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Clinical trial of salmeterol fluticasone propionate in the treatment of children with

cough variant asthma
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Abstract: Objective  To analyze the clinical efficacy and safety of
salmeterol fluticasone propionate combined with cetirizine hydrochloride
and montelukast sodium tablet in the treatment of children with cough

variant asthma. Methods The children with cough variant asthma were

divided into control group and treatment group by random number table

YEE BT BB (1994 — ), 5 R, E2E N method. The control group was treated with oral montelukast sodium
JURHE B I AR I297 7 i TAE
BISEE K, FALEIN, W44 S0
MP. 15162866661 every time, g¢d; the treatment group was treated with salmeterol

chewable tablets and cetirizine hydrochloride oral solution, both 10 mg

E - mail : ntyysl@ 163. com fluticasone propionate inhalation powder inhalation, 1 inhalation/time,
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bid on the basis of the control group. Children in both groups continued treatment for 3 weeks. The clinical efficacy,
pulmonary function, airway reaction status, immune function index, inflammatory index and adverse drug reactions
were compared between the two groups. Results In the treatment group, 50 cases were enrolled, 1 case was lost, and
49 cases were finally included in the statistical analysis. In the control group, 52 cases were enrolled, 3 cases were
lost, and finally 49 cases were included in the statistical analysis. After treatment, the total effective rate of the control
group and the treatment group were 77. 55% (38 cases/49 cases) and 93.88% (46 cases/49 cases), respectively,
and the difference were statistically significant (P < 0.05). After treatment, the maximum expiratory flow were
(4.68 £0.56) and (5.07 £0.62) L - s " in the control and treatment groups; the vital capacity were (0.98 +0.05)
and (1.02 £0.07) L; the forced expiratory volume in the first second were (75.72 +7.24)% and (80.03 £8.36)% ; the
forced vital capacity were (75.49 £7.68) % and (79.97 £6.72) % ; the initial airway resistance were (7.33 0. 75)
and (7.01 £0.73) cm H, O -

(2.01 = 0.25) mg - L™"; the 35th percentile of specific airway conduction decrease were (5.24 £0.52)% and

L™ « s7"; the minimum induced cumulative dose were (1.89 + 0.14) and

(5.59 £0.68)%. There were statistically significant differences in the above indexes between the treatment group and
the control group (P <0.05,P <0.01,P <0.001). The adverse drug reactions of the control group and the treatment
group were headache, palpitation and sleep difficulty, and the incidence of the total adverse drug reactions of the
treatment group and the control group were 6. 12% (3 cases /49 cases) and 12.24% (6 cases /49 cases) , respectively,
with no statistical significance (P >0.05). Conclusion Salmeterol fluticasone propionate, cetirizine hydrochloride and
montelukast sodium tablet are effective and safe in the treatment of children with cough variant asthma.

Key words ; salmeterol fluticasone propionate ; cetirizine hydrochloride ; montelukast sodium tablet; children with cough

variant asthma; lung function; airway hyperresponsiveness
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Table 1 Comparison of general data between two groups(x +s)

Ttem Control(n =49) Treatment(n =49)
Age (year) 9.35+2.62 9.87 +£2.45
Gender( male/female ) 28/21 23/26
Disease duration (' month) 5.69 0. 67 5.46 £0.72
BMI(kg - m~?) 20.12 £2.35 20.28 +2.12

Control group: Cetirizine hydrochloride + montelukast sodium tablets;
Treatment group ; Cetirizine hydrochloride + montelukast + salmeterol fluti-

casone propionate; BMI: Body mass index.

Table 2 Comparison of lung function indicators between two groups(x +s)

Control(n =49)

Treatment(n =49)

frem Before treatment After treatment Before treatment After treatment

PEF(L-s™") 3.32£0.51 4.68+0.56" " * 3.24 £0.53 5.07 £0.62* * **
VC(L) 0.81 +0. 06 0.98 £0.05* * * 0.79 0. 04 1.02£0.07* " **
FEV, (%) 53.75 6. 15 75.72£7.24% % ¢ 53.96 6. 12 80.03 £8.36* * *#
FEV,/FVC(% ) 52.81 £6.33 75.49£7.68*** 52.62 6. 15 79.97 £6.72* * *#

PEF : Peak expiratory flow; VC: Vital capacity; FEV, : Forced expiratory volume in first second; FEV,/FVC:Forced expiratory volume in first second/forced

vital capacity; Compared with before treatment in the same group, * ** P <0.001; Compared with the same group at the same time, *P <0. 01.
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Table 3 Comparison of airway response status between two groups(x +s)

Control(n =49)

Treatment(n =49)

ltem
Before treatment

After treatment

Before treatment After treatment

Rrs cont(em H,0 - L™ - s71) 7.75 +0. 87 7.33£0.75 " 7.83 +0.82 7.01 £0.73 * * **
Dmin(mg - L") 0.78 +0.21 1.89 0. 14" " * 0.82 +0.23 2.01 £0.25***#
PD35(% ) 1.91 +0. 46 5.24£0.52*** 1.85 0. 41 5.59 £0. 68 * * *#

Rrs cont; Resistance of respiratory system at control; Dmin: Minimum induced cumulative dose; PD35; Percentile of specific airway conductance decrease at

35% of the population; Compared with before treatment in the same group, * P <0.05,

#P<0.05,%P <0.01.

R4 2HBILRMARIRM LI (2 £ 5)

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

Table 4 Comparison of inflammatory indicators between two groups(x +s)

Control(n =49)

Treatment(n =49)

Item
Before treatment

After treatment

Before treatment After treatment

HMGBI (ng - L™") 7.02+1.29 5.72+1.65*"* 6.93+1.05 4.89 0,97 " *#
TLR4 4.02 £1.36 2.61 £0.56* * * 3.95+1.24 2.25+0.58* = *#
NF - kB 5.84+0.72 3.16£0.72% % * 5.91 +0.63 2.82+0.56** **
EOS(% ) 8.03+1.97 3.71+0.46" "~ 7.89 +1.03 3.42£0.49 " " *#

HMGBI : High — mobility group box 1; TLR4 :Toll — like receptor 4; NF — kB :Nuclear factor kappa — B; EOS: Eosinophilia; Compared with before treatment in

the same group, ** * P <0.001; Compared with the same group at the same time, P <0.05, P <0.0l.

RS 2HBEMRKI R (n, % )

Table 5  Comparison of clinical effects between two groups
(n,%)

Item Control (n =49) Treatment(n =49)
Markedly effective 21(42.86) 26(53.06)
Effective 17(34.69) 20(40.82)
Invalid 11(22.45) 3(6.12)
Overall response rate 38(77.55) 46(93.88) ~

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