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Intranasal corticosteroids
Corticosteroids address the inflammatory component of AR,
and results from a large number of well-designed studies would
recommend their use in children and adolescents from 2 years
(77-91) (A). The recent Cochrane review (92) failed to find evi-
dence supporting the effectiveness of intranasal corticosteroids
but it excluded all the recent high-quality randomized con-
trolled trials as they allowed rescue medication. Several studies
have shown that the effects ol mometasone, fluticasone and
ciclesonide commence within a day of starting therapy (93).
Intranasal corticosteroids probably also improve coexisting
asthma (94-96) (A). and fluticasone furoate and mometasone
may be effective for conjunctivitis (77, 82, 97) (B).

In general, nasal corticosteroids are well tolerated.

lower systemic bioavailability of the newer products (112 1)
Nasal perforation and epistaxis have been described as risks
of nasal corticosteroids but there are no systematically
collected data on these adverse effects in the literature.

Systemic corticosteroids

A few studies on systemic corticosteroid therapy have been
performed in adults. In adults, a daily 7.5 mg prednisolone
dose was marginally effective, whereas a 30 mg dose was
effective but also associated with systemic side-effects (104).
Depot corticosteroid injections are associated with local atro-
phy of the skin and muscles, reduced bone mineralization
and impaired growth (105). If systemic corticosteroid treat-
ment is necessary in children, a short course with 10-15 mg
oral prednisolone a day for 3-7 days for school-age children
may be sufficient (D).

Allergy 2013; 68: 1102-1116.
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Letter to the Editor

Nasal budesonide efficacy for nasal nitric oxide and-nasal
obstruction in rhinitis

Giuliana Ferrante, Salvatore Fasola, Giovanpa Cilluffo,, Velia Malizia, Laura Montalbano, MassimocLandi,
Giowanni Passalacqua, Stefania La Grutta g

To the Editar,

Nasal nitfic oxide (nNO) is a non-invasive tool that may be At-first, we found that children with PAR treated with a
helpful i evaluating the inflammatory status in the upper 3-week course of nasal budesonide sHowed a Significant change
airways (1), Previous studies report that nNO is elevated in jn'nN© levels at the end of the tréafinéit peridd. in comparison
children with allergie.rhinitis (AR) (2). especially in perennial with children treated with nasal $aline solution<Thi¥ result is in
sensitized subjects (3), and that it may be affected by topical
administration of infranasal steroids (INSs) (4).

Clinical studies reported that intranasal budesonide is
effective on AR symptoms (5),whereas no data about its
effecton nNO in children with persistent allergic rhinitis (PAR)
are available to date.

Ihcluding nasal cytology (NC) into the diagnostic process
may-allow to detect and discrimindte the cellular components
mvolved in the inflammatory response in AR (6).

demonstrated in clinical studies (5). Accordingly, our results
showed, a global improvement in T588 scores. as the result of
specific improvement i ‘all the nasal symptoms; in particular,
the score relevant toonasal. ‘¢ongestion improved significantly
more for children in the:NB group after the treatment period.
Changes for dll*the"other symptom scores, nasal eosinophil
epunt, and PSQI total score were also obseérved, even though
they did not reach statistical sigaificance.
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Velocita di crescitae steroidinasali

Ann Allergy Asthma Immunol .2006 May;96(5):723-30.

Growth velocity in children with perennial allergic rhinitis treated with budesonide-aqueous nasal spray:
Murphy K et al.

METHODS:

In this double-blind, placebo-contralled; multicenter study, 229 prepubertakchildren’(mean age, 5.9 years; age range,
4-8 years) withiperennial AR were randomized (2:1) to receive budesonide aqueous nasal spray,.64: microg (32 microg
per nostril) once daily,@r placebo for 1 year. The change from baseline in growth velocity, height after treatment, and
the percentage of patients whose percentile for height decreased from baseline to the end of treatment were evaluated.
CONCLUSIONS:

Treatment with-budesonide aqueous nasal spray, 64 microg once-daily, for 1 year did not suppress growth velocity
compared.with'placebaand was well tolerated in prepubertal children with perennial AR.

Allergy 2008 Oct;63(10):1292-300.

Molecular and clinical pharmacology of intranasal corticosteroids; clinical and therapeutic implications.
Derendorf H, Meltzer EO

Studies, including 1-year studies with mometasone furoate, fluticasone propionate, and budesonide that evaluated
potential systemic effects of INSs in children have generally found no adverse effects'on hypothalamic-pituitary-adrenal
axis function or growth. Clinical data suggest no significant differences in efficacy between the INSs.

Theoretically, newer-agents with lower systemic availability may be preferable, and may come closer tothe
pharmacokinetic/pharmacologic criteria for the ideal therapeutic choice.




Absence of Growth Retardation in Children With Perennial Allergic
Rhinitis After One Year of Treatment With Mometasone Furoate Aqueous
Nasal Spray

Eric J. Schenkel, MD*;-David P. Skoner, MDf; Edwin A. Bronsky, MDS§; S. David Miller, MD[;
David S. Pearlman, MDY; Anthony Roeklin, MD#; James P. Rosen, MD**; Michael E. Ruff, MD11;
Mark L. Vandewalker, MD§§; Alan Wanderer, MD|||; Chandrasekharrao V. Damaraju, PhD{;
Keith B. Nolop, MDY[]; and Barbara Mesarina-Wicki, MDY

8.0 .
7.0 MENS 100
Mean QD
Change . 907 e ﬁ?acebo
in Height 5.0
from % ofl- “p=< .05 vs placebo
Baseline :
(cm) 3.0 |5
20 *
1.0 [~
D 1 1 1 1 i i Il [ 1 1 J

1 2 3 4 5 6 7 8 9 10 14 12
Maonth

Conclusions. In summary, 1 year of treatment with
MENS 100 pg OD was found to be well tolerated, with no

L ® i e *
gvlden_ge o %gtardatmn of gmw@h or supptession of
EPA{@ ction in perennial allergic rhinitis.subjects
as young years of age. These findings may be par-

Pediatrics 2000:105:e22



Efficacy and safety of beclomethasone dipropionate nasal aerosol in @msmﬂc
children with. perennial allergic rhinitis

William E. Berger, MD *; Robert L. Jacobs, MD '; Niran ]J.-Amar, MD*; Sudeesh K. Tantry, PhD ’;
Jiang Li, MS*; and Calvin J. Small, MD, MS *

Background: Beclomethasone dipropionate ( BDP) nasal aerosol {non-aqueous) is approved for managemient
of seasonal and perennial allergic rhinitis (PAR) in adolescents and adults.
Objective: To evaluate the efficacy and safety of BDP nasal aerosol at B0 ug/dayin children with PAR.

Screensd

+ Randomization criteria not met (n=&1) (N—TITGJ + Inclusion triteria not met (n=55)
 Inclusion criteria not met (n=20) i P . Exclusion-eriteria met (n=9)

+ Last to follow up (n=14)

* Patient withdrawal (n=9) {EJ?E
* AEs (n=T)

« Mon=compliance (n=3)

» Exclusian criteria met (n=3)

i

+ Other (n=2Z2)
W 4
BDP nasal aerosol 80 pglday Placebo
« ITT and safety populations (n=362) = ITT and safety populations (n=185)
* FAS 4-11 years (n=358) * FAS 4-11 years (n=184)
+ FAS 6-11 years (n=296) + FAS B-11 years (n=153)
Reasons for discontinuation Reasons for discontinuation
* AEs (n=8) + AES (n=4)
+ Patient withdrawal {n=11) + Patient withdrawal (n=8)
* Nan-compliance (n=4) 13 > * Protacal vialation (n=2)
* Protocol violation (n=2) » Lost to follow-up (n=3)
+ Lost to follow-up (A=8) « Lack of efficacy (n=1)
» Lack of efficacy (n=1)
W
Completed Completed
(n=328) (n=167)
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Efficacy and safety of beclomethasone dipropionate nasal aerosol in @Cmmrk
children with- perennial allergic rhinitis

William E.Berger, MD *; Robert L. Jacobs, MD ' Niran J.-Amar, MD ’; Sudeesh K. Tantry, PhD ’;
Jiang Li, MS*; and Calvin J. Small, MD, MS *
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Results: Improvements were significantly greater with BDP nasal aerosol than with placebo during the first
6 weeks of treatment in children 6 to 11 years old in average moming and evening rTNSS and 1TNSS (mean
reatment difference —0.66 [P =.002] and —0.58 [P = .004], respectively). Improvements in average morning
and-evening rINSS and 1ITNSS also were significantly greater in patients 4 to 11 years receiving BDP nasal
aerosol than with placebo during the first &6 weeks of treatment (P =002 and P = .004, respectively). Similar
improvements were seen during 12 weeks of treatment. The safety profile of BDP nasal aerosol was com-
parable to that of placebo.

Conclusion: The BDP nasal aerosol at 80 yug/day in children 4 to 11 years old was well tolerated and effective
in controlling nasal symptoms of PAR.

Ann Allergy Asthmd lmimunbl 415 (2015) 130-136
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Efficacy of MP-AzeFlu in children with seasonal allergic
rhinitis: Importance of paediatric symptom assessment

William Berger'?, Eli O. Meltzer?, Niran Amar®, Adam T. Fox>, Jocelyne Just®’, Antonella Muraro®,
Antonio Nieto®, Erkka Valovirta®®, Magnus Wickman'""? & Jean Bousquet*®'*1%:18
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Figure 2 Distribution  of  child

symptom  severity  assessment

rating. Degree of child self-rating (%)

Conclusions: MP-AzeFlu is an effective trgafment for AR in childhood. Caregiyersate
less” able than hildren to accurately assess responsé to treatment with available tools.
A simple paediatric-specific tool to assess efficacy m AR tnals in children-is needed.

Pedatr Allergy Immibadl 2016: 27: 126-133.



Beclomethasone Dipropionate Nasal Aerosol in Patients
with Perennial Allergic Rhinitis (BALANCE) study: 6-month

results

Objective: To evaluate real-world effectiveness of BDP nasal aerosol from the patient’s
perspective by using a postmarketing observational registry.

Methods: Patients (N 824) from 43 U.S:study sites completed monthly patient-reported
outcome instruments, includingthe Rhinitis Control Assessment Test (primary outcome
variable), Treatment Satisfaction Questionnaire for Medication, Work Productivity and
Activity Impairment Questionnaire plus Classroom Impairment Questions: Allergy-
Specific, PittsburghSleep Quality Index, and Mini Rhinoconjunctivitis Quality of Life
Questionnaire for 6 months.

Allergy Asthma Pro¢-37:121-130, 2016;



Beclomethasone Dipropionate Nasal Aerosol in Patients
with Perennial Allergic Rhinitis (BALANCE) study: 6-month

results
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Mini-Symposium - Inhaled Corticosteroids Safety Panel

Safety of intranasal corticosteroids
Greg W. Bensch, MD

Allergy, Immunology and Asthma Medical Group, Bemsch Qinical Research, Stocktod, California

Objective: To discuss INCS safety data for the use of INCSs in patients with-asthma and allergic rhinitis.

Results:

v' These studies reveal no evidence of increased risk of nasal atrophy, and only isolated cases of septal
perforation have been reported.

v" Evidence of hypothalamic-pituitary-adrenal axis suppression is inconsistent and not clinically
significant.

v' Early growth studies indicated that beclomethasone dipropionate but not other INCSs have systemic
effects on growth; however, newer, larger, and better designed studies are detecting small but
significant growth effects in other INCSs.

v "INCSs do not increase the risk of cataracts or glaucoma, although there are anecdotal data on
transient elevated intraocular pressure.

v Data on concurrent use of INCSs and ICSs are limited, but these limited data reveal no evidence of
systemic effects on the hypothalamic-pituitary-adrenal axis.

Conclusion: More studies of concurrent therapy are needed because concurrent use of ICSs and INCSs
Is common in practice. Clinicians might want to consider monitoring whether there are risk factors, such
as a family history of glaucoma.

Ann Allergy Asthma Imumunel 137 £2016) 601 —-605



Steroidi topici ettetti collaterali

1. Effetti comuni: epistassi, secchezza delle mucose, prurito,
irritazione e bruciore nasale, cefalea, faringite

2.-Rari effetti pit gravi

3. Benefici ampiamente superiori al rischio

\Use of nasal sprays.

%S | PP S

: X
« The patient should follow thé‘manufacturer’s
instruclions Ak *

» Common side effects of topical corticosteroid sprayss. 7|

include nose bleeds and nasal crusting, but thesg *
mg&mﬂyrehtedmmhocofadminw

« Sniffing hard during administration shouldbe
avoided s
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