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LZEMIZOWTH, S-1 HBMEEHRIER T Grade 3 DI EOMEEEIZOTRE 2%,
Grade 3 L EDFEMIEEMHIZ OV TITRBEARIR 6. 0%, 1BR 3. 7%, TH 3. 1% & W9 HIK8R
EThol, ULEDREREY, S-1IC L 2WHEMBMLERIELH LVZHEIRI E U TR S
NBICESTZ, ’
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2.1.5. BHOEE

fEIT B - EBEIRETLCHEEL, VU BRICBVWTHLE LEERBRICH
5, PHETBERE T 8 @HEES UL LIEBEIREARRS L AR LS Z E 6,
INEBETHHHTELMIIMA THERRBS L U2 SHBRT 2B EL 16T
NT&EEY, ZOFLBIRBITIBBOERCE L TIEL 20BRBDHY ., FL2THLHEY
BL (RO B o TER, BENRERIIELNTWVWARY, 2001 4 3 A
FATSNBRIERAA K74 (AXBEZERME) Tb, DERFH 3 D2 THoHLL
BHRG, [HREHIBROBESIRIIELI L TR LY, BERMEL L TEECTMEN B
) LaXxrrEnTnd,

TEREIBRFIRE 2 EERHEIT B T, MR ORBRFEIZ LV 15~20%DREH TR Y
REWEBBFEE L. ZOFEBHID 20~25%0 5 FEEFT S (TRbLMED Y o/ EhER
BEOREBRDoTEEZIDLND) EWHIRERDHD Y, TV UGB EITHNC, REE
BERBRSICEERET2HED. ThEtilRT 27DICHERE. € L THENZRLAMYE
LD ERAHIIREN D, EEFETIE. B3V 7L o3 —T lilZEELT 5 - DiEE
SEFHNIIMBIICBIBRE THD L WO HERH Y, BEtikRT 2 Z L dBHBEE
BHRIZBL TEEMEYRHD 0, 0k ) BHEIL, DAETII EHETERICT L, R
- BAPEIBRANA< TR TE T, £0%. BZIBTF Lo BBRAERY > #2505
THER WAER L), 4 AEORIEZFOEZRBFAICERLND LR TE
2. BOEHEIBRIZIE<ITOh TS, KFRIZSIMTFED JCOG BRANE TNV —TTD
Tor—brTh, TRTCOMER CETERBICNT2B2W CRIMEL2ITY L oS 2B,
FThbbiEf, 272 L bbPEOEREMBRIZBWD TIEENIZITLRL TN AR TH
HEVNZ B,

—F5 T, BROPDREEMETL2ERLZ, B 1 EEB R H 5 EF TIIhE
MDY RSSO EEICEBEH D Z L MBEND, THEEL THEF~OFSIIN
L, EDICHRFICHE S GOHECHTEDHE M, BRHNLRAENOERTIZL Y, Hitk4ERFR
B LAKRT T2, ET2EXTHD, BKETIRE < 6 IBREH i BRE YRR 25880
THEEN. BHEGIIIZY 7 FUoRoRARIOFERARITORA TS (DARETIRZ 5 LIZE
MIEERD bNT, U7 F U b—BREICIIERA SN2, BK TO retrospective BF3e 1219
T, RO 5 FEAFERIBIBEERICH LT 10%A ETE S H0MRE < DRED LT
ZEMETHHEMICLD 5 £EBOHEEZTRBE LI BDIKITEA L RN 1019 Uh LSRR
ST LIEEIZSBER TN Z EBEBNOT, 2 b retrospective FFFEIZIBIT S
BAMiZR LB D evidence 5| EHT Z L IFBETE 5 b D TIIZRVY,

B9 — 1 v S TIT DL BHEED D1 - D2 U o s & it 5 =20 5 o & MEtss
RE DO T, MR X OEREOAJHIBRMAMITER & OHER L OO K & RfEARE T &
LTHB &N, TREZITTERKTIE, BBEFMCIT RS GHEIBRITFTRER R B
FBRETHBETHEZABENY SobB, DRETRARO DL < A GHIRIEL
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BTN TIE Y JCOG 9501 THIMHGICER T 5 & B X LN A WFRITHE S TUVRVS,
FHEERD 2 LR BOBRFRTETH LR D, MBEFR L OEHFEEOER LV
RTEEOA) v MIKEW,

DEDXHIC, BLBIcBTAMBOERICE L UIBRT 2 Z20EERHY . WT
NHILEL TR TW3, LML ZORBEDERE BRIE L7 prospective 72EaPRRER L1
RTHHI2 < BHEHEERGBIRFRS . TOBKEEFOREBMELFRTSH-DD
evidence IZ1ETE L 72V,

2.2. JBHEETE
2.2.1. A

ARFF T, 71 ba— e E LTOWT - i ORMBMEERIEIIITh RV, 7272 L,
% 2 EIRETH L, itk OFERBWNIC T pStage TT~TIIB (pT1 £f2<) H-DIRIAEE A/B D
BITIE, BIBRE LT S-1 IS L BIERHBMEERIESIT ) L ORET 5, BRARRS
To % DILEEFBEITHE LRV,
2.2.2. SEEIBRNT

AT, WFDT L& MBI IC CHRIRIEERET B, (FHROBMICOVTIE
[6. 1. 4 ABLAGEIERTT) HBR)

FRENAREI BE - BEFAER D U o oR FRERE & B U 7 IR A RE O
(BEBER\VEMNE 13 /R (87, fi, TF4F) 2001 4E 5538339 H L)

A B (FRRE) TI3 R RER SO 2 BIEIR D> b s U BMEIARIZIR 5 U 738 (No. 11p,

11d) %50 L. %47 o CHMY /38 (No. 10) 2EWET 2, BBARILES. B
b 5—6cm FAY CREZLOIBET 203, BERHRO M FEAMES S N B A TIIBRFIHE < THE L
THEV, ZOBETHLRBAREED Y v/ EIE+5 55T 5, BEIRREITEIR Lz,
BE: (FHETFRE) Tii. HHMRIEL BPEHE TR L ool A BET 5, £ KEs%
ARICARED CRESREIBES 3, BEM % BLERT . BTED b OMECAEE 24 T, No. 11p, 11d
REET D, B L EIRASICHEHTEZ B 0IRLTYH LV, BRE L OMERE
(11d) DV U FEHEF IR TERL LD ER D,

FOMDY L EICBIL T, D2 MEETT Y. KBIREE Y o EEmE L2y, £F
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IR L2V,
2.2.3. HABRIGHE

AW CIIBSARIBRIIITDR,
224 WBERVIRAY

o2 EIRET .13, W OFBRZENIC T pStage II~IIIB (pT1 2B&<) 2 ORIEE A/BD
BAEII. STLIC X 2WEMEEREZTTO LOBET 5, L, ARRIEIFHFED
HERBTHVIFREOUBRARTIIRWVWI L, SS1OFESERE L TRERMEL 2D
bOIIFFICENTHDZ L (2.1.4.28), BEOFEIIL->TS-1DFEERHH VT
WEOBBEMHEICENE D LITZEZIT W &, S-11C & AT B LF BT T CITE
HEWRHE L LT JCOC BHRAANABR TN —T RIS BBELTNAZ LML, S-1 Ik B
BHBMEEREII T 0 ha— iR E LTTRRL, %iBEE LTHRET S,

2.3. ABTH1
2.3.1. RBRT YA RERL

AREBIT. BRI 2EBBIcxt LT, MBFEOHSLSHERIETDE 111 BT ¥
fLEBRBR TH D, EITEEICHT2ERMTIE 2 HOBMY @z iET 5201
DB IT O TV AP, BEERFLFHNFREZ2ER L TLTHEILS LRV O TR
BRODEWIRRERIET D2 LD, BEMIZKIT 2BEHFIIRIZAEL TR TS
WRTHY, M2 EFTIFEMOLBEHEER LI LTALTTOATNS, T2
HLAMETHNWD ZOOFHFFRILE BITHFBL LD TH Y | 5 I/11 HHRR - E/
THZEDNFRETH D,
2.3.2. =2 RRA v FORFEIRAL
BRURTAIRELEEZ MR E L TERRRRIITHBORE LM T 5729, prinary
endpoint XE£EFHM L 95, BREGFELEETHIN,. AMROXISRE L2 FE T
BROZ PEEBEORRZ L 2 L THREND, EEERIZ. TORARYENBEEFRA
REEZH TR OLRE LIS VWERERTH Y. EHRATHM% endpoint & LTRELT
LEROHDLT —FINERIHREEZX ONLHT-OBA LR,

secondary endpoint (¥, W EHHER., FNEMBLICHLE LT, SOHEIZIX. B
W, EREPUBYE, M7 EOWMEROAIHEYL . FAREBRE S S 0HE R Y ORIy
SHEEZ ST, FHEMLHELEZ. FHROLSMBLIVEEBORE SOFEEL LTHN
%, WHBLEETHHH, JCO6 9501 DEBE R5 & MmME A5 HEM T bIFEIX 1%
TORAERTHY ., endpoint EiTA Y RV EHET LT,
2.3.3. FEBIEGRE DIRHL

ARE (BHERE) O 5 FAFRE 65~TShETBET D, BH (BHRTFH) O 5 FAFRN A
Bx SYLAETEIS &V ) RERFEESFERNTE LGS, BBFIBREIINS L THETITRNY
CHIWTT A BN ARE W LEIZBEEHEL LT IV X2REHTH L. 2=0.05
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() oFE. —BdH7=Y 250 Bl & THITRIHN 106U LEZ KR TE 5DT, Y7y
A XEWMBEDETH0H1L7T 5, (13.5.188), _

JCOG BB ANEZ N —Tid, JC0G 9501 {IZBWTERMM 140 BIORES Tz, &
DB WK TERWMBITONTRY., EHEORR LR > DLEZLND, AFR T,
FEFRBYGRAED 9501 I LTAL . BEORELBOLNARTWEFREND =D, 1 F£H
IZ 100 BIRE DRGNS FRETH D . b FLNICERERTTDLRAHZTH D,
<ver 2.1 TOBILFEIHE>

E2E 70 b a—LVHETRIT, BRBHEOTIZ3 cn LNORERESIH MDY | pStage
II~IIIB (pTl #BR<) MOIRIGE A/B DFEITIX, FBEL bICHIER L LT S-1 #MiBbF
WIEEITO) Z Liieole, TNHLOEREIHV, MHOTFHEIND b5 FEFIHSVEES
DI LT nds, T12.4.1. FERGEFIHEHBIL) (CHRRTIHEBICLY, LERE
#3500 FIOE TLE LAy, WG 7R (8 2 m%ETH% 2 /) LT 5,

2.3. 4. B FRERTRE ORI

BT AR TR, 1) ER. 2) PR2EEEEREE (T2/T3/T4) D2EFET5, 2)
BEEOCEELRTHRF TH B (T2/T3/T4 OEBEFERED 5 FEHFRIIENLEhHh
78/47/30%) 7,
<ver 2.1 COBELHEE>

% 2 EKETHRIE. REREOFELXBHEIMEFE LTAVWS, REREOHEIITE
OEERTFHET TH Y. JC06I502 IGEEIRRBAERED b FEAEFEIEH 62.3% & . 2006 F A
BHEME=F ) L R— b LEHEIN B2 5 FAEFEES 73.3%%4 20% T
E5EEXZLND, ‘

12.3.5. DRHERERER RE) BRI

AT R & I T 2R T AR,

2.4, RBRESMEBICTFHEINIFIRLAR (KRR OFEK

ARBENMBE T LMEBERODICHLWELEL LT, RREBMLARWE
BITRERIE ) BAH - MANRES T 31T ThE, RBICBMT S L 1/2 ORETHE
PBEENDZ LTS, BEFEOEES . BEFERER L OIERHRIEICH D Ml &R
MBS APHEL BT 52 LA TE, EYMMNICETHRENETI L HBRERLORR
B RVY, —F. M TEIR ST ORM Y o AGEBEA, BERFOLDIC
BETATREMAH Y, ZNCL Y BROBBRMNE 725 THEMENH B, Lo LR
BB TE RN Y L AKEE AR LIRS . TARERCERT 20 I IR
TRV,

Fhbb, RBREMERBAREINLZ LILLY. LV ELRFHESIREN TR
BTxpARML, EEOBRESETHENT 5 TEEOTSF 25X bNE LIk D,
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2.5. ARROEE

BERICH > BAFIRORECELTHE. MROT L < E ok MRT 2 EEREE
LTWBHR, ZNE TIRWTNOOBEKESEFENENMMEZ IR T 5 prospective BFFIX
FELR, ZORBICEZBIE, AFROL D RREDT v & MULBRBRASLEAT
HBHR. BEAELIITZ AR (BMAREQEHEN, HEEE) LEELBERGE
HARRTE HBET, HROICETHORY, KRBRIZEY . FEOBRIED TEL
RIS BT 5 BAGHIROETIC RIETHRNAL NI R B THS I,

PR O A TR DS MR GRS, IR & L C OB A PR OB H ARSI L,
Z 2 R AGIRNRIE S fTOND L D BB HEAND = Ik B, HICHIRIERED RIS
B L RWAFESERZ R LEBE. FTHROY VA EHEEE L TOREHFUIROERIIE
Ean, BEOEEREYIRT 258 2RV THRBITbhR 2Y . BEOABILE
BTHDI, WFROBE DL, MEOEBAEI L > TEBOREVERIELND L&
% BB,

2.6. {TBERFZE
ORI THRICHT IRELHOMNIT S ENT, 2EFOEBHHM 10 EICZELE
B TOAFRELZITV., AHO2AFHRZ HET 2,

3. ARBRTHWAHRESER
3.1. JAERCIR - TR
BEOBRKREFENEE. WHLEH. FHFTREORR
2. FTROZ L BRBIRVHME 13K URED,
HORME, KBREWINEE 354 L, ThEhoxt
JERERBAT, U (B8, M (PEB) BEICL (FE) @3
SOOI NT B, T-BREOWEE/NE. KB, Bk,
BEEIC XY D,
EBOBEEREE L, UTOLOITEEIND,
TL: BOBBESKEE M) /3R THERE (M It 8ED2H0
T2 : EORESE THEELZB L TWAYR, BEHE MP) 3R THEE (SS)
e EEdH0 :
T3 : FEOEEAEE TR E B X THEBICEL TV D2, £ I E/ - CHEEE
REIZBHLTWA LD (SE)
T4 . BOREPEZEMBERE TRSEDLD (S

~
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