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OIBREATOFHIZEB WT FRRICEUTHEFICHO VT, K

F DO GITHELE S L7 s|
RO, EHEICAFZHEHT L LE2BETE D,
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Wi, BEALAE) IR LT RN R SR B R B o TR
PPt 2 A4 S ERT & s U (BIEH O Rr-xt s 2 B LT
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T2LEBIT, AEANEE L EERICKE e &L 5 2 &

LA RIA YV ERZTE (BFf54F 11 H),

(1)

KR LHEHRN =R~ T7 (GBIE B Z)
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RERIZR LT, Highis rBEERMS R O P2 A7 | K, BABUHEARIE, KIBR., /DGR, BEO TR, 1 BUEER
LHEMEEEL (BEHOZBORSICE L THREROE | K, BUEATR, A4S, IFEREEE . TR, s rEing K,
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P, BEALEE) IR LT YR ARk Sl B R R B oD TR
FIPEZ A4 S EAT & s U (BIEH O Wrext o B L TE
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H

PR BB BAARIE . KRGS, /M. EEO TR, 1 RIPER
. BUERT 78, AT A4, APRREERRTE . AT, Si{LPEIRE 2%,
KBRS REPE 7 . T TR (RBRRERR . thARFE S | fil
SR B O R RE R E . FR AR FERRJE . infusio
reaction, HEFEZRIM MR, I BRERIEMAE, AR R,
HEOHRK, 55K, EEORERIG, IR EE, O
IEPE s CLEME) - ZRAR - Oss PEEIAM G S ) . IR AP BREE | i
Wi, BEALAE) IR LT RN R SR B R B o TR
Mtz A5 EMEEE L (BEH OB E-CXISICBE LT
BROXEEZTONDORMIZHL Z L) ELICHET R AL E
NTEDLERMNE S TND Z &,

B E

Nz

=

i

3. WEMBLLLEA

D FRICH4F % BAE 5T 5 AFIO 5 RO 12 o

5. WXL LI LEH
[AZhPEIZBE 9 % 9 1A ]
O TFEDOEAICBV TAAD AR REES L TV D,




W, RAOENENESLS N TE BT, KA OS5t
Gl b,
— IR &2 2 1T TV WAR TG U BR AN BE 72 4T X
O BEF KT B ARH H & 5

- IR BNRIE & L CoR b

- IRRTAH B PRIEIC LD pCR 23FR D B T BEF X3 51
“mBhEELE L Coks
- A B IEE & L C oMo PrEMEESA & OO &S

@?na UM THEFICOVTEIAFOEGENEEZ E ENT

WHZ D, BHEEITDRWI &,

« RFND AT L BUE O BEAEE D & 5 B

QWBWATOFHICB N T FRICHEY T BRI VTR, A
F OB GITHERE SRV M OTERERRE R 2 WIGEI
RO, MEICAFZMEHTH L E2BETE 5,
WE%%T$@AﬁXi%&@%5%%

- R AR A CRE R 2R D BE KOS ENE O ikt
ok it ik 2% %Dﬂmr%ﬂmﬁé%@ﬂm W RIEMEEALD B D
B

- HemERBOEO, XITEBMHENE L ITHERED
H O RBOBIERED & 5 EHE

- e B GE MR BREL Zt) ob 5 BE

ORI R T D RE

+ ECOG Performance Status 3—4 “FV o HH

EEER

s 7ok I VU RPUEMERA N X7 F A &
& T OF AL AR IE S ARG AT A 1 D AR 15 U B AR BE 7o i
T TR OB B ORAI M 5)
s W EAE SRR EIE I LY pCR MO LN o TR
B O % B CORH M 5
AL ERIBE O RIEUIBR A RE 2 AT - 3O A E
B (NIVO/IPI 5 i3 NIVO/Chemo #5-)

@ E B I [F 5 M AEE B (ON0-4538-50/CA209648 3ER) 128\

T xR L Sz {b L (Chemo) HiJM & Lk L T
NIVO/IPI # 5 X% NIVO/Chemo 5 DHRIELR R I T
%, 1272 L. NIVO/IPI # 5 X% NIVO/Chemo &5 D\ h
IZBWTH, LFREEM LR L CEERAEEFZDOR
BHEPE L RDHEMPED LN (pll BM) . F72 PD-L1 3
Bk (TPS) 12 LV . AREN 72 D[ 3 R8I T

HZ L (p6b~8 ZW) 76 PD-L1 BEF MR L ET

AANZG OB E2 W52 EREFE LY, PD-L1 BILR

23 1%AMW (TPS<1%) THDH I EVNERINT-EFITBW
Tl AFPS DR RRNE D ZET 5,
*ARFOZWrHE L LT, Hksé4 : PD-L1 THC 28-8
pharmDX [# 2| AR INTWVW5,

@ TR Y T 2 BEF KT 2 ARK 085 K OEH T ikIc>
W, RFNOFENENTHESL S TEB T, AKFI O E %
Lriabaun,

—WIBHFE % = 1T T WIRTE I BR A HE 72 HE4T X
D BT KR 2 A K HAR G-
- INETHBIRIE E L CoR S

B




- IR B RIEIC L D pCR 235 B T- BF 1T K9 D
BuRELE L To®RE
- IR AR B IRTE & L C oo HiEMIEE A & o0 S
[ZaticBEd 2 0]
O FFHICHELT HHREICOVTIEIAFOEEN LD L ST
WHZ D, BEEZITLDRNWI &,
« RAND R AT K Ui UE OBEIEEE 0 & % BE
QIBERIOFMICEB W T TFRICEY T IERFIZON T, K
A OEGIIHELE IR0, O VEE RIS 2 WA (IS
RY ., EHEICAKZMEHT L LE2ZETE D,
- ME MR B OA O T ED & 5 &
o Mg A R A TR R 2 R D R K O B O il
5 i Wi 2 <0 Jg Y M il 4% 5 D il I RIEME AL N B D
e
- AOeRERBOADE, XITEEARFE L < IZTHEED
H O AREREBOBETED & 5 B
- s B (GE Mg L Zie) Ob 5 EHE
cTE ORI A AT D R
ECOG Performance Status 3-4 “FV o3

(HIER)

6. HEICEHEL THET N&EHH
(W)




PRI b B D m B HEGE T A BT A OWGETE T GO IH X i 3)

(BB I X S e 5 47 )

Gl

IH

1. [ZL®IZ

KHA BT AT, BREBLINETIIALATNS
BB - R T B S X | DR o0 [ 3K 5 00 i e f
AT B AN D, —A L~ (EETEHZ) (T,

L. 1T LTI
[E 3 i DA - S R DR D 7200121 YA I
SV E R AR B, S b lc. T O R F

DOHEANZ LV | PUAEE L 7e & o> 5o Y 70 08 BiAE F A e 25 K

[AF)) 23 D Wi aRIZ KO B 5 B RO G H & 72

VKRS NL P T, I b OERE 2SR BE T

D BEERT,
EHBEF . BEIRERAE ., # 5B L CTHEET XX FIHEE Lo

52 EPAMBEORBEL > THY | RFMBOEE & O

DIEARTTH# 2016 CERL 284 6 A 2 HEIERTE) IcBWThH,

WTE, R OEFAL S NI R CE RO ER G ) R 7 ERH

BT HY 5 i 55 O fiH O e EHEE A D Z L & ST

gt (LT, TRMP)) B4 5H5Z &,
¥ ORBhEE X F R R ITB VT, AR OMEhEE (BIFR A RE 22 i

Do

AREHBE A ESR S 3, KEEHCZEE T T 7 A LA

1T - 538 O IE/ A it e . ARG GIBR A BE ST HEA R M D Bl

MEOEFKMLEAONIRRLZERDL, ZDD, %)

e g, PR IR 2 A 9 D BHSHE R . 28 AR SEIRTE

RO LZEVEICBT DEHRA T EET 5 F TOM., H%IE

TAZHEE LB BR N RE 0 AT - RO B, DAk

HaORE LB 2T LI LSS BEITK LT

PRIEBAHUE LI O BR A BE 7R EAT - RO m S ~ A

T2LEBIT, AEANEE L EERICHE R &L 5 2 &

7 BT 74 bARZEM (MSI-High) Z#H+ 2H5H - B

78T BE 7 O B Al 2 T BB C R % = L ST

B8 A2 b 2 ML L ARV U B B 7 T - R

ThHb,

OFEFE) (TRDBEEICKE T Sl OR R, EHEML, E

LIZBoT, KA T ATl BEEBESZNETIS

PSS O E . AR O ZEVEDO R ICB T D kA

FBIAEE2HE I BADODAETONTRICHEEY LA

V2RISR Te (55 AR 6 ). BTE SN A TR SR

/BONTVDHEFLREER - R RMICEKSE | DITOERK
i O 53 722 ) & HEE T D B DL AR B BT R

HMERHZ R,

RMP THEAIMEFY . BRRRGE, &G IZBR L TR ET N & §IH

EONBVLHERTEHILENE, TROHOFHAEZEKL -

HA RTA LYY E2 (5F54 11 H),




(M%) (%)
KB L R DHERN =RV~ T (GEBis R Z) WG LR D EIRN ATV — RS EE 20 mg, ATV —R
S ERE 100 me, A 7Y — R AU E
120 mg, A7V — RS E 240 mg (—
4 =R~ T (BialEfz))
(%) (%)
B3 BN NI TS
(HIBR) 2. KA OFE, EHEF
(%)
(HIBR) 3. EEIR AR
(%)
2. JEERIZ-DWT 4. fEERIZ DWW T
(M%) (%)
@-3 BMEHOZW-Cx T L T @®-3 BMEHDOZWrLx ST LT

AHOEBE AL SN HRMALEICBV THEERE SN TN D

BIVERICx LT, Yikhiax S IXr B =B o s M2 47
% EAL & EEE L (RIER OZBr-ox eI B LTS & O 8
EZITONDEMICH D L) EHIZEY) RLEN TE HIR
RS TWNDH I &,

P BB BARAE . KRG /MR EE O T
AL BUEAT R, AP A4, ATPREEREE . ATR.

BIEA (BB MEMZERICIN % . EREALIEAE ., LR,
1
H

[ERI RN

R BRBEREPE 7, T R MRBRAEFE . thREFRE . BIEE ., AIE
b Mg EE O R FEEEE . FF AR AR FEARE . infusion

reaction, EEAE 7RI iR, I BREANEGERE, AEZ, BESR

HEOHR, 5E&JMRK, EEORERIG, BB, O

B GO EME) - RIR - O =S PEHI AR SE) . SRR . I

Wi, BEALAE) IR LT YRR R SR B R R B oD T

Mtz A9 HEM EELE L (BIEH OB IS ICE LT
BROXEEZTONDOIFMICHL Z L) ELICHET R AL E
N TELERHMNESTND T &,




3. WEXMR LA DLEH

O TR T 2 BF I T D2 ARKA O 5} O HEIZS
WL, ARNOBFMERESL SN TE ST, RKFl 0K 5%t
FLbin,

- L OPUEMIERE A & OOF Hik b
- IirRTAH BN RIE & L CoR b
- IRIRUIBR A RE R B ICXT T D & G-

@ TN T HHBEEICHOVTIEAF OGNS
WL EnD, BEEITDRNWI L,

« RFND AT L BUE O BEAEE D & 5 B

QWBWATOFHICB N T FRICHEY T BRI VTR, A
F OB GITHERE SRV M OTERERRE R 2 WIGEI
RO, MEICAFZMEHTH L E2BETE 5,

WE%%T$@AﬁXi%&@%6%%

- R AR A CRE R 2R D BE KOS ENE O ikt
ok it ik 2% %Df*mr%ﬂmﬁ%%mm W RIEMEEALD B D
B

- HemERBOESO, XITBMHEN2E L ITHRED
H O RBOBIERED & 5 EHE

- e B GE MR BREL Zt) ob 5 BE

- ORI H T 5 BE

+ ECOG Performance Status 3—4 “FV o HH

LanT

5. WEXR LI DEH

(G20 MIc B4 % S50 ]
O JE = MR B s Ol 2 B FIZ BV T, AAOF LM
DREEESNTWVDS (FARRABRICBEW KRB LE SNEREED

FEAMIE p4 ZH), 722 L, JFRELIC K0 ARH O F D
BB HANRBINTWD (pb~6 M) Z b, B
i REEBFICEBWTE, AT IRERE L E 2 . K
FI LIS DR HRINE S BB I %, F7-. CDDP % & Tefli i fl
BYEIEE D 7 W BE IZ B D BEIRE & ik L = RKIDOH
IR TH D Z & A6 CDDP %5 o 14 P M iE 15 55
IC X BIRENABEER B AT IS OIBRELE LT 5,
QTSN T 2 BE KT D AF O G L OMEA ki
WTIE, AFOFMEDRHENL SN TE LT, KA O 5 %t
G LR R0,
- LD FLEMEE L A & O OF H 5
- INETHBIRIE E L CoR S
m%m%x ERBF I T HH/E
[Z PR iC B4 2 F1H]
OTFRICEL T LHBFICONTIIARF OGNS
WHZ D, BHEEITDRNWI &,
« KAND Rk Ui UE OBEEEE D & % BE
QIBEATORMIZB N T FRRICES T 2RFICO VT, A
F D8 HIIHELE S L2y . i ORRERRE A 72 W IGE IS
RO, HEICAAEZEHT 2B ETE S,
- & ﬁmr$@A%Xi%ﬁ@%é$%
o T A AR A TR B 2 AR D D R K ONE B I O i S

Lant




T i ik 2% R0 S Y P il 8 2 D il IC SRIEME AL R A B D
BH

- HORERBOED, BRI L ITHEREED
HEREREOBAERE D H 5 BE

- M AEIE (S el B IEZ Sde) Db 5B
- W ORRGESUIE R 2 A 5 B H

- ECOG Performance Status 3-4 FV o HEE

(HIER)

6. WEIZHRLTHE T N HH

(W)




G

N FYNCES R

AR 4

—HRAE A A AR A 2
NS PYNCES PR RS

IR R A B AR B R R 2

R BRIV B v A B A 47 22
L S YNERIEEEs

N R PINCE NS E2

AR A FL A I R SE S A B
AR AR AR O PR S
ISR AR BB 2

—RAL A B AU R AR 2
s ENCES R

—HRAR R A AR L - 75 A
B FYNGESEE T

R H RV B i A B A 2
AL A AR

NS PYNCES SRS

AR A A FL A S 2
ARk A A A R A 3 22
INLE TR e

A STAT B NI S I A 93 4 A
5 4J7 A



IR

REEREET A K14 v
=R ~T7 (B Z)
~EMSPRE (EREDRERZRS) ~

Sf541 1A
JRAE A



SN

1. IZU I P2
2. AANOFE. (FREF P3
3. ERIRRE P4
4, FERIZDOUVNT P8
5. &EGXREMDEE P10
6. WHIZEEL THETNEHH P11



1. IZT®IZ

RIS OF M « ZRMEDOMEROTZ DI, U SCEFIZE S W2l E AR D
BND, S5, IHEOREREMOMEAIC L0 | FURESR S 72 & OFH0 72 5 B E R
FREZRBDBARIND T T, 2 b OERMNZ EIZHNERBFIRMLT 5 2 L BBEO
FRRE L 2o TR Y RFEMBOEE & O AT EE 2016 O 28 4 6 A 2 H M#ERE)
IZBWTYH, EHNERNEOHERAORE(LHEZXS Z L L ShTnb,

BORVE RS ERR T, KEERASCL ST 0 7 7 A VSBEE D ESRS & B 5 I R
RHZENDD, DD, HMEROLZEMEIZBET HIERSH0ERET 5 £ TOR,
MHEIMOBEZMLZIT 5 2 EnHIFF SN BT LTERT 5 & &bz, mIfE
RSB L7 BRIC B 2tz & D 2 & AN AHE /e — T O B i 7= 3 R SR BE i
THZEREHEETHD,

L7eo> T, KA RTA4 Tl BRBBEESLZNE TILELN TV D EFIFR -
BHE RN S-S & | LT O ER GO il 72 5 2 HEE T 2 8L b B e gk &%
HROEEFEHE =T,

I, ARITA BT A A%, SIATBOE N EE S RS A A, AmEE AR AR
BRI 7o, —AFEENE N A ARBRIRNBHES . FEREFNEENE A B AR P2 &k O
—MRFEETEN B AR D /106 EER LT,

X &R HERN =R~ T GBIE R R)

MG ERDMETIR - NP SR CERE R o B 2 B <)

MEERDAEROHE @5, RAICIZ=RL~7 (B T##z) &L, 1[0]240mg
Z 2 MM S0 1 [B] 480 mg % 4 38 M I FR C AT 2.

B3E R 78 2B A /NP TGS




2. AHNORK. VERBFF

=ARN~T7 (BIEFHEEZ) (LUT. TRF) Lvo,) &, DB TR &
ALy A% (BT VANV~ A Y—Z A7 47 (BMS) ) MRBFE L=t bk PD-
1 (Programmed cell death-1) (ZxI9 %t MMilIgG4 £/ 7 v —F LHURTH 5,

PD-1 (%, #EMHAL L7z Y o o%Ek (TR, BMREK O F 2 7 0% 7 —T M) KOVE

BRI R BT 5 CD28 7 7 X U — (T MR OIEMHAL Z i BhHIZ IE & BUSHIE T2 2
T ITERT2ZAEARTH D, PD-1 ITHURIRRAIIIZIEELT 2 PD-1 U 7 K (PD-LI
FOVPD-L2) EfEA L. U o SERICHHIM: Y 7 v s LT U L SEROIEMALIREE %
BITHRET LTV, PD-1 U H» FIFHURRSMIBLAMZ B b Ok 2 72 JESHERR 2 F8 5
LTk, EMERAMREEE) LU L BRI 5 PD-L1 OIBLLIFEDOEF
HH & OMICADOHBEBR & 5 Z & HE I TWws (Cancer 2010; 116: 1757-66) ,
F o BB AR CIERE T MRS EAET 24 ¥ — 7 2 a5~ (IFN-y)
IZX > T PD-L1 OFEIANFES N, 568 L EEERRICIIT D PD-L1 ORI E ik o
AALEHIR & ORNCEDOFBIRRE N & 5 & OGS & 25 (Sci Transl Med 2012; 4: 127-37),
X512, PD-LI Z5@fil8l S 78 AL, PURRFRAY CDS B T M M5
T AT S 528, PLPD-L1 Hi{AT PD-1 & PD-L1 & OfEA ZET 5 &2 OHifE
GEEIGEREIE T 5 Z EDRENTND, DI &5 PD-1/PD-1 U 7> FERERIE, 23
AR FURRF A7 T MM O OB A BT 5HFD—2 L LTEX LT
Do

ARFNE, SRR OFE R 6 PD-1 Offifas M Eg (PD-1 U 7 RS AREIR) ISR A L.
PD-1 & PD-1 U Y REDEEEET DI LICLY ., DAFURERERNZ T M0k
PEAL K O AABIRNE k9 2 MBS TG M 2 58 T~ 5 2 & TRk e PuiEgsh iR &4 o~ 9
ZENER I TN D,

ZID DN D ARANTEMEES AT 2 B2 IR RIRIZ 2 052 o HIfE S H,
MR R e CEMEff R E 2 R <) BE AR E LICBRRBRZ =L, Aok, &
R OEEEN R S LT,

ARHNO VB FIBEFFIC 355 < SBIE DS I & 5 BIEI SN 8 B i, ol UTSET-IC
L AN D D, AR ORGP ROREHIIT, BEOBBETHITO, BRENRE
0 & NI EICIE, FBL LT BRI U 7= BRIH 72 0 & 8 2 #5DIERT & 34 L i
OV BRI AT\ BEORIESISI & 5 RIERAEDN D HAICIE, BB E L
BN DR G E OB I & T D BERD 5,



3. BRERAE
MR R GRS 2 A B <) OAGRIRFIZRI 21T - 72 B2 BB O pliiE %
7‘]——\“@‘0

(%2hE]
O ENE DR (HCM-002 3U5R)

AT b s o Bz AR 2 B < MR P R R 20 1) A P BRIT AR 240 mg & 2 R IR
CTHAEEE U, FERMEEE & S PRSI L ORIERFRA L AT 5EE (14
i) HV GBI 5 FEHER (RECIST A KT A > 1.1 fcH-S< CR XX PR) 1% 35.7%

(95%(EHEIX[H] 1 12.8~64.9%) Th o7z, £z, RERITIB W TEE L 71BN FEhE S
NIRRT DN AINET — & BN D HERA L2385 ORRERICK T 5 b E
(2 E DI, 20.0% (95%[EHEXH] : 5.7~43.7%) ThH -7,

1) SRR A e OV LBt e IR 28 L2 19 B OF 1 B AL L, S ERAE
B OMATRIER & SN BEE. ZNEN 1B BIRO L Bl Chote, F—FH v b4 7 RRICKET Shis
GERHRAT A IS & | BRBRIT 35U\ TAEIE SNV IR IR 18 B L= AT DM — 2 ASERR S, T84
%5 (PR) LIESIEBE | BIEEhD,



[Z241]
OEWNF TR (HCM-002 55%)
HEFERIX 19/20 ] (95.0%) IZBH L, AH L ORREEFENEE TCE WA EHR
5213.16/20 5] (80.0%) Z#8 BTz, FHLHEN 5%LL LORWEMIZITRDO LB ThHo
776

£ 1 FEBEN 5%L EORIER (HCM-002 3RBR)  (REMMIT3IRER)

HERIRHE Bk (%)
FEAGE 2015
(MedDRA/J ver.25.0) 4Grade Grade 3-4 Grade 5
ERIEM 16 (80.0) 2 (10.0) 0
AL e
O EE MRS I 1 (5.0 0 0
PRl =
RIE R A 1 (5.0) 1 (5.0) 0
R B RE AR T iE 4 (20.0) 0 0
AR PR E
FERELAE W) 1 (5.0) 0 0
B I
JE BB A PRk 1 (5.0 0 0
{550 3 (15.0) 0 0
T 2 (10.0) 0 0
B JE 9 1 (5.0 0 0
—f - RHEER L OB G OREE
PR 1 (5.0) 0 0
FEEN 1 (5.0)
JEYIE B X ONEAE HUE
AfEs P 1 (5.0) 0 0
R AR AT
TI=rT ) T UAT =T — BN 1 (5.0) 0 0
77 —EHn 1 (5.0) 0 0
TARGEUVEBET I ) M T AT 27 —BHIN 1 (5.0) 0 0
mfr=Fa b e 1 (5.0) 0 0
VT — LR 1 (5.0) 0 0
T R A N 1 (5.0) 0 0
R L Ok EE
&Y > e 1 (5.0) 0 0
B R L OV A LRk
RaHm 1 (5.0)
EZ kAR 1 (5.0
iR R
IR S 1 (5.0) 0 0
I 1 (5.0
B L ORISR
g RekE S 1 (5.0) 0 0



LY Bk (%)

FEAGE 2041
(MedDRAV/J ver.25.0) 4=Grade Grade 3-4 Grade 5
MR SR, HERds K ORI
H 7k 1 (5.0 0 0
B R KOV T AL RRRE
P2 S Wz A 1 (5.0) 0 0
TR 1 (5.0 0 0
)= 1 (5.0) 0 0
% O PEIE 2 (10.0) 0 0
% 5 (25.0) 0 0
R INTRZ YN 2 1 (5.0 0 0
D MR 1 (5.0 0 0
TR 1 (5.0) 1 (5.0) 0
I P
e 1L 1 (5.0 0 0

—

¥, HUIRNRPERERRE 4 5] (20.0%) . #REEREE 2 61 (10.0%) . ®IEHEEERE 2 f

(10.0%) . BEBUTRALfRAE/ X A/ F—1 41 (5.0%) . NFEERERE 161 (5.0%) . HEED
eI REE 161 (5.0%) KON 16 (5.00%) 2780 Sz, £z, RIEMEMZEE,
HEIEAIEAE, DR, Whde. KRBk - /NEK - EEO TH, 1 BUERPKE, BIRETFR.
FFAR4, IFge, BEALMERRAE 28, T MRHERERT S, BIFSREmE . MM - BEIRZ. SR
FEFIE, infusion reaction, HFE 7 MyRRET | MERE RIEMRE, FikZ, Wk, HEOHK,
SIS, FRIFFEREE . IS MM OVEFLIZRRD S - T2, ARIWERARERDLXE
HES MAREERELEL) 2 E50EHERE =T,



(ML - HE]
AFNOREMARYEEET LV EFHA L2V I 2b—2 3 280, AHl 480 mg % 4
T IR T 5 SUFBEAGR O ik - RS TR LT BROARF oL P E ST S
7o TORER. KA 480 mg & 4 MR TH G L 2B EFIRIBIZ BT 2 F g+
BHE (LAF, [Cags) EWV9,) 1E. AHI 240 mg % 2 FREIFIFE TG L7ZEED Cugs &
BRIT 5 L THlEn (F#£R), £z, A4 480mg % 4 HFMR THRYG LizEEo e ik
BICB T DR MIETIRE (UUF, [Cras] V9. ) 1F. AHAI 240 mg % 2 JH[HHIR
TG LTZBED Craxss & B L TEMEZRT & THISIZH OO, AARANBEIZEBNT
DEVENHER SN TWA AV - & (10mgkg % 2 BRI THKY) TARAIZ#S5 L7
BROD Craxss & HEE LTI 2/~ 9- & FRIS Lz (TH) , AT, #EOBEICE T 5
F— AT AHI 3mglkg (RE) % 240mg A 2 FEIREIRE, 35 L < 13A%A] 480 mg
Z 4 JRMEE TS UT-BEOARB ORE & & A ohE TR & OB 2 Rt 2 g
BOGET VAERE S, BEBEEIC YW TR TO R, ERRo s - HEO
[ CHRME R OV BT R 2RI v & TFRIS Lz,

£ 3 FAOEWBE T A—F

s - R Cinax Chnind28 Cavgd2s Cmax.ss Chminss Cavess
(ug/mL) (ug/mL) (ng/mL) (ug/mL) (pg/mL) (ug/mL)

3 meke W (352 .760-8) (16.25?50.3) (21.321 '4?3.9) (75.1){3171) (27.612,'107) (42.717,'?27)

240 me Q2W (51?1%.103) <23-33?'539-0) (30.‘;670.9) (10;,5254) (41?57,'51;58) (62.11(,)91 87)

480 mg QW (10?;07) (15.25?17.4) (37.?)3,.;)4.8) (14?,1 236) (27.751,?37) (62.11(,)91 87)

10 mefkg QW (142,9222) (86.959,.?32) (101,1 ?48) (323,9225) (18421,1 §o3) (232,7277)

HRAE (5%, 95%)  Q2W : 2 S [EIFEIFRE . QAW : 4 JEHIMIFE, Crmax : FIIEIHE 5% 0 fi B L35 L . Crinzs ©
M 5% 28 H B2 2 RARMIETIRE . Cavgas : MIEIFRG-1% 28 H B £ TOFIMIEFTHE. Cmaxss :

TEFIRBBIC IS 1T D A MG IR EE . Cminss @ & FIREBIZ IS 1T D BARMIE FIREE, Cavgss : EHIREEIZIIT 5
P4y M ¥ Hh R



4. FERIZOWNT

IS U A 7 EEEHE (RMP) (ZHED & | AHI D E I 2 MR RIEE) ~ D 1 A
N HIEX T > T, AFNOEGN@EE) 72 BE Z2W - FrE L, RAIOEGIZ LY EHE
7REWER Z 3B LT BRICXIS T 5 2 & BB R 7o D LU DO~@DF T Al 72 i
RIZBWTHEHT 22 TH D,

O MEFRITHOWT

D1 Fieo (1) ~ (5) OWTNITEY T D% THDHIE,

(1) BEAFBRENEET 503 A B REEEILSRBES (FE RS A BRI AR
HidEk S AR IR E . M S ARSI B e &)

(2) FrErERERRE

(3) HBENTEAEDFEE T D0 ABSHEEEHPT (03 AR ESIE EFilbT, 23 A RS
IR, A AR HEE R )

(4) ARACFRIEEZRE L, ARG L FREZRR 1| UTSRIEGE LR iE2 R
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	関係団体への通知
	ニボルマブ（遺伝子組換え）製剤の最適使用推進ガイドライン（悪性中皮腫（悪性胸膜中皮腫を除く））の作成及び最適使用推進ガイドライン（非小細胞肺癌、頭頸部癌、腎細胞癌、胃癌、高頻度マイクロサテライト不安定性（MSI-High）を有する結腸・直腸癌、食道癌及び尿路上皮癌）の簡略版への切替えについて
	別添：最適使用推進ガイドラインニボルマブ（遺伝子組換え）～悪性中皮腫（悪性胸膜中皮腫を除く）～
	参考1：最適使用推進ガイドラインニボルマブ（遺伝子組換え）～非小細胞肺癌～
	参考2：最適使用推進ガイドラインニボルマブ（遺伝子組換え）～頭頸部癌～
	参考3：最適使用推進ガイドラインニボルマブ（遺伝子組換え）～腎細胞癌～
	参考4：最適使用推進ガイドラインニボルマブ（遺伝子組換え）～胃癌～
	参考5：最適使用推進ガイドラインニボルマブ（遺伝子組換え）～高頻度マイクロサテライト不安定性（MSI-High）を有する結腸・直腸癌～
	参考6：最適使用推進ガイドラインニボルマブ（遺伝子組換え）～食道癌～
	参考7：最適使用推進ガイドラインニボルマブ（遺伝子組換え）～尿路上皮癌～



