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Clinical study on Cidan Capsules combined with mFOLFOXG6 regimen in treatment
of Bismuth-Corlette II hilar cholangiocarcinoma
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Department of Hepatobiliary Surgery, NO.215 Hospital of Shaanxi Nuclear Industry, Xianyang 712000, China

Abstract: Objective To study the clinical effects of Cidan Capsules combined with mFOLFOX6 regimen in treatment of
Bismuth-Corlette II hilar cholangiocarcinoma. Methods Patients (82 cases) with Bismuth-Corlette II hilar cholangiocarcinoma in
NO.215 Hospital of Shaanxi Nuclear Industry from January 2010 to January 2014 were randomly divided into control and treatment
groups, and each group had 41 cases. Patients in the control group were iv administered with 5-Fluorouracil Injection on the first
day, 2 800 mg/m* for 4 — 6 h, as well as iv administered with Calcium Folinate Injection 400 mg/m?, and with Oxaliplatin Injection
85 mg/m* added into 5% glucose solution 500 mL for 3 h. Patients in the treatment group were po administered with Cidan Capsules on
the basis of the control group, 5 grains/time, four times daily. Two weeks was a course of treatment, and patients in two groups were
treated for 6 courses. After treatment, the short-term and long-term efficacy was evaluated, and the immune function, life quality and
adverse actions in two groups before and after treatment were compared. Results After treatment, the objective reaction rate and
clinical benefit rate in the control group were 73.1% and 50.9%, which were significantly lower than 81.7% and 62.5% in the treatment

group, respectively, and there were differences between two groups (P < 0.05). After treatment, the survival rate of 1 year, 2 years, and
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3 years, and OS in the treatment group were significantly higher than those in the control group (P < 0.05). After treatment, the CD3 ", CD4",
IgG, IgA and IgM levels in two groups were significantly increased (P < 0.05), and the immune function in the treatment group was
significantly better than that in the control group (P < 0.05). After treatment for 5 and 6 courses of treatment, the KPS scores in control
group were significantly higher than pretherapy (P < 0.05). After treatment for 3, 4, 5, and 6 courses of treatment, the KPS scores in
treatment group were significantly higher than pretherapy (P < 0.05), and were significantly higher than that in the control group (P <
0.05). During the treatment, the adverse reactions rate in the treatment group was significantly lower than that in the control group, with
significant difference between two groups (P < 0.05). Conclusions Cidan Capsules combined with mFOLFOX6 regimen in
treatment of Bismuth-Corlette II hilar cholangiocarcinoma can improve the immune function, lengthen the survival time and decrease
the toxic and side effects.
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Table 1 Comparison on short-term effects between two groups
2 /15 CR/#1 PR/#1 SD/4 PD/f ORR/% CBR/%
pajid) 104 19 34 23 28 73.1 50.9
bEtis 104 25 40 20 19 81.7° 62.5"
LAt "P<0.05
"P <0.05 vs control group
£2 FAREIMEEIEIRILE (xxs )
Table 2 Comparison on immune function indexes between two groups ( xts)
4 i BERIN TR CD3"/% CD4" /% IgG/(gL™) IgA/(gL™) IgM/(g'L™")
XHE 41 BT 38.95+3.85 28.93+2.84 1.10£0.11 1.71£0.19 31.92+3.46
BIT R 45.79+4.53" 35.67+£3.46" 2.3440.22" 3.1240.34" 37.67£3.76"
Wiy 41 YBITHT 39.384+3.96 29.62+2.93 1.12£0.12 1.68+0.17 32.45+3.24
BIT R 51.46+5.67* 42574421 34540374 5.7840.58™ 45.17+4.45™

LRI P<0.05; SxtEAGITELE: 4P<0.05

"P <0.05 vs same group before treatment; 4 P < 0.05 vs control group after treatment

R3 WMEEFERBLE (xts)

Table 3 Comparison on life quality between two groups ( xts)

KPS 14y

A ol —— P P . P
YRIT FAIATRE B2MTRE H3IANTREE BANTEE BSMTRERE Fe NS
X 41 78.4+73 79.5£7.9 81.1£8.1 822483 82.3+8.5 84.8+8.5" 86.2+8.6"
Wiy 41 78.1+£72  81.1%8.1 82.3+8.2 88.5+8.8™ 894489  89.349.0™ 912492
SRAAITRTE: "P<0.05; SXRALAIT IR 4P<0.05
P < 0.05 vs same group before treatment; 4P <0.05 vs control group at the same period
x4 FWHEARRIRELER
Table 4 Comparison on adverse actions between two groups
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I/l T/ T W/ RAERY% 1 /f31 11 /451 111/451 VA RAEE%
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R 41 6 1 1 0 19.5 5 1 0 0 14.6
WHIr 41 3 1 0 0 9.7" 1 1 0 0 49"

xRl TP<<0.05

"P <0.05 vs control group
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