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Clinical trial of ulinastatin combined with thymalfasin ol in the treatment of
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Abstract; Objective

injection and thymalfasin for injection in the treatment of sepsis patients

To observe the clinical efficacy of ulinastatin

and their effects on peripheral blood T lymphocyte subsets. Methods

Sepsis patients were divided into control group and treatment group
according to the cohort method. The control group was treated with
ulinastatin injection in addition to initial resuscitation, hemoperfusion,
and antimicrobial therapy. The treatment regimen was intravenous

infusion, 2.0 x 10° U bid for 4 days, followed by intravenous pump
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infusion, 1.0 x10” U bid for 6 days. The treatment group received thymalfasin for injection on base of the control
group’ s treatment, subcutaneous injection, 1. 6 mg twice a week, for 2 weeks. The clinical efficacy, Sequential Organ
Failure Assessment (SOFA) score, Acute Physiology and Chronic Health Evaluation (APACHE) 1I score, peripheral
blood procalcitonin (PCT) , lactate (Lac), D — dimer (D — D), and levels of T lymphocyte subsets were compared
between the two groups, as well as 28 — day mortality rate and safety were evaluated. Results A total of 43 patients
were enrolled in the control group and 37 patients in the treatment group. After treatment, the total effective rates in the
treatment group and the control group were 94.59% (35 cases/37 cases) and 86.05% (37 cases/43 cases),
respectively, with no significant difference statistically (P >0.05). After treatment, the SOFA scores in the treatment
group and the control group were (5.46 £1.20) and (6.71 £1.33) points; the APACHE 1[I scores were (16. 17 £3.49)
and (18.63 £3.82) points; the peripheral blood PCT levels were (1.51 £0.33) and (1.88 £0.42) pg + L™'; the Lac
levels were (2.73 £0.52) and (5.06 £1.19) nmol « L™"; the D — D levels were (0.85 +0.27) and (1.02 £0.33)
mg + L™"; the CD3 " levels were (38.98 +4.36)% and (34.42 +4.14) % ; the CD4 " levels were (18.66 +2.47) %
and (13.17 £1.96)% ; the CD8 * levels were (12.35 +1.42)% and (13.01 +1.39)% ; and the CD4 " /CD8 * ratio
were 1.49 £0.24 and 1. 04 £0. 22, respectively, all showing statistically significant differences (all P <0.05). The
28 — day mortality rates in the treatment group and the control group were 18.92% (7 cases/37 cases) and 23.26%
(10 cases/43 cases) , respectively, with no significant difference statistically (P >0.05). No drug — related adverse
reactions were observed in either group. Conclusion The clinical efficacy of thymalfasin for injection in the treatment
of sepsis is more ideal than that of ulinastatin alone, as it can better reduce the levels of peripheral PCT, Lac, and
D - D, regulate T lymphocyte subsets, demonstrating definite efficacy and safety.
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Table 1 Comparison of general data between the two groups

Item Control(n =43) Treatment(n =37)
Age(year,x £5) 51.73 £10.02 52.42 £9.96
Gender( male/female ) 23/20 21/16
SBP(mmHg, x +s) 75.31 £11.24 74.69 +£12.70
DBP(mmHg, x +5) 58.77 £7.51 59.64 £7.09
Heart rate(beat * min !, x %5) 97.86 £5.57 97.04 £6. 11
Body mass index(kg * m 2, x+5) 23.49 +2.68 23.01 £2.95
Primary disease(n,% )

Pneumonia 33(76.74) 29(78.38)

Diffuse peritonitis 9(20.93) 7(18.92)

Pancreatitis 1(2.33) 1(2.70)

Control group: Ulinastatin; Treatment group: Ulinastatin combined with thymalfa-

sin for injection; SBP; Systolic blood pressure; DBP; Diastolic blood pressure.
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Table 2 Comparison of peripheral blood procalcitonin (PCT) , lactic acid (Lac) ,D — Dimer (D —D) levels between the two groups (x +s)

Control (n =43)

Treatment(n =37)

frem Before treatment After treatment Before treatment After treatment
PCT(pg-L™") 7.13 +1.86 1.88 +0.42* 6.78 +1.91 1.51+0 33"
Lac(nmol - L™") 7.94+1.32 5.06+1.19" 8.11 +1.46 2.73+0.52**
D-D(mg- L") 1.18 £0.29 1.02 £0.33 " 1.24 £0.30 0.85+0.27"*

Compared with control group, *P <0.05; Compared with before treatment.

®3 2 4UBHERISNEIML T AN KCF I FEE (2 £5)

Table 3 Comparison of peripheral blood T lymphocyte subsets between the two groups (x +s)

Control (n =43)

Treatment(n =37)

frem Before treatment After treatment Before treatment After treatment

CD3* (%) 30.06 £3.52 34.42 £4. 14" 31.14 £3.79 38.98 £4.36**
CD4* (%) 11.62 £2. 18 13.17 £1.96 * 11.09 £2. 04 18.66 +2.47 *#
CD8* (% ) 13.29 £1.46 13.01 +1.39 13.44 +1.38 12.35+1.42*%
CD4*/CD8 * 0.86 +0. 14 1.04 £0.22 0.84 +0. 17 1.49 £0.24 **

Compared with control group, *P <0.05; Compared with before treatment, * P <0. 05.

R4 2HBHGRITBA L (n, %)

Table 4 Comparison of clinical efficacy between the two groups

(n, %)

Ttem Control(n =43) Treatment(n =37)
Markedly effective 20(46.51) 21(56.76)
Effective 17(39.53) 14(37.84)
Ineffective 6(13.95) 2(5.41)
Total effective rate 37(86.05) 35(94.59)
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