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ABSTRACT Objective: To analyze the clinical efficacy and safety of ursodeoxycholic acid combined with fenofibrate in the
treatment of primary biliary cholangitis without ursodeoxycholic acid biochemical reaction. Methods: 151 patients with primary biliary
cholangitis without ursodeoxycholic acid who according to random number table method were divided into 73 cases of control group and
78 cases of research group. control group was treated with placebo combined with ursodeoxycholic acid on the basis of conventional
treatment, research group was treated with fenofibrate combined with deoxycholic acid based on the basis of conventional treatment. The
clinical efficacy, liver function, blood lipid index, liver fibrosis index, immunoglobulin G (IgG), immunoglobulin M (IgM), itching and
fatigue scores, and adverse reactions were compared between the two groups. Results: After treatment, the total effective rate of the
research group was higher than that of the control group, and the difference was statistically significant (P<0.05). After treatment, the
liver function indexes of the two groups decreased, which was lower in the research group than in the control group (P<0.05). After
treatment, the total cholesterol (TC) and triglyceride (TG) of the two groups decreased, which was lower in the research group than that
of the control group (P<0.05), there was no significant difference in LDL-C and HDL-C between the two groups before and after
treatment (P>0.05). After treatment, the index of liver fibrosis in both groups decreased, which was lower in the research group than in
the control group (P<0.05). After treatment, IgG and IgM decreased in both groups, which were lower in the research group than in the
control group (P<0.05). After treatment, the scores of pruritus and fatigue in both groups decreased, which was lower in the research
group than in the control group (P<0.05). There was no significant difference in the incidence of adverse reactions between the two

groups (P>0.05). Conclusion: Fenofibrate has a good effect on primary biliary cholangitis without ursodeoxycholic acid biochemical
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reaction, and can improve liver function without significantly increasing adverse drug reactions.
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Table 1 Comparison of clinical efficacy between two groups(n,%)

Groups n Complete reaction Partial reactio No reaction Total effective rate
Control group 73 22(30.14) 31(42.47) 20(27.39) 53(72.60)
Research group 78 40(51.28) 28(35.90) 10(12.82) 68(87.18)*

Note: control group *P<0.05.
22 WMAEBTTAIERFINRELLER ST G , AU I e tr R AIR, AR R AR TR R4, Lh A ettt
IGITHT, PIALF I RE LB 22 5 RG22 R L(P>0.05) 57t £ R X (P<0.05), W3 2.
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Table 2 Comparison of liver function between the two groups before and after treatment(x+s)

Groups n Time T-BIL(p.mol/L) D-BIL(umol/L) ALP(U/L) AST(U/L)
Control group 73 Before treatment 37.12+5.23 18.76+3.34 175.87+£25.98 50.13+5.87
After treatment 24.13+£3.55° 11.86+1.23° 144.33+21.78° 41.67+4.54°
Research group 78 Before treatment 36.40+6.21 17.45+3.57 183.13+22.13 48.65+7.29
After treatment 20.12+3.32® 9.19+1.13® 122.89+18.23® 38.45+4.90

Note: control group *P<0.05; vs before treatment *P<0.05.
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Table 3 Comparison of blood lipids levels between the two groups

Groups n Time TC(mmol/L) TG(mmol/L) LDL-C(mmol/L) HDL-C(mmol/L)
Control group 73 Before treatment 5.13+1.64 1.56+0.21 2.59+0.21 1.11+0.13
After treatment 4.12+0.72° 1.37+0.15° 2.54+0.23 1.13+0.15
Research group 78 Before treatment 5.56+1.40 1.54+0.24 2.55+0.20 1.12+0.12
After treatment 3.08+0.65® 1.2940.11 ® 2.51+0.24 1.14+0.10

Note: control group *P<0.05; vs before treatment °P<0.05.
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Table 4 Comparison of index of liver fibrosis between the two groups before and after treatment(x+s)

Groups n Time LN(g/L) HA(p g/L) CIV(pg/L) PIIINP(ug/L)

Control group 73 Before treatment 186.09+20.33 251.98+33.89 194.75+25.71 225.07+30.07
After treatment 147.63£17.62° 152.89+20.07° 126.41£15.27° 135.31£16.07°

Research group 78 Before treatment 183.95+25.17 254.71+30.75 189.06+28.15 221.74+35.19
After treatment 119.74£18.42 * 114.61+13.75® 96.36+12.05 ® 104.94+13.85

Note: control group *P<0.05; vs before treatment °P<0.05.
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Table 5 Comparison of IgG, IgM between the two groups before and after treatment(x+s)

Groups n Time IgG(g/L) IgM(g/L)

Control group 73 Before treatment 19.76+2.58 3.42+0.71
After treatment 16.24+2.13° 2.96+0.37°

Research group 78 Before treatment 19.95+2.26 3.38+0.75
After treatment 14.03£1.17® 2.65+£0.29 ®

Note: control group *P<0.05; vs before treatment °P<0.05.

® 6 WEBITRIERERE . Z FIE L (vas )
Table 6 Comparison of pruritus, fatigue score between the two groups before and after treatment(x+s)

Groups n Time Pruritus score (g/L) Fatigue score (g/L)
Control group 73 Before treatment 10.74+1.37 24.05+3.65
After treatment 8.61x1.15° 19.68+2.74°
Research group 78 Before treatment 10.66+1.42 23.78+3.92
After treatment 7.03+0.89 16.22+2.15®

vs control group *P<0.05;vs before treatment °P<0.05.

x7 MATSMRE(H],%)
Table 7 Comparison of safety between two groups(n,%)

Groups n Gastrointestinal discomfort ~ Have a headache Weakness Rash Total incidence rate
Control group 73 6(8.22) 4(5.48) 4(5.48) 2(2.74) 16(21.92)
Research group 78 5(6.41) 8(10.26) 4(5.13) 5(6.41) 22(28.21)
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