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ABSTRACT

Background: Allergic rhinitis is an Ig E mediated inflammatory response of nasal mucosa, known to have a significant impact on quality of life.
Clinical studies have found that combining an antihistamine with an intranasal corticosteroid provides few or no advantages over monotherapy
with an intranasal corticosteroid. Objective- To compare clinically the effectiveness of intranasal fluticasone spray and intranasal fluticasone spray
with oral levocetrizine in relief of symptoms in allergic rhinitis using TNSS (Total Nasal Symptom Score)- a randomized control study. Materials
and methods: A Randomized control study with total number of 40 patients clinically diagnosed with allergic rhinitis coming to the ENT OPD,
S.N.M.C, Bagalkot was done. Patients were randomized into two groups. In group A, intranasal fluticasone spray 2 puffs OD was given and
combination of intranasal fluticasone spray with oral levocetrizine OD in group B for a period of 4 weeks. Results: Symptom improvement in nasal
symptom scores in both groups were compared at 1st week, 2nd week and 4th week. Patients in intranasal fluticasone with oral levocetrizine group
had better improvement compared to the intranasal fluticasone spray alone in third visit, which was statistically significant (p=0.002). This study
concludes that, although corticosteroids are the mainstay of treatment in allergic rhinitis, but when used with oral levocetrizine has better
tolerability.
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INTRODUCTION

Allergic rhinitis is characterized by inflammatory changes in nasal
mucosa which is caused by exposure to inhaled allergens'. It is
estimated that disease has a prevalence of 20 % which affects ~400
million people worldwide’. It is a disease which is triggered by Ig E
dependent chronic inflammation of nasal mucosa in response to
environmental allergens and the mediators released from immune cells
of allergy including mast cells and eosinophils leading to
vasodilatation, hypersecretion and inflammatory edema in nasal
mucosa’. It leads to significant impairment in quality of life, mental and
psychomotor performance compared to healthy people and also affects
school learning performance especially in adolescents’. It is a disease
affecting all the age groups especially teenage years. Patients will
present with one or more symptoms of nasal obstruction, congestion,
rhinorrhea, sneezing, and itching. Some patients report hyposmia,
postnasal drip, and eye redness. The diagnosis is clinical; based on
symptoms and clinical examination findings’. The nasal mucosa
appears pale or bluish with watery nasal discharge. Monotherapy with
either H1 antihistamines or intranasal corticosteroids (INCS) is
recommended for allergic rhinitis by International guidelines®.
Intranasal corticosteroids are effective for the treatment of all
symptoms of allergic rhinitis, especially congestion and so
recommended as the first line treatment for moderate to severe or
persistent allergic rhinitis’. They act by decreasing the influx of
inflammatory cells and inhibiting the release of cytokines, thereby
reducing inflammation of the nasal mucosa’. Fluticasone propionate
nasal spray has onset of action within 12 hours and peak effect occurs
after several days’. Fluticasone propionate and mometasone furoate
are the most commonly used intranasal corticosteroids in the treatment
of allergic rhinitis. They can all be administered once daily using a
nasal spray and at recommended dosages that exhibit no major
differences in the clinical efficacy or safety profiles in the treatment’.

Oral antihistamines though they effectively control the nasal
symptoms of sneezing, itching and rhinorrhea, but it is less effective
when compared to intranasal steroids’. They are competitive blockers
of histamine at H1 receptor and have rapid onset of action and is
suitable for as needed treatment when patient is seeking immediate
relief of symptoms. This study was conducted with the objective of
comparing the clinical efficacy of intranasal corticosteroid -
fluticasone propionate spray alone and in combination with oral
antihistamine levocetrizine for symptomatic improvement in allergic
rhinitis.

MATERIALSAND METHODS:
A Randomized control study was carried out in patients who came to

E.N.T OPD of S.N.M.C Bagalkot with clinical features of allergic
rhinitis between November 2020 to April 2021. A total of 40 patients
were included and they were randomized into 2 groups using computer
generated randomized table.

Inclusion criteria:

1. Age>12yearsto 70 years

2. Patients willing to give informed consent

3. All patients with clinical features of allergic rhinitis coming to
ENTOPD at H.S.K Hospital

Exclusion criteria:

1. Intranasal abnormality like nasal polyposis

2. Co-existing upper airway infection or uncontrolled systemic
diseases

3. Useofintranasal steroid or oral antihistamine within one month of
presentation to OPD

4. Nasal surgery within past one month

5. Pregnantor lactating women

Informed consent was taken from all the patients for the study. Proper
history taking, clinical examination were done. They were randomized
to one of the treatment modalities using computer generated
randomized table. Group A is intranasal fluticasone spray (50 mcg) 2
puffs in each nostril once daily and Group B is combination of
intranasal fluticasone propionate spray (50 mcg) 2 puffs in each nostril
once daily with oral levocetirizine 10 mg once daily for 4 weeks.
Response was evaluated at weekly intervals for their symptomatic
improvement at Ist, 2nd and 4th week using nasal symptom score.
Symptoms evaluated included nasal obstruction, nasal discharge,
sneezing and itching. Each symptom was evaluated individually and
total symptom score was calculated as the sum of four nasal symptoms.
Symptoms were scored as: 0=no symptom; 1=mild (symptom present
but not troublesome); 2= moderate (symptom is frequently
troublesome but does not interfere daily activity or sleep); 3= severe
(symptoms that interfered with daily activity and sleep). This results in
atotal score of 0 -12. Pretreatment score was assessed and later at each
follow up visits. Statistical analysis was performed with the help of
open epi software version 2.3.1 using Post Hoc Dunnett' s test with
ANOVA. Ap value <0.05 was considered statistically significant.

RESULTS:

Among the 40 patients who enrolled for the study, 21 (52.5%) were
males and 19 (47.5%) were 107 females (Table 1). The age group
ranged from 12 to 70 years with mean age of presentation as 34.9 years
(Table 2). In 20 patients (50%) intranasal fluticasone spray was given
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and in another 20 patients (50%) combination of intranasal fluticasone
spray with oral levocetrizine was given. No serious adverse events
occurred. Before treatment, total symptom score in group A and group
B was 7.6 and 9.25 respectively. After treatment (4th week), total
symptom score was reduced to 0.8 in group B with 70.41% reduction.
Both group A and group B in the first, second and third visit showed
improvement in terms of total nasal symptom score compared with
their pre-treatment scores, which was statistically significant
(p=0.001). We observed patients in intranasal fluticasone with oral
levocetrizine group had better improvement compared to the
intranasal fluticasone spray alone in the 3rd visit, which was
statistically significant (p=0.002).

Table 1. Sex distribution (n=40)

MALE FEMALE
21 19

In our study, males were 21 (52.5 %) in number and females were 19
(47.5%)

Table 2. Age distribution (n=40)

AGE GROUP IN YEARS NO OF PATIENTS
12-20 8

21-30 13

31-40 8

41-50 3

51-60 5

61-70 3

In the above table; age group of 21-30 years were more commonly
presented and 61-70 years least common

Table 3. Symptom score improvement p value < 0.02- statistically
significant

TNSS SCORE GROUP A GROUP B P VALUE
Pre treatment 7.6 +£2.87 9.25+1.65

st week 53+2.18 49+ 1.41 0.49

2nd week 42+2.19 32+2.07 0.14

4th week 2.65+2.25 0.8+1.28 0.002

P value 0.001 0.001
DISCUSSION:

Allergic rhinitis is a chronic upper airway disease of increasing
prevalence and it remains an important healthcare problem’. It is an Ig
E mediated type 1 hypersensitivity reaction involving nasal mucosa
after an allergen exposure. Allergic reactions occur when a person's
immune system reacts abnormally to normally harmless substance
present in the environment. There are a number of predisposing factors
including age; common during adolescence. In patients with allergic
rhinitis, histamine causes the acute symptoms of sneezing, itching,
rhinorrhea, and to a lesser extent, congestion experienced during the
carly phase response’.

Based on Allergic rhinitis and its Impact on Asthma (ARIA)guidelines
revised in 2010 for pharmacological treatment, intranasal
glucocorticoids are strongly recommended for the treatment of allergic
rhinitis’. Intranasal corticosteroid preparations can relieve symptoms
of rhinitis by decreasing capillary permeability and mucous secretions
in addition to reducing the numbers of inflammatory cells and
chemical mediators in nasal secretions'. It shows a delayed onset of
action (12-24hrs) and maximal effect of topical steroids is observed in
1-2 weeks. The onset of action of oral antihistamines is fast within 1-3
hrs. They have shown to be effective on ocular as well as nasal
symptoms with the exception of nasal congestion'” and so can be paired
with intranasal steroid spray.

Pinar et al’ in their open study observed monotherapy with intranasal
corticosteroid as well as its combination with oral antihistamines and
leukotriene receptor antagonist led to a statistically significant
improvement in quality of life in allergic rhinitis patients when
compared to control group. This suggests there is benefit from add on
therapies rather than topical steroid alone. In another study conducted
by Robert etal °, combination therapy with intranasal steroid spray and
an oral H1 antihistamine provided benefits similar to intranasal steroid
monotherapy for symptoms of seasonal allergic rhinitis. A recent meta-
analysis by Benninger et al.”reported that, although intranasal steroid
spray produced greater improvements in nasal symptoms in patients

with seasonal allergic rhinitis, oral antihistamines may be just as
effective for some patients with perennial allergic rhinitis. Ratner etal
in their study observed that the addition of an oral antihistamine to an
intranasal steroid spray was superior to intranasal steroid spray alone
for some patient-rated symptoms in allergic rhinitis.

In our study, statistically significant symptom improvement was
noticed with combination therapy of intranasal fluticasone propionate
spray with oral levocetrizine in the 3rd visit when compared to
intranasal fluticasone propionate spray alone. The efficacy of study
drugs was assessed by total nasal symptom score.

CONCLUSIONS:

Both the groups showed significant therapeutic benefit in patients with
allergic rhinitis. This study supports the efficacy of intranasal
fluticasone spray and intranasal fluticasone spray with oral
levocetrizine in the treatment of allergic rhinitis and the superiority of
combination group compared with monotherapy in improvement of
symptoms.
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