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JIES& R (biliary tract cancer, BTC) FIAHENIAIT —EHEZ A NRIARMETT &, BEAEF R 2R AN EIRE . I
BTCHE A, HULSIErHEFEMBTCHIBIAIT 1 5 WAL, EEARES-FURIERAR S BULIT . P R SEml i 4
Witk y7 %5 . BILCAPHFFUZ 1A Wil A7 A 28 G IE A AR VA AR S o S AE A Coverall survival, OS) 9 T IR PRATE
70, H4 BAE20174 35 H IR AR MR 222> (American Society of Clinical Oncology, ASCO) 4E4-Ril )5 4% %1E, Hulo
20194 (& [E [FE 745 AR hE M 4% (National Comprehensive Cancer Network, NCCN) $885) G4NS%, A 7¢ BEH 5 2205 K
B, WAHIRZEANE 4.

(1) BILCAPHF 7t /& H H 4R GE A A8 S i K HIBTCHBha T BENLAT RS, T A& mOS BB Z5 5, (H M OSHZax)
fH b, W7 HE R AWK TIE15NH O R OSIUN36.40 ), HoFilik M BUSAE 73822 R 4 Bh Ay T DA
BEELRELEEKEAY (recurrence-free survival, RFS) 7M™, #Rafibhibsr ol I/EABTCRE A G/ K ©E
KAEAF N B 2R F B

(@) T FEFR AR B AT 77 SN B 2R B AT 6/ A 175 58, -5 IR e I R 5 e Ay B A7 v i P P 5 1 e Sy 2
fili 1) 5 SR ASRANTR], X TR R S T I ARARAR DG 26T H AT IBTC— 2R ik SAL T HERE RGP &, i A RS, &L
MR R, XELOXS5GEMOX 7 97 %0k, W itk BTCHiBIMLIT 77 (Gem vs Cap, W24 vs HZy, JTREMNME) ¥
R AR TT I o

Q) HAERE R, ZHF TS HT AR 55 PRI 4 35 T8 B R BRIl B AT b 3R, — e AN EEE I IR
I58 PR TS R 2= g A . N4 1/25 B EBE &4 (American Joint Committee on Cancer, AJCC) 4:#. i K/ 2RO/
RIVIBRIE IR IE iR, HREAT FOAETEZE R, A — BT i B 2% IR 35 i ks /A 2200 B A R A Fr b,
PR 18 ro 2 A s IR B 2 il B A B A 3R 28 N BEAEAS aE— DR 7T

W) 4T, SRR, HMLTT AL S5% e A SE R T 6 A R EAIE (1250 mg/m®) 1697 . S5 &
FAALL, BTCHEFHHZ REARIRIGIT I SZ VAL 22, WIRe S FART . EFRRE LN Z R AH0C, Be 75 FEIK
FIEUN1 000 mg/m* KR A BIALIT (1 58 AR AR 2 A A5 S B (0 7 1)
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6) AFEFSALIBTCAEM AT MR R R FEB A L, Blin, 1B e sl E 3 e 5 5 BRI A =, gl )
PTT 75 8 A 5 R 8 B2 A R R AR SR BTCARAL IR T M 7 B 5 B 1

M, FEZABTCHIBMIT RS KW 2 5, BILCAPHFEBTCH IR ZIE K Bt TR HE M —2, MU SCRIE
IRSERR, RERARIE M SONBTCHIBILIT IR AETT 5, K ARBTCHI U U AL, IRl PRETE FE 254

AN EER5E20194F4 A % R AE Lancet Oncol
TBILCAPHESY 1, i — TR 5T R 85 Al 5
( capecitabine ) 7] YIEEAHIE AP ( biliary tract
cancer, BTC) AJ&4# B4k i/ FH A BEAL T 4
i PRAFSE o &B53 NS5 201 74F 36 = it PR i I
2¢4> ( American Society of Clinical Oncology,

ASCO) AFL R TIb I rAGE .

d6 &2
1 B=

BTC /& — R i) bk, 45 0295
(40% ) . JHAMIBE AR (35% ) . FFAIRAE
Mt (8% ) . AMEHIE (13% ) Ml Rsrds
Jpge (4% ) o BTCH LU FHER: O LRFEMK,
AL 5 BRI AL TE R 3% ; @ HEAEZK, BTC 1
A R ATE (overall survival, OS) Z K22%, 5
EOSHENI% (kg = FIE/R+:, 1971—1995
M) P @ ATYIBRRAL, PR R — A
HIAEHLES, BAUE 15%~20% 1) 835 0] LIFARY)
Brs @ ARJ55E &R

X T BTCHIIAYY — BAFTEM A BE] . 5514
] U T PIBRBTC B E A S i B LI T RE & k45
AT ST AR R R, B EE AN RS
P B OS5 B2 [ B 2 Ve 5 ] b Jr 52
HEMLITE A, AT, MIBTCHIBRIEIL
S EIEGP 4, SR TR IBTC M AR b
WEHE.

20124F & F#AEJS Clin Oncol I ) Metadr 7
PN T 1960—20104E (2055 B 5%, k6 71201 %
AN, ZSHT B TR R M B AT A LR AT R R
AR A AR IR TE B AT IR A B 3
%5 (OR=0.74, P=0.060) , {H{EFATIVLH /04T
IFEBE, WRELEPHEEE (OR=0.49, P=0.004)
MRV B E (OR=0.36, P=0.002) %374
WITHA B AR R . AN, 20024FHIE T —
BEMLX BRI (19864F4 H—19924F6H ) , It
AL 50841, Forr e 17341, AR 13941,

ARZERR 14001, NSO ) L BTSRRI
JEMF (MMC+5-FU ) J7 24P R LLULES, 452R
P M9 FB 2 1 SAEOS R B 4w (26.0% vs
14.4%, P=0.036 7) , SAETHALER (disease-
free survival, DFS) WA #EE (20.3% vs 11.6%,
P=0.021 0) , {EHAIRRIA A 25 S o gt it
R

XSRS —E FEEE LU T Bk T AEBTC
HUAR G RARCRN, HSHFTRENIRE, A
v g = e O P B AL BRI R g A T e . T
&, TE20054 754 HHbaA AR DG B THBIBREALX Bl
PRIRI M4k 1T, BILCAPHFFE a2 H p HATAR
FAE)— T
2 WRER

ZHFFEA B B S IR WLEE T 58 2 VBRI
BTC, FZAESREASE: W2 W I N/IF
HMIFTTRRAE A e . IRSE T B . DLUZRIE
PENR S, IR T 582 UIFR, 46 R/ R U
Frak —H PR REARFIEUMELA (Eastern
Cooperative Oncology Group, ECOG ) {4 J7:{k
( performance status, PS) PF4r<2; HFHIIAE
HREE MINAEIEH ; e =18% . FEHRRPRE
FAE . PRI IE R ;. RRIHEE ; RIEARTE S
PRI B TERERHAAR SR s BREABTCHUS T 5

AR - IHEPLAZH B WEZH (2054 )
FIARIFAL (2050], REifbIEL 250 mg/m®, X
20K, HFi~14K, TR ) o SPERERAET
ARty o RIS . VIBRARASFIPSPESr (&
1) o FEMFTLE HOS; WEMRLE N
B k"ETE (recurrence-free survival, RFS) &

Control arm
observation
; N=205 > Follow-uj
Macroscopically Letyeat : every 3Pm°n i
resected BTC Treatment arm 2nd year : every 6 months
Py >
capecitabine 3rd-5th year : every year
N=205

B 1 #HRigit
Fig. 1 Research design
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FM . EWEE (QLQ-C30, QLC-LMC21,
BuroQoL-5D-5L ) F1 A2 552= 1Al
3 WREITEITFEIE

W BGIT OF A S A5 OS . DFSE
RFS. DFSHIX T-OSAE N T 2L s A3 TE
THAZ 28R IREm , 1 H i FDFSHLOSH;
PRAI BRI BT Fr ARG BE DI S, TR B AREAR
/N, MOSHE A 32 B 57 48 S A S 78 T
HOE bR, S5REW, MR, o
OSIMAJEDFS (RFS) 1ER 258 2 5 it
ST ABTC A A 7 OSE A ——Tiii 2
AEFIOSFRM209% 3 5 F32% , b I 57 A 77 it 1]
1034 A4 sl14.61 A o JF HR S ThnifEq
J7, LIS SEIRYT AT OSI R /N

FEREAS S TS5 T, — I RATF 52 R A
AR FERE T AT 45 O Kk
(1-B) 5 @ o (AR 5 @ FWitilER
g (Flhn, OSHYHR, "7 OSH)ZE K i
BE, XAFEOSHIEIIEIE ) 5 @ AL B FBE T
] AE3AAEEIOE T Z M, A
WY 7 B AR R 2 A NE FTLL,
iz TIT 3911 PR F 9 5 S B 118 S 3k 28] T3 ) = 1
B, MAEHEA,

I FE 24 B OS M 20% 42 5 51132%, Xt
MHYHR=0.71; X fljo=0.05, Power=80%. i}
o e A 3604, 270 FET-SF . HFE20134F
TH, M EdE %2 52 (Independent Data
Monitoring Committee, IDMC ) i i X848 i) 43
Mr R A0 AT I, Bk B TR
BLR270 SRR TR B a4 . B PR ZE N
WIZER, BHEARITFRBIT . B 24F0SHM
60% 4= E171%, ¥R HR=0.69, XMo=0.05,
Power=80%. 752 FFECN2344, I H
H TR B BNFE R 234D TR, DR
INTFEASR:, AL T 44741,

Seit g M dE 2T [ B B PR
J¥ (intention-to-treat, ITT) AJME, P& ZEN
RIGITTEHR | FAEUEEST [ HE5 G %
( per-protocol, PP ) AM¥, JA%& 52K Z A1 HA
WEHREIHEMHR | o HRGTHEIEFCOXE
L A5 AU AR AL

4 MRER

— G753 R A, 44THI R
BEAL e . Hoh R dl 22361, WE41224
B FEIRYT AR H TRk s R O, e
P2 I PPAE 735l 2 2205 FN2 10451 . 55 145 i 35 7
20064F7 7 A4, HJETE20144E 58 A4, 3%
TR FE IR 84T . AL TR L IEI2,

TR DIhe KB il i DIRe, 2 i
TBOL R FARYIBRAPIRZS , P SR R IR 2 £y
(R1) .

FEITT T, R hiEAL P 20SH51.1
NH, MEHN36.440H o LWL, REH
TR NG IT OSAER 154 H (HR=0.81, 95%
CI: 0.63~1.04, P=0.097) . HTHRAYA]{F X |H]
R T, HitERTgIHE L FEITTE
PEE TS R CRAEME AR . B sk .
PERI ) RS AE S B, HR=0.71 (95% CI:
0.55~0.92, P=0.010) ., PP4 Lt FEF| T [AIF:
M2E5, HERAGIEE L (HR=0.75, 95%
CI: 0.58~0.97, P=0.028, [¥I3) .

OSHW A 3 Hr i, 7858 M A Mg o3 1k 25
B TR R B TT BRI AR R aE, (HR S
KBRS TG FE L (F4) o Il
(AL RFS/r 5 24 4 F117.54 A (1ITTHHr,
HR=0.75, 95% CI. 0.58~0.98, P=0.033) . i
COXMAARTY , 0~24 H RFSHIHRZE 7 A 4
TR, 24~60 HER TSI E L. &
J& BHRAE LL0~24 H Ry 3

FEANE RN J7 T, R AL A 20.7% 1 3
I T3~ 490 FRER AL, HABAAS R SO A2
ATLAHEAZ 10, A SR P AR G BT R A . PR
TR 2 RG-SR, BR T RIEbEA S E T
BRI RR e A e D RE O 88 4 T 2%

5 WitER%E

ZHFFEAE201 TAEASCOAE S AT A R 5 5 i
TERFUNE, 20194EASCOFE R HHT, HiEfEnl 4]
BRBTCA 5 I 1242 52 A 64~ H 1~ 15 b 52 4 By
Iy (HEREZRRUON L FUEdafEE , R 25 K
B, UEHEBTR AR, HEFERIECATRAE) o X
TAIE S TBILCAPHSE . 12 E AYPRODIGE- 124
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ZEF H AR UBCATHESY .

201944 %), PRODIGE- 121 BF 57 45
KT SR T FIBILCAPHF5Y K [
NS, R BRI R BT VY Al v R B VD R
AT % . AR A RFS 30.4F118.54 H
(HR=0.88, P=0.48) ; H{iiOSH75.8F150.84>
H (HR=1.08, P=0.74) . i FEFLL I
=, DR R IF A EE GEMOX Ty 2 4 B ik
¥7 o T H A FIBCATHFSE R F 1 5 58 J2 3 VO e

PAZHRN LLEE O L EEHSTA S ROS, WEH
FLSALFERESHIAN R o ZBF R g A225
BB, SRBAWHNPAOS (P Ed
vs WEEH . 623 H vs 63.81H; HR=1.01,
P=0.964) FIH{IRFS ( F UMbl vs A4
36.0H vs 39.940 H; HR=0.93, P=0.693) %5
Wege it o T EL VY A 2 A I A B
W@, PR AERE S P B2l 7 R A R
LT INEY Iy

753 patients assessed for eligibility

306 excluded
153 ineligible
133 patients declined trial
20 other

447 randomised

'

-

223 assigned to the capecitabine group

v

14 withdrew from trial treatment
2 disease related
7 patient choice
4 toxicity
1 other

v

9 withdrew consent to be followed up
2 disease related
7 patient choice

-

224 assigned to the observation group

A 4

6 withdrew consent to be followed up
2 disease related
7 patient choice

13 excluded

3 ineligible

(1 metastatic or
progressive disease,
—> 3 no surgical
intervention)
9 received no drug
1 ineligible and
received no drug

A 4

210 included in per-protocol analysis

'

223 included in intention-to-treat analysis <q--

4 excluded
4 ineligible
(1 metastatic or
progressive disease,
3 no surgical
intervention)

v

220 included in per-protocol analysis

'

224 included in intention-to-treat analysis <--

B2 miEE
Fig.2 Flow chart
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Tab.1 Baseline characteristics of patients

Characteristic Capecitabine group (N=223) Observation group (N=224)
Gender n (%)

Female 112 (50) 111 (50)
Male 111 (50) 113 (50)
Agel/year 62 (55-68) 64 (55-69)

Primary tumor site 7 (%)

Intrahepatic cholangiocarcinoma 43 (19) 41 (18)

Hilar cholangiocarcinoma 65 (29) 63 (28)

Muscle-invasive gallbladder carcinoma 39 (17) 40 (18)

Mucosal gallbladder carcinoma 0(0) 0(0)

Lower common bile duct cholangiocarcinoma 76 (34) 80 (36)
Resection status 7 (%)

RO 139 (62) 140 (63)

R1 84 (38) 84 (38)
ECOG performance status 7 (%)

0 100 (45) 101 (45)

1 116 (52) 116 (52)

2 703) 7(3)
Tumor stage 1 (%)

I 57 (26) 61 (27)

I 137 (61) 144 (64)

] 28 (13) 18 (8)

v 1 (<I) 0(0)

Missing data 0(0) 1 (<)
Lymph node status 7 (%)

N, 115 (52) 121 (54)

N, 108 (48) 102 (46)

Missing data 0(0) 1(<1)
Disease grade n (%)

Well differentiated 34 (15) 36 (16)

Moderately differentiated 110 (49) 120 (54)

Poorly differentiated 64 (29) 56 (25)

Not determined 12.(5) 9(4)

Not known 3(1) 2(1)

Missing data 0(0) 1(<1)
Haemoglobin py/(g-dL™) 12 (12-13) 13 (12-14)
White blood cell count, x10°/L 7 (6-8) 7 (6-8)
Absolute neutrophil count, x10%/L 4 (3-5) 4 (3-5)
Platelet count, x10°/L 279 (231-346) 280 (243-343)
Glomerular filtration rate/(mL-min™") 92 (77-113) 94 (77-111)
Aspartate aminotransferase z,/(U-L™) 27 (22-35) 27 (20-38)
Alanine aminotransferase zy/(U-L™") 27 (20-41) 26 (18-40)
Bilirubin cy/(umol-L™") 8 (6-10) 8 (5-11)
Creatinine cg/(umol-L™) 67 (58-76) 67 (58-77)
Tumor size D/mm 25 (19-45) 25 (20-44)
Resection type 1 (%)

Liver 129 (58) 124 (55)

Pancreas 92 (41) 97 (43)

Other 2(1) 2(1)

Missing data 0(0) 1 (<1)

Data are n (%) or median (IQR). N;: Negative; N;: Positive; RO: Negative resection margin; R1: Positive resection margin
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A ITT analysis

B PP analysis

1007~ . Capecitabine group 100> Capecitabine group
™\ Observation group 0b§ervatmn group
R Adjusted HR Adjusted HR
751 ol 0.81 (95% CT: 0.63-1.04); 751 0.75 (95% CT: 0.58-0.97);
© B o < P=0.028
g 501 T— g s
wn - 2]
[} e}
25 251
o 1) B T6 py Py 12 24 36 48 60
Number at risk t/month Number at risk t/month
(number censored) (number censored)
Capecitabine group 223(0) 195(6) 155(7) 105(25) 83(39) 56(53) Capecitabine group 210(0) 190(2) 152(3) 105(21) 83(35) 56(49)
Observation group 224(0) 1933) 137(5) 95(23) 67(34) 46(47) Observation group  220(0) 190(3) 134(5) 92(23) 64(34) 44(47)
ITT analysis PP analysis
Median OS/month 95% CI  HR (95% CI) P value Median OS/month  95% CI  HR (95% CI) P value
Capecitabine 51.1 34.6-59.1 Capecitabine 53 40-NR
© 603{;11 04) 0.097 © 5(;3-705 97) 0.028
Observation 36.4 29.7-44.5 . ' Observation 36 30-44 i ’
3 ITTH#FPP4#THIOS

Fig.3 OS of ITT analysis and PP analysis
Planned sensitivity analyses in the ITT adjusting for prognostic factors; Resulted in an OS HR of 0.71 (95% CI 0.55-0.92; P=0.010)

Observation group  Capecitabine group HR (95% CI) Pieierogencity Value
ts)

(events/patients) (events/pati
Agelyear P
>60 82/145 76/145 — - 0.87 (0.63-1.19) } s
<60 49/79 38/78 —a— 0.71 (0.46-1.08) ’
Gender
Female 58/111 54/112 0—!—1 0.93 (0.64-1.35) 1
| Male 73/113 60/111 —— 070050099 | |*¥
Maximum tumour size D/mm
>50 22134 15/35 e e 0.65 (0.33-1.26) }
=50 82/145 73/142 —1— 0.86(0.62-1.18) 046
Lymph node status
Positive 76/102 70/108 —— 0.74 (0.53-1.03)
Negative 55/122 44/115 e 0.81 (0.54-1.20) } i
Tumour stage
1 22/61 19/57 e e 0.87 (0.47-1.60)
I 97/144 771137 —— 0.74 (0.55-1.00) 0.68
i 12/18 17/28 —_—————— 1.04 (0.49-2.20)
Grade
Not known 7/12 6/15 L 4 0.62 (0.21-2.20)
I Poorly differentiated 45/56 40/64 ——t 0.60 (0.39-0.93)
Moderately differentiated 657120 557110 [m—s — 090 0.65129) [ |°5°
Well differentiated 14/36 13/34 | S | 0.93 (0.43-1.98) J
ECOG performance status
0 55/101 44/100 —— 0.71 (0.48-1.06)
1 72/116 37/116 s 0.89 (0.64-1.24) 0.70
2 4 37 0.71 (0.16:3.20)
Resection status
R1 61/84 58/84 —a8— 0.90 (0.63-1.29)
RO 70/140 56/139 — 0.73(0.51-1.04) } 0:42
Primary tumour site
Intrat ic chol 24/41 19/43 —_——1 0.65 (0.35-1.18)
Hilar cholangiocarcinoma 37/63 37/65 —l— 1.08 (0.68-1.71)
Muscle-invasive gallbladder carcinoma 19/40 19/39 — 0.84 (0.43-1.63) 0.47
Lower bile duct chol cinoma 51/80 42/76 —a—H 0.70 (0.47-1.06)
Overall 1311224 114/223 e 0.81(0.63-1.04) -
I T U L) L)
0.75 0.25 0.5 1.0 1.5 5.0

Favours capecitabine Favours observation

Kl 4 OSHALSHT
Fig.4 Subgroup analysis of OS

Ak, BILCAPHFFY BIE T K J5 & & i 2
HBNARIT R, EAE R LA BEALX IR 5

SRS TS A IR R SEBR A 23 o WS T R E
BEAEABTCA R MBI s T 58 . BT LA,
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20194F 36 [H #5725 & R iE M 4% ( National
Comprehensive Cancer Network, NCCN ) 4575 )
M EET, XTI UIERBTCAR JF ROFIR 1Y R 11 &
., WEELLS-FU NSRBI EALTT o XD HEFER)
WEHE 200 e p) 2o 2 5B RTBAME (multiple
disciplinary team, MDT ) m & Z M, Fi&
BT ZMRaE R, Balc &l 7 1B
T o

X TR IR SRR AR R, BT
AW — PR ER . FEREWACTICCA- 115
(NCT02170090 ) , RHYEGPIT 5% LEWLEE,
PR B 15 B I R A8 IO AR HETR YT O 2 TR RE vz
FIEFERIT . E2017TAE AR T R MIER 52
&, EWHERA T AT SR REIT, R R L
BT RIS . B TIEE Y, HA
WAETF e — T AL BRI RIS, R FHS-1ERZ%F
FEigg, LIOSHE R EEMFTL S . A X SuifioE
IR BRZATRA 17 SR B Z I R S A8 =

MG AEER , A5 EE RAETEPIAS
M, B9, FEMREERERM, HEPA
OSHER TIE154H, I T Geit2 2 SURI IR
HXAFE S, HaR, ITTERZRIETE, PP
SEHLEBHYE, ITTHIPPLSSRAFAE Wz

I 1) JR AR A ARG 2w il B Y, 3
BIRFR AR, BT ORINZE 407 20184EN
Engl J Med %35 | — R £AiR 4 R 4R B——An R
FERL ARG T, AT DUIR 104 [A] @
FOE AR IR R SRR A5 A (3R2) o

k2 IEMRGEREAMEZFZDEHEE

Tab.2 Questions to ask when the primary outcome fails

Question
Is there some indication of potential benefit?

Was the trial underpowered?

Was the primary outcome appropriate (or accurately defined)?
Was the population appropriate?

Was the treatment regimen appropriate?

Were there deficiencies in trial conduct?

Is a claim of noninferiority of value?

Do subgroup findings elicit positive signals?

Do secondary outcomes reveal positive findings?

Can alternative analyses help?

Does more positive external evidence exist?

Is there a strong biologic rationale that favours the treatment?

IS B Hrh a4 . O BRA
IR ? @ ABFREEIE? @ KEMFFRLA N
SETA PESE R @ HAR M 75 R
AR IR KN HLOS36.44 H
PEES1AANH, EKIEISAH, ZH5 0N A
AIGIRE L o R 15 A B2 R 2w g
P P A g e AEAE B IR] . T (L O S3l B
50% ) B E T LLAEAF RO B R),  H 0 2k s Y
FETE, TOIOSARERE I ARAS, 8 % i# & Kaplan-
Meier 12k 5 50% 4 A7 3 1 28 LAl 208,
H 7 OS 1 AT A7 B e T 4008 b s (SRR A
I EA ), RUBS: B 3 2 1 i 7 81 A s [ s )
BEEC P AIOSHY AT AE X (8] s B T i, OS Ak 1T
AR . Wil s 4l P 2 0S Ry 51.14 H
(95% CI: 34.6~59.1) , XFHEZHH{70SH36.44
H (95% CI. 29.7~44.5) , WiZHh i OSHI Al {5
X KGR ES, 2R, 15MHF
NLOSHYHE R AT RES K T WAL R SEPR Y 25 5% .
I, M9 OSEE A s, RS2
fEOS. WAt ABiH24E0S? A FEAME 5% i
HEBREBEVII AR T 245, 24 0S & R
SERY

EZMFFE24E0S : R MIEEA NT1.7%, WAL
HN63.1%; 34E0S: RN H56.3%, W
A N51.3% (E5) o M AZESIT34E0S? BR
M APIE N RL22: ( European Society for Medical
Oncology, ESMO ) & i ¥F-4 2451l R EL 1)
fer, TR Bh VAT G R 3R £5 B K/NAr T AL
B. C%%. AEYUEMRIFOSHERMEIL 5%,

ITT analysis
100 —‘\XL\ Capecitabine group
\ Observation group
~ »:\ Adjusted HR
75 R 0.81 (95% CIL: 0.63-1.04); P=0.097
N =
=3 -
- A
E e
s 50 T
%) ———. ~
o -
25
0 4 !
Number at risk 0 12 24 36 48 60
(number censored)
Capecitabine group 223 (0) 195 (6) 155 (7) 105 (25) 83 (39) 56 (53)
Observation group 224 (0) 193 (3) 137 (5) 95 (23) 67 (34) 46 (47)

& 5 213408
Fig.5 OS of 2 years and 3 years
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BIRSDE KNI AR,
HT.

G ATE T AFESHEN S L 2500
4E (full analysis set, FAS) /ATTEEJRN] . BEHL
SR BT B s AN PR Z TG YT . PP
£ SER T WU E R YT A A TR R 1Y
80%~120%; FZFEHnAI AMIE ; A H R AN
TEWER . R AR (safety set, SS): Bl
VUG 2D IRIR 25, 200 1R PR
MHIXT %, N Irsic . e XA LLAE
h, ITTARZAER ™M1, TR =0, 4
LLPPLE AT BE S RAL TR . PPAr#IT il B EJRFASE,
IR BT o LRI AT TZS S R i 5
A BT T BRI DG ITTAR FIPPAE S,

S B E LW IR AETTTAE BT X 43 )2
N Z G IHRZE R . HR=0.81, PP4EHLEX]4)
ZER R )F FHREE R . HR=0.75, P{EFERZE
SAGI AR ITTHEBRE X2 s R &R
P S BFIHR=0.71, P, SUgt: sl g
ARG AT . (RS MAEEER, A
FEISE— - BATE R
7 HBREL

FEM A SRA LR, BTSSR U
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