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Background and Objectives

* Nasal airway obstruction (NAO) is a common condition affecting approximately 1/3 of the population! in which patients
present with congestion and feeling of fullness in the nasal cavity and complaints of sleep problems, fatigue and
headaches. NAO is often caused by structural abnormalities of the nasal airway that lead to narrowing or collapse of the
nasal valve area.

Key Assumptions and Considerations: e Over the4-year time-horizon, the introduction of VivAer results in overall decreased procedure and adverse

« Atime constant proportion of eligible patients are assumed to initiate 1L treatment to account for payor conditions event costs.

encountered in practice where not all eligible patients willimmediately consider VivAer as a treatment option. * Introducing VivAer, a non-invasive procedure, offers the potential added benefit for patient health outcomes

by reducing exposures to therisks of adverse events associated the invasive functional rhinoplasty +
Septoplasty + ITR surgeries.

* Patientsareretained inthe model followingthe year of entry, if patientincurs costs beyond entryyear, they are
attributedto therelevant calendaryear

* If patientsdo notrespondtoinitial treatment and receive subsequent treatment, subsequent treatment costs are

e The American Academy of Otolaryngology-Head and Neck Surgery issued a positionstatement on nasal valve repair applied in subsequentyear to reflect time delay for receiving further treatment.

(March 2023) recognizing non-invasive office-based radiofrequency treatments as treatment option for nasal valve
stabilization.

Figure 2: Budget Impact by Cost Type for All Patients
 Costsare assumedtobe zeroupon achievement of treatment response; post-treatment resource use is assumed to be

, ) ) ) o equivalentbetween response and non-response health states Year1 Year2 Year3 Year4
e Patients with severe or extreme NAO may be offered functionalrhinoplasty surgery which is known to be complex, ; P P 50 e ear ear ear

costly, and carry a risk of further functional and cosmetic changes. * Onlyadverse event costs requiring further treatment areincluded, out of pocket expenses are excluded.
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 Treatmentresponseisdefined as>220% decreasein NOSE Scale score or 1 category improvementin NOSE Scale severity
category; treatment responseis considered permanent; 12-month response rateis used to determine resource
use/monitoringin post-treatment period

e Temperature-controlled radiofrequency (TCRF) treatment of the nasal valve using the VivAer® device (Aerin Medical,
Mountain View, CA) is a non-invasive, in-office alternative to surgical treatment of nasal valve collapse with efficacy
shown to be effective in several clinical studies showing a sustained improvement in nasal breathingfor up to 4 years
with treatment effects similar to surgical nasal valve repair.3” * Efficacy of subsequenttreatments are assumed independent of the prior treatment received.

* Adverse eventsfrom subsequenttreatments (repeat treatments) are assumed equivalentto incident rates for adverse

eventsresultingfrominitial treatment

 The objective of thisstudyis to determine the budget impactinthe US market of the introduction of an office-based,
minimally-invasive temperature-controlled radiofrequency (TCRF) device (VivAer®) for the treatment of patients with
NAO due to nasal valve collapse (NVC). * Incidenceratesfor VivAer with turbinate reductionand functional rhinoplasty with septoplasty with turbinate reduction

* A4-yeartime horizon was used assumingtreatment for a hypothetical health plan with a member population of 1 are assumed equivalent regardless of any additional procedures thatare conducted.

million and member growth rate equivalent to that of the US population. * Procedure and adverse event costs were derived from 2023 Medicare reimbursementrates for relevant CPT codes; 425,000,000

« Theeligible populationincludes patients with severe/extreme NAO, defined asa Nasal Obstruction Symptom Adverse eventincidence was derived from the literature.
Evaluation (NOSE) score of =55 indicating severe to extreme NAO, for which NVC is the primary cause or a significant 30,000,000
The budget impact of introducing VivAer as a treatment optionfor NAO compared to functional rhinoplasty with -$35,000,000

METHODS '

* The budgetimpact model was developed using Excel Software (Microsoft, WA). The budget impact was calculated by
comparingannual health care costs usingtwo scenarios: 1) a reference scenario of reflecting surgical correction of the
nasal valve (functional rhinoplasty with inferior turbinate reduction [ITR]) performed in the hospital outpatient surgery
department, which reflects current clinical practice without TCRF as an available treatment option; 2) a new scenario

septoplastyand ITRis negative in each year of the model reflecting cost savings from the introduction of VivAer. The
magnitude of cost savings increases in each year of the model, reflectingthe increase in uptake of VivAer (via market
shares).

W Procedure cost AE cost

CONCLUSIONS

 The primarydriver of cost savingsis the higher unit cost for the surgical comparator.

reflecting minimally-invasive nasal valve treatment (VivAer TCRF with ITR) performed in an office setting. Table 2: Total Budget Impact of VivAer * Over the 4-year time-horizon, the net budget impact showed that the use of an in-office, non-invasive TCRF
* Uncertainty within the model structure and input parameters was assessed using one-way sensitivity analysis and Yearl Year2 Year3 Year4 deV|ce.treatmentfo.rdN§?dueto |\:VC 'S Ilkelyl.to prOV|de(;:o;t-|saV|ngsdue'lclc> reduztlonsmth(;: nhun:jbe.rof
scenario analysis. Reference Scenario (without VivAer) $82.301,235 $82 712,741 483,126,305 483,541,936 Su rggrles, COStS. avolded fromresolving complications ana the lower overall proceaure cost of the device
relative to surgical comparators.
Table 1: Total Budget Impact of VivAer* New Scenario (with VivAer) 570,129,105 564,363,255 558,537,993 552,652,870 * Costsavings estimated when standard of care represented a mix of surgical interventions and medical
: Budget Impact of VivAer -$12,172,130 -$18,349,486 -$24,588,312 -$30,889,067 management remained robust when varying parameter values in sensitivity analyses.
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