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F 1221, IEEEEBELFRAOZCE SV TEHLLERHHY

BEEABLRERARD BHAZEDOBHRM

I HEEMEATFES 70% 80% 90%
75% vs. 80% 328 432 598
80% vs. 85% 272 358 494
85% vs. 90% 206 270 374

[2.4.2 BEEERRERE SRR BRI TRULERICEDE . ChETOHELISILERSHEBBI D IF
EELAFESITEELNBIBE A B JYLAMTETII LESZEARFIN, HEShHIRESEIR
gh& (A B) . IERETE (B #) 0 3 SEEELFEISEFITH 80%, 85%& RAFN DI LMD, KR T
(T EKE SR 5%, 5 s0%EL THIEEAET 358 BINLELL D, FERAIE 2 HIRRAH ., &5 180 I,
A5t 360 lE BIEBHRHET S,

r243.8E253RAH I TRUMEHBARI L —T 0B EZHERAHAIC IRB REBICHAMNSHBEED
S TEELZZEMN 4 F£. KRBT primary endpoint A\ 3 FEEEEAFEI S THY BRKBEMBRTIELEH
M3 ELEDEMERI TOAINENHDHEA DB 3 FLL . KHEHM 7 F2FEL TS,

FreBeRsh &5 180 4. MR 360 )
BRI 4 £ B BRI THRIF
2L 6 M ALAOBRMOERE. TOM—ILBERTFRETFTELT S,
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DB TNF—FRICESZELURIELTISSOLERRENE. LR 12210 5T H8ET
Schoenfeld & Richter DA ENIZE > TEHLIAERER 1222107 F, ARG, A—RETHE—BREHZE
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SRR B KB
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1 B B A fEIfE4T :0.005
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BRI 0,045
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FhENOBHORTICHE LT, ERSTE (B 3 OBEEAFHRNRESBIRTEA R . DTH
# EEYENTRAREF (T1/T2) 2B ET BB log-rank BRED p EN LEOFE/KEL T E-1-15S. #HET
HICEEICEBMMEINRIN - LHINT 5,
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RBOPLEFEERBO—BEFEZTIESICE. IERRBEBLUVT N—TRBEF IR - RL4T
MHEESCER CIRBPILHTEOIFR I Fara— /LS ETRELEXETIRET 5, 1R -T2 U5HE
FESDERZER THRRREIRBZR LT IRBRO—HEEETHENTES,

PRAREB LV N—TREREEIHE- ;cé’fiﬂﬁ%é:@éb%ﬂ’é(:i%ﬂﬂLl‘z'w'c%éiﬁ #h
B-ReHIHEEESLOETERDFEATELL-1-15E . REMIZIX JCOG REREBDIERIZHD,

REub & 15E . %wﬁwLmﬁﬂFaﬁfi%%zﬁﬁﬁ\b SEMET S,
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Secondary endpoints DR

RLMD secondary endpoints DERHT

Secondary endpoints ML, REMDIVRRAIVMNI, BAUEEERHELEES. BEREAERIGFHLES)
& . EELEEERRLEEATHY. CholZRAELTEHE=A) T DEB LTS (MM41EHE=SY
27N

REEAOEBHERIEIZESMIEICERTEERMZERLTITS . BEIZHELT Fisher DEIEHER
BREZAVTEMLEEETS.

1242 HHMED secondary endpoints DAEHT

Secondary endpoints®D5%6 . EXMEDTURRA ML, £E7FHM . BEEEEELFIMN. ERETHRM.
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BEhd-0, ZRBROVRAVHBEITENZASNERELEZLND,

DOHIETIT-o=ARERICETT S 1 B 24 Gy iE0) feasibility study Tl& 47 BAESFIh, BREHM PR
{i& 53 A A OB M THREREETILRH LN TLVELY,

AR TIXRRAAAERAEIE S LU Grade 4 DERERABIRIT-TRED. MREERIEOREBEFR DO ST
fBIX1 %UATTHAIEEHFT D, ABREERS LU Grade 4 DEERBGIRIE-SAER., MREERIEDO AN
BHhdBE13 1 2EIHR-ZeHHERRRICAETERHRELETV. ARBKO AR LR 5. /0
EESTHTAREEIES LU Grade 4 DEEMERIRIE-TAE, BREEIRIEOREMN 4 L LLST-FFRT, &I
HIARBEIERE S & U Grade 4 OEEMBGIRIE-TAER, MREERIED mEEEN 1 $¥EBADEMNBALMT
HH-OIZARNEBFE—BHDIEL, RBROBFEOTEFICOVWTHR -T2 MRS RICEEZRET
%,

1413. JObka—)L&RH- R

HEIE ., MEHECAE. S EMNTIRGE ORE. BRBRECEE - FOOFHELEATOMr—ILOR
EIZH->TIThhaho1=d0ETala—/LiklET 5,

EA)UTIZBLTIE, Ho5H0LH . HLATRBRBIRRICT -2t 4 — MR RE/AREBHBM T
HBREICRYRD-—EOHREEF B &N RO eI ELTE=R) VT LR—MIFIEESh,
MEEBRHLUHART L—TOREHEETUTOVThANHESh D,

1) ER violation
BEEERICETITHY . A DU TOHEBIERCEZAETI27O0M—LAENMDEREERIET S,
D BRBROIURRAVIOFHMICEEERIET
@ EYE/TERICREN HS
Q@ BMEE IR
@ EIRFEITEROBEMNELL
MERITHXARTIBICFREL TR DEROANBEEHT S,
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14.2.

14.3.

2) iRAR deviation
1 OERIZH, 3) DFAERICHZ B ULV,
BEDRBENZALNEEERXAROMBICIRETHIOEAEELLY,
E=AYUT UR—MRFEHZ U T OLWThIZHEET S,

OF 1 SEEEERRERRITIIE LELEVEDTHET RELD
@ B COLEBELY) - - RIBMIHD T EETHALGD (Bl ERERILHEL, BERDY
¥)

@ B (ERERAICRY) - - HSE/HROHFEFRBNICEET 500 (BERBRORELNECIIR
[CIZRRISEBRT BENEFELNEEZONDTID)

* BELE, FITHROBUEICHENHIIEEBRLEL, IREVAESHRRRRICENTIXE
ZEDRENE—IZBRSNE0. TAPI—ILOREICHS LBIRTHLLHIESNHER T, B
LEDQEEMHFICEYTLATRBITAETH S BEOREO-HICHRMICRETERL
BTSN I-15 813 L RRONRME (BRRMICE Y) | LiRFEh D, BRMICRARRENDOHA RS
NBBRTFICMBETIRE>LVN, SRLTVDBSICFI TRV OBRENTEYTH
AATEEAEL V=0, Taba— L BETE RS T ARENH D,

3) BrAMEE(Di&RR)acceptable deviation
JCOG &k, IR I —T . £IMERRE/ARBRRLT 2L 2T, REBRBIE-EHE
BRI HRRECRIT-HEHBARO IO — L L D&
BRI ESA-RERNOBRBIEE=F) T LR—MIBELEL,

i b

JCOG T, RO R M- RIENLZEOM LEBEZ BET SR FREEET.

EERESNMERTS JCOG RDOTEE (BEXHLE) NEHARSIEREHMEL . ERMEDATEX
EORR. BEREXEDHDE, CRF BAT—REALTEORBE(REMNOEEZME) LELEEERR
DEDIEBET=2TILEFNIH>TER LR FEFIEE (SOP) ITHR-TITI,

BHE. BESOETHEL. EEREED JCOG EEZESETRRLLLIC, HBEROESRMAE
&, UHEESBOR. IEEERLHARARE. S L—TREE. JCOG T—2t2—R. JCOG KFE
E(HEIND, BEICHELTT L—TOHREDL JCOG BEZELICHHEIND. ChHSMNIAKS
h3158. ERAITRELENS,

BAHRAROSKEE - RERILES)

LML BEHUARR T RO R T. MEHCARRE O8I T 55HE% 75, COFEIEFE
SR TOEROABRATOM—ILVREICH>TIThN M ESHERERT HLLb(C. TORITEHIND
BEDARBIZI—FN\VITEIEXBRET S,

SRfil%ro.2. MEHEABMEEE  RERHICET2LDITRELLEMTERERLT. IRBHEA.
PNABRBEREEEEZOHNEETT. THEREIBZIHAREBLRAMERT 5 BEHR AR EE
SPHIMTIRAE ZHES,

18, BHERADLEMTEIHCE QA FvH YR THWSBEABEROBMYIRLMEN133 BAERD
R BEBIH-STRMYIRD R TR 2 EH - BFESh-BEHOOE—(E FPARBRREEE
HEEETREINABRSNAI LT, FHEOHER I LR OMIHAEFTE. JCOG BEHRAR
EELITHEIN . B ABRES S4BT, JCOG T—4+E 48—, JCOG BEZEERE LU L—TR
FREICHREIND, BEHEAREERFTHIIT L —TREBEUNM ARSI IBE. EERAIRKRELND,
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15. 4§ EBHR

15.1. BRSO R RYE
FHREOBBRECOVTHREEETS. PRYETBIXBRBOZHLAIILOIBETEMELTEY. Ry
EDIERIZEYEREDHEEETTH LT,
BEEA:
HMEHARDIZFRUELTE 2. BRI L—TOEKBOBIChRHEEETD,
FoE- 8
Hif-lcEFIn-£BE.
ik
BREICIThN-BEIFAN—OBEEZAVT. YL —TRRENEELT S 2 EULONBRYEEER
[ZkYBEEED P REBEITIo
PDRYIFEEEIIEENFETIHEMNLDEBRBEORRYEEZITHEL,
PR FFEDIEREE>THRAIT CRF EAT—2DEREIFITHALY,
HERDHFELRREEDERN RGBS ICITHERFIEEEBET S,

152, ZROHhRYE
EREDQABESRICETI2PREEETI, PREFEIEBZEROZEHLAILOIEEZBEMNELTRY., R
HIEDOHERICIYRREDHBRYELEET H&EALY,
BEHA:
TR PIZRAELTE 2 B, HERTIL—TOEBOMBIZPRYEEITS.
R
Tara—/LABRNARTLTHRYIEICETS CRF AEIREh ., A DIEMEHFEICLIRFEEOI RS
EARIRMIZ CR EHIESI-EBE,
Hik:
BEREODRUTBICAVSHE-BETI 7/ /\—DEGERL. JIL—TREBEIELTS 2 LU LODHR
#lliéaf_ottm%o)4:9&#!1%&??50
DHEMEZEIIEELIFRTIERNSOEZRBEORRYEIEITHAL,
CR LHIEIN-MEEE D7 A1/ \—DEHE D R RFIEEITS,
RIEBIZ CR LHIFESN BHTIZ IR/SD &$IESHIZIHES. IR/SD LHFESN-BIDERD P RFIE (X
Ty,
FRYFEDREREE>THEREIT CRF BEAT—2DEEEITHAIL
HROHIEEDRYEDORENBREHIGEICITRRHEEELT D,

15.3. PHBERRR
153.1. FEFERSHARBROSMRES LU EEREE/LICEET S RIETFSEICET HMEME
AREBROMMEMEEL T, MERGEEANTEMANABSHRARICL A RUMBEEERORLEE

E-EEEICAST5EEFER., HFIC—IEE LR (single nucleotide polymorphism :SNP) ZBRL AN T S8
TEHEL TLVD, RMIMEAZRIC DL TIEREMMEAZRICET 57 aha—)LE e . RERETO
FJCOG BRAETTARARY S — | [>T EEERIT5, =, AMMEHARE L. KHERZETORa—/ILN
JCOG B LU BSNMMER IRB [CTEBEINZIC, HERRICETIRENBON-BEOAHAERIRELT
EiT 5, HCOBEEFEROBRLHENTIL. T/ L EBEFRTMRICET 2MER 10O/
Ly BEFRRTARICER ST 5O RIEH > TREF ETHS.

ARG BEMR

WX EMN: FEREERVT, BIEFERLWENICETL. FRAABSHEUARIZL 28T RIT (REIE
RBLVEBR) FIIBREESR (BHRABRROBEEREOTL) OREBELTDOEEEIC
BT 2EETFE R, 51C SNP 2 RMICRET 5,

FEORE: KHHEHEDO=OIZiX, BFICALRE(BELR FFICETIRENLETHD. T
D=8 AMERRIZ DL TIE, AEFZE (T1-2NOMO BEFHE(=x A st AE D R AT

96 54/64



JCOG 0701 veri.3

ENBIBELED T T LCLLEBERER) OFRATE-FERRICHMEARLL TOREERET 5.
B s R TBUE ABSHRER R AR ERFEN S 37 / LABHHRT L—T LD H#E
MRELTEET D FETHD.
HRE : MEMRIEAERE CHA-OHAREIC DV TIERRERFIAR R TIXHEEL TLVEL,



