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Abstract

Acute otitis externa is an inflammatory condition that causes a negative effect in patients.
It is known that fibroblast growth factor participates in the pathophysiology of otitis
externa through its pro-inflammatory and pain activities. In anterior studies we have
demonstrated that etamsylate, an inhibitor of fibroblast growth factor, showed marked
anti-inflammatory and anti-pain activities. The present report demonstrates that
etamsylate ear drops application is effective in reducing symptoms and signs in patients
with acute otitis externa.
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Introduction

External otitis is an inflammatory process of the external auditory canal. This condition
was found to be disabling enough to cause in 36% patients interruption of their daily
activities for a median duration of four days with 21% bed rest [1]. The two most
characteristic symptoms and signs of external otitis are otalgia (ear discomfort) and
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studies have shown a benefit. In addition, a topical steroid can be a topical sensitizer.

Furthermore, fungal external otitis (otomycosis) may be aggravated by the use of steroid

containing drops [2]. Obviously, novel and safe treatment options for all these diseases
are needed and must be considered an unmet medical need. We report here that ear application of etamsylate, a synthetic
inhibitor of FGF, improves symptoms and signs in acute external otitis.

Case Presentation

After approval of our Institutional Ethical Committee, patients signed an informed consent form, which includes a
comprehensive description of the proposed procedures. Six patients of both sexes with acute external otitis participated in this
study. Otoscopic examination was performed at baseline and after treatment. Patients were asked before and during treatment
the experienced otitis symptoms. Otitis symptoms and signs (pain, pruritus, hypoacusis and otorrhea) were rated as; 0: none, 1:
mild, 2: moderate and 3: severe. Patients applied etamsylate (5 ear drops twice a day) for one week in the affected auditory canal.
Mean clinical symptoms scores before and after one week of treatment with etamsylate were compared by paired t-test (Fig. 1).
Patients reported that all symptoms improved after the first day of treatment. After one week of treatment all symptoms and
signs scores were significantly reduced (Fig. 1). Patients did not show any apparent side-effects that may be attributed to the
treatment. The magnitude and consistency of the response contrast with the variety of spontaneous amelioration in untreated
patients with acute external otitis. After three months follow-up, patients live free of symptoms and signs.
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Figure 1: Effect of etamsylate ear drops in acute external otitis symptoms and signs after one week of treatment. Ear drops
application of etamsylate improved symptoms and signs in patients. Data from the six patients are expressed as mean + SEM. *
indicates p<0.05 and *** p< 0.001 vs baseline by paired t-test.

Discussion

External otitis is an inflammation of outer ear and ear canal that may extend distally to the pinna and proximately to the tympanic
membrane. It was found to be disabling enough to cause the interruption of daily activities in 36% patients for a median duration
of 4 days, with 21% requiring bed rest [1]. Its monthly incidence in USA increases during the summer season from 0.2% to 1,4%.
Because Fibroblast Growth Factor (FGF) has been reported to participate in inflammatory and pain pathways, it seems obvious
that anti-inflammatory and antalgic activities of etamsylate may contribute to the clinical improvement of patients suffering from
acute external otitis [3-8]. Thus, local inhibition of FGF may represent an attractive approach for the treatment of acute external
otitis.

Conclusion

In this report we present preliminary assessment of the efficacy of the local administration of etamsylate in patients with acute
external otitis. We show that ear drops application of etamsylate relieves the symptoms and signs in patients after one week after
treatment. No relevant adverse effects were observed along the study in agreement with the good safety profile of this drug.
Large scale therapeutic trials are obviously needed for more definitively establishing the efficacy of this treatment.
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