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Despite the fact that the number of drugs for the symptomatic
treatment of allergic ailments is constantly increasing, the
therapeutic effectiveness of these agents has not radically im-
proved during the last 10-15 years. Patients treated with
anti-histamines frequently complain of drowsiness, and the
effect is not always satisfactory.

The objective of this study was to determine the clinical
effectiveness of dexbrompheniramine maleate combined with
d-isoephedrine sulphate. The drug was administered in the
form of capsules containing 6 mg dexbrompheniramine male-
ate and 120 mg d-isoephedrine sulphate.* The antihistamine
brompheniramine has been used in the United States since
1958, and good results have been reported in controlled (1,
7), as well as uncontrolled (2, 4, 5, 6), clinical studies and it
has been suggested that the combination with d-isoephedrine
sulphate reduces the sedative effect seen with the use of dex-
brompheniramine in some patients.

* Disophrol® Chr. Capsules, Schering Corp., USA.
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METHODS

The investigation was carried out as double-blind study over a period of 3 weeks
with patients from the E.N.T. Out-Patients clinic at Haukeland Hospital. They
were all more than 14 years old and, if pregnant or possibly pregnant, they
were excluded. All the patients went through a routine E.N.T. examination
including bacteriological examinations, counting of eosinophilic cells in the
nasal secretion, and sinus X-rays. Haemoglobin, sedimentation rate, white blood
cells and IgE samples in peripheral blood were obtained. The patients underwent
intracutaneous testing with a standard series of 38 allergens, as well as con-
junctival and nasal provocation tests with the relevant allergens.

Only patients with atopic allergic rhinitis were included in this study which
comprised both seasonal and perennial allergies. The patients were examined
and treated by various physicians at the Qut-Patients clinic, however, each
patient was evaluated by the same physician during the entire investigation.
Capsules of active substance and placebo were prepared in such a way that
neither patient nor physician could distinguish between them, and they were
allocated by means of a random code. The patients were instructed to take one
capsule each morning and evening for 3 weeks and they were requested to
record daily the following four main symptoms: nasal blockage/rhinorrhoe/
sneezing/itching, together with the degree of symptomatic discomfort (No symp-
toms/Moderate/Severe).

All the clinical data were recorded at the initial examination and treatment
was started immediately in those patients showing manifest symptoms. After
3 weeks of treatment, the patients were again examined and the effectiveness
of the treatment assessed by patient and physician.

Patients suffering from seasonal allergy, but without allergic symptoms at the
initial visit, were requested to return at the beginning of the season when the
symptoms started to occur. At that time the patients were reexamined and treat-
ment commenced.

Evaluation of the effects of the treatment, based on the patient’s personal
opinion, was graded as follows:

Marked improvement. The patient became completely or almost free from
symptoms during the treatment period.

TABLE 1
Number of pts. Number of pts.
Results treated with treated with
Disophrol Placebo

Marked improvement Vi

Improvement 4 2
No change 5 13
Worse 1 o
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Improvement. The patient was markedly improved, but had still some symp-
toms during the treatment period.

No change noted.

Worse, The symptoms were intensified during the treatment period.

Any patient who did not carry out the treatment, or failed to complete the
assessment form satisfactorily was considered a “drop-out”. The effects of treat-

ment were recorded morning, noon and evening on the first day, but afterwards
in the evening only.

RESULTS

Thirty-seven patients commenced this study but four were
considered drop-outs, as they did not attend for examinations.
The material therefore includes 33 patients: 16 men and 17
women. Thirty patients were under 40 years. Seventeen pa-
tients received dexbrompheniramine maleate/d-isoephedrine
sulphate, and 16 a placebo. No discrimination was made be-
tween seasonal and perennial rhinitis. Results of treatment are
recorded in Table 1.

Drowsiness was noted by five of the 17 patients treated
with dexbrompheniramine maleate/d-isoephedrine sulphate.
None of the 16 patients receiving placebo complained of this
side effect. All five patients who complained of drowsiness
did, however, state that it was very moderate. One of the pa-
tients receiving placebo complained of headache during treat-
ment.

DISCUSSION — CONCLUSION

The evaluation of the effects in the treatment of patients with
allergic rhinitis for both controlled and uncontrolled studies,
is difficult. Even without treatment, the intensity of the symp-
toms often varies from day to day for each patient and so
does the duration of the period of illness. The grading of the
symptoms and the effects of the treatment noted by the pa-
tient is subjective, and consequently liable to variation. Un-
biased estimation of the effectiveness of clinical treatment is
not possible.

An investigation using double-blind/cross-over techniques
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could eliminate some of the uncertainties caused by subjective
assessments. Clinical studies of this kind are particularly
applicable to perennial rhinitis (3). However, with our mate-
rial, which includes some seasonal allergies, such a technique
would not prove successful and the number of patients is
relatively small. Due to the working routine at our clinic, and
the wide geographical spread of patients, frequent examina-
tions during the treatment period are not possible.

Previous studies (1, 2, 4, §, 6, 7) have shown positive ef-
fects, using dexbrompheniramine maleate alone, or in combi-
nation with d-isoephedrine sulphate, in the treatment of aller-
gic rhinitis. This is confirmed in our study. However, the
sedative effect of dexbrompheniramine maleate does not seem
to be effectively eliminated by the combination with d-iso-
ephedrine sulphate.
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