIERD BN >Tce FRERURICBEARUEH EASEEDFRI N BT, |

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

ESRBZFIRE(C T AODRRER. REREILOICKEEEEICRVESEDORIER BB Z f DR EE KR
K721,

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. l

FLR=VY 1 40mg/ DS, |

P

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

X

bk

(HRTREL - OGRS 7)

EERSPIEL) XY SR SR, |

FURZVY130mg/BICHE.

10~12BIDEIE, EEIRAER. 5 = F I VRBIENOXFILURZYVOVES, i
l &

FURZV U T40mg/BICEE,

10T DBRERLS THIIC L BEHBDR I 51 |

1) Bristol-Myers Squibb: 355518 (MDXO10-20) SUR5UE (tpPsk)) ZEmesemimay 104
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Day

BOBILET. BO DB, |

AV IVFIITHN O S.

TR R B ERDI, |

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
Tk TH ol

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,

257 O ROBHIET s KSR EHEE S HIRR, |

BRBEITICRITET

#gp100 | BREREENTSFROIF Y ERFREAT

T EAARAEGR

¥1 1 AV TUFITTDRIBEXIFHSR . [-BHFEE CHRATHIRRDER | BEUD YT (BEHOBSENIREDH EZSD) N—F TYNMRICRHB T
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,

—(EFID )

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

-

B
sEL
L
A
D

Day

27— R98mgiR 5 Ras (MIm@) y

- I RIDERS . % 5RO VER =, |

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

7Y —R6EBERS. BIAEFERH SNIFN T,

migs2mg/dL ) | |

(155, BAUE T AR IR, y

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. ’

Bho BERES. A VAU URFO4-4-4E84T, A VRS F0ILT T A8/H, y

|
- [HoA1C:9.9%  MEpC-RFFR<O0.1 | |
el

- SRV URTO6-6-68H1. A VAU T L0884/ BT, Mi200me/dL A TIBEEED, |

TR OBECHAREEREIEB 2 TR UIER TH o,
BEEEECHE  MGADIAE. 1 Y AUV BCHIF

FgE TDNAFUE, F15s-DNAFUE, H1ds-DNAFE,
8 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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FI—iK FFI—IRDETDIEENFHRICN T 2AENUARFEEARCEESNTSIEF T,

CASE REPORT

EAMREICEN T, F TI—IREDBHEMENEE CERWVRE I/ WOR A M R R Z FIR U AERI D
Bz KT LE T,

—(ERI®2 )

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

#14E30581 DAV-feronfBA6Y 1 7)LiETo
R7nERT IFN-GHERSBEANET.
#20F80  FHERTS. FPIERU >/ SEAICE S,

- S FI— R ome ke SR |

_ FTFI—Romg kgt QEIE. BIZSE) . PRI TEERDT. | 4 YRR 5D | |

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.

AFILFURZYVOV125mglCHE,

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

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

THOEHIEE. SRS, K FREE,

O=70OXF L60ug/B=HRSHE.

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

IO,

BEEEA.

[TPOMBEELTOSFORF L120ug/BEE S,

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

FURZYO>30mg/BITHE.
EORY. BEEY (CRIRER L. FREIGEMR, A/ SR SHET
ITPEIE,
FURZYO>25mg/BICHE. HLSHIMIEE 5EE . PRI TIFER,

L RMBIEE FEE U BEEN BT, |

FURZVOVRSHET y

TLOVEYRY VIR, SPINRIFUFRID L

X [BEEANDIRES] BEOREBZTDICHRBURNISEEICIRS T BT & —RICEEKEMETLTLS,




#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
OPS : 1 - )

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,

SOEDRADEL MEELTIIVLE FOTTY PHEFUESEERSHE, ZORORIFES NG,
J40— 7y T B CRIVEEE, RMERICT, Hbi2.7g/dLEBUME TR0 725, Grade DB SMIEAM

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.

ERPRIREE
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
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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/NEERE. 1 BUERRR. ST 8
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.
&
=
B
#

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

189



F =K FFI—IRDETDHMEEN FHRICH I BAERUARFEEARICEESNTSBIET,

CASE REPORT

EARMREICBVT. 4 I —IREDBEEENETE CERVBIERF R ZE RIS (CFET UICAERI DR %Z THET
LE9 ",

—(ERI® )

OBERTR O=2Hh% | BEilRasE )
@80 Lt @ E=:140mg.240mg A
OPS: 0 A

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

== i@
Day
HTBUIRABEX (FER DB IiaE GEEE - iR EliREE. 27 —I V. TNMSEE : T3bN2M1) [ L. A TV —R
140mgia 588,
FFI—R3EBKS. 4TI —R240mglTEE,
F IS5 (408, S&IB508) FFEEEREE (Grade 2) ZRD I NBEL TV T4+ 0—VEEER S,
(A FY—Rg 5l |
FFREEEREE (Grade 3) ZS30cERRAEIRE LT BE DB R ARDIc. CDEE . ARIBGBEDOHIRARDIc. 4 I —
MigS(ddit,
Rk UEBERRZ3HILERD . N R 22, IBE R EB Z 8. FIHEAERES (Grade 4) Z583) JMBELUTAF
JVFPURZYOYONTBIRZTILF MY A80mgZR 5 . B2 AR,
METE. BV EZ7BE (103ug/dL) RO R EREZ SR e, CTAREIC THZEZSRD . BIERF RSS2 MEELT
AFILTURZYVOVIANIBIZAT)LF KU A 1,000mg/H (4B—) DIR5EE.
FrRE=. &8 LAV 2B RREFEEE U oz,
R R BUEF AR OR Rk EE ST =
[BlikPr B L &85 ARSI iR  SEMRE R B Z 85 EYIC LB BIEFRELTFRE LR VLATR T olc. D ERIRE H%Fﬁ
FE7ZztnE Ufe SRR S M FTIEFE D% T\ PIiRE B C IS EFRESH H SN, F B2 E Z > T L e, PRI jtﬁt
R OVNERN (C DR PR, FUDERIRNEZ X Z 588D o, e iR (b 25 Tld. PD-1. CD8BR 14 THERE O RAE ?%E;T:
MWD HE S TH Y. CDABIE T, BERMEELT W e —75T. Billis. FE@RIEEE AL BRI %ﬁ
Fhofc, =k
KEE
BRARARE(E
REIEEH ¥ 5H/1H Day 33 Day 47 Day 61 Day 67 Day 68 Day 70
PT (%) — - - — 13 10 11
PT(#) - - - — 393 48.6 43.3
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
7-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
¥ [SHBEBADIRS] EBOREETDICEARUGHSEE(CIRS T BT E —RICEEKENMETULTWVS,

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,

FEHIGO

OFE{LHREER OZiha : ELERE J
@70 &k @k ZF:37kg

OPS : 1 ®F =:2mg/kg a )
OSHIE : BEREMATR F2FE/1HS) . U /\NEERE . LRI . [ N5t . iTEnis

\

= i@

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

BemZHmROREEZRD. FURZYO>Y7.5mg ¢ —)b,

AST., ALTHE10 (FHERER ) (Grade 2) Z&RD Iz, FURZY OV %Z7.5mgh'510mg|CiEE,
A FI—RABER S, AST. ALTEEINE EHE,
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,

[FTR] BFiE: S8 DAT U RZ 3 S B38mmE K, hump signsBsh 2. Erfs 5D, BE (3 hEREE CEEALE #5385 5.
FEB T 01— CREERZRED . BB AER D IREBAHT(C25X30mm DU~/ SEiDEERRD 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
HEEHN D,

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,

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,

I

TURZYOY . PENPE /T

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




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
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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 (RIAEBALATS 1 +2) Bl
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.
&
=
B
#

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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Y —RKA
CASE REPORT

EANSEIEEE (CA1843965 ) (CHWVT. V—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

NCTErdnS =

1#Eh0(Grade 2)
2. O BEMERE  O=HIARE(PS)/Stage : ECOG PS 0/Stage V
2 © 20/, @ik OF &:3mg/kg
g
~N
3 \
&l 7 B
{E
A Day
% P—RA 3mg/kg 1EBIES. N—2 S5+ VEEDLDH(E831U/L (BEEE © 112~213U/0L), |
)
i 70 mEomaemer, |
5
BRERIRE(CTAST (Grade 1) $8EU)LEY (Grade 2).CRPIENN (Grade 2).LDHE U BMEREDEIN A= LR TO
B FHYYOROBSERIE, T—RA(CH T BUBRERHSNT REFHEL T LI,
?;'EJ HBEUILE VRULDHIFHRE LA, ASTRROCRPA'EIE (AST Grade 1.CRPEENN Grade 2&%3%5) . ALTH1E10 (Grade
e 2) SRBEDI=H ABR £EDCTAF+ VLRI REBHBIFRDSNEH ol LI TE AEBIEDERME S RO LR
VO>20mgR %5,
ASTIEIINGrade 2. ALTIEIIN'Grade 3ICEfb, ¥ —RA (ST DUBIFEFS RN Tz, £ I TE AIRBIEDEIRAIE
Sk AF )L FUR= VDO V80mg/BORIRAIE 52584,
- ASTIEIAEHEL. ALTEIA Grade 11C3E LT
- BEREEESELTASTEN (Grade 1) EBERS. ©)LYF A+ - LBROTUFIVUF VBOR S5 #E5.
ASTIZIIAEE.
4. AFIVFURZY OV DEEIRPIR S 70mg/BIS#.
Q
& - XFIVFURT YOV OB 560mg/BICHiH.
- ALTEIINEE, ¥—R1 3mg/kg 20B1E 5.,

- AF IV FURT YOV IR 5 20mgEN.

- CRPEIIN T,
AFIVFURZYVOVEROTURZ VOV 70mgDEREICHIVEXR .
- EOFUR=YO>60mglCHiE.

- —A 3mg/kg SEERS.

- ROFURZYO50mglCHiH.

- EOFUR=Y O A0mglCHiE

- EOFLR= VO 30mglSHi

- P—1Rt 3mg/kg ABBHRS.
£

5.
&
Z
=
¥

1) Bristol-Myers Squibb: EIREZEIAE (CA184396) SERRHE TER) HEGRHEHEEE!



ALT —o— ALT —— BEULEY BEUILEY

A
AST —8— AST  -{3- CRP CRP g
(U/L) (mg/dL) i
220 7 - 14 il
=
13 2
12
1 e
R
10 *ﬁ?ﬁ*
9 7
BhiE
B,
8 Bah
5 ¢
; 3
s\
4 @%
3 g
g
2 )
1
010 R ] = ES S ot o :
1 8910 131517 22 26 2931 43 64 )
1t 1t 1t 1t Py
1 —7R4 3mg/kgi FR
——, B5EBEREH 1+ —RA 3mg/kgR5 =
80 -
2 70+
4 &7 &
= 50 A -3
I\\\ 40 + Eﬁ
g 301 2
5 201 &
g 10 =

27

SIRERFL SR N
BT -5/, SHRE

(HERESE)
B

WHms S

(HHERIRED - MG SHi )

OHHER &
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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) NSFERTE/BristolMyers Squibb:EPEIAE (ONO-4538-17) SERRIE (isy) Rezessray 198
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5 8EZEH

(HEAEE FFI—ROLTOHEERFHRICH T D ENRUBEFEERSICEESNTBUET,

CASE REPORT

ERHEISEIEER (ONO-4538-16/CA20921455R) [CHWV T A TI—RHULIF 7 —RA EDESEME
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 AR AFILFLURT YO 57 me/ B s fAE 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 FHgEEERBEHOE. BENSROFURZIVOV7.5mglTRE (ZD%. #RE) o
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

8 (mg/H)
¥ mxFLFLR=VOY
mURZVOYV

29 3132 5354 697173 7980 85 95

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

7 FI—RIESHR

e
"5

10/38 &5

0 147
8 =

(ug/B)
7507 mmm URFOFT T F RIS LKA

W URFOFI YT D LKAIYiREEIR S

50.0
25.0
0 171184 195201209
=]
(uIU/mL) %\ﬁ
1,000 g\:fjt
100 —B- TSH i
10 =
1 =% Eﬁﬂ:}g
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’g
2 pa)
e
HEE REME
0.9~1.8ng/dL EE
! 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 BANEIE(ONO-4538-02) EmE (NER) #REFHEER 200



5 8EZEH

FF—iR FFI—ROLTOMESHRITN T 2RV BRI ENECEESNTBUET.
CASE REPORT

WHEREICHV T A Y —IREDEREENETE CERV FEERZERIRUICAESIDRBZECBNALET

—(JERI0 )

O TEHER OE2Hh% 1 JE/)\HERaAHE J
@60 B ®F =:3mg/kg
OPS : 1 - )

OSHIE | U/\NERERTS. FiEnts . RS ERTS. FEIRERS . Al

& B8
Day

IR ST - F R DI/ GBI (R GAY BRI ARER £ LB, 25— V. TNMSEETAN3MI b, ALKRESBIET:
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.

LEE I L |

5.
&
=
B
#
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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,

HEEBRE DD ABT. BECTIC TERFS (F5RH S NFD ofe. BRRIRE
V'—JU(&F33nmol/L (B#&pH :

180~620) . BHFEMNILEF0.91U/L (B4EHH !
0.08mU/L (E#5#6F 1 0.35~5.5) RUBEBET4(&7.9pmol/L (F#EEH :

SR NEAREEEE ME (Grade 3)Z53s. J)LF
1.5~8.3) . EBRERRIB L E V(&
11.5~22.7) Cdole,

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).
~28.7)  FRERRIEIRILE (30.09mU/L (E#EERE © 0.35~5.50) RUOSERETAN'8.8pmol/L (B XEEaF -

ORSENERIERUOANOZSY —)UiE
?RFZTD/I&*OAanl/Lﬂ%‘ﬁE(EE%’@ 1 8.4
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. 8E&H

(HABL 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@ )

© FE{k3% (Grade 3). 534 (Grade 3). T#i(Grade 3) J

oKL BHELE SOt Bl OBAE : BISE

OSHEE - BE OR 2: [UA42)1.2147Y—HR1mg/kg+t—mR43mg/kg )
[ DI 3] A TS — R 3meg/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  MRIREICT FEHRX (Grade 3) DFIEZERSD  AFILFURZYVOVEEE60mg/BHDEERE,
[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:=2.0pg/mL JJLFV—)L : 0.75ug/dL |
79  NMRUREICT MEADERICEREEZRHI. Day81 tRODLF YV VEg20mg/BNEE.

855 TEGKIFGrade 2TH N BEERERD S 47— 3mg/kg (1TE) £,
113 #PY—R3mg/kgid s GOE. BiLES).
117  BIHKVIBIEAU 59 BT DXKEE (FF:Grade 3) MHIRL. MENREZ 2 U T ARIEZRIR. SE DR AERIC

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 XFIVFURZYVOVEEESOME VR,

123 TJ7EFVVERL0Mg/BRORIVIZANFTY —)L-AIXNTU AREIZIR SEIA(Day 14918 548 7). BRI ERNEE,
126 FHE-THIFRD T AFIVTURZVOVEEFAOMEgNHE BEZEBRERENEE,

131 XFILFURZVOVERERSHT L RO TR =Y 0>30mg/BDIR 568,

135 EROBAIEERD S CRPIEDIEREHFHA CHDIHEIREHIRT RO TLR=VDO20mg/BITHEL. B,

145 HBERIKURBETRANHIRUL. Day144[C7 EhP= /I ViE300mg#IBIR T 2 b REHB40EE CRALI DR
NREZ2, FEEROBRZRZEV AFIVFURZYOVET60mg/H. 7 RUME-BFREHRS00mL. E I+ S5V YTk~
U 5 ZJVINT 9 L RUD LEEE1g/BICTABEIEZRE.

146  FESFRH I TR OE-BRSHRS00MLZRSHKT .

147 BEE-AR(CT SEREASIIINE, Fh ) BRILE, 40. 2E0RM. 1 V7L T SHERERY, BHMRIZET
& REAOBAFRHSY,

150 FEABRREEHT AFILFURTYOVEEE50me/BICHE (Z0%. #RE) .
151 CRPEDXEEERL. TI2 XSV FRID A ZIVNTI LFRNID LEHTE1g/BDREEET ,
163 Day160&WEOFLURZVOY30mg/BNEBHHIERDEBEFRHON T BREHIBTL. R,

1) INEFERIZ/Bristol-Myers Squibb:EMNEEIHE (ONO-4538-17) sERALIE (TNER)) EGREEHHER



CASE REPORT

BN EMAEEER (MDX010-205888) [CHEWV TV —IRA COREEMNSE CETRVEERF SV NU—IER
% (Grade 5)ZRBEUITESIDRBZE HBALE T,

—(EF@ )

0> /\U—EIREE (Grade 5) L& BIET (71 BELR) )
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)

BEHAIE BRI D RIEDIRE(C & D& RRERIE U T AN SBEDBRAIERN B HNDESCRY A FHSITE 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.

el

1 —iRA3mg/kg+gp100* 1@B#ES. ’
el

22  —RA3mg/kg+gp100* 2EEHS. ]
el

43 | —iR13mg/kg+gp100* 3@BES. ]
64 —R13mg/kgt+gp100* 4TBERS. ]
el

77 CTREICTHEOREDEAERDI. y
el

89 FEOHBREERDI, y
el

92 EEEZEERH, y
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 | BIBEEASFROIF ENFER
1) Bristol-Myers Squibb:@#4 281148 (MDX010-20) stERRiE GtAER) AGREEHmE R

HmSS S

(HHERIRED - DGR SHi )
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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 o
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 FTI—RDOLETOMBENFHRICH T BAERVAEFEERSCEESINTEIET,

CASE REPORT

EAMRREICEVT. 4TI —REDEEMNEE CETRVRBREERARINS AEEZRIRE LIRS
DiBZE CHEALE T,

—(EFI@ )

fi
ﬁt:
5
=
jt:
2
&
%

O HRBRBHERARI NS LES @2 © FE/) R J
@70, Bl ®F E2:3mg/kg A
OPS: 1 OBLERE | RER, KIFKU— !

O SHIE : ¥EFRR. BINE. RN ARACALE. FEEN B ERIE. SRERIMAE.
U INERERTS . B MRS AR R

== i@
13088 NIRTSF HBEE2Y A VKT

# 7Y —R3mg/kg SR8, Infusion reaction (38'CHE) Rz QLB FFEAE. &7 Day8ElE) . PDER IR SHE T,
|4 FV—mRIg S |
IREEE VTR T SF Y ARANVFER ANV A T HAELAZRIE LD BIDeH 1 I— X Tk,
A MR D 7Z BRI E R T DT EN CERLIR BT AREE, (FIFEF . HHE R DRE REIFF>TILRL,
EAI TR EIN RV 7 ERICH X, T MO 2MEDMIEERE. Th1 0LV T O2RETRR. BHEREES (R
BR) ZE8b . B DFER. BIH A BT,
[P R 3850 ClF AT BN HIRRIF IR LAY, BifE CREEZ R, Kernighli@ g U, iR p B3 £ TREIR U, HERT
Lo MNEEEEBN G Uo _ERZBarreBf@/a U, N Barrefix IS B aE,
EFHIRE &R (5.5). =A#H(5.5). LB "8/ (5.5). EB=587(5.5)  BzER (1. 1) . KBRIUZERA (1.
1) KRBEERA (1. 1) BIRREA (1. 1) BEREAR (1. 1),
&R S (& EBE BRI ST (+/+) . ERR=EEAR AT (+/4) RERR S (/) P FUARKRE (—/-) . BE
533732 <Babinskifz &t (385 /) . Chaddock 254 (—/—) .
[HRZNZRIHERI Z LV EN S BIRER I BREEN SN N, 551 0BT DDLU T, B fIREDICES
ZZFITVD O RN S SRBIEEE U C I BRERE - BERRC LB B P EREERE(CLDIMEN
FEEN DN,
[IAARES P R (N5 - FHAE - EBARES - MIE(CE B3R L. CRP: 5.89mg/dLE ER,
[VRIIFEFR] 2B HMRIRE CEBEEERE - ME-E5 - AVMXEIERIRETE) (F535 3 SRRIFEDEIR S HIFHRIR
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
RILZEHE 4 Y — IR SEIEERIIFEME CHhoIMAQPATANELISA/CBA TR EMEL T W2 T EMHIBALTZ 2.
7 I —IRICKDIEHEERER DM SSRTEHEF TN TIFHEIB VDD D, R E TR EEREBDTIAQPAT AR
TR/ I 6. EE 2 IH.
AT 04 R/N)VREEZ DMRIEE CRRAIBRICEFSEN RSN, BESEEICIERREZRDc. MEFERIRE Clda
BERDWEFESNIcOOD, @ MR, KREHRDIEREF C<RESNIc DD TH Y, AT 04 RRMHEEZ Uhofc.
MR (B IERLE) ZRiE (71—2R) . T D, @ MEREIREES KUK HA IR I Em.,
AR IF R Lo BREMERDUECIFZ L. TRV OV 10mg/BOMARMEE ¢ UN\EUTF— 3V BN CEEFRE
BEERT NI,

IRTSTF U ARANVFER ARNVIY T A 7070V -0V 7 AOVEURYVEE, 7O/ — )L BIEX T 20 LA
P IA TS TSUIVARNKIIY. L-HIVIRY AT A 2V UNZER, JOLMNFIUERIG, S ORI A VT hFO0—)b< A VB
B0 09 AR /. 770+ —)UIERIE. SXILT 4

¥ [ESEENDRS] BEOREZ+HICHRRBRUGHSIBE(TIRS I 5T &, —MRICERKENMETULTNS,
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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 I . TSRS . A7 — 7, SR

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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HAEE

CASE REPORT ;ﬁ
ERMREICEVT. A I —RBULLIFV—IRA EDBHEUNEE TRV E TR TR USRI DiE % ’1,%
CBALET. %
g
—(EFI® ) =
ORZMEEER 052l | BRI/ HliAhE J
060, B OF B2 :AY—K360mg+i—ik4a1mg/kg . =1
OPS : 1 OEMHIE | U/ \NETERTE ., BIEMIK ., SIRESIAE §
® 8 S
ELEE ")
1 PSTOYIRRRAEREST-FFEDIE/ AR (FlRE. 27— V. PD-L1:1 %68) [0 3 B3 £ LT A4 FY—mR360mg.
T—IRA60mg. YR FS5F128MgR U AR ERF NUD LKFIH850me 1R SR8, g%
28 A TI—RIVRFSFURURANFERF SIS LK ERS. 4 FI—RBSDIE %
- i
42 BHREENHIE, S

46  [REEEETEOESMENHIR,

47 B ROEBEF MBS ENEEEESZR AR AR,

48 @Al TR DBEIRE S RERMEN IR ERMRI CEHE~IIHEL )L CE ISR, PR ANDEE PR F DS
Nigholz, R ME N E 2. 4 T —RR U7 —RA [FPLE,
[MRIt&ZE) 3886 _EATI98E (C 3/4~7.Th 1.3)[CBIT2EES .

49  EEWRETIE RN FENRE Y, B IR T, %
[BE%%E] 77V 7=>:31.1mg/dL. #2813 /ul. 70—)L:120mmol/L. 7'Ro¥E:59mg/dL. &H:57mg/dL.

FRIMERE:O/ L EAZER1 3/l BFEAZIR0/ UL AU TT0—F LN VR (-)

[ZDDERFRARE] FTAQPATUA () . SIL-252 84481 277.2U/mL. BN )L RAUIRE (—)

50 ZFOAR/SVRBEEVTAFILFURZYOVINTBIZTILF NS A1g/BDR5%A,

53 FURZVOV60mg/BDRS5%ERIE. L TFERREEE(L,

57 RTOARNIIVABEEUVCTAFIVIURZYOYIANIBIRFILF MDD A1g/BOERSZEH.

60  FLRZYO60mg/EDR52EEEE. P EREOREEOERDL. %

71 NRUREICT SO E RO ERDI,

74  FURZYOY50mg/BITHEE. ZD%. FURZ Y OVIFEH.

102 BEEER,

T CTHREICTU) S B DT 50, FLR=V0Y5me/ BT TYNSY 7 960me/ BRI,

234 REMEENIEEUSEESDY GREE), TURT YOV OB SEET .
5
=

PR 2

VRATSF U ARANVFERFNUD LKA VST R
i3
=
D
B’
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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 J
@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,

F7Y—R10mg/kgiR 5 (33EE) %. F (Grade 1) D HIRVFIBICHKR. BRNICE ROILF VY (FU—L) 2. ]

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

97,
—(_ERIQ )
O MIRE BIEIREY OIS 1 IF/)\HRRaHE J
@60%M, it ®F E:3mg/kg )
®PS : 1 OSHHE 1 U/ EIERHS. BiEsis .
== i@

VIBRANBETRIEST - B R D IR/ e (BfA R T LS o BRE i E £ AT —IN. TNMOFETINIMTb GRiZEb(iI

2 MEBRUEREU Y/ NER PUL) ALKRE GBI T b2t EGFREG FERRRM) [CHU. 4 Y —M3mg/kgit 55iA.

FFI—RIBS QEE. BIIR5H) . R 5% RCTREC KBS NESHTIEAL. 2R TERD.
A FY—RgS5HIE |

ABR3B#%. MRREDER. BIIEK. AET O Y, M/MRIEABRERL B THY SRR 520, 7TUF VD ER
Rl BEMEZiRE U2, BB 3R\ NMENRANEDEEB N CIIRARI NS BEEr =k HE.

(e RIER R B, SAAREDMIEZR. Blast P EEUBIEDES (FERHIE, IEKEREZRH D,

[E2HTHETE AL S B8, (LIRS BAEIRST.

LH(THEOFEZ L OENICHUS ABRMIERER RSIRE VD A) BHIRL BB E2H. 7 7Y — g5 h 1L,

BRICRTOARNIVRAEEXFILFURZYOY500mg/B) IV NTT - RS 4. 5gX3[al/HDRSEIE. S

CTOERZRRUIZET S, Ml A2 PDCEMECOFAMD T UAS R HIRL. BB D & . 7 I —R

BRI D RIS S N e TR E PR 14

AST/ALT LR %Z5BDfc. 2B MR DNEEL T XFLFURIVOV1,000mg/BHICEBE,

2T 04 R/VIVAEGEIC K 2HIER . BN U HRRARESRE 2485 ICE L. #B(Chlc> T,

FINTY L-ERTT A 5gx3E/HDERSHET .

REINHELIXFIVTIURZ VOV ZERE L. R S54088(CR 5T .

CTZEEUICET S RRITIBRERICH ST RRERF BESROAELFBKIDRUHENLIESH TL .

BEEER LMD BRI RESE L. R DBERNOTOBERUS LD R,

FURZYOV40mg/BDI%5RIE.

AST/ALT ERFEEL. 5288 &Y. FURZY DO 20meg/BICHiR.

FURZYVOY20mg/BDE ST .

BELUSADERICH T B MKERKRFFRHSNIFN oI,

MIXNERIERE S OE, WEXIR CRERME S . MBSEDENFBN oIt BN R S 1, il SBIERE( T8, &2

HRZRHERHSN I,

SIERE RN E2FEOE,

e/ RRRATE D RIEIC K EBEIFTT,

3B DFEL, R BAE . IEE 28801, PS:3

BEDOLEBRKREIVEDEADIZO AR REEEF40E TH ol ABREBRD R/ VA TIROBEDIZBZEEEY)  RRAEN
OB E U THERISBAF (- OF10) 2R 5 BEETICHE D RN EH B PSEE(E L. BEDETICHESFES
E R o, — e (MAISE) (S (MB2 7Y NET) o

7 VUVBIEKIY. TOF VS A TUANUY Y /IR

ERARIREE
HREEE® #56HH] &5818 Day 25 Day 28 Day 29 Day 105
PLT (J5/ub) 37.2 33.9 19.0 8.3 8.8 28.6
Hb (g/dL) 11.5 - 10.4 9.6 10.8 11.2
WBC (F3/uL) 0.617 - 0.420 0.141 0.143 0.997
JTUF > (ng/mL) - - - 6,912.7 3,002.7 113.1

1) Takeshita M. et al.: Ann Oncol

., 28:186-189, 2017.




#FXI—R AT —RDOLTOMENFHRICH I BER VAR EEERSCEETINTBIET,

CASE REPORT
ENTRECHBVT A TI—REDEHEENSTE CETRV S RIRUITESI DREZ BN LE T,

AEBI@)

f]

OffiE#% @21 : 3k \HliReAh R )
@70/ B4 ®F = :3mg/kg
OPS :1-2 . )

OSHIE 1 UV/\NEEH (N2). BB, fikiE BENILVZY

& B
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””%%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
FFI— #46@5&’—?0%’?-’5‘2 LDBFIRU. IR/ \HlRAHEFER D 22 (PR) Z .

-—-l |

X [BEENDIRS] BEOREBZTDICRRBURNSEEITRS T BT & —RICEEKEMETLTVS,

1) Takata S. et al.: J. Infect. Chemother., 25: 54-58, 2019.
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I 5. SZHHK

FI—iK FFI—IRDETDIEENFHRICHN I BAENUARFEEARICEESNTSIF T,

CASE REPORT
ENTREICBVNT A T —REDEIEMENEE CE RIS ZEFHIRUITEAIDIBEZE BT LE T,

REBI2
@i ORI TR IF VUV /NEE )
@50/, B ®F = :3mg/kg
OPS : 1 J
OSHAE © fERMEY > /VETRK (FEER) . FiuBE. BRIBIERT#EA%

BHEX(FHEMOEHARNRIF U/ VEE(Ann Arborn$aIIH) . 7 7Y —m3mg/kgi 55,
Z I —mEEE#’RS.

3BEDFEL. FFABERER D _ LR 753 . BERZRE L) BEECT Z 1T, 2RI DIER . EER PIEE R ZZE OPTRIFIER
TERRH 2T,
TBEREZ R KBRS Z 2R U BHFIEA CREEZ 30, S EREHES S 2. F—)U- RV BV (H) G1.

BERE () (HEE:8B) . 4 7Y —MIFHEE,

MEBEREZRE F—)L- IV EVRE (-)  PCRIRE: () BERE: () HIER:8E) .
AYZFPIR300mg/B.UT7ET600mg/H. ESIF=R1.5g/H. T T h—)UiEEIE1,000mg/BHDR 5558,
FIBECTZ e T L. BRIB MRS S 2t IBRUTCAERERIS STV N Tcs

R (CEERL, O,

7 Y —R3mg/kgk57%ER (6EH).

ZFFI—m3mg/kgik5 (BOE. &I&RS5H).

TR ARIE ARG (FE IR,

ESYF=R1.5g/H. TV T h—)UEEE1,000mg/HDER ST o

AV Z7IR300mg/B. UT7VET>600mg/BDRSHE T . i DBEIRIFEN oz,

5.
&
=
=
#
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F+7—iR A FY—ROLTOHREREHRICH T BAEROAREFEERRICEEINTHIFT.
CASE REPORT
EAMREICHNT A TI—IREDBEMNEE CERV R ERIRUIAEFI DR EZ BT LET .

—(JERI® )

Y3 052N - BilferE )
@70 Bt ®F =:3mg/kg A
®PS: 0 A

OSHIE : fithe Y » /\NEndst%. LHRMERE. SME

Day
Z I —MR3mg/kgk 558,
FFI—RBE5 BOE. BIBS). |4 YR 5hIE|

B R MERIRNZ DI, 8N G AN TER (UVBZAUD A-BIEISRERSH]) [CTUE,

BERERELTLEDRRE. B8Rk, EEE T 7= >— RIMERUEY/\—BIEZRD 2.

MABBIFIER . FUIA, F1SS-ATUA . 71SS-BIUAFR21E. 18G4 13.9mg/dL.

EENIREEN T AR,

[BEHGIFE ]S CTICTHON FRIERER DR B &R L. MRCP (MK HIEBEREEY) SWECRERERR B E T
ZNAN

(EHRARE ] BREBMRIC TRABESRIEA N O RIBAID BB TR G ZRH D,
ERCP (WRERHITIEAB B EIER) (C CRBSIEA N URIEB D FRE =G 230, e RS . B
RO N D,

[RIEZHRE] BRI IC CBHSH B ERMRZRSDE.

[BHRIRE] EUS-FNA (BERARER NEERIRS i) (C CES B N ZERE D,

[RIEZHGE ] BIEHREAREIC TREREZR I 5. EUS-FNAICTEM MEUZE(LERIE T DPTRZRD T I8G. IgG455

M B E <A EERH D Ki- 6773\\‘0“%/1;Iﬁl:B%I&tﬁ?H{%(;EHBD\t\‘HQp53®i@§ﬂ§%ﬁ7&ﬁ-\ﬁmﬂ@
BB BERBRERSREROE ., CO3MG M THIIZBE 53D 5.

ERARS > T 05 T4 [T CERRANDERIE T ROB BRI S DRINME 23R8 2.

PES—ROUNEEZRO T B RBRIERER N OERRR OHFEEEZMU KB SVR =Y OYINITBEIRTIVFRID A

(Tmg/kg/B) DIRS5 7R,

BEERIGRPHICHEL. FEROZERITET.

KBEFURZYVOYINIBIRTILFNID A%Z35mg/BITHE.

KBEFURZYVOVINIBIRT LRI LAZASmg/BITEE,

B MR EOmE.

KBUTSURZYOYINITBEI AT ILFRID L%35meg/BISHE (. #) -

(EHRARE] EREBMRIC TRAREAR e/ \ N O SR B EER AR B E S D/ \ 23R8 RS 3=,

_-‘

BRRIRE(E
BEEEE Day 117 Day 119 Day 134 Day 138 Day 145
7=5—2 (U/L) 656 772 518 135 131
BRI =S5— (IU/L) 469 586 454 107 101
UJS—1 (1U/L) 1,099 1,580 1,447 175 133
WBC (10/uL) 8.18 9.68 9.02 9.61 11.68
CRP(mg/dL) 5.488 3.763 4.553 0.583 0.218

X [EWMENDKRS] BEOREBZTHICRBURBHSEE(TIRS T 5 &, —MRICEREEMETLTWS,
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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 -

BLEE D)

D AALZEOER [CTIBR U IR T B R ORI AR 7 iE (fEf#EY malignant mesothelioma (sarcomatoid) .
27 —IMB. TNMSBFBT2N2MO) [T U, # TS —R240mgi% 55884,
A FI—R240mgiR 5 (708, Bi&iR5H). |4 TY—RES5DIE |

BWOONZA . BEER N, BT IEHERZRDI.

BRI, BENMR BRESZR). 5V 5V —)b15mgDR 58S,

[ EEBBEENRRRE] SEDBE T EBX. B2A -+ —ERIRSBRORIR FEZRHIc.

AERFHEE I KD B TR TEIVGVIREEE B o T et Abt. i _LAEBRICEEDERD ).

[ EERB{EENRRRE] R RE AT IERIREBICHR. fER. BEMRDNEZRHT,
FRE

[EfCTIRE] BEN2AHICAEEL T L,

FTOFEVARPLE BRER. 4 XS5V —IL20mgC TELEH ERDEEFESGh ofz.

BOF—BEE LN BBENBHE DEOICIRITZRDT,

[EHERERR] FRZ BRI D SIS AEMRR DB B Z R I St BHIERE CHONBIFPIREID_FRFPEETIFRL,
RRIAREICCCDSEZIETHIRRDAR AR, UDAZSRDIC R PO IV AR ARDERIFERD N 2T,

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

MUlz,
[ BAGRRAEAR] SRR DR FeaE LTz,

5.
&
=
=
#

1) JBHZEMIFH: Progress of Digestive Endoscopy, 98: 91-92, 2021.
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#FFXI—k FFI—IRDETDHMEENFHRICN I BAERUARBFEERARICEESNTSIET,

CASE REPORT
ERMIREICBVT A TI—REDBEEMNETE CERVSESEREFHIRUICEAIDIZEZ BN LE T,

—(ERIC) )

O3 E SRR O | BtEERE J
@/70mL. Bt @F 2:3mg/kg .
®PS:0 OSHHE : TTY/NIFERE. 7IVI—)VIEEL U/ EEnig A

& @

BHE IR, FFORE Y

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,

=
E
)
=
%

X [BEENDRS] BEOREBZTDICRRBRUBHSIEEICIRS T BT &, —MRICERKEMETLTLS,
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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)

2025F6 R fERk
0-Y-PV202M2506
7356-JP-2500503
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