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ABSTRACT

Upper airways inflammation is a common disorder of respiratory tract related to the development of irritation
and swelling of nose, sinuses and pharynx. Examples of these conditions are rhinitis, rhinosinusitis, pharyngitis.
Zenasinil® drops is a medical device formulated with the patented technology ARGINECID® which aids in de-
creasing mucus secretion, restoring physiological nasal airflow as well as prevents the upper respiratory tract
inflammation. The aim of this retrospective clinical survey was to evaluate the effectiveness, tolerability, and us-
ability of Zenasinil® drops based on its consolidated intended use in association with conventional anti-inflam-
matory treatments. Results after 2 months of treatment showed a pronounced reduction in symptoms including
dense secretions, poor sleep, criyng more than usual, looking for a parent frequently in 94 patients affected by
upper respiratory tract inflammation. More complex and controlled clinical trials are necessary to confirm the
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interesting results obtained with the present retrospective clinical survey.
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Introduction

Upper airways inflammation is a common disorder of respirato-
ry tract related to the development of irritation and swelling of nose,
sinuses and pharynx. This condition is frequently caused by viral or
bacterial infections, presence of allergens or by environmental irri-
tants [1]. Clinical manifestations usually include sore throat, nasal
congestion, cough and sometimes fever. Generally, these symptoms
are mild and self-limiting, while in some cases they can lead to severe
complications especially in patients with immune system or long-
term lung diseases. Inflammation of nasal mucosa is called rhinitis
and is considered as a chronic disorder both in children and adults.
There are two different kind of rhinitis: not-allergic and allergic ones.
Rhinitis is often characterized by nasal congestion, sneezing and run-
ny nose [2]. Allergic rhinitis is considered the most common form of
inflammation of nasal mucosa with prevalence of 27,3% in children
and 29,8% in adults. This kind of rhinitis is associated to IgE-mediated

immune response by environmental allergens [2]. In order to reduce
symptoms of rhinitis is often suggesting to use nasal saline irrigation,
anticholinergic nasal sprays, decongestants and oral antihistamines.
These pharmacological treatments can drastically decrease the nasal
congestion, irritation of nasal mucosa and the excessive runny nose.
Rhinosinusitis, also known as sinusitis, is an inflammatory condition
of the sinuses and nasal cavities which can be recognized as an acute
or chronic disorder.

Acute rhinosinusitis lasts less than 4 weeks and affects about
2% of population [3] while the chronic rhinosinusitis occurs globally
in 10-15% [4] of people, lasting more than 12 weeks. The common
symptoms of rhinosinusitis are nasal obstruction, facial discomfort,
lost sense of smell and production in some cases of nasal polyps. As
mentioned above for rhinitis, also in this case the use of nasal irriga-
tion, decongestants and nasal corticosteroids can help to reduce the
pain, leading to decongestion of nasal cavities [5]. Inflammation of
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pharynx is called pharyngitis and can be provoked by viral or bac-
terial infections. Typically, pharyngitis shows as main symptoms the
sore throat and difficulty swallowing. Sometimes, other symptoms
like headache, cough or nasal congestion can be associated with this
pathology [6]. As concerning to the epidemiology of pharyngitis, it is
noteworthy that its prevalence among the global population is about
15-30% in children and 5-10% in adults [6]. In most cases, the viral
pharyngitis is self-limiting and the symptoms disappear within few
days. Instead, for the treatment of bacterial pharyngitis is requested
the use of antimicrobials and antipyretics in order to eliminate the
infection and prevent complications such as fever [6]. The manage-
ment of upper airways inflammation is still today a challenge for the
researchers because does not exist a multi-target therapy useful for
decreasing of all associated symptoms.

Nevertheless, there is an increasing interest in different therapeu-
tic areas in developing novel non-pharmacological approaches espe-
cially with food supplements or medical devices characterized by high
therapeutic efficacy and minimal side effects, able to act on different
symptoms [7]. Zenasinil® drops is a medical device formulated with
the patented technology ARGINECID® which aids in decreasing of mu-
cus secretion, restoring physiological nasal airflow as well as prevents
the upper respiratory tract inflammation. The aim of this retrospec-
tive clinical survey was to evaluate the effectiveness, tolerability, and
usability of Zenasinil® drops based on its consolidated intended use
in association with conventional anti-inflammatory treatments.

Materials and Methods
Settings

The clinical survey has been conducted by an Italian paediatrician
and is based on its clinical experience in patients taking Zenasinil®
drops. The retrospective observational survey was conducted in ac-
cordance with the Standards of Good Clinical Practice of the Europe-
an Union and the ethical principles expressed in the Declaration of
Helsinki. Data were retrospectively collected in the period December
2022 - November 2023 by the paediatrician located in Lazio a region
in the centre of Italy. Ethical approval was not necessary according to
National Code on Clinical Trials declaration because this data derives
form a real life retrospective study [8].

The aim of the present study was to evaluate the effect of Ze-
nasinil® drops administration in patient with inflammatory upper
respiratory tract conditions at TO and after two months, performing
therapeutic cycle of administration according to Zenasinil® drops in-
struction for use. The medical device was associated with the conven-
tional anti-inflammatory drugs prescribed.

Study Population, Treatment and Evaluated Parameters

A specialist in paediatrics conducted a clinical evaluation begin-
ning in December 2022, enrolling paediatric patients with defined
upper respiratory tract inflammation that was considered as inclu-

sion criteria. A total of 94 paediatric patients met these criteria and
were enrolled in the study, with a mean age of of 6,9 months. At the
first medical examinations, the doctor reported for each paediatric
patient its age, illness, any comorbidities, use of medications and the
presence or not of yellow or greenish dense secretions. Then, the pa-
tients clinical condition was assessed through a questionnaire com-
piled with the help of a parent. The questionnaire used for children
assessment was CANADIAN ACUTE RESPIRATORY INFECTION AND
FLU SCALE (CARIFS) consists of 18 items covering three domains:
symptoms, functions children and parental impact [9]. The most im-
portant item in the field of medical device application were consider
to be: does not sleep well, cries more than usual, seeks a parent and
has a fever. These one were rated on a scale from 0 (no symptoms) to
3 (severe symptoms).

Then, each participant was advice to apply Zenasinil® drops ac-
cording to the method of use and posology indicated on the package
leaflet (3 drops for each nostril 3 times a day) and to re-show for a
follow-up visit after 2 months.

At the second visit, the paediatric patients were again assessed
by the doctor monitoring the presence of yellow or greenish dense
secretions and through the same questionnaire mentioned above
with the help of a parent, ranking the symptoms on a scale from 0 to
3 where a high score indicates a greater symptom severity. Some of
participants also received concomitant pharmacological treatment,
including anti-inflammatory agents, antihistamines, these co-treat-
ments were administered based on individual clinical needs and phy-
sician discretion.

Results and Discussion

As reflected in questionnaires, children enrolled showed at first
visit (T0) with yellow or greenish dense secretions caused by inflam-
mation of the upper respiratory tract. During the follow-up visit (T2),
the doctor recorded the total absence of dense secretions in all of the
patients enrolled except one who was affected by dense secretions
both during the first (T0) and the follow-up visit (T2). In particular,
93 of 94 children had no yellow or greenish secretion after Zenasinil®
drops treatment in association with conventional anti-inflammato-
ry drugs, respecting the mode of use reported on the leaflet of the
medical device. Other relevant monitored symptoms from CARIFS
questionnaire were: does not sleep well (insomnia), cries more than
usual and seeks a parent. Each symptom was analysed according to
the number of manifestations recorded in the enrolled patients and
the severity degree. In the next figures are reported the number of
patients recorded with the questionnaire symptoms considered and
its relative severity scale. It is clear that after 2 months following
treatment with medical device Zenasinil® drops in association with
conventional anti-inflammatory drugs, the number of patients with a
complete resolution for every symptom was very high. Particularly, in
Figure 1, is reported the parameter insomnia: at the first visit almost
all patients showed mild symptom of insomnia, while after 2 months
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of treatment about 90% of the total of patients had a resolution with
better quality of sleep and only 10% maintained mild symptoms of
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Figure 1: Distribution of symptoms rank for sleep quality (insomnia): severe, moderate, mild and no symptoms at TO (grey) and T2 (blue) after

Zenasinil® drops administration.

Probably, the treatment with Zenasinil® drops, thanks to its pat-
ented technology, is able to improve nasal congestion and so the
breathing capability enhancing the sleep quality. Other 2 symptoms
very important in managing upper respiratory inflammation, indi-
cating are a not well- being in children, are cry more than usual and
looking for a parent more frequently. As reported in Figure 2, at the
enrolment visit 78 patients presented moderate, 13 patients mild and
3 patients severe score of crying more than usual. After two months of
association of Zenasinil® drops with conventional anti-inflammatory
therapies, about 95% of the total of patients resolved this problem
and only 5% of the total of patients maintained mild symptomatolo-
gy. Finally, maybe as most important parameter, the score related to
seek a parent more than usual is reported in Figure 3. In fact, most
patients with upper respiratory flogosis recruited in the present ret-
rospective survey experienced at TO severe increase in the seeking of
a parent compared to usual. After the treatment with conventional
drugs for rhinitis or other inflammatory conditions related to upper
airways in association with Zenasinil® drops, this score was sensibly
reduced with a resolution for about 84% of children and only 16% of

the examined population maintained the symptoms with the follow-
ing score: 9 patients mild, 3 patients moderate and 3 patients severe.

No side effects were reported from parents of each children
demonstrating the high safety of treatment with Zenasinil® drops
in association with conventional treatments for inflammation con-
ditions of upper airways. The observed effect in this retrospective
clinical survey are related to the components of the patented tech-
nology named ARGINECID®; in fact, high molecular weight hyaluron-
ic acid, due to its highly polymeric and hygroscopic nature, attracts
water within the nasal cavities, thereby improving mucus viscosity
and facilitating its elimination [10-12]. At the same time, bioactive
metabolites from Iceland moss (Cetraria islandica), bind to mucus
mucins, promoting their removal along with external irritants such
as dust particles and allergens [13]. Finally, the optimized Zenasinil®
drops formulation, in association with conventional pharmacological
drugs, thanks to the synergistic effect of all its ingredients, actively
contribute in reducing the typical children symptomatology in upper
respiratory tract inflammations.

Copyright@: Andrea Cerciello | Biomed ] Sci & Tech Res | BJSTR.MS.ID.009841.

55243


https://dx.doi.org/10.26717/BJSTR.2025.63.009841

Volume 63- Issue 1

DOI: 10.26717/BJSTR.2025.63.009841

100
90 +95%
80
70
60

50

Patients

40

30

20

10

None Mild

Moderate Severe

Figure 2: Distribution of symptoms rank for the parameter cry more than usual: severe, moderate, mild and no symptoms at TO (grey) and T2

(blue) after Zenasinil® drops administration.
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Figure 3: Distribution of symptoms rank for the parameter looking for a parent more frequently: severe, moderate, mild and no symptoms at TO
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Conclusion

The retrospective survey conducted with the aim to analyse
post-marketing clinical experience concerning the use of Zenasinil®
drops in the paediatric population has shown a pronounced reduction
in symptoms including dense secretions, poor sleep, cries more than
usual, seeks a parent in 94 patients affected by upper respiratory tract
inflammation. As a result, it was observed an increasing in the num-
ber of children without any of the above mentioned symptoms after

the treatment with Zenasinil® drops in association with conventional
prescribed anti-inflammatory drugs. The obtained data demonstrat-
ed the efficacy, safety and usability of Zenasinil® drops medical device
in paediatric population with upper respiratory tract diseases and
related symptoms. More complex, controlled and randomized clinical
trials with a wide range of population evaluated are necessary to con-
firm the interesting results reported in this retrospective survey and
to recommend Zenasinil® drops as an adjuvant treatment in upper
respiratory tract disorders.
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