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November 8, 2013. White Bear Lake, MN: The first outcomes study of the NasoNeb® Nasal
Nebulizer was published today on the Early View Section of the International Forum of Allergy &
Rhinology.
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A pilot study of the effects of intranasal budesonide delivered by NasoNeb® on patients with
perennial allergic rhinitis, was authored by Kristal Brown, James Lane, Marianella Paz Silva,
Marcy DeTineo, Robert M. Naclerio and Fuad M. Baroody.
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This 40 patient, parallel, randomized, double-blind, placebo-controlled, pilot study included 20
patients in the placebo arm and 20 patients in the treatment arm. The study participants in the
placebo arm were given 2.5 ml of 0.9% saline delivered via the NasoNeb Nasal Nebulizer. The
study participants in the treatment arm were given 2.5 ml (0.25mg) of Budesonide in the form of
Pulmicort respules delivered via the NasoNeb Nasal Nebulizer. Each arm was treated twice a day
for 26 days. All study subjects had perennial allergic rhinitis.
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Objective and subjective measures including nasal peak inspiratory flow (NPIF) and nasal
symptoms (graded on a 0-3 scale) were recorded by the subjects twice daily. Rhinoconjunctivitis
quality of life (QOL) as well as nasal volume, measured by acoustic rhinometry, was obtained at
baseline, after 2 weeks, and at the end of treatment. NasoNeb demonstrated improvements in
objective and subjective outcome measures from baseline to endpoint in the treatment arm and
when compared to the placebo arm.
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The treatment arm demonstrated a statistically significant increase (p<0.005) from baseline to
endpoint in nasal peak inspiratory flow (NPIF). NPIF measured between the treatment and
placebo arms had a p-value = 0.099, just missing statistical significance. This is likely due to the
low number of patients in the pilot study and the authors suggest that the placebo chosen has
been shown to have a clinical effect of its own. The authors concluded that the patients
demonstrated clinically-significant improvements.
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“Clinical evidence continues to build for the NasoNeb Nasal Nebulizer. Coupled with other peerreviewed, published data on the NasoNeb Nasal Nebulizer, this outcomes data strengthens the
role of NasoNeb-delivered topical therapies for rhinologic conditions. NasoNeb clearly stands out
as the only device on the market with positive clinical data” commented William Flickinger, CEO,
MedInvent, LLC.
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The study was supported by a grant from MedInvent, LLC.
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The NasoNeb Nasal Nebulizer is available by prescription through The NasoNeb Pharmacy
Network℠; a network of over 200 compounding pharmacies across the US.
For more information, please visit the MedInvent, LLC website at www.nasoneb.com.
Referenced Studies

!

1.

Yuri M. Gelfand, MD; Samer Fakhri, MD; Amber Luong, MD, PhD; Seth J. Isaacs, MD &
Martin J. Citardi, MD: “A Comparative Study of the Distribution of Normal Saline
Delivered by Large Particle Nebulizer vs. Large Volume/Low Pressure Squeeze Bottle”
56th Annual Meeting of the American Rhinologic Society, September 25, 2010, page 38

2.

Holmes, MD, Janalee; Haffey, MD, Timothy; Woodard, MD, Troy, Sindwani, MD, Raj:
“Ambient Warming of Nasal Irrigation Solutions: Implications for Safe Topical Drug
Delivery and Patient Compliance”; COSM 2013 Program, p. 42

!

MedInvent, LLC · 1841 Buerkle Road · White Bear Lake · MN · 55110
1-866-960-9833 · www.nasoneb.com · +1-651-236-8545 · +1-651-748-8313 fax

3.

4.

5.
6.

Kristal Brown, James Lane, Marianella Paz Silva, Marcy DeTineo, Robert M. Naclerio
and Fuad M. Baroody: “A pilot study of the effects of intranasal budesonide delivered by
NasoNeb® on patients with perennial allergic rhinitis” Int Forum Allergy Rhinol, article
first published online: 8 NOV 2013 | DOI: 10.1002/alr.21239

!

Kristal Brown MD, James Lane BSc, Marianella Paz Silva, MD, Marcy DeTineo BSN,
Robert M. Naclerio MD, and Fuad M. Baroody, MD: “Effects of Intranasal Budesonide
Delivered by Nasal Nebulizer on Symptoms and Objective Measures of Nasal
Congestion in Perennial Allergic Rhinitis” COSM 2013 Program, p 22

!
!

!
!

Manes RP, Tong L, Batra PS. “Prospective evaluation of aerosol delivery by a powered
nasal nebulizer in the cadaver model” Int Forum Allergy Rhinol, 2011; 1:366–371
Manes, MD, R. Peter; Batra, MD, Pete S: “Prospective Evaluation of a Novel Powered
Nasal Irrigator Device in the Post-FESS Cadaver Model” 56th Annual Meeting of the
American Rhinologic Society, September 25, 2010, page 119

About MedInvent, LLC
MedInvent, LLC is a privately-held limited liability corporation established in 2008 with operations
in White Bear Lake, MN. MedInvent develops and markets the NasoNeb Family of drug delivery
systems for the topical delivery of medication to the nasal and paranasal sinus cavities. The
NasoNeb Nasal Nebulizer is indicated for topical drug delivery to the nasal cavity for drugs
formulated for inhalation.
Contact William Flickinger at 651-236-8545 for more information or visit our website at
www.nasoneb.com
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This press release includes statements that may constitute "forward-looking" statements, usually
containing the words "believe," "estimate," "project," "expect" or similar expressions. Forwardlooking statements inherently involve risks and uncertainties that could cause actual results to
differ materially from the forward-looking statements. Factors that would cause or contribute to
such differences include, but are not limited to, continued acceptance for the Company's products
in the marketplace, the effect of global credit and economic conditions on the ability and
willingness of customers to purchase our systems, competitive factors, changes in government
reimbursement procedures, dependence upon third-party vendors, and other risk. By making
these forward-looking statements, the Company undertakes no obligation to update these
statements for revisions or changes after the date of this release. There can be no assurance that
the Company will recognize revenue related to its purchase orders and other commitments in any
particular period or at all because some of these purchase orders and other commitments are
subject to contingencies that are outside of the Company's control. In addition, these orders and
commitments may be revised, modified or canceled, either by their express terms, as a result of
negotiations, or by project changes or delays.
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