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Abstract 
Study objective : To determine the effect of antileukotriene (montelukast) 10 mg once 

daily for the treatment of mild to moderate asthma. 
Design : Open label, prospective. 
Patients : Thirty asthmatic patients 2: 18 years of age with baseline FEV

1 
> 60 per cent 

and :::; 80 per cent of predicted values and evidence of reversible airway obstruction, as defined 
by an increase in FEY 

1 
of 2: 20 per cent. 

Interventions : Montelukast 10 mg once daily orally for 12 weeks, back up beta-2 agonist 
inhaler was available. 

Measurement and results : Spirometry was performed during the screening period, and 
every month after starting antileukotriene. Subjects recorded asthma-related symptoms and use of 
supplement beta-2 agonists daily on diary cards. Over 12 weeks of treatment, the FEY

1 
increased 

I 0 per cent, 14 per cent and 19 per cent respectively, compared to the baseline (p < 0.05). The 
physician and patients evaluation scores were quite good in the study. 

Conclusion : Oral montelukast once daily gave a favorable effect in management of 
mild to moderate asthmatic patients. 
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Current managements of asthma recognize 
asthma as a chronic inflammatory disease of the 
airways in which many cells and cellular elements 
play a role(l). In particular, mast cells, eosinophils, 

T lymphocytes, neutrophils, and epithelial cells have 
been identified as important contributors(2). Media­
tors which account for the collecting the above cells 
are cysteinyl leukotrienes(3). Montelukast (MK-
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Table 1. Demonstrated patients' profiles. 

Gender : male/female 
Age (years) 

%FEV11FVC 

15/10 

Baseline exacerbation episodes (per month) 
Exacerbation episode per month at the end of the study 

18-67 (mean 42.4) 
60-80 (mean 65.8) 

4.3 
0.8 

Changes in FEV1 (%) 

21 --

15 ~ 
19 

14 

10 ~ 
10 

5. 

0 

0 2 3 Month 

Fig. I. Demonstrated the FEY 1 improvement (%) 
from baseline 10%, 14%, 19% at the first, 
second and third month (p < 0.05). 

0476) is a specific and potent leukotriene D4 (LTD4) 
antagonist and should provide benefit in the treat­
ment of asthma(4). 

The objectives were to determine the clini­
cal efficacy, side effects and safety of Montelukast 
compared to baseline for up to 12 weeks in patients 
with mild to moderate asthma. 

MATERIAL AND METHOD 
Study Design 

All patients provided written, informed con­
sent prior to study entry. 

A run-in period lasting 14 days was con­
ducted to determine patient eligibility and to collect 
baseline data. During the run-in, patients used the 
albuteral MDI as needed to relieve asthma symp­
toms. Following the run-in period, subjects who 
met all eligibity criteria were assigned to receive 
oral Montelukast 10 mg orally once daily for 12 
weeks. 

Patients 
Thirty female and male patients :2: 18 years 

of age with a diagnosis of asthma were enrolled in 
the study. Patients were excluded if they had any 
clinically significant disease other than asthma, had 
had an upper or lower respiratory infection within 
3 weeks of the screening visit, or were hospitalized 
for asthma within 3 months of the screening visit. 
Patients were required to have a baseline FEY 1 
> 60 per cent and ::; 80 per cent of predicted values 
after asthma medications were withheld. Reversi­
bility of disease was demonstrated by an increase 
in FEY 1 of at least 12 per cent above baseline 
within 30 minutes after the inhalation of albuterol 
(5). Patients who used oral, intravenous, intramus­
cular and inhaled corticosteriod within four weeks 
were also excluded. 

Analysis 
Student t-test was used to compare fre­

quency of acute exacerbation attacks and the values 
of FEY 1 at first, second, third month compared 
to baseline. All p values ::; 0.05 were considered 
statistically significant. 

RESULTS 
One hundred patients were screened and 

30 patients were recruited in the study. Their ages 
were between 18-67 years of age, the mean age 
was 42 years. There were 19 female and 11 male. 
Of the 30 enrolled patients, 4 were lost to follow­
up, one patient developed nausea and headache and 
was withdrawn from the study. Twenty five patients 
completed the study. Acute exacerbation had 
decreased from 4.3 episodes per month to 0.8 epi­
sodes per month at the end of the study (P < 0.05) 
(Table 1). 

The result showed improvement of FEY 1 
within 3 months. The mean and standard devia­
tion of per cent change of FEY 1 at first, second 
and third month from baseline were 10.36 ± 17 .62, 
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14.17 ± 21.78 and 19.89 ± 19.92 respectively. The P 
value was less than 0.05 for all of the three para­
meters (Fig. 1). The inhaled beta-2 agonist used 
also decreased 14 per cent from the baseline. The 
patient and physician's global evaluation was quite 
good in this study. 

Adverse events 
One patient had nausea, vomitting and 

headache and was withdrawn from the study. 
Haematology and blood chemistry revealed 

no significant abnormalities within the 3 months of 
study. 

Discussion 
The study showed that antileukotriene 

(montelukast) 10 mg orally once daily up to 12 

weeks gave a favorable effect in FEY 1 improve­
ment. The patient and physician's evaluation scores 
were satisfactory 

In 1988(6), Reiss et a! reported such favor­
able effects compared with placebo. In their study, 
other than clinical improvement, the peripheral blood 
eosinophil also decreased significantly. 

Other than the study, we had an oppor­
tunity to treat 8 cases of severe asthmatic patients. 
They do not have to use oral prednisolone, they are 
free from cushing appearance and have avoided 
hospitalization and emergency room visit. 

Antileucotriene is nowadays considered as 
one of the long term treatments for chronic severe 
asthmatic patientsC7). However, cost of treatment 
must be weighed against benefit(8). 

(Received for publication on December 20, 2000) 

REFERENCES 
I. National Asthma Education and Prevention 

Programme. Guideline for the diagnosis and 
management. Bethesda; National Institutes of 
Health Publication, 1997: 97-4051. 

2. Lipworth BJ. Airway and systemic effects of 
inhaled contisteroids in asthma. Pulm Pharmacol 
1996; 9: 19-23. 

3. Hay DWP. Pharmacology of Leukotriene receptor 
antagonist. Chest 1997; 111: 355-455. 

4. Lipworth BJ. Leukotriene-receptor antigonists. 
Lancet 1999; 353: 57-62. 

5. Expert Panel Report 2: guidelines for the diag-

6. 

7. 

8. 

nosis and management of asthma. NIH Publica­
tion No.97- 4051, Bethesda, MD, 1997. 
Reiss TF, Chervinsky P, Dockforn RJ, et a!. 
Montelukast in the treatment of chronic asthma. 
Arch Intern Med 1998; 158: 1213-20. 
Sont JK, Willems LNA, Bel EH. et al. Clinical 
control and histopathologic outcome of asthma 
when using airway hyperesponsiveness as an 
additional guide to long term treatment. Am J 
Respir Crit Care Med 1999; 159: 1043-51. 
Weiss KB, Gergen PJ, Hodgson TA. An econo­
mic evaluation of asthma in the United States. 
N Eng! J Med 1992; 13: 862-6. 



722 S. SAENGHIRUNVATTANA J Med Assoc Thai May 2001 

1(;11~m.J~fll"l(;l"l1~i'U.J"i"inmv·n..ltJ(;l FEV 1ucl'thtJh1'1'11tl'lJ~(;l 25 "lltJ '11~~~1nMtJ1~1\J~111'11mliu (~flu-' ~ 

&i~11'11ff) 1 0 ~n. 1 Lij~ i'uth::mui'u~::l'lf~ djun~l 12 itJ~1~ -wu11~1\J1\JI'lf~~tl~rn"lLii~mrn"i'11tl'U\1~~~~~ 
~1n 4.3 l'lf~~mliitJu L'11i!ltl 0.8 l'lf~~mliitJu u~:: FEV L~~ 10%, 14% u~:: 19% (P < 0.05) ru n~1 1, 2, 3 

I 

rn• u.«-a~i'qrl'Mn 

'ifi"Hin!IL"HIIJm-au.ow-nri '1 2544; 84: 719-722 




