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R—R2FEHT0OVIN T4 71— —ZREL TV BEER. LER—MBERICRIEZTEEST1 AT LA
[CRTABENEFT DT ZDIERISE>TRIEZLTIEE LY,
ZOE. 7029 L T1 71— —ACPIZZELRAA T EELORTH HI=5 [Reuse| 29 v F U TRIEZ{TL

*9,




4.3. ;& (L—7CERET) sl D%l

4.3.1. Z—RWhF7—T7VERTE
SUYRUBIVT 72— (3 BB E I SHEERE L 10mmEL ERBICL— RSB BB EICERL
£ BBICER L= — R AT —FLOWREICEAL L — PR ETVET

B%E 50mm BEME 70mm AB#HE 100mm

O _—RILAT—TILE. BREBORS (\ERE) A50mmeE70mme100mmD 3fEFEsH ) ET
O EBEBEORSEASTIHUTESEERUET .
O I &5 THERLENSERICHUTERILET .

1. Z—RLhF—F L E BB ERILET .
- BB — LB ER A EICE. FHRIOBRE (Bl 56D ST —RLAF—FILOL—MERT
BIEZEEET Do
- BEHSEMMY— Y ESHAI T B EEEEL L SICERT B
« BEENAENESFERD - — R AT —T L EBA 1 SmmORREZ T TEHT 5,
2. BRI~ RAAF—F U HEA T Fal—I— (R BIREET .
3. Z—RLAF—FLORBICS IV RUAL T 72— —EEAL L — R ERLET
@ @ é ©

(HFER)

iif’l’)b% T FalL——
Ak N (P7E) 1

A

1

=3

* 2N AT—T L EREOBERIEEC IR - MR E2EETIEND HEDT. Z—RLAT—TILE

ZFRIT BRRIC (S HE - 1RIBIEZ R (T 57 . MBERCHEL L (CHILSBVRSBER T I—F TSR
U SERRITOTIEE L,

A"

¢

]

AR
 ERIDFICAS(F T FaL—9—)D
£T SN . ERICREE T
FoTWBEZEFRLTEE LY,
 BRHAICERTBEEF. BICZ—KR
WAHT—TINOFimEH EMUEIET S .
CETHRAICTHIEY N EKR T 0N -
HH BN T BERI - THRRAL 0.5mm
BHASECEMUGBVEDFRIES BB IRt ey 26 1<
ToTLIEELY, s IzIREE
BioBlade®=—RILAF—FILDEHEETY .,

HETEHEASNTLSIARE




4.4. ;6% (L—5EIRE) IS DIRIE

4.4.1. )R ANT171——E2HWVWBES

FMZEICWIEE(EERESE) I L —FSERIRE

AHREMTTVWBREZNTERLTEEL,

MBEIAILHUTE. L—HERREATRE LB 7ILILHE
NDEBEBICKIENEEERRAZT7T/N\yFEICXIEBZR
EBLTLEEL,

S URUDINT « 71— —(FEBARES A TORSIA T Omm EDERICERLET,
U RUDILT 1 72— —0OaZEE20mm. 30mm. 40mmD3EFE T,

m O\

213

BEEElF
FEAERE L
FEE10mmBLE

RIE ;oA OIRATElR
=—KLhF—FILER
CT&=@BERATRTCIEBIC - AT —T )L EBEBLET . ——
RILAT—F VORI U2 RUBIL T 71—~ B AUR R %17
WETEBOH T RCEDETT 71— —BRRL TS,

L— R

P YRRy F BT h T AL~ DIStart Treatment] %
IVFUET,
L— KRS RBLED,
COBRIEFREDRI Y ITHTVET,

P L—HHRENBIET BE T RS LA LICEFEY DRSS
BN RRSNET .
191 7L ORGSEIE. U RUAL T 71—~ (345
108TY,
BEOIYTIIMET
2517 LBLIE DR IREAGP.A3~45TRBAL TLET,

£ UERBICIRIA DI REQBOREON, (B — L) AR TLESBS(ICIE. 7
ATLAETD[Ready &I yFLTLIZESV . BEGREBDIN TET,



4.4.2. 709 )VF1 71— —Z=BL3IE5

FMEICLWI2E(EERSBE) VL —FERFRE

AHREMTITVWBREENTERLTIEEL,

XBEZAICHUTE.L—HERREAHTRELLE7ILIRE
NEBEICKZENEREERBR 271NV FEILK)TEEZR
ELTLIEEL,

709N T4 71— —FXRERGFATIEZESINTOMMUADERICERLET,
709N T 1 71— ——ARTC—E([LL— S HBH TS ZBFHHE TEABER TI8MM. &/\BET17mm
T,

DSITS AT'&E&-:;&;

HEF(FEERE LY ’
FES10mmEA ARy MR
17mm-38mm

RAEEORERICEEIDT

T 71— == R HEEIC
FE 1 BB Bt EfxEhuT<EE0n,

ARYNED

1.74552E

fo—————————1

BRIE ;BRI D IR R
RygsEROT—%>7
HoPUHEBEEAESMMI EDIERER#IZEY— 2L TEHBHLDIC
FEEFFHEREND FERGNEHHEZ > TY—F 7 LFET,
FTERSEEAI3I9MMUEDBE ERO7OVIN T T71—F—%H
W3 E(FEHOICH T TRELETD,

*7— VY DASEFFMEFOER S THTOTRE L,
XBE(FESTETILTBNMNLTVED,

L—H JEERE
= P IYRZIYFERTA TR FLA D[Start Treatment]%
S oS UET. LR A RELET
/ CDRIEGTRDRS Y IHFNET

DL AHIBENEIIBT D& T A LA _EIC3FRY) DRI
BAFRRENET,
117N ORNEB(E. 709N T 1 71— =359
33 TY,

BEDIHIIVET



4.5. ;aRDELLEBH

EREZAULIRDOFIETAR3DHIFET

1 T4 FL1ETD[Pause treatment]&9vF,
— SBEN—HEIELET,

2 . YRR YFEHT,
— SBEN—RHEIELET,

3 L—YH#EEG EDOIRV [Emergency) R > &R,
- Z2FIELET,

FMZEICVLBDRIYTEEN . CORIELORIEEZIEBLTHWVT
<IEELY

B (L—EEREERTTE)

1 : [Pause treatment|=9vF U TEIESEBZIES(F.
[Continue treatment]| &9vFLUET,
BIESBEEEORVER—E. L — HREN RGN ET

2 I YRRy FEIBLTRELES BRI,
BEI7YNAIyF&EBULET,
BIESBESORVER-. L — RN RGESNET

3 [Emergency)RT > =L TEIES BB G,

[Emergency|’R9 > ZBICEAILET
T4 AL AIZBioBlade®MO TN RRINIZR . CDIFBREH SR
I—RNTBHEDHDERDERRNIENET  L— T HBE =T D
1B&(&. [Continue treatment| =9 yFLET,
T4 71— —DBBEEN TA AL LAICRRINET . 78
BITNIEER—NTE(CHESR% . [Confirm|Z=9vF L. [Continue
treatment] =9y F T NEL - A RBEHBRESINET



4.6. 2917V BLIE HBEERELE

1171V BEE

19121V

&

2947)L8

Y2 T—1 URY V2 N
ECL—YHERET B
T =1 = =
JUVRUAIL YUY RUAIL
F4Ta1—Y— F4Ta—Y— - -
40mm 40mm
J
T -
JUVRUAIL JUVRUAIL
F4T1—Y— F4Ta1—Y— - -
40mm 40mm
J
P [Repeat|z9vFLET,

117 BLEEL

P [Start Calibration]|=9vF L%,

P INTOHEIIAR—NIDNT,

=Ju ==

o AE

11 7)VBEBUEREDERBERENRRSNET DT,
IART[Confirm]ZzdvFLET,

P IYRNAAYFEBIDOTA AL LAD
[Start Treatment| &9 vFT5&
2517 )L BOL—HREHARRBINE T,




ETDTA71——ZEEL.L—FHAREIBF5E

19128

2947)L8

&

YUYRUAIL
F4721—Y—

40mm

JUVRUAIL
F471—H—

40mm

J

J0v9L
F4721—Y—

Port 1 Port 2

J0v9IL
F4T1—H—

» [New]%
IIFLET,

P CPIZERAHLET
2 TCOENR—IST T2 —ZBHLET

» 1AL (Z[Head and Neck Cancer| ARRSINEFT DTy
FLET,
[Configure|Z29yFLET,

SOEF709 0T 1 71— —ICEBLEITDT.

[Frontal diffuser]z9vyF L%,
TARATLADI=AIDFRRETvF L. [Spot diameter]([CFE
RAESEEOERZEASILET,

P [Light dosel AT50J/cm2]ICERESN TV S &R L T<ES
W RENTE T LIS [OKIEIYFLET,

R—R2EEHRICERELET S
» [Start Calibration]&=9vF L%,
P OO IINT 72—t == HIIR—NIERELED,

OO IINT 1 71— —RCPIZZELIAZE T,
» CPIOARICANGEWEDT 1 71—t —=EZELIAHET,
P IYRRAyF U BIEZITWVWETD,

P R—RN2EERRICTOVIINT 1+ 71—t —=FRELET DT,
[Reuse|&x9vFLUEIFZITLET

PEENR T LS. 7TYRRTYF &I AT AT LTD
[Start Treatment]|&9vFUL
2917 )VEOL—HREERIBLET



—BOF T2~ —ORBEEBL . L—F KR ET 5155
I TR TR TR 77 N2 U RUAIL T 72—

191218

2947)L8

SUVRUAIL SUVRUAIL SUYRUAIL H570Y9NF171—H—ICEE,
F47a1—H— F47a1—H— F171—H— o

40mm 40mm 30mm HAR—=R3FERLELE
SURUBIL
4725~ SOvs - -

40mm F4T1—Y—

\§ \§ J
P [Repeat]zdvyFLET,

R ET 131 7L8Il

P HAR—N2CT7OVIINT 1 71— —%=EHmELET . 7O I )N T 1 721—F—FHCPIEZELIAHK. CPIDEH

EAR—R2D T T72—F—ZWMINLET,

» [Confirm]z9vyFLET,
HHR—RIDT 1 72— —=BIALET .
[Confirm|Zz9yFLET,

P R—r2M[Configure] 29 vyFLET,
[Frontal diffuser]z%vFU.
[Spot diameter][CFERFNEHDERZASILET,
[Ok|ZTYFLET,

P R—K3D[Configure] 29y FLET,
COEAR—NMIERLBEVDT. TR LAELD
[Inactive|&9vFUIOk]ZTyFLET,

CERESNTUVWET 1 71— —DRENFRIN. FALVLSEREICEEINE LU,

P CPIEEV ) L. [Start Calibration]|z#9vFLET .
HHR—NM(F1 177 BERIUREDERBEEN R RSNEIT DT [Confirm|zIyFLET,

(CANBVRDT 1 71— -2 ZEUIARET . TYRAyF 2L BRIEZTVET,

P 7YRRLYF BT HT s AT L1 D[Start Treatment]| 29 vyFUL
2917 )V BOL—HREZERIBLET



4.7. AR T & KasH 30T

L—H A BREHE T

P EEA FDO[New] &I vFLET,

P -1y FeREFEtEVICOL. L— Y EEEDERZYVET,

PEENEEIS BEHINTVBRTOT NI R T —TLENLE
ER

EALET1 71— — Z—RLAT—TILRBETEELET,
HERMDSEWEUEZ—RULAT—F L ERALTOWESTEREELTIEE L,
BERITESERIRDITECHTIEE LY,

b L — A FOBIER—NIAIUZEN ASHNEDIZ,
L — SR AR T B

O BRNDS AR ILFEICLEINERE U TRE X,

PEEEEZSNBZRTPRENENZS. BioBlade®L—1> X7 ADBUREHBAZCHELTLL TL




4.8. (R5F AR

¢ FAEBICIBRTRIGSEIAE

(1) fEFRRI AR
L—H X BRABIEHICERAT 2T+ 71— —FDORIEESOIEEF TV /&7 o T<IES W L—HREEIC

EBNREUCHEE BE/NZI LORREICHES>TIES L,

(2) iRl AR
AL —EREONE CHEICEEN GV CEZEBLTIEE L,

(3) A& R
A% ROICHA TAL —FEBONE CENECEEN BV 2L T<IEE 0,

O RE(CFIRTRIRSEIR
BEENOMRENEIEN DRIF CHDEEHMRT T 2/eHICF 1 OEMRREENERRDF I TL—3>

7o C<IZE LY,
EEPAEGHBENGE @ RINOEIRERBAEICRE VL TEE L,




HRICEEADEARANBERLGDAENSENTVET D ARETMHERDICHBNLES,

5. BRRGBROERICOVT (BIINNRUREN)

5.1. ;BAE1/MatlEiER (RM-1929-1015K5R) (BAT—9)

HBRTH 1>

(B IHH/ V= b 1 BIEERHE. IFEIR. SRR
- Blatf/ Vb 1 ZHEERARE. IFERER

Br

B — b PR EEBFRERON EABERRT LRBEEEIC ST F vy I AR EAS
ROIIREDRERO L2 70771 LOFHE

- Ellatl/S—h : YRR BFRERONEABERRT_ LR BEEC S 57 %1y 2°640me/m? (25
U8/ N TRELL AR LY ST LI ADRERUAEROR2H T 077 )
DFFHE

R

VIR BES BB R DN E AR R T LEERE (B148/ Vb 1 9fl Zlatl/ \—b : 3061 (7Fv )Ly
ARSI BEERWERTNR [TreatedEAI MU R MBI RELE)

FREIREHE

(M 18w _EDSEMFT=[F %,
(2) BHEICEN) . Fili BEHREEE /23 SF T RANC LB ERBEDBBEDRAI AT D E SN B
TRSEEN R LR T Do

Q) FEFFRANC LB ZFEN TR FIoFHEESNRB VW EREBNRIEA IR U /c B E RS  BEEERE(C
WIS TFFRENCEZ LR LA EDBEREN 5D,

(4)/8BIBEERNICKY . FREND RN ONHBTHDEHIMTSNTULD,

(5) ZHFHIRPET(FRA P TR A DEZNICHS TR L EZ HRNICRITI 5 EIBTRETHS.

FIZSEAIREDEE . HIRT D H B LI IEARAT THDD  REDOAREIBEL1 2nBRBLIER

MESC FRTBEMED S BL I Y F YT HC(PBREDRSPF IR ESP IR D ELEH6H

B EFNICHF SRR AEEAT 5 EICARLBTNRBSRV RtV F v T E (B85

BEDRESPE (R SPIERDIELEL2NBB B TERLBVCEICARULATNEES . B

EZNICFS IR A Ch 2 8B/ U7 EEITD FI(FEIENBETH Do

ECOG PSH0~2TH %o

6
7) BRI EICER LI,

FREFRNELE

)
)
) YT ITHT BEARINfusion reaction(Grade 3L E) DETEREEE T 2EE.
) EFRAIOABBLANICERZE L. B YF IV RS H I RERE s (-85,

)

(
(
(1
(2
Q) EBENAME CEBIRG L) (ORBE T DRE /E U BINERA LT 57 (CIMEICERTEM . AT > NBEE
TR ERETT O C WV BIHEERR<,
(4) CTZF+> CIEBN BRI CRRS R L. F (FEE A BRRN CRIERN R EE,
(5) BB DMUB MU SN EH TCHRN G EEE R TSRV EE,
(6) ALP (RFEEESR) . AST FTZ(FALTAERE LRD3BZ L@ A D#E L E> A 2mg/dlz EE2E
Ho
7)BiRERSEE I 2ERE (E/L7F = >h2mg/dLle L),
8)BEREESTEENEMEETT ZREN G\ F/(RETTERVESE,
9)/BRRIBUERMDYIKTICE DS JBRBRER SICNEKS THHISA DRI E T 2EE
10) #5506 U< (FEENE DR ERIED DS M DAL AL ESDE AR, F/-(FBBRDEHETZ
HIFR I IR S DIFERE L FHARNRIRLGED IV NO—ILAROHEFEERZE I 2EE.
(11)/88FR 5% ABRUNIC RFHRE . ARFIT. RRIRREGED BV LICRET 2EEX5NRE
FElPaFenEETHRE,

(
(
(
(

75iE

-EIE/N = BAEDT7FVILYTR®160.320%F7/2(3640mg/m? (3+3FAEHE R+ — 1) Z 285/- L £
MMITREEREL (Day 1) 5 TH248R&(IC (Day 2)L—> A7 LAZRVWTIEE
DIZNET BRE(CL— RIS (RIEMRZE - 50J/cm? GRIERZ - 100J/cm) 9558
B 11U IERUI.

- Ellatl/S—b | 7HFvILYTR640mg/m¥7& 28 EANT TREEEEL (Day 1) 3RS TH2405/8%
[Z(Day 2)L—5> T AZRAVWTOBEDENE T BREICL — R (RIEMERE
50J/cm?OFREMRZE - 100J/cm) I %jake4~8BRER CRA4 T 1 VI ETERIMELIZ,

FEFHEHIEE

Tt

BIREHEIEE

- EMENRE SO T 7L

- BWERNORB I NO—ILEICED<FUERMR (modified RECIST ver.1.1*, ChoiE# KR U'PERCISTIC
EOEFHE)  2ETFHIR (OS) U6 12, 1810 B4 SHERAEFAR (PFS) .= HARI (DOR)

- RIRMRIG FEEYHE[ADA])

FEARETE

FELTERREmodified RECIST ver. 1. TICEDWTEHELTz,

% modified RECIST ver.1.11ZDW\WTIE. P.498 88

48




W18/ V— b (961) DFER

<BEER>
160mg/m?(36l) 320mg/m?(361) 640mg/m?2(361)
Fhn % EElEE 50-601% 50-601% 50-801%
PR ET 1G33%) | 300% | 3000%)
4 2(66.7%) 0 0

A& BA 3(100%) 3(100%) 3(100%)

{AZRERE m? thIR1E (FBEE) 1.56(1.49-1.88) 1.84(1.76-1.94) 2.04(1.82-2.05)
Treated%M

<zZEM> [FEFHEIEE]

BESBRFIEHI(100%) [CFRHESNTZ. 2IBTBEEBEEEEN HIFEERN
EARERAIRFE3A (33.3%) Tholc. BEELASZTERF4BI6H (160mg/m?  BiK EHLNILOET.
PRI, 320mg/m? @ BEEE R . OFEME. 640mg/m? @ fEEHm)

BDHENFDEREHD(E

R0

CRDHE5NTZ. FFEROTBEPLEICE DT

BEER(FFTRHESNEN D72, DLT (Dose-Limiting Toxicity) #RE=2H#iEd (Day 1~Day 7)ICWLWIFNDREEI(C
BVWTEDLTOHEIRIRHSNT . 7F 1)Ly I ReDR SO g R AHE(3640mg/m2E LTz,

<BHE>HESMR [BIREHEIRE]
Z(F160K0°320mg/m?TlFFRHS5NT . 640mg/m?TIF3FIF 1 FIICERO SNz /BT NO—)LIF

160mg/m? ¢ 3#d1341. 3208 0640mg/m? TldFZzNnzn 36| 281IC5RsH 5N,
160mg/m2(34l) 320mg/m?2(34%l) 640mg/m?2(3%1)*
RRISGHR R o o B
PR o ol o
SD 361 215 141
TEEE(CR) 0/3%4) 0/3%) 1/3%)
2= (CR+PR) 0/34% 0/3%) 1/3%)
w22 >hO—)LE(CR+PR+SD) 3/34) 2/3%1 2/3%1

modified RECIST ver.1.1 ([CED<KPRHEFE(CL D5, TreatedEEM
¥ 640mg/m?M 1 BlIFATEE R DERIREZ T SIS T Uz,
CR:ZE2EM. PR BHEM. SD: LE

modified RECIST ver. 1.1(CHIFBDREDHIGEIGRECIST ver.1.1(ERL THY)  AEEEBITEE Ch D EN S NZHIRE DE
RITECOAEENBAREINIZ.RECIST ver. 1.1 Hh5DEER(FLI OB Th o
[modified RECIST ver.1.1]
BECBBEUCREZIZNRE . KB CERUEH SRR Z IFZNREE T D,
SBECBEUERZ IS TEINREE LU GEIRT DI EEURECIST ver. 1.1 DIZHRZE DEXE (EHREE LU OEIRT 2REH(E
1S 7= BA2RED DE A RASKRE ZHRZEDASSE) /I VELADORZE TRE10mmBLE U /SEOEET15mm
PLE) (@@EALEW.
- B R OIEB R R IEZNRE (FEE GBEUICRZE)  JHMENRE (I8E CHELEN 210/ E) NUFRZDEROFHE
[CEDEHBENICHTEY .
- ERE DIEE)\IREAEE CEBEUCREDIESEE/\IRET D,

W5Tat8/Y—b (3061) DR

<EFEES>
640mg/m2(30%)
FH5 % E38]EE 30-80f%
1) = ag00%
poyid 6(20.0%)
AiE TRINFEER 183%)
TETN ] 207%)
BA . 24800%)
F DA 4(13.3%)
ARER m? thIRiE (EBEH) 1.80(1.45-2.33)
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640mg/m2(30%)

ECOG PS O 8(26.79%) oo
S S 17067%)

2 5(16.7%)
AE AR L B 30000%)
B R 16(533%)
B F 7(233%)

47848 4(13.3%)

Treated%MH

¥ BTEARSETIEESN TORVABZZT BHOANENEHT T —(CHIRENTVSIZH. 2AET100%ZBZ TS

<EFBEOHIIIE>
H1ILE 640mg/m2(304%l)

v nmeer% oo
A B 7(233%)
B N 8(26.7%)

A1) 4(13.3%)

B 2917
Treated£M

<z2H>[FEFHHER]

BEZERIFIE3041(100%) ([CEROOSNTZ. BELBHEERIF1341(43.3%) (FEX3H EH LM 2615F) (C585H
SNz RTICESIZBEERIE3F (BFELM 27 7)L] BRE I (357 7)L] Bk [4 51 7)L1HEE16)
FHSNIZHA . WITNEBEREBEERERLUEHIISNI E8BDPIEICESILBEER(ESH (BB 1+
A KBERN 727V MP T L7 F AN R 7))L 8RB 31 7L FEEZE 31 7)L]IIC
Z161) sBH5NT=. BIFERIF 2561 (83.3%) ICERH SN FHBIER (FEEEFEE. B F KRN Ol NESE 54
(16.7%) KM FHE. #2775 ORIRER N OERRBES 46 (13.3%) EF Th ol

<Bz4E> niEER [EREHEIER]

SEEEME(E13.3%(4/3041) =530 (F43.3%(13/3041) w2 3> hO—)LZFK(F80.0% (24/3041) T-o
7o

640mg/m2(30%)
BRERMEOMR R 4(13.3%)
PR 9(300%
S 1nGerss
L O Se.7%)
S EE 1( 3.3%)
SEEERE(CR) 4(13.3%)
Z33R (CR+PR) 13(43.3%)
fREA > NO—)LER (CR+PR+SD) 24(80.0%)

modified RECIST ver.1.1(CED<RRHEICLD5HI. TreatedEH

CR : 5E2%.PR : BHZEM.SD : KE.PD : fWEET

S4EFHAR (OS) [BlREHEmIEE]

OSHOHRIE(FI.3018 (95%CI 5.16-16.92) Tholz. 6nBEFRIZ63.3%(19/3061) . 128 BEFRZE
46.7%(14/3061) . 181 BEFZE(F20.0% (6/304l) Thro7z.

HIEEAFHAR (PFS) [BIREHEIEE]

PFSOHREIES.16:1H (95% ClI 2.10-5.52) Thoic*s
X 1 AR Ol BN BRRE SR B HIRE DR BEPDARDSNEBELL,




5.2. EAEI1H:5R (RM-1929-102515%)

HBRT1>

B—fEsR . IFEREER

=[]

YIBRA R BPBRE OB ANRER R LRBEREICH T 7FvILy I R AV ERGERORE M. FEY)
. FROVeEIM. RERIEDIREY

POE

UBRABER BT D BANREE R Y L ERE | 34|
(THFVIY TR RS U2 BE AR ITTEF RO ZEMEITIRELUL)

FRRIREAE

(1) 1l EHRECE. 72 F T EBIC LD EEEDEDBER LA TR ENEEDRIRE A RO B S E
HYHIBT L 7= BRBEELE C. R LS ChdDENRBRIICHESE SN TV S,

) T ZF FEBENC LB EDFERANER. FFHRINB VBB EN R U IR 52 RS B8
ISR U BRI SF T RBIC L2 B LB EE S (T TS,

(3);BERBHEEMDHIRTIC KL TREINZ RN 4H BB TH Do

(4)EH 18U LEDBEL . L BEDHES HIRPFZ IR P THOTIBST (RA P THo>TERT—

TUTHh SRR 5% 2 BRERAEPIETREEN HDIEE(LER)  ERNI R R B T AT

BHICRTIB AR TERE IR ASNTVBRILEBHFRRO] . FERET S E . FENBT
AT L] EFETEREES UL (3RS TH DI EENBET Do AT — 227 H5E SEREREEIZ 5% 61 AR

BT T B0 BRIF D EZNRIERE<1 20 EBRABRWREEERSIND BEBEDRSIE. Y

D=2 HhEBEBERS%6HBHE. ER2NICHFS TR A Thd B/ 7 ARV SH . ETER

BE TR TIF SR,

ECOG PSH0~2T& 3o

EEE(CELT D,

ERRFNBLE

SRAIABELAIEZEE. BRI TES  FIRERE A Z 2T EE,

FEEAKIME FBEIREG L) (DB BEE e U BIERLIE T 272 ICIME(CERTER . AT NEB

FI[INEIEEREIT O TV BIHEGZRR<,

(4)BEREEAUIZCTAFv> (CTARNBEYAIBS I AR Z I AZERAUIZMR) (LS W TERE A BAEEICKR
RENBV FZFBBABARNI CAENREEERE.,

(5) EEBE DB MU BN EH TCHRNGAGEE R TR\ EE,

(6) FF#RERES . I D BALP (BFiEERZR) . AST  E/(FALTHA IERE LRD3fE% LBV A D#ELE A
2mg/dlz Fo2EE,

(7)BiEEICREEEI2RE (MEIL7F —>H2mg/dle LO3).

(8) I NO—IARDOHFERZE I 2FE,

(9)8BEKSDRABBLUNICSRVEICEE T 2 FRSNAREMRE AR FiT. NIRRIREDR EDIRE
FlPBEENEET HEE,

(10)/BBEMEBESDEMEETT DRTN B FIZ(FETF TIBVESE,

(11)/8BIBH RO YIMICE D= RENBRER SCRBEREHIMSNBASH DIRRICZE T 2HBE

(5)
(6)
§1 ;t‘yffr:/77“(:$(9‘7;“%>§j(7§;infusion reaction(Grade 3L b)) DEIEFE%EE I 2EE,
2
(3)

ik

THF I YT X2640mg/m¥& 2B L LA TrEEREL (Day 1) RS THI24658%(C (Day 2)L—1H>
ZTA%%L\T/SrU)*EE’]Cjérx(LD RS (REMWRZ © 50J/cm?GREMRZE - 100J/cm) 9%
BEZIHT1 U ERELI,

FEEHEIEE

2%

BIREHEIRE

BEYENRE SO 771 )L EHERERORE I O—)LRICE D<IESE R (modified RECIST ver.1.1%,
ChoiE#NUPERCISTICE DEEHMM) . eZ R4 it (ADA) &

]

FELMESEREmodified RECIST ver. 1. 1ICE DWW CEHIL.

% @ modified RECIST ver.1.1(CDWT(E.P.49S &

51




<BESR>

REWRITHRED : 361
i i CPRBED) ] 65.0010.82) o
#0E 50-70ft
il OSEEARE 1333%) e
65m L 2(66.7%)
1R e 0
it 3(100%)
ARER m’ CPREED) 1A3701115)
cPSR{E (#E(E) 1.480(1.31-1.52)
ECOG PS O 20O0TK)
i W 1333%)
2 0
BRFEEBL B 133.3%)
PORBE 1333%)
Z0ftt(HHE) 1(33.3%)

<zz4>[EEHFHEIER]

BESEREFE361(100%) ([C17458H5N. CDDOE1 3 (FEEEBEEDEEN HDEHIRTSN . BIFER (38
FIERATAERE 3% (100%) « BAED T8 . EASMUTIE. B TIE. SR ME LR - P LIRSV R TT5—
TN O EERES161(33.3%) Cholt. BELRBEER . AT NOBEPIICESEHEERIFERD
Snth o=, DLTEERIRID (Day 1~Day 7) (CDLTORBEERHSNEH S,

<EHE> MESHR [EREFHEIER]
3B 2BICEBDZ3 (PR) 1 BIICHREMEST (PD) A SRH S NIz TR IR I hO—)LEFES(Z3BIH24I(C
SRH5NTZ.

ITTEEE - 36l

REHREGUR cRo opy
PR 260
B O o

PD 14

SERZRE (CR) 0/3%l

Z3)3 (CR+PR) 2/3%1

fmE: 0> NO— )L (CR+PR+SD) 2/36

modified RECIST ver.1.11CED<hRHEIC K Z5HE
CR : SE2Z.PR : BHZEI.SD : RE.PD : REHEST

5.3. BREISRICEHONT-FEEER (2FTORIREEIFIL L)

5.3.1. BASE]/TatE R U EREHEHBROHSER

BAE]/TaBHBR N OEASHERRO T2 HEITIREROHGENT TIE. 24141 (100%) THEERN
BHoNTC. REDFREBEENAFIL L DEEERERITRT -

Grade 3 EDOBEEBRIL26/4161(63.4%) (CHIRLUC. F2Grade 3L EDBEERIGEABMIZERESHI
(12.2%) . OFFEAEARI(9.8%) BB LI EERENOBIME 36 (7.3%) FThor.

BEELTASERIN 7 RN UEB LS 36F) JeBERDOPIEICE /A EBR(E5A (FBH T M. B1iR
B, Mep7 L7 F = 80 RAEERR. FE2 S 16l) TERHENIZ,
RICSEENS30HLNISSECICE/ZAETERII3AF (7.3%) [CRESN (EHB L M. AR kS 161) .
WINLBEEEEDEER LTSNz,

BIER(E416/ch3641(87.8%) ICERHOSNT. EREIER (LEREAIEROMI (22.0%) EREFE7 6
(17.1%) JEHFROTE FESE6HI(14.6%) GERBMIFRE. DN, 578 A5, DRRER L UEER

EE561(12.2%) Thol-o




ABI EICHIRUI-BEER(BNEV/ MaBH BN U EREREHROHSERZ 2 AR TR EH)])

HAGREDEEGLEHIMTSNICAS SR 2SO

$1/Ia18 $1/Iatg -
($£148/3—H] [%£at8/Y—H] (B 2(F
SBERIASE CRE) CRE)
BAGE 160mg/m? | 320mg/m? | 640mg/m? | 640mg/m? | 640mg/m? N=41%
N=3 = N=3 | N=3 N=30 N=3 .

n(%) n(%) n (%) n (%) n(%) n(%)
2TOREREESER 3(100) 3(100) 3(1000 | 30(100) | 3(100) | 41(100)
L EARERUESHE | 2e67) 30100 3(100) | 26(86.7) | 3(100) | 36(87.8)
75 1(33.3) 0 1333) | 10(33.3) 0 12(29.3)
BRI 0 1333) | 2667 | 3(10.0 3(100) 9(22.0)
EETE 0 1(33.3) 0 5(16.7) 1333) | 707.1)
S e 0 0 0 6(20.0) 0 6(14.6)
ERSITE 0 0 2(66.7) 2(6.7) 1333) | 5012.2)
EE 0 0 1333) | 4(13.3) 0 5(12.2)
SR 0 1(33.3) 1333) | 3(10.0) 0 5(12.2)
e 1(33.3) 0 0 4(13.3) 0 5(12.2)
R 0 0 0 3(10.0) 1(33.3) 4(9.8)
BEEE 3(100) 2(667) | 1(333) | 20(667) | 1(333) | 27(65.9)
R 1(33.3) 1(33.3) 0 7(23.3) 0 9(22.0)
& 1(33.3) 1(33.3) 0 6(20.0) 0 8(19.5)
CIREFIS 1(33.3) 1(33.3) 0 4(13.3) 0 6(14.6)
=7 1(33.3) 0 0 4(13.3) 0 5(12.2)
FFIRES. SRS 3(100) = 2(667) | 2(667) | 16(53.3) 0 22(53.7)
B 0 2(66.7) 1333) | 4(133) 0 7(17.1)
OFIRER 3(100) 0 0 4(13.3) 0 6(14.6)
RERUR TEGEE 0 3(100) 0 18(60.00 | 1(33.3) | 22(53.7)
1158 0 1(33.3) 0 6(20.0) 0 7(17.1)
55 0 0 0 5(16.7) 0 5(12.2)
R RU S ERE 0 1(333) = 1(333) | 14(46.7) 0 16(39.0)

R 0 0 0 4(13.3) 0 4(9.8)
RERURRES 2(66.7) 0 1333) | 11(36.7) 0 14(34.1)
Bk 1(33.3) 0 0 5(16.7) 0 6(14.6)

Y72 AT 1(33.3) 0 0 3(10.0) 0 4(9.8)
ERARIRE 1333) | 1(33.3) 0 7(233) | 2(667) | 11(26.8)
B 0 1(33.3) 0 4(13.3) 0 5(12.2)
M 3(100) 1(33.3) 0 6(20.0) 0 10(24.4)

EmE 1(33.3) 1(33.3) 0 2(6.7) 0 4(9.8)
HERRRUESEGEE | 1(33.3) 0 0 8(26.7) 0 9(22.0)

B 1333) 0 0 3(10.0) 0 4(9.8)
R AR 0 1333) | 1(333) | 7(23.3) 0 9(22.0)
EEER 0 1(33.3) 0 4(13.3) 0 5(12.2)

EEm 0 0 1333) | 3(10.0) 0 4(9.8)
MERO) > NHEE 0 0 0 7(233) | 1(333) | 8(19.5)
&m 0 0 0 5(16.7) 1333) | 6(14.6)
BRUREES 0 1333)  1(333) | 4(133) 0 6(14.6)

e 0 1(33.3) 0 3(10.0) 0 4(9.8)

MedDRA ver.21.0

BB/ TatBRERD 1 FIAEIE/ S—k (160mg/m?) RUEETatl/ S— NI E RSN AR (24F) TR 1Bl U THTSNZ /ot 2 A DFEFEIF41

Bl




6. Q&A

Q.1 BEFARN.AICHHIROTEEL LT EICL T3 AFUESD RO SR TR —EHE . BT {75 X
SBT3 | EDEENHIFTH . EANGEBITHR OB RZNUZ DIRIEHZ TIZEL,

Al KEIDEBRD TH2EYF I TR SUEHIILOR-BERENDFECETHHERICHL

TORENUBERCORREED LENRESNTHY . FI-EEEEE T 2EENUHREE
BOSERASNTVECEN S BBIEANDABREDT E%Z T 5120 AE/L—H KR IC L BB
B —EHEE BB ZITORDIEE T D EEHZELF U,
AOBEHE TR OBFHABCL CUHRTAER M REBDAEER T HoM <671 EEZE
ZEUTLESV o BB BHERRIC DL TRCREBREERF (FDA) DA > (*Oncology
Pharmaceuticals: Reproductive Toxicity Testing and Labeling Recommendations”) &
SZECEHLUTVWET OXERIDHREI+617) o

Q.2 7HF vy I A RRP R VIR SPICER THERT SRS SEADN—-ZHLUTEINWTLEDID,
A2 BEIFHICARTE CTH D1 ARO N O SPEBICREERE/N\ Y 7 BN /N —THEL T
S0V BRBENNERIBE S (E—FNICHN—ENT CENTRETIT A AN IRDRE S
N=ZTTICRLTLIZE L,

Q.3 7HFYIYITAHEEDRBICINNAAF I A—I—%FERALTELVTLEDD,

A3 HRERZHEYE DR S/ AFF I A—I—EDK T AT RIEE T HIRE R ER S = RISE#RT
HICEBUIZBE  EREBALKBEEDRIENELDCENBNET . AFR SRR S % L —
HFHBREIC/ I AT F A=Y —EFRATDHE (2B S ST FEZ  BUIEIC 265~ L Lt
(FTEBLULBEVEDICTEFEZLIES L,

Q.4 7HYILYI X85 TLER/NNY VW DOLSERTEXETH?
A4 BRERELER Tl AFIR 5% (Day 1) A5/ IV ROTLEDFERANFEINTWELZ. /2720,
NV TLEDEI B EERET DR FENBEDBENEVWRAZFEALLEVELD
(CBESANUNERVDOISRIEICHITIBEIZE W,

Q.5 7HF¥ILY I XL BBEER RV OHD SN FITFCETEEEEN TTEETI D
A5 AEIRE® 1 HARBR PLER/EVES (VRTZ LOB 2Ty H LM LIZEE) Z8k
S NRFMLSOICERESEIHIEZ ISV,
K2OARNLEBEN NEGIZS (E FMEDBOIEADEEZ R T TSV REBLIICHLTE
BHICEOTWDTTREMEN B DD ARV RS NDOX A BIERBCHIZ5BVED(IFIL
P =Y TEOTLIES WV Fo. 2 TORBE SRS ABANYR ST DK BEUITHREN R
HERBALA DA HIZSB VL DREL TIIZE U,

Q.6 7H¥ VIV I RICKBBEEISERN DEGRERHVET D
A6 AENIRS®1HARBIR PTLER/BVEE (VRTZ LOE N2 T1v i H LM LIZEE) 6k
& BB PERHEERNRREHIEALIZSV o AFIR 5 & 20 BE(E 58UV N E AT SRR
BEZEEZTIEEV BV ZER T BRMREZ FEL TV S5 G H5H UHTIEEICHE
FTRDEOBESANVZDIRIEICHIEALIZE W,

Q.7 ERBERERATEEITH.
A7 AR5 % ALBREIREBDIEFHKT BEREHFE (RIMRE—T — FRIHRAN—T. 27 D%) DfEA
(FEHFTVWIELEDBESAR UM STV D CKRIEICHIBELIZS WV RBOKZEFK UGV E

BHREFIERAVEEITET,
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HFTvIV)AM

SBEDENMICH/zH>TE EHOAFDEF RN BioBlade®L—> 2T ADBEF RN MU BURGAEZEES
R0 L ABBEOEEAEYEHIRTSNDEREIC DN TEREL TIES L,

C: AEIRSO@ES M E CHEeR<ESE W,
O FEORSEEREG>THIET,
[ AEOBRSTSICOVWTHIIL BEICIRSLTIES W,

are | DUBTELEIENH- F A DBV BRF OBT RLET
R | ErERoREsE TR <,
S p— - ARSI > 77— AN B ERT

[{EZ AR ASF ORENGEEOREERE  JGEEN ]

{EZ SR BAT DIRERR

LRI EE L L DIRENGBEN T

SAREDIT-C D55 Ogv |Ownz | EABalE. cnoDAREEEL TS
EGRISH B LY
(23 EEREANTE]
DAY X LB BLAED - ) FERTY, fthDBEE 15
. P— AFIDRSBRRCT . MOBREREI<
L DEBEAN vvx OBV | el (e S S EEREn.
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R OENER O BREE T EBLT
S B B S RELIL.
R A SRR ZEV(FESHEN - (D58 N
IS NDRERAD Ounz  |ORY | EEEIASSDNDCENGIET),
e Aok BB BB DK BOBEP
SEER L. 5 MO EROERE T
(ST TLIEE W,
AFOENEROBREETACEBLE
ET, AR R B AR S EREIC U
- <REEO(L— PRI DT L
EEECEREAOESRBEY | s | Oun | BB RROBEYIEENHEHNEE
BHSNB D 3]
AFC & B AR A BEDRAED B OB
7L B RSO ERDERE TS T>T
=
(BEOEEEET HEECT BEE]
SR L LT3, AAIRE PR
AT B Ouvx OBV | ORSET A EHEE Bl eREET
SESTIEEE D,
SR/ HEIRL LV S IR DB SR
3 bE LDRBIARERE LDoE
= = SNBDBZEICDHE TLIEEL,
i Cubz THEY s 20y S v T MO SRR (Y
IV ICHVT, FERO RIS OFIRIEE
OLRPBEINTNET
BALBUCEE R ESL (b oo
Sl = = ABITICEATET—I(EH NN
i Hond BN Gt T S B, ARISETT
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