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DISCLAIMER

The Clinical Coverage Guideline is intended to supplement certain standard WellCare benefit plans. The terms of a member’s particular Benefit
Plan, Evidence of Coverage, Certificate of Coverage, etc., may differ significantly from this Coverage Position. For example, a member’s benefit
plan may contain specific exclusions related to the topic addressed in this Clinical Coverage Guideline. When a conflict exists between the two
documents, the Member’'s Benefit Plan always supersedes the information contained in the Clinical Coverage Guideline. Additionally, Clinical
Coverage Guidelines relate exclusively to the administration of health benefit plans and are NOT recommendations for treatment, nor should
they be used as treatment guidelines. The application of the Clinical Coverage Guideline is subject to the benefit determinations set forth by the
Centers for Medicare and Medicaid Services (CMS) National and Local Coverage Determinations and state-specific Medicaid mandates, if any.

APPLICATION STATEMENT

The application of the Clinical Coverage Guideline is subject to the benefit determinations set forth by the Centers for Medicare and Medicaid
Services (CMS) National and Local Coverage Determinations and state-specific Medicaid mandates, if any.
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BACKGROUND

Asthma is a complex chronic disorder that causes narrowing of the airways. It affects more than 22 million people in
the United States, of which 16 million are adults. The condition is typically characterized by episodes of bronchial
hyper-responsiveness, underlying airway inflammation, and obstructed breathing. Asthma symptoms are treatable
with fastidious medical management, but there is no known cure for the disease.

Inhaled corticosteroids (ICS) and long-acting beta 2-adrenergic agonists (LABA) are now the mainstay agents in
the control of asthma symptoms. ICS are effective in suppression of airway inflammation, but typically do not
control virus-induced exacerbations and are not beneficial in asthma patients who smoke. LABA are currently used
as an adjunct therapy for asthma that is not well controlled by ICS. Combination inhalers containing ICS and LABA
are increasingly popular in the United States.

In an estimated 20% to 30% of adult asthma patients, symptoms are not adequately managed with current care
agents. This is partly attributed to inconsistent patient compliance with treatment regimens. However,
approximately 10% of the asthma patient population has true refractory disease that cannot be well controlled
despite optimal adherence to treatment. Effective treatment options for these patients are lacking. Bronchial
thermoplasty is among the many new therapies being developed to address this unmet need.

Description

The Alair System is indicated for the adjuvant treatment of severely symptomatic asthma in patients whose disease
cannot be adequately managed with current care drug regimens despite optimal adherence. Current care regimens
include high doses of inhaled corticosteroids (ICS) and long-acting beta 2—adrenergic agonists (LABA). The
procedure is not a cure for asthma, nor will it obviate the need for continued medical management of the disease.

The Alair System consists of a radiofrequency generator and a single-use catheter that is sized to fit through a
standard flexible bronchoscope. At the tip of the catheter is an expandable four-electrode basket that is designed to
rest snugly against targeted intraparenchymal airways while it delivers controlled radiofrequency energy. The
catheter is introduced through a fiber optic bronchoscope that is threaded through the patient’s nose or throat.
Currently, a complete course of treatment is administered in a series of 3 procedures every 3 weeks, with each
procedure lasting approximately 30 to 60 minutes. However, a small study is under way to evaluate the safety of
performing bronchial thermoplasty with the Alair System during two treatment sessions.

The goal of this procedure is reduction of airway smooth muscle. It is theorized that reducing airway smooth muscle
mass will diminish the ability of targeted muscles to contract, thereby improving the severity and frequency of
asthma symptoms.

Bronchial thermoplasty with the Alair System is an outpatient procedure performed in a hospital bronchoscopy suite
by physicians specially trained in the technique. The patient is usually given conscious sedation, although general
anesthesia may be used in some cases. The procedure specifically treats tissue in airways larger than 3 mm in
diameter beyond the lobar bronchi, which is accessible and visualized with a standard bronchoscope. It cannot
access and treat peripheral airways. After each treatment session, patients are monitored for at least 6 hours.

Results of the available studies provide preliminary evidence that bronchial thermoplasty is reasonably safe and
has some efficacy for treatment of asthma. The largest available randomized controlled trial (RCT) found that
thermoplasty was superior to sham therapy in mean Asthma Quality of Life Questionnaire score even though the
improvement was small. Thermoplasty was also superior to sham therapy for reducing emergency department
visits during the first year after treatment (a 72% reduction). Although these results are promising, this study found
that thermoplasty was not superior to sham therapy in several other measures of asthma severity including the
mean Asthma Control Questionnaire score, mean number of severe asthma exacerbations, and mean total
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symptom score. Two smaller RCTs found statistically significant improvements in various measures of asthma
severity 1 year after treatment; however, the efficacy of thermoplasty might have been overestimated since certain
medications for asthma control were reduced or discontinued. Furthermore, the available controlled studies
involved only 1 year of assessment of results after initiation of treatment; therefore, the long-term safety of
thermoplasty and durability of improvements obtained with this procedure are unknown. The efficacy and safety of
bronchial thermoplasty for retreatment of the same areas of the lung have not been established. Additional studies
are needed to confirm that bronchial thermoplasty benefits patients who have asthma and to evaluate its long-term
safety and effectiveness.

A study by the manufacturer looking at safety showed no significant differences between the treatment group and
the control group at 3 years. The treatment group was followed for two more years without an increase in adverse
events. However it should be noted that other than response to MTC, there was also no significant differences in
outcomes at 3 years, including ER visits or hospitalizations.

Regulatory Status

On April 27, 2010, the FDA approved a PMA application for the Alair System.. The device is indicated for use in
patients ages 18 or older whose severe and persistent asthma is not well controlled with inhaled corticosteroids and
long-acting beta agonist medications. The FDA warns that the Alair System should not be used in patients with an
implantable electronic device, and those patients with known sensitivities to lidocaine, atropine, or
benzodiazepines. The agency further notes that the Alair has not been studied for efficacy in retreatment of the
same area of the lung. As a condition of its approval, the FDA is requiring the manufacturer to conduct a 5-year
post-market study of the Alair System to evaluate long-term safety and effectiveness. The Alair System for
bronchial thermoplasty is the first surgical treatment option commercially available in the United States for the
management of asthma. The device has received CE Marking for sale in the European Union.

Conclusion

There is some evidence that bronchial thermoplasty with the Alair System may be a reasonable new treatment
option for severe and persistent asthma; however, there is insufficient available evidence at this time to establish
long-term safety or efficacy. The role of smooth muscle in the airway wall is not fully understood, and it remains to
be proven whether or not reduced muscle mass in selected channels will result in reduced contractile sensitivity to
asthma triggers, or in improved disease-related symptoms in the long term. Patient selection criteria for bronchial
thermoplasty with the Alair System have not been defined, although the procedure is currently performed only in
adult nonsmokers who have persistent and severe asthma despite optimal medical management (Hayes, 2010).

POSITION STATEMENT

The Alair® Bronchial Thermoplasty System (Asthmatx, Inc.) is considered experimental and investigational for
the treatment of severe asthma and is NOT a covered benefit.

CODING

Non-Covered CPT® Code

94799 Unlisted pulmonary service or procedure
ICD-9-CM Procedure Codes - Not applicable
HCPCS Level Il Code - No applicable code
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Non-Covered ICD-9-CM Diagnosis Codes

493.00 - 493.02 Asthma, Extrinsic;

493.10 - 493.12 Asthma, Intrinsic,

493.20 - 493.22 Asthma, Chronic Obstructive

493.80 - 493.82 Other forms of Asthma; Exercise Induced Bronchospasm; Cough Variant Asthma
493.90 - 493.92 Asthma, Unspecified; Bronchial, Allergic, Asthmatic

*Current Procedural Terminology (CPT) 2010 American Medical Association: Chicago, IL.®©
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