EHEEEIR 0812F 1 5
4 fn 8 £ 8 H 12 H

BREE |EEEES D) BB

EHTBHEEERRERBESFEEERE
U Fl A S )

~

AT HT )Y LT OREERHEET A T A 1o T

REPMEE R & WEOREAR S 2016 (R 28 46 A 2 HERERE) 2BV
T, BEFMERLEOFERORBICHEELZXD Z ENEVIAETNZZ L 2%
T, EHNEAERSRN 2 BICNIE R B RS 5 72 D (i i At A
A RITAL U EERTAZEELE LT,

S, ATHET UV (BGEL T a AT AT UE) ITOWT, RIBUIRK
WM RIE OIS & R bR VWEIER I L TERT 2 BEOEESFHEE R
WOLEBY EFERHEETA RTA L ELTRDVELDELZDT, ZOFEH
24725 TUE AHA RT A 2OV THEESIND L) &EENOEREE KO
T 2B mEBEVCLET,



RIS

REEREETA RF7 1 v
RZHT ) VT
(BR5E4 : T AT 4 v 9E)
~IRIBYIER K OME P U BRI DTS & 70 B 72 W BB ~

S 84E 8 H
JEAE S8



TR ettt ettt ettt ettt ettt ettt ns 1
Lo T D DI ettt ettt ettt ettt ettt ettt tens 2
2. ARER DB, VEFEIT oo 3
IR 7 N 1 OSSOSO 4
B THBFEIT UV T ettt 10
S ARG X G L 72 D FBTE oo 12
6. BEEATER U TR T R E TTH et 13



1. [XITHIZ

FEEIRERL O E - REVEOEMO T2 DIIE, IR SCEEIC IS 2l E e
WROOND, S BT, IEORERTF O L0 BHa 28 ERRF 2 R4 54 E
BEREPEGRIN LT, T OFAERBRSER L2 BN ER B IR Z &0
BEXORE &L 72 o> T Y | RIFMBOEE & S0 EEARTT#2016 (k2846 A2 H B E)
[ZBWT b HEEER NSO H O 2 X5 = L L SN Tn5,

BORERB T 2 R AR R R T, SEEREROR RN T 1 7 7 A VR D S,
HLEROMNCRRLZEND D, 0D, AINERNZRMEICET D ERD 0 EHT
LECOM, YixiHAERERMOBEZR 2T 5 2 NI 2 BE Tk LTl
T5HEEBIC, BIERNRBILLZBRICHERXINE & D 2 ENAIRER —EO B Z -3
PSRRI CREH 35 2 N EETH D,

L7ci3o> T, BAA T A Tk, BB 2N E TITE LN TV D EFIEER - B
PR RMNCIES & LUT O AR R R o fi 7 A & HEE T D LS S B e B
EZ TR ORBEFEERT, KA BT A IZENSCOMH EES ORE O M AICIES
x| MELERYEETTO,

I, RITA RTA AT, MSIATEBOE NESE R ERESR A, ASHENEN B ARER
RIS o, — At FEN B AR Y, FrEdE e FNEENE N A AR RIE Y, —HeftH
BN ARG RIS YS, —BAENEN B AR LSRN P2 O o b EERR LT,

MRERDFEERENE . Tu A T4 v E (A ROAETR ATET /YL T)

KL DM, BRI © ARTE YR M OB E BRI IR OIS & 7 & 7o W EE

HEERDHEROBEUIHA A B & OBFRICBN T, @%, BAZIEIESHZY 1mL (13102 vp) Z4%
ROAMFRTEH3E, LHECERRE T CREENKE T2, BEORE S - K
Lo TIRHZY2mL 2X102%vp) FTHEETHZENTED,

Bk R ¥ E A AN, F Ty~ HRASH




2.

A DR, EREF

TORATA VR (EOLFR AT 2T Y LT LR, TR End) 1E, ok
Fra AT —BlrGEERESE (LLF, ThTERT) &\ D) #sT7 1T —& —iil#H
T CEIABEG - X OEIBEE 1 Z R ICHEBLT 2 X 5 IZEIE S S A7 s 1
ATT ) IANAE TR e T HHAEERGEHLTH L, MIENICRE SRR D
hTERT % @ 8 B9~ 2 IS L3~ 5 & | AREICHES S 7z o A v A B b R 1
FERhTERTEE -7 0 — & — il FCRILL, REPEENTHM T2 Z 212k ->T
ETE ARG 2 i L. PUBS RV R 2 "3 Z LI S D,



3. ERPRERER
3.1 EWE 1 M5ER (TL040015KER)

FEAERNIRIR DS & 72 & 70 WA T BB B 2 3P RIS, RS & OPFRIRFO ARG 0%
EYEEARETT 5 2 2 AN E Lo EMmIERTIGERDS, [EN2MisE CHEMi S vz, T7ris
R BRAMEHEX, 1D EBY THoT-,

1 EREIR - R LR

o FIEBUSREOERN 207, EO0REAR D B,

o JRRSHAIESELASHARAY U THIERIC L 0 B L 2 SR, 7o L. SEEAEE
B,

o EBT. WESE, BEFI T UL AN G AR CRIEYR AR B ARG O JRFTEA NS Al RE e
BE, el REOBEGIIFHEEL T TR, BRRICHLEERARRET 5,

o R—ZF A LEEDOPSH 0~2DHEE,

o ARYEIBRAEZIT D 2 & SINEEUTES LB,

o FEUERRLFHURRIEEZ ST 5 2 L S EEEUTIES LB,

o I CIREAET AEENA (RIRFEEEN A K OEFEIRASELN O REFEEENA)
FHLTCWSHEAE, 127170, Bl Sh D EENE R O EREIZEBERICE DR,

o REF oI BA v MNRERISORFEND D BE,

o KIBIRAITHT B SRR IR OTRIEIE N & 5 B,

ERALTE

BRoN AL

ARRBRIT, A7V —=r7#M (REo1E &G ARTO208 /) | BRI (R0l
BIH#5%43 ) KOZEMEBIEMIN GREBIRE T%84HH) 2ok s,

A O RER OHESOIE A FEX, AHERETIZES 729 K1 X 10" vp, & &R
TIE1AI 572 0 AREh1X 102 vpZDay 1. Day 18% U\Day 32D FH3 RSN 535 Z & & &
72V AR IE, Day 42 DIEFEIIRIR T (Day43) £ T, 2.0Gy/H., @5, s
PEEIC L Eii Sz GRIREHRE : 60 Gy) .

Bhk SN 6B RENIARS NG S, BEVEROAMEMIT <5 & Shi-, KRBT
I EHIFRFEEOBBUIFE O Do 7oz, R EIZ X102 vp XUTZENLL Lo &L
Ez b,

BEMEIZOWT, AEFRIT6HH] (100%, KA ERE3/AE, mHER335) IZRD b,
BEEHNZRD LA EFRIT, RBES/66) (83.3%. (KA ERE236], & HER3AH) . U
VNEREE DS /61 (83.3%., AR EHE3/AM], mHERE2/361) | AER2/66H (33.3%. KH
B30, m A ER/6H]) | RERD (33.3%., EAER136]. SHER36) THY .
FD DB, FES/6H], VU 2 EREGES/6 NI TS AR & OREBHRN G E SR o
7. Grade 3L EOHEEFGRIT, 466 (66.6%., HEREIAH], M HERE/3H) 12580 i,
U BB 4166 (66.6%., AKX EEE3/AE], S HE2SEEL36]) . AKF R Y U AMSEL6
Bl (16.7%. (K ERE1/36], & HERF]) | BEbtEw /66 (16.7%. (KM EREL/3E], & H &

DI, BB IEERAK X AL UTTRBRELEMIC L R OIBEEET D L SR AN S 1o
ERINT LI LS, B, BRENIFEIIRLLELHETERVWEGA . REOFEIRE 2% B O
BILRVFEHT B LEARRE Lz, BHOWEICEREINEZSAICBONTH, 1ESY O E&IT, K
FEBRETIZIXI10Y vp, SAERTIXIX102vpA BRI & & ENnT,

4



FOB)) THO., 2D HbH, U N EREIRD TN TAN & ORBBRDGE SN ho Tz,
FELAEFSIL, MHEF ORI BB 28O bit, Kb & OREBERITEE S
Nic, HTCILE ST AEFGRORMOELGHIE, FW UIEICE - 7oA EFEFGILRE D
Y ANV Y

HHMEIZDONWT, RE O 5B 18 £ TOIRBEXIZRIFE ORI R, 522288
(LLF. TCRJ & 9) 23a/661 (66.7%. MK EREBE], & HERE36) 12380 biv,
AR OGP AT 1818 £ T OB OIRFENFHE DT DA T A > verl.11ZHS<
B BRAEIEIT. CRA 2661 (33.3%., {KHERE136], mHER136]) . o8 (LT,
[PR) &) A6l (16.7%. EAERE1/36]) K Fnon-CR/mon-PD7233/661 (50.0%, &
&30, sHER236) Tholo,

32 ENE T#ER (OBP101JPELER)
RIEYIBR K QML S RRRRIE OIS & 72 D 22V R T T B e (BRI (LR,
lcStage EVv9H) /M) AXGUT, BUERBVEIE & OPFHREO A OF 2k Kk OV 2t %
BEtd 2 2 L2 BN E LI I ks (HEDEFIE : 37612 ) 23, EWNI17Hi% THK
fitt S 7z,
TR - FRAMLHEIL, K20 LB ThoT,

P FFIAMREE T D P I EIC K DA OB 5B 2418 £ TOL-CRED HIFFE 4 52% & ]E L, BE
302%ICXF 9 D IRFMRE 2 FhE T 5 T, AEAKEFAIS%O T, HH1%280%E T 5 72 DI LB EFIEK &
L C. cStagell T21f1, cStagell C14f (F+3561) EE%E L7z,
5



#£2 ERBIR - BREE
o FEBREROEMIHE0m EOBE,
o BEFBEEONESETAERICL > CGESFNICRER (RTEEEE, IBES C2hanTs
D, JRPTEARTRERIRE 2 AT 5B,
o EERAE (FRE, SEBENEEE, FEME) oFLBEREENICTFET S, 2120, HE
OFLPNEEBTEAHE LR cmD T 4 X0 LILPNCEET 258 13 6@ & Lz,

BREE| s, 2RERDA,
o SHMIEECTIC CERIRZ D22\, UICC-TNMEESIRIZF 1 5 R LR FEDCTINS, ¢T2-3N0-23
IZEEDCTINT, cT2-3N0-1TH 5,
o NR—RF A LHEOPSHO~2,
o IRIAUIBRE OMLZISHRRIE ORI R & 72 B2V BRE,
o IEEMETIREEZET AEENA (RREEES AR RGOS R—2 T 1 295 3FELN
ORBFHEENA) ZHL TS, L, PRICEELRWEHIBI S D BN, TR5HE
F\%ﬁr FEREHE K ORI 2 B S22 WAL L, TEEEOEENAICE DR, £,
A U ST, SEMHAETERN5%LL_EF Y OFREF 025 AT OB b IEEME O BE RS

Auﬁwﬁbu

o EIEBITKT 2LFRIEOIRFERER & L BE,

o SETF = v IIRA Y MNAERIORRENH S BAE,

o SEIR, BOEL R ON EREERASIC KT D U REIEOIREIER H 0 | PR B ARER O R & &
B L8E,

*1: OF®% (g (5] ) o-TH., O#E () :o-1H#, OEBE (IR :o0-1#, @E Gk
REMERLEE, FEREMNEEE) o). OFE (RIEMEILEE. R/ ISR, Pagethi) : 0-TAH], ©
TR CGENBRE., fREE) o IT#. Onrschps () @ 1-08., @7 =%E (RFELK
FE) 01, OFURIE (FLEERE. JERE) - I-I0H, OBMME QRETHRE, ﬁé%ﬁﬁ@ﬁ):l
B, ZOMKERBREAEE SR, SRS, FRAE L CUICC-TNMEESRRIZ K

ARERIT, A7V —= 7l (KEOIRIE#&ESGH (R—X742) mio21HME) . 7F
I ORS O 1m B & 5#%248 M) K OSBRI RS 1R] B 52485 525187 H [
#%ET) Lok ENT,

AR O FIE R O &SI A AL, ESEEE NSRS T ClE & 72D 1 X102 vp/mL, 1
~2 mLOA G FI2E RS (Day 1. Day 18} (Day 32) Tat3mEBENKE L3252 L & X
Niz, RihOEEORKREGFRRIIEZORKE SROHIC L > TRET LI L anY | K
DI FT 720 OFHHEEIF02 mLE BHLZ L L, BEAERD =R —SnD L5

I Mg AEEIC R LT R A RS T OISR SRR i, B ST 2 R OSHRBE AL L
BENMZONDHEMEZZE LT, 1SV mLFES EREINTZ, TO%, YEHETOARESHER
INT®ZITIE, VA AOREBREBIEHOREZ AT HBECLHORRRELZEATE S LHIC
FYE ORI L > TR Z1~2 mLOM TR L Sz, BAIO3FICHE VT, 1B HB5IEEN ] mL
PBZH5E. 1B EOBREOIRBEERGE%SH B E COMHLEELMERL, 2618 (PEFEERED
mLEBZHREEZTL8BE) ORSEBEBTIZEEENT, B, THEZESEN MR I D E T, 1
BB GROBEEREL, 2B BLUBEORGIFIEET 2 Z LiIXTEhnz L ahl,

6



SHFLL R GT 528 L&y . BOHBRIEY 13, Day 40 HIREMIFA T (Day 43)
F T, 2.0Gy/H, WS, FbHRERMEEIC X0 L Sz (RIBEHERE : 60 Gy) |

Gk S I 3T RN A G S, BREVERITRER & Sz, 5 b, Afho2mE
H iz G R & 72 0 ¥ 5-BREAHE O IR R 2 52 (T 72 7> o T2 161 2 Bk < 36451 25 e K O i
Brxt e (LLF. TFAS) WD) & S, AT RAERM & X/,
LRMEFENT R RER D370 D 5 b KE OGB4 %248 £ CTloH Ik L 72 EFNIZ 114
(RBRE Y Rl O 234451, JREEIT 234051, RIEREI 26, SECHR16]) CThotz, K
i O BRAAE£18 7 A £ Tl ak L7 ERNT2961 GRBRAE Y XAl O]k 236/, FiBatEl T8
13651, [RIERE 23200, SB35, BERE O RREN 26, ZOMAa1p]) Thot, BA
PEREAT R REE O37THI OB O Jofl [#aPH]  (A) 13264 [17,558] Th o7z,
AEEIZHOWT, AR O FEFEME I, hIREEIC L HL-CRE & Sl JRpres
=% (LT, TL-CRJ &\ 9) HIEE G ICHEIC X D WA R O B G RIL.
TNREBEIC K D RS ORI AHERHE ) (BRI OB BB 1R, SR RN
#t; 2015.p68-69) (ZHS & RIDIEZ HWCHIE I,

®3 WHSHC L D RBEROBRIHIHEEE

L-CR
REFEEHREICF L, LTO (1) ~ @) OFfRETXTHT 56,

(1) FEBERZ A R 3 2 NHREERT AT X THHA L TV D™,

(2)  IBIERANCREESTETE L QOO S O NRETARZ TR EAITE RO 2,

(3) WHESREIZ T, 2EEIEERETHD,

4) IEEMERERZRET 2AHRET R CEEAROD AMZEL, BE) 83720,
L-CRD 5 &, 4ALL EORME CERR2ELL EOL-CRWE SN 7841213, confirmed L-CRE L7,
R, B 1) . 3) . @) OFiREMIZTLOO, NESAERDERS 2o 727obic, Q) &Sk
VEBINZDWC, RS JLH]E 25 B2 TldClinical L-CR & HE T 5,
RBFiES AT, TL-RRJ &£\19)
FRBZEEFN TRV (L-CROEZEZM - SR\ 25, JBFATE T 2 LEEENERICED L, AR
FRICE ST, WEOBEREEE LTI IS/ L T AEAICNREENICFEIEHRR & T U, AR R
DR, IRIRBTOBEREE ST (Tla, Tib) OBAIE. EEEN 90 %Ll LK/ L TV D BEICNREER
IR FEHRR & HE,
L-non CR/non PD
RN ER2ELHTIER (L-CROEREW - S 720, OB LR L Ty (BRTET (LT,
[L-PDJ LW H) OEFREZWZI72V) e, BEBEIROGEMNEIRICE IS NREIC L 2FREEPRO
FHRHEIRECTH D70, EL LR, 2720, ARSEEGFRHEZERIC L2 HEIZS>WNTE, &
TERE B OB 12U H3 % . L-RROME I X v $HE LT,
L-PD
TRRBRLART, & 2 WAL TR S 7o i ROFT R & R LT, JEER S MITHR L TV D 5HE,

VBEEAE, RO GRHIOIGE 2 ET 5 L IRREEE TR HERIC L 0 Il SR 2RI
&, BRIE—OHREICK L TREZTOLET RN E LS, 220, Uy Gl R~
OFGIIRAT & &, 1EIEEEL%, T X TOMBENEEA L UIBIE TX R WGEIE, /il & FED
EALIC A 72 < EB5HFT BHImL) OFE5E24TH L& & &hiz,

Y REEH, FRELEBY L EE S TRRBNE 2 S TR L RE SR, Aok, FRIE LT TR
TRV, BEORFREIZLY THREZIT) 2 AR EHBSNIGETITIToThb e &h
776

7



SUTNEZF ORI S RIEPAEPHE L TV LBA,

1 M RED & 25 O b AV L, BIEMRASITI Sl Chile MERSEE L2 ST) 13, [EET
{“W%Tﬂ*‘iﬁ“élﬁl?ﬁfﬁﬁﬁj LHIE L, JWENRD DNIHEIIL-CREHE LighoTz, —7F, WE,
A, 93— FARR (53— FgE EREDTNCREIND) 258T) XIFERIT TERMED R/
S EN rﬂi%ﬁﬁ%%%ﬂ??éwfﬁﬁ@fﬁj LHEET, L-CREHE LT,

IS ELS X2 RFTIREN R O BIRAZNRIL. R4D LBV Thoto, RkBrRo EEGF
ﬁﬁrﬁﬁ@azﬁﬁﬁf%ézl:un@&%ﬁ B1%243 £ TOL-CRE [90%CIY 1 (%) 1341.7 [27.7,
56.71  (15/36f) THY . 90%CID FIRAHFANIHE L7ZBIE30.2%" 2 TRV Bk
T HHFIEEEILRD b oo, RO RG240 F T O EEFEAGE B & O
WRTHAMTE B OfRNTRE RN -1, BRI, RO E%18 A £ TOEERT
{ﬂﬁlﬁﬁﬁoml/ka?{ﬂiiIEH@ﬁﬂﬁerﬁénf:o ¢9%¥'JE L2187 Ao BR M k%
L COL-CRFE [90%CI] (%) 1X50.0 [35.3,64.7] (18/36f) ThH -7,

4 RPFEEDHRORBEBEE (OBP101JPRER, FAS, FR¥E)

B (%)

2438 187 A

36 1 36
L-CR 15 (41.7) 18 (50.0)
Clinical L-CR*! 2 (5.6) 1 (2.8)
L-RR* 4 (11.1) 4 (11.1)
L-non CR / non PD 15 (41.7) 13 (36.1)
L-PD 0 0
NE 0 0
L-CR = [90%CI?] (%) 41.7 [27.7,56.7] 50.0 [35.3,64.7]

*] @ 32 3233 % Clinical L-CR & H|E SN AERNIE, L-CRIZITE FE TRl

*2
*3 .

F3IZHESE L-RR L HE SUEFNE, L-non CR/non PD IZITEH TN TR,
Clopper-Pearson {%

ZEMEIZONT, 10%LL BB bNT-AEFLRIL, £S5 Thoiz,

#5 10%UECRDoNAEERECEER (OBP101JP RBR, Z2MMIrgeH)

o Clopper-Pearsonif,

7 OBPIOUPRBRDX 4 & Siviz, RIBUIERK O AR IE OIS & 72 & 72V EE B H T LT, K
SHERIEN M CTHEME SN TN D, EBREIFEEIC L DCRETHRE SN TV DI ALK 5 B ARIES
REEEEERET — X281 52009201 HERFEE T — X L0 | Y%EE DCR=E | cStage 1T L O D
BEKL (6:4) 2BELT302%EHE HEENT, CREEL-CR RiFFKEEZEZ SN2 205, ARBRO
BAMEL-CRFEIX30.2% & 3% E ST,

8



BlE (%)

PT - = :
MedDRA ver. 27.1 AEER AR
4= Grade Grade 3 VL | 4= Grade Grade 3 VL |
2R 36 (97.3) 26 (70.3) 26 (70.3) 16 (43.2)
FEEL 23 (62.2) 1 7 19 (51.4) 1 (2.7)
U o ERERD 21 (56.8) 16 (43.2) 14 (37.8) 11 (29.7)
BIER 13 (35.1) 1 27 1 (27 0
SRR ATl 2 9 (24.3) 3 (8.1) 0 0
{RE D 9 (24.3) 0 1 @7 0
ERY 9 (24.3) 0
AARIBGE 7 (18.9) 0 2 (54) 0
M i ERHE 6 (16.2) 0 4 (10.8) 0
TR R A 6 (16.2) 0 0 0
U oo SERIBA E 5 (13.5) 4 (10.8) 4 (10.8) 3 (8.1)
SRR RS 5 (13.5) 0 0 0
FERG R 5 (13.5) 0 0 0
Ja 7Kk 5 (13.5) 0 0 0
AST #3/0 4 (10.8) 0 0 0
Mg - 4 (10.8) 0 2 (5.4) 0
GIEUR) 4 (10.8) 0 2 (54) 0
AHRE 4 (10.8) 0 1 (7 0

1 BTRRRIE e AR & OFRRBIRAEE Shein- 1o B,

WEIZE ST/ ERGL, 13768 (2.7%. SVEFEREEGEFERE) (258D b v, OF TR
Td 2 HUHHREICBNE U 7ZmIEH &l Shu, Adh & ORRBRITEE S iz,
HELRAERERIT, 12376 (32.4%) IR LI, MK 10.8% (4/3761) | fkt
FRE I, [RE ST ALV RIE, HERAE . YRGS SVEREIR E5 0 E R, R
PERZE . RIEEE. BEL. B, A, REERLE, O, INEE R O A%
27% (1376)) CTholz, EELAERFRLO I L, IRRIEHR & OR RN EE SN2 h
ST FGRIL, A 10.8% (4/3761) | KB IBR. MR, SMERFRES EAEPGRE
RIEEE. BEREORLERES2.7% (1376]) Tholz, D H 5, MK LR
EISA VENIAR S & ORBEBEGRAEE ST, ORI 451, BOr#E R, Bl
B, BER. MR, RLEE O UME M OV MR 5530 E G e 15 TS i 2 & oo (R 3B
BREEEI N -T2,

A DB H-HW SOTIEINC B - 7= B EFHGUL3ARTH] (8.1%) (TR LA, [mlEEMED F o,
AAMENELS 13761 (2.7%) Tholo, AdbE OREBRITOT NG GE Sz, KOs
HIRICE S T HEFGIIFRDO LN o T,



4. HERRIZDUWT

RIERE OIRE R O L LS NHEEE2IR B 3 5 00 70 ek S OV BR &2 D EE R 23
A O EEAR R AE  OF EFREOHMZ o BEHE Lz BT, fiEEOIEFEICERDL IR
D3R o 72 LRSI C B W THEA SN2 VNERH D, TD=H, REMARNIC, BERTE
H¥HICI R EER L, EREEFENTEMZHWC, RO EFEAICET 5 1EH®RE
PEf4 %,

LENS, UTO~@DFT RTEW I B W THEHTHIHNERSH 5,

ORiFZIZ- 2\ T
O-1 FRED)~@) OFTRTITHEYTHHtiRTHDH Z &,
(1) FTROWTINNITHEY L, D oRIER IS D USR5 E i rTae e figk Tdh % Z
Eo
o JREAETGHBREDMEE S D 03 ARSEETEILRINPE S (BRE TR AN A R2 R HE L S p
BE, Hulss A RS s LS R be . Hildhs A2 iR mbi 72 &)
o REERRENIT
o HNERINFENEE T 2 DN AUREEEREE (D A RIEEE IR ERE, 23 AR
BEW EBE, D3 ARSI EEHEE R 7 &)
o HORIETEERIEE ZE L, SRS L RIESZERN . SORIES L ik m R
AT AR L PR IES B O ik JSHE AR D Ji HH 24T - T D itk
o PUEMEIEEAIL G E BUINRE Ot IR D w2 1T - TV D itiak

() EAG THHA 2 AW O SO BN X 5 MO T 5 EdE (UUF.
[HNEAFE) L0 D) IS E-FERRE &M e hT e A7 —E#EsT
7' — X — il FIZE1AR X OEIB# s 1 Z [FRFICHHLT 2 £ 9 ICEIFS A &
ni-e 77 7 7 AL ASEL (OBP-301)) 266> T, Azt Bidkv, F7- B
~OFWAELT O T2 DT — AEREFINEH SN TND Z &,

DANIER VL EVECBT DIF A EET 2720 REBIZHRE 5T 2 RUE ik

(3) Adho
etk A A YN 5 Z L WRETH H Z &,

O-2 g 02w, 1HREXORES - BIHWEARBIR OO N EETH LS NARST2 %I B
T o007k &R E A L, REOEER DRI 2 AR O HIZH T o Tk
BaET LEERMN, RibERAWEEOELEE L TRESNL TS Z L, BAWN
2k, FRED() K TNR) & i 72 T RN OELH & L TREINL TS Z &,

(1) FROWTINIHEET L &,

o [ERNRFFIUSZ2E DO YIIIHE ZAE T L7 IZSHELL B DD ATRIR D BEIRAHE %
ToTWbZ k., 26, 2EL EF, BARWIEEZ £ & LTRSS O6HE
BiToTWBHZ L,

o [EANGRFFBUSZR2EOYIIWHE ZAE T L%, WMEILEE O A ML E 5T

SEELLEOTHEEABIADEMZIT > TN D 2 L,
10



o [ERRFFRUER2EOUIBHE Z1E T L2 ICAELL ORISR 24 LT\ 5
Zl. 9. MELLRIT, (bR O DS A SRR A B Do T LR A O R B E
EITHoTC\WBH I L,

(2) TROTRNTOEMFIZHEYT DL L,
o EIEMBEOIREKL O EHELE NSRRI E G - iz 8% L s 2

L,

o BUEAREEHIC L AARLOWEEMTICEET 5B A2 Z# L. BMONEE T4
L TWAZ L,

o INEATIEE IR L, M D — R BRI OE - 72 R
MWETEDZ &,

@ BN OHAEERER GBI 2 1 B B O MRHNI SN T
PRI RE 3 2 BE BLCIE R 2 LA R E S, RUERGEREA 2D OfF
WA, ARE - ZEMEFICET D ROE L OEMFIST DMl A4 - ®IEM
NI LT2 S DB AR D B B RN AT DI D IRHI 3 - T Z &,

@ REE - BWEHA~OHIGIZ DN T
@-1 f s iz B3 2 = qf:

EELRARS - BITERZREA LB, 24RERTehIG 28 AT RE 70 24 3% a% S s s h sk 12 s
W, BB LZZRIERICIE U CABE LS ATRE Cd 0 LB R O 5 RS E RS D, H
BTG ATRE 72 (R 238 > T D 2 &

@-2 EFENEFHICL D REE - BIER~OXISIZB 9 % Zffk
B ORI 5 HR e Ak OERE 2 H 7 5 EIREEFE DR RS - BER O
=XV T EEDERELERE AT LHIEHNEHI L TWDHZ L, I, ED
EHNZONWT, BF LZOFRITHRITEmEN TS Z &,

@-3 REA - BWER OZMr-CxHS B LT

ARG - BRI LT, Makhtas S s ik o RV 2 474 % il & oddE (RI7EH
DOBWr-PFISICE L THRER OSSR 22T N /KM H D 2 L) L, EHICHYZRLE
DTELEFRESTND Z L,

11



5. BEXNFRL R HEBE

FEER 2N BB BT ER-DA L S RIE S HERE S 2 BB 2O W TR, IO B2 R
A R7A4 Y (ARREFR S22MT5 L,

[H2hikIBE§ 5 FH])
O TROBETRMOANEDHER I TND

TRAGEIER M OMEZE U BRIRIE DJEIER & 72 B 72y \ﬁL‘JFE

@ TFRUCHENT D BRFIIARLORNG L T2 520,
o SHEB. MEE KON GRS D B AL OTRIRED B 0 | MRkIaiREEIC 1T
7% PR 23 7R i FH e G O B By & BR3[BT
o hOHUEMEES & OG- & 72 B R,
o cStage 0DEFD H 6 FEUER 72 NIHBIFIEIFRAHEDE S 5 BT,
o cStagelVBOBFE D H 6, iEFEEN 72 < | AR ML EEREHESE S b A

@ HISBEORRIZHTI- > TIE, FRRUICHOWTHEET H Z L,
*  cStage I X QI LASDcStageDBFE (X, ENE T AHRER (OBP101JPERER) (THHA
ANBIVT W28, cStage [T & VLS DcStage D BFH ~ D 512D\ T,
BRR L OBV Z o3 ICRETT 2 2 &,

[Ze MR BE T 2 9]
TRACZY T HBEFICHOVTEL, RMOEGNEE - Bl snTnasZ b, 5%
fThnz &,

o REORSTITKR LIBBUE DB D & 5 &,

12



6. BEIZELTHEETR&HE
O WwAcEomz, SGERGEEE NRIET 2 @M IS & | AR ORME R O M o
DICHE R ERE ISR L ChBHHAT S 2 L,

®,$m BT B EEARABR AN IR ST D 2 & O B EE NI T TARMMOE 3
1ThiD Z DY A7 % E DT RO IEMIR TR OW T, BE UIFHE A~ L., [WEx
Fe b TRETHZ L,

@ AR OBE% O EEIZ DWW T, BRER TldDay 42> HIEFEMIHIHE T (Day 43)
£ T, 2.0 Gy/H, #5[E, BEBHIREC Gy TH Y FAK RS T MEHEE K O &

(K1) BT L,
([EREIEEFRERORS A Ya—IL]

IGIRREUERIE

et 88 288 382 4E8 S8 68
(E5Bx#16:8R)

7 N
/L —m—m#

B|E
FOXSAII®
()]
RS 188 288 g SEHE

1 AFEOBEEOBIBRREDR Y P2 —L
@ [EWNF DMK (OBPLO1IPRAER) 2B\ T, 3EEH L 5 BE5ORBII /W=D, 3[E
A DARMBEEIZET 5 AR LB OV TERHE S/ TR0, 20728,
HE OARRBEIT L o THESBRIE O FAER & 72 - 723556 C b & 580 I3E % FIR
LT H Lk,

® FRAAEG -EBWEHO~3 YA MZONT

KNS A iéﬁfﬁm“Z&éﬁ%&Lf$%%5%$ﬁﬂ%%ﬁ§ﬂ%ﬁﬁ%%

PILHTD, BEOIREEZ I8 T D L,

o MEREA (U NEEGEA . BmEKEGEY) B Hbid Z ERE ST, EMIRIC
MEREZITV, BEOREELZ HICBIEZT 52 &,

s RBEZADRSOLLNDOIZERHDLZ b, BEOWRELZHICEEL, BELEY
AT 2R @ Z21TH 2 Ly

[z ~FE—REERRRICOVT]

AL, GBS TR X RS O REOBNIC X 2 EMS R E ORI B3 2 ik
S H—FEARRORREZ T o Rz AYEraaTchd (& e T
0 A7 —Vilst 7 et —%—H#EH FICEIAB X OEIBE G T4 RFFCHEHT 5 X 5 IZE]
fEE NS E SNz 8T T ) AL ASE (OBP-301)) . LA R, A& =T 7= 5 —Fhf
BRRIZIEV, WO - B8 - JERETH 2 &,

A DR DORE
13



(1) AEORFHIT, BHRIEH SNRETRE HAAEMETHLEEFRL, 1A
PRt % PN OO BT PR S 7 P R do 2 WO B B IR BE A B S 7o AR NI B

A DFREK OCPRE

(2) RO ZFRRETIHEEGT 256 FROERGHEGRIL, 1HFR i O tho b &
IFEIZ KB S ILTZAEREENTORMO =7 v Y )L OFRBE e/ NRIZHE D 5 iR %
ity U TATW, MEEEN TORSDILE 2 R/NRIZE D 2,

(3) BEGHEfH A DIFRIL, A& AI, W L22VWIREETRE T 5,

A DR DA RIR OFAR K IR E

(4) R OFWEOABIE OFHBIL, 18P OO Xl & B KB ST EEENT,
TT 0 Y VO A e/ BRI O 25 TR 258 U T TV, TEEEN TO ARG O
Zh/NRICE D 5,

(5) FIROMAPIRIL, FalZ AN, T L7220 RIECERE 5 5,

R
(6) AbL DRI COMEMIT, it S EankiE 2z 8-> TIT 9,

BE~DERE

(7) ARdOFEL, TaPRtEa OO X & RS XK S IZIBIREN T, BH OSSN
WCHEEEEAT D Z LI2L 01T, KGRI, TRIREN TOAN DL E i/ NRIZ
D%,

BEHOBED»D DI HEDER

(8) #eH%, BHIMAL SHEH SN AR OB ~OY N R/ INREE 2D L5, FLy
VU TMEICL DWW AAT O %, ERIOHIRNIC L Ml S h IR AR T
Ry

(9) RO, PeHSEOFHENRE L 725 £ COWIM, B OPEMp S H5H = F
~ORGDOEFEEIR/NRET D7D, RiOEE 2% 2 BH G R fiE %
T2

(10) ARboFeH%, FAPEHEOF N RE L 705 TOMIRM, BE DY LR it
DS DEFE G (LLT AMSEERR ] &V o, ) TOBREBEEZIT LI L a2k
&0, BEICHYRBEEETO,

(11) RO %% T EFE NP0 2 5T INTEE R CIEE L < 258121, 4
S R A VB — R S O AR A T T s AR 2 A s e G S T iR
ThoZ ENFREtIND L5, YBE Tl 282179,

14



(12) #5 S 7=0BP-301 DHEHZEE DZFE R HILZ L ICH 602D £ T, HE
DIRENH PR (K, IR, MR, EERORRFL Y > 7H%) 122
W, AR OPEHS O R 2 R E T 5, ©

(13) REOTH L W UIERE N OIS 1CE, MR, IR, Wi U3k
M ZXT DR DA A MR D72 DICE R E LT O,

BEAREORE

(14) BEP SR oA, BP0 R fis: (LT Tk &v o, )
DB THV K,

(15) R0 5%, JEHSOFENRE L 225 £ TOHM., RIKOBRAENIMBOZEE
AR (LLF TREKR] V), ) IKZFESNLHEEIE. AR L72wn
TATANIL, MEa% e O AR ~EW T 5, T, 25— AR O KR
ZAT TV DA T X B SN G SN2 REORIKTH 2 B 2 REME L T
179, BIKITRERE OB EICHE > TRV,

(16) MRIRDBEFEIL, FEFEW DMK ONEIRIC B 2 158 (AL EER1375) 108
SNt TR B TED DN EREED OF IR IR (LT,
TEIRBEEMEHRE S\, ) 1> TIT I,

RRYLMEBESEY % D ALE

(17) REOFIRDOBEIEIL, ERBEIYE BRI > TIT 9,

(18) Adh DR D BEIE & YL ME FESEM VL 365 ([ B9 D 350023, RSO JFURIE,
T L7 WALz BT EIFRFESEY & K3 L CRE L, Y MERESE L
BREEH ~TER L. BRI O WLER & ONERHZ B3 2 IEAE T4 (B F464EE S 55300
) ORIERFIOAOTEIE D 5 IEYNEFEFEY) (LLF DRYPEBEEY ) &5, )
EUTHEIET 5, BT, B MEEHARROKREZ T TV 5 8E TR 2 AW
HEGUREEY THLHEZERZMEL TITO,

(19) AREDJFHR O AL ONCA G 33 Uiz fTRENED & 2 B & Qg D FEIEIL.
EHRPEREM A BRI AOE - AT H . FAH T 2R OB iz Tk, RiE{E
LB Z AT I S,

(20) ARG OFUROAPIE . RIS O FEFE 2 RGN FE R AR | RGET 558101,
AR OO JFE O FBRIE N O IR 1T IR LA W ERRIC A L, AR L7 wTHErE
Db HEEER N O 1, BN CEEICE CIAD TIRIE T, R ML REFE LR
Hem ~E L R & L CREET D,

(1) BEPHESE THWEZ FLy v U ML, JERSICRHEICE UIADIREET

O RGO EE (RIS NEE T CIEENIES) 12OV TIE, 0BP-301DHEH S0 B ASEEICH 5 &
Ko TWBT, KO HEEHESLICH LR 2 E Tl RS, AT LS < B2 PR E O R
EITE L7220,

15



BEFET D,
(22) TRMEMEE AN TORE SITORBIE OAR S ZBERET 5 5613, BE S RETrlt
ARRIREALEE, BERUVHSE DO ARG 24TV, BEFET D,

VI



