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Background : Sustained-release theophylline, which is generally prescribed as a twice-daily equal-dose regi-
men, is one of the more common asthma treatments. The development of a sustained-release drug delivery
technology that enables improved control of the theophylline blood levels represents a significant advancement
in both the efficacy and safety of dosing.

Method : A crossover study was conducted with 25 adult chronic asthmatic patients reguiring daily bronchodi-
lator therapy. The study group included thirteen males and twelve females with ages ranging from 19 to 71
years. The overall approach was to place the patients first on the twice-daily preparation{Etheophy!®) for 28
days at 8 AM and 8 PM, and measure the pulmonary function and theophylline level on the 28th day. The pa-
tients were subsequently switched to the once-daily preparation(Uniphyl®) in the same daily dose at 8 PM on
the 29th day and the same parameters were measured on the 56th day.

Results : The mean serum levels of theophylline were 8.18 +1.66 tg/ml in the Etheophyl®-treated period and
8.00+1.75 pg/ml in the Uniphy!® ~treated period. In addition, the FEV, showed 71.40:+7.48 percent in the
Etheophyl®-treated and 69.18 +9.00 percent in the Uniphyl®-treated period. Thus there were no significant dif-
ferences between the once-daily and twice-daily preparation.
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Conclusion : The results indicated kttle clinical differences between the two medications. The two drugs are
equally effective in controliing asthma over the four weeks of treatment. (Tuberculosis and Respiratory Diseases

2001, 50 : 293-299)
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Table 1. Demographic of 25 patients

Serum level of

Patient Age goy Theophylline . FEV, (% predicterd)
No. (y1) dose, mg theophylline, ug/m¢
Etheophyl®  Uniphyl®  Etheophyl®  Uniphyl®
1 56 F 400 5.75 5.6 85 84
2 48 M 400 8.68 8.57 63 55
3 70 M 400 9.16 10.37 76 63
4 52 F 200 6.01 8.42 64 80
5 45 M 400 7.01 NC 65 NC
6 67 F 200 8.83 8.75 72 78
7 59 M 400 . 9.6 65 67
8 45 F 200 10.2 9.6 78 65
9 48 M 400 . 9.1 68 70
10 36 M 400 8.2 NC 76 NC
11 65 F 200 6.8 66 60
12 45 F 400 NC 62 NC
13 5 M 400 8.2 75 74
14 66 F 200 6.3 62 60
15 19 F 400 8.7 68 62
16 47 M 400 7.5 85 82
17 71 M 400 . 5.3 61 58
18 55 F 400 8.6 9.3 79 85
19 57 ¥ 400 9.1 75 76
20 3% M 400 7.3 30 76
21 71 M 400 . 6.2 62 58
22 36 F 400 12.2 10.2 72 68
23 48 M 400 7.8 68 69
24 29 F 200 . 3.65 79 65
25 49 M 400 10.2 9.7 68 67

Patient 5 had pneumonia, patient 10 and 12 used steroid due to aggravation of asthma.

NC : not checked.
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Fig. 1. There was no significant difference in
the theophylline serum levels between
the Etheophyl®-treated and the Uniphyl®

-treated period.
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Fig. 2. There was no significant difference in
the FEV, between the Etheophyl®-treat-
ed and the Uniphyl®-treated period.
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