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ABSTRACT

Background: Chronic inflammation of the sinus/nasal passage existing for a time period of more than 3 months in a single time is
known as chronic sinusitis. When such episodes occur for more than four times a year, it is known as recurrent sinusitis. We planned the
present study to assess the efficacy of ciprofloxacin and amoxycillin/clavulanic acid in treating patients with chronic sinusitis. Materials
& methods: The present study included assessment of efficacy of ciprofloxacin and amoxycillin/clavulanic acid in treating patients with
chronic sinusitis. A total of 40 patients with diagnosis of chronic sinusitis were enrolled in the present study and were broadly divided
into two study groups with 20 patients in each group as follows: Group 1: subjects, who were given 500 mg of ciprofloxacin twice daily,
Group 2: subjects, who were given 500 mg of amoxycillin/clavulanic acid thrice daily. Microbiological culture examination was done for
assessment of bacterial eradication rates and cure rates. Results: After 9 days of treatment, nasal discharge ended in 13 patients and 11
patients of group 1 and group 2 respectively. Clinical cure completely occurred in 11 and 10 patients of group 1 and group 2 respectively.
Complete bacteriological cure occurred in 17 and 18 patients of group 1 and group 2 respectively. Statistically non-significant results
were obtained while comparing the clinical efficacy of both the study groups. Conclusion: For treating the chronic sinusitis patients, both
the drug can be used with equal efficacy.
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NTRODUCTION

Chronic inflammation of the sinus/nasal passage existing for
a time period of more than 3 months in a single time is
known as chronic sinusitis. When such episodes occur for

Hence; we planned the present study to assess the efficacy of
ciprofloxacin and amoxycillin/clavulanic acid in treating patients
with chronic sinusitis.

more than four times a year, it is known as recurrent
sinusitis. The evaluation and management of acute and chronic
sinusitis are similar.'"* Chronic sinusitis is diagnosed when at least
two of the following four symptoms are present and occur for
more than 12 weeks: (1) purulent drainage, (2) facial and/or dental
pain, (3) nasal obstruction, (4) hyposmia). The Infectious Disease
Society of America (IDSA) defines sinusitis as two of the
following major clinical symptoms: purulent nasal discharge, nasal
congestion or obstruction, facial congestion or fullness, facial pain
or pressure, hyposmia, anosmia.” ® Alternatively, ISDA defines
sinusitis as one of the aforementioned major symptoms plus two or
more minor criteria such as a headache, ear pain, pressure, or
fullness, halitosis or bad breath, dental pain, cough, or fatigue.
There is no consensus on an approach to the management of
chronic sinusitis. The treatment should focus on modulating
triggers, reducing inflammation, and eradicating the infection.” *

MATERIALS & METHODS

The present study was conducted in the department of ENT and it
included assessment of efficacy of ciprofloxacin and
amoxycillin/clavulanic acid in treating patients with chronic
sinusitis. Written consent was obtained from all the subjects
enrolled in the present study. A total of 40 patients with diagnosis
of chronic sinusitis were enrolled in the present study and were
broadly divided into two study groups with 20 patients in each
group as follows:Group 1: subjects, who were given 500 mg of
ciprofloxacin twice daily, Group 2: subjects, who were given 500
mg of amoxycillin/clavulanic acid thrice daily
Inclusion criteria for the present study included:

*  Subjects with persistence of clinical signs and symptoms

of sinusitis for more than 3 months
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*  Subjects with negative history of any other nasal
pathology,

*  Subjects with negative history of any known drug allergy

*  Subjects with presence of rhinorrhoea
All the subjects were given antibiotic therapies according to the
desired groups. Detailed demographic details of all the patients
were obtained. Complete follow-up assessment of all the patients
was done. Disappearance of nasal discharge was taken as one of
the parameter for assessment of clinical efficacy of both the
antibiotic regimes. Microbiological culture examination was done
for assessment of bacterial eradication rates and cure rates. All the
results were summarized and assessed by SPSS software. Chi-
square test was used for assessment of level of significance. P-
value of less than 0.05 was taken as significant.

RESULTS

Total of 40 patients with diagnosis of chronic sinusitis were
included in the present study and were broadly divided into two
study groups; group 1 and group 2. Mean age of the subject of the
group 1 and group 2 was 29.4 years and 31.7 years respectively.
There were 10 males and 10 females in the group 1 and there were
12 males and § females in the group 2. Mean duration of sinusitis
among subjects of group 1 was 3.2 months while mean duration of
sinusitis among subjects of group 2 was 3.4 months respectively.
After 9 days of treatment, nasal discharge ended in 13 patients and
11 patients of group 1 and group 2 respectively. Clinical cure
completely occurred in 11 and 10 patients of group 1 and group 2
respectively. Complete bacteriological cure occurred in 17 and 18
patients of group 1 and group 2 respectively. Statistically non-
significant results were obtained while comparing the clinical
efficacy of both the study groups.

Graph 1: Comparison of demographic and clinical details
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Table 1: Comparison of treatment outcome
Parameter Group 1 Group 2 p- value
End of  nasal 13 11 0.58
discharge after 9
days (n)
Clinical cure 11 10 0.80
Bacteriological 17 18 0.34
cure

Graph 2: Treatment outcome
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DISCUSSION

In the present study, after 9 days of treatment, nasal discharge
ended in 13 patients and 11 patients of group 1 and group 2
respectively. Clinical cure completely occurred in 11 and 10
patients of group 1 and group 2 respectively. Complete
bacteriological cure occurred in 17 and 18 patients of group 1 and
group 2 respectively. Statistically non-significant results were
obtained while comparing the clinical efficacy of both the study
groups. Camacho AE et al compared the clinical and bacteriologic
efficacy of two oral antibiotics, cefuroxime axetil and
amoxicillin/clavulanate, in the treatment of acute Dbacterial
maxillary sinusitis. Three hundred seventeen patients with clinical
and radiographic evidence of acute maxillary sinusitis were
enrolled at nine centers and were randomly assigned to receive 10
days of treatment with cefuroxime axetil 250 mg twice daily or
amoxicillin/clavulanate 500 mg three times daily. With respect to
the eradication of the bacterial pathogens, a satisfactory outcome
(cure or presumed cure) was obtained in 84% and 87% of
bacteriologically evaluable patients treated with cefuroxime axetil
or amoxicillin/clavulanate, respectively. Treatment with
amoxicillin/clavulanate was associated with a significantly higher
incidence of drug-related adverse events, particularly diarrhea.
Two patients in the cefuroxime axetil group and three patients in
the amoxicillin/clavulanate group withdrew from the study due to
adverse events. Their results indicated that cefuroxime axetil twice
a day is as effective as amoxicillin/clavulanate three times a day in
the treatment of acute bacterial maxillary sinusitis but produces
fewer adverse effects.’

Legent F et al compared the efficacy of ciprofloxacin (500 mg
twice daily) was compared with that of amoxycillin/clavulanic acid
(500 mg three times daily) in 76 patients with acute exacerbations
of chronic non-cholesteatomatous suppurative otitis media enrolled
in this open randomized multicentre trial. A total of 40
ciprofloxacin-treated patients and 35 amoxycillin/clavulanic acid-
treated patients were evaluable for clinical efficacy following the
9-day treatment period. Pseudomonas aeruginosa was the main
pathogen isolated prior to treatment. At the end of treatment,
otorrhoea had disappeared in 57.5% of the ciprofloxacin group and
37.1% of the amoxycillin/clavulanic acid group (p = 0.04).
Bacterial eradication rate was also significantly greater with
ciprofloxacin (69.7%) than with amoxycillin/clavulanic acid
(27.3%). Both treatments were well tolerated. Ciprofloxacin
appears to be an effective treatment of chronic otitis media, and
superior to amoxycillin/clavulanic acid.'® Legnani D et al
evaluated the clinical and microbiological efficacy of amoxycillin-
clavulanic acid and ciprofloxacin in outpatients observed within
the previous year who were affected by acute purulent
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exacerbations of chronic bronchitis. Of the 95 patients included in
the trial, 50 received amoxycillin 875 mg-clavulanic acid 125 mg
8-hourly for 10 days and 45 received ciprofloxacin 500 mg 12-
hourly before meals for 10 days. Of the amoxycillin-clavulanic
acid-treated patients, 90% showed clear clinical improvement and
in 10% treatment failed. In the ciprofloxacin group, 75.5% of
patients showed improvement and in 24.5% treatment failed. All
pathogens isolated prior to therapy were susceptible to the
antibiotic used for therapy. At the end of treatment, in the
amoxycillin-clavulanic acid-treated group, 84% of strains were
eradicated and 8% persisted; others were superinfections. In the
ciprofloxacin group, 57.7% of strains were eradicated, 26.6%
persisted and 15.5% were superinfections. No clinically significant
side effects were observed in either group. Overall, amoxycillin-
clavulanic acid demonstrated superior clinical and microbiological
efficacy to ciprofloxacin, although this might be attributable to the
higher proportion of aerobic Gram-negative pathogens in the
ciprofloxacin group.''

CONCLUSION

Under the light of above obtained data, the authors conclude that
for treating the chronic sinusitis patients, both the drug can be used
with equal efficacy. However; further studies are recommended.

REFERENCE

1. Cantillano P, Rubio F, Naser A, Nazar R. Revision
endoscopic sinonasal surgery. Acta Otorrinolaringol Esp.
2017 Jan - Feb;68(1):1-8.

2.  Desrosiers MY, Salas-Prato M. Treatment of chronic
rhinosinusitis refractory to other treatments with topical
antibiotic therapy delivered by means of a large-particle
nebulizer: results of a controlled trial. Otolaryngol Head
Neck Surg. 2001;125(3):265-269.

3.  Ren J, Huangfu H. [Analysis of olfactory rehabilitation
after endoscopic sinus surgery in patients with chronic
sinusitis and nasal polyps]. Lin Chung Er Bi Yan Hou
Tou Jing Wai Ke Za Zhi. 2016 Jan;30(2):106-10.

4. Videler WJ, van Drunen CM, Reitsma JB, Fokkens WJ.
Nebulized bacitracin/colimycin: a treatment option in
recalcitrant chronic rhinosinusitis with Staphylococcus
aureus? A double-blind, randomized, placebo-controlled,
cross-over pilot study. Rhinology. 2008;46(2):92-98.

10.

11.

Vazifehkah S, Shams-Ardekani MR, Kamalinejad M,
Saderhossein SM, Hosseini H, Shams SM, Abbassi S,
Eghtesad S, Saedi B. Evaluation of a novel natural drop
for treatment of chronic rhinosinusitis without nasal
polyps: a single blind randomized trial. Int Forum
Allergy Rhinol. 2016 Sep;6(9):943-9.

Lim M, Citardi MJ, Leong JL. Topical antimicrobials in
the management of chronic rhinosinusitis: a systematic
review. Am J Rhinol. 2008;22(4):381-389.

Ponikau JU, Sherris DA, Kern EB, et al. The diagnosis
and incidence of allergic fungal sinusitis. Mayo Clinic
proceedings. Mayo Clin Proc. 1999;74(9):877-884.
Mazza JM, Lin SY. Primary immunodeficiency and
recalcitrant chronic sinusitis: a systematic review. Int
Forum Allergy Rhinol. 2016 Oct;6(10):1029-1033.
Camacho AE1, Cobo R, Otte J, Spector SL, Lerner CJ,
Garrison NA, Miniti A, Mydlow PK, Giguere GC,
Collins JJ. Clinical comparison of cefuroxime axetil and
amoxicillin/clavulanate in the treatment of patients with
acute bacterial maxillary sinusitis. Am J Med. 1992
Sep;93(3):271-6.

Legent F1, Bordure P, Beauvillain C, Berche P.
Controlled prospective study of oral ciprofloxacin versus
amoxycillin/clavulanic acid in chronic suppurative otitis
media in adults. Chemotherapy. 1994;40 Suppl 1:16-23.
Legnani D1, Lombardo VM, Negretto GG, Beghi G,
Caratozzolo  O. Comparative  clinical  and
microbiological study of amoxycillin-clavulanic acid and
ciprofloxacin in acute purulent exacerbations of chronic
bronchitis. J Hosp Infect. 1992 Nov;22 Suppl A:69-74.

Source of support: Nil

This work is licensed under CC BY: Creative Commons Attribution 3.0 License.

Conflict of interest: None declared

13

HECS International Journal of Community Health and Medical Research |Vol. 4|Issue 4| Oct-Dec 2018



