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Abstract; Objective

porcine pulmonary

To observe the clinical efficacy and safety of
surfactant injection combined with budesonide
suspension in premature infants with respiratory distress syndrome (RDS).

Methods

treatment group based on treatment methods. The control group received

Infants with RDS were divided into control group and
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endotracheal administration of poractant alfa injection at 200 mg - kg ™', with a supplemental dose of 100 mg - kg™’
after 12 h. The treatment group additionally received inhaled budesonide suspension at 0. 25 mg « kg ™", twice daily.
Both groups continued treatment for 3 d. The clinical symptoms and respiratory support parameters, blood gas analysis
parameters, serum inflammatory and stress markers, clinical efficacy and safety evaluation were compared between the
two groups. Results A total of 136 were enrolled, with 59 cases in treatment group and 65 cases in control group.
After treatment, the total efficacy rates in treatment group and control group were 89. 83% (53 cases /59 cases) and
78.46% (49 cases /65 cases ), respectively; time to disappearance of tachypnea were (36.85 + 5.62) and
(39.52 £7.15) h, respectively; time to disappearance of retractions were (40.58 +7.93) and (43.88 +8.61) h,
respectively; time to disappearance of lung rales were (49.34 £7.96) and (54. 18 £9.63) h, respectively; duration
of mechanical ventilation were (4.15 £0.78) and (4.45 £0.87) d, respectively; total duration of oxygen therapy
were (7.56 £1.32) and (8.12 £1.13) d, respectively; duration of neonatal intensive care unit ( NICU) stay were
(17.42 £2.55) and (18.66 £3.28) d, respectively; partial pressure of oxygen (PaO,) levels were (65.24 +9.24)
and (61.58 £9.85) mmHg, respectively; partial pressure of carbon dioxide (PaCO,) levels were (41.85 +6.61)
and (44.92 = 7.13) mmHg, respectively; oxygenation indexes (OI) were 8.44 + 0.95 and 8.92 = 1.16,
respectively ; interleukin —6 (IL —6) levels were (45.78 £5.42) and (48.74 +7.25) pg » mL™'
C - reactive protein (CRP) levels were (11.63 +1.56) and (12.65 £3.04) mg - L', respectively; cortisol ( Cor)
levels were (296.54 + 36.87) and (315.16 + 45.32) nmol - L™
(ACTH) levels were (61.23 +7.65) and (65.20 +£9.48) pg + mL~

significant differences in the above indexes between treatment group and control group (all P < 0.05). During

, respectively;

, respectively; adrenocorticotropic hormone

' respectively. There were statistically

treatment, the main adverse drug reactions in treatment group included air leak syndrome, pulmonary hemorrhage,
decreased blood oxygen saturation, hyperglycemia and bradycardia; the control group included pulmonary hemorrhage,
decreased oxygen saturation, hyperglycemia and bradycardia. The total incidence of adverse drug reactions in treatment
group and control group were 13.56% (8 cases/59 cases) and 13.85% (9 cases/65 cases), respectively, with no
statistically significant difference ( P > 0.05). Conclusion Poractant alfa injection combined with budesonide
suspension can improve the total effective rate of treatment for RDS in preterm infants, accelerate symptom relief,
inhibit inflammatory response and oxidative stress, without increasing the risk of additional adverse drug reactions.

Key words; poractant alfa injection; budesonide suspension; preterm infant; respiratory distress syndrome ; inflammation
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Table 1 Comparison of baseline characteristics of the two groups

(x x5)
Ttem Control (n =65) Treatment(n =59)
Gender(n,% )
Male 38(58.46) 33(55.93)
Female 27(41.54) 26(44.07)
Birth weight(kg,x £5) 2.43 £0. 39 2.45 £0.40
Delivery mode(n,% )
Cesarean section 44(67.69) 39(66.10)
Vaginal delivery 21(32.31) 20(33.90)
Age at admission( h,x +5) 3.63 £0.74 3.58 £0. 62
1 min Apgar score( score,x £s) 8.12+1.26 8.05 +1.46
Prenatal steroid use(n,% ) 41(63.08) 39(66.10)
Premature rupture of membranes > 18 h 10(15.38) 8(13.56)

(n,%)

Control group: Treated with endotracheal poractant alfa injection,

200 mg « kg ™" initially, with a 100 mg + kg~' supplemental dose after
12 h; Treatment group: Treated with endotracheal poractant alfa injection
same dosing regimen as control group, combined with inhaled budesonide

0.25 mg - kg ™', twice daily.
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Table 2

Comparison of clinical symptom improvement and

respiratory support parameters between the two groups (x %)

Ttem Control (n =65 ) Treatment(n =59)
Time to disappearance of tachypnea(h) 39.52 £7.15  36.85 5. 62"
Time to disappearance of retractions(h) 43.88 +8.61  40.58 £7.93*
Time to disappearance of lung rales(h) 54.18 £9.63  49.34 +7.96™
Duration of mechanical ventilation(d) 4.45 £0. 87 4.15 0. 78*
Total duration of oxygen therapy(d) 8.12£1.13 7.56 £1.32*%
Duration of NICU stay(d) 18.66 +3.28 17.42 +2.55*

NICU: Neonatal intensive care unit;

#P<0.05, P <0.01.

Compared with control group,

R3 2HBEMEIAKFIILLE (2 £5)

Table 3 Comparison of blood gas indices in the two groups (x s)
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Table 5 Comparison of clinical efficacy between the two groups
(n, %)

Ttem Control (n =65) Treatment(n =59)
Excellent 28(43.08) 37(62.71)
Effective 21(32.31) 16(27.12)
Tnvalid 16(24.62) 6(10.17)
Total effective 49(78.46) 53(89.83)"

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

Control (n =65)

Treatment(n =59)

Item
Before treatment

After treatment

Before treatment After treatment

Pa0, (mmHg) 45.12 +7.37 61.58 £9.85* * * 44.85 +7.55 65.24 9,24 % * *#
PaCO, (mmHg) 56.45 +8.22 44,92 £7.13** * 57.02 +8. 16 41.85+6.61****
o1 13.48 £2.39 8.92+1.16%** 13.36 +1. 46 8.44 £0.95" * *#

Pa0, : Partial pressure of oxygen in arterial blood ; PaCO, : Partial pressure of arterial carbon dioxide; Compared with before treatment in the same group,

*** P <0.001; Compared with control group at the same time,

R4 2 4UTILRAE S MR AR LA (2 £ 5)

¥P <0.05.

Table 4 Comparison of serum inflammatory and stress markers in the two groups (x )

Control (n =65)

Treatment(n =59)

Item
Before treatment

After treatment

Before treatment After treatment

IL-6(pg - mL™") 62.45 £13.32

CRP(mg - L°1) 14.52 +4. 15

Cor(nmol - L")

ACTH(pg - mL~")

385.42 £62. 15
72.45 £12. 68

48.74 £7.25* **
12.65 £3.04* " *
315.16 £45.32* * *
65.20£9.48* " *

63.12 +12. 86 45.78 £5.42 % * **

14.86 +3. 60 11.63 £1.56* " **
378.85 +58. 46 296.54 £36.87 % * **

71.86 £ 11.92 61.23£7.65° " **

IL -6 Interleukin —6; CRP: C - reactive protein; Cor: Serum cortisol; ACTH: Adrenocorticotropic hormone; Compared with before treatment in the same

group, " " P <0.001; Compared with control group at the same time,

#P <0.05.
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