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Clinical trial of somatostatin combined with ulinastatin in patients with severe acute
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Abstract; Objective

somatostatin injection combined with ulinastatin injection in patients with

To investigate the clinical efficacy and safety of
severe acute pancreatitis ( SAP). Methods Patients with SAP were
divided into control group and experimental group by random number
table method. Both groups received routine basic treatment. On this
basis, the control group was additionally given somatostatin injection
(6 mg once daily). The experimental group was treated with ulinastatin

injection by intravenous infusion at a dose of 100 000 units three times a
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day on the basis of the control group. Both groups continued to receive treatment for 7 days. Compare the clinical
efficacy, inflammatory factor levels, symptom relief time, intestinal mucosal function [ D - lactate, diamine oxidase
(DAO), and Endotoxin ] of the two groups, and conduct a safety evaluation. Results A total of 160 patients were
enrolled in this study, both the treatment group and the control group included 80 cases. The total effective rates in the
treatment group and the control group were 91.25% (73 cases/80 cases) and 75.00% (60 cases/80 cases),
respectively, with statistically significant difference (P <0.05). After treatment, the levels of tumor necrosis factor — o
(TNF - ) in the treatment group and the control group were (22.46 +5.90) and (28.85 +6.37) pg - L',
respectively; the levels of interleukin — 6 (IL —6) were (92.03 +20.22) and (122.78 +27.59) pg + L™,
respectively ; the levels of Presepsin were (1.25 £0.54) and (1.55 +0.58) pg + L™, respectively; the levels of D —
lactate were (5.31 +0.75) and (8.19 £0.93) mg + L™, respectively; the levels of DAO were (4.29 +0.88) and
(9.84+1.05) U - L', respectively; the levels of endotoxin were (0.63 +0.18) and (1.21 +0.25) EU - L',
respectively; the duration of abdominal pain relief was (3. 14 £0.42) and (4.98 £0.51) d,respectively; the time for
amylase to return to normal was (4.32 +0.46) and (5.37 £0.56) d, respectively. All these differences of the
aforementioned indicators were statistically significant in both groups (P <0.05). The incidence of adverse drug
reactions during treatment in the control group and the treatment group was 6.25% (5 cases/80 cases) and 6.25%
(5 cases/80 cases) , respectively, and the incidence of complications was 3.75% (3 cases/80 cases) and 2.50%
(2 cases/80 cases) , respectively. There were no statistical differences between the two groups (P >0.05).
Conclusion Ulinastatin combined with somatostatin in the treatment of SAP patients can effectively reduce the
levels of inflammatory factors, alleviate inflammatory response, promote the recovery of intestinal mucosal
function, and has better curative effect, without increasing the occurrence of adverse reactions, with certain safety
and effectiveness.
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Table 1 Comparison of general information between two groups

Ttem Control(n=80) Treatment (n =80)
Gender (male/female) 46/34 48/32
Age (years,x +s) 46.36 +7. 15 45.89 +7.07
Disease time (h,x £s) 5.48 £1.46 5.76 +1.25
BMI (kg + m~2 % +s) 23.21 £2.34 22.98 £2.30
Causes (n,% )
Binge eating 21(26.25) 25(31.25)
Alcoholic 42(52.50) 42(52.50)
Hyperlipidemia 5(6.25) 6(7.50)
Biliary 12(15.00) 9(11.25)

BMI: Body mass index; Control group: Patients were given somatostatin

6 mg intravenous infusion, gd; Treatment group: Patients were given

ulinastatin 103 U on the basis of the control group ,intravenous drip, tid.
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Table 4 Comparison of clinical effects between two groups (n, % )

Ttem Control (n =80) Treatment (n =80)
Markedly effective 27(33.75) 34(42.50)
Effective 33(41.24) 39(48.75)
Ineffective 20(25.00) 7(8.75)
Total effective rate 60(75.00) 73(91.25)*%

Compared with the control group, *P <0. 05.

Table 2 Comparison of inflammatory factor between two groups (x +s)

Control (n =80)

Treatment (n =80)

Ttem
Before treatment

After treatment

Before treatment After treatment

TNF —a(pg - L") 39.09 £8.78 28.85+6.37" 38.81 £8. 64 22.46 £5.90**
IL-6(pg-L°") 178.43 +£42. 18 122.78 £27.59 " 179.82 +41.93 92.03 £20.22**
Presepsin(ug-[fl) 2.61 £0.79 1.55+0.58" 2.57£0.77 1.25 +0. 54 *#

TNF — o : Tumor necrosis factor — a3 IL — 6 ; Interleukin — 6 ; Presepsin ; Soluble CD14 subtype ; Compared with before treatment in the same group, * P <0.05;

Compared with control group at the same time, *P <0. 03.

R3 2HBEMREEINREN LA (x £5)

Table 3 Comparison of intestinal mucosal function between two groups (x +s)

Control(n =80)

Treatment (n =80)

Ttem
Before treatment

After treatment

Before treatment After treatment

D - lactate(mg - L=") 12.17 £1.22 8.19£0.93" 12.13 £1.23 5.31+£0.75**
DAO(U - L™") 17.18 £2.01 9.84+1.05° 17.26 +1.94 4.29 £0.88 **
Endotoxin(EU - L.™!) 1.91 £0.27 1.21 +0.25 " 1.90 £0. 29 0.63 +0.18**

DAO; Diamine oxidase ; Compared with before treatment in the same group, * P <0.05; Compared with control group at the same time, *P <0. 05.
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