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Alvesco (ciclesonide)

Disclaimer

Clinical guidelines are developed and adopted to establish evidence-based clinical criteria for

The Plan may delegate utilization management decisions of certain services to third parties who may

develop and adopt their own clinical criteria.

Coverage of services is subject to the terms, conditions, and limitations of a member’s policy, as well
as applicable state and federal law. Clinical guidelines are also subject to in-force criteria such as the
Centers for Medicare & Medlicaid Services (CMS) national coverage determination (NCD) or local
coverage determination (LCD) for Medlicare Advantage plans. Please refer to the member’s policy
documents (e.g., Certificate/Evidence of Coverage, Schedule of Benefits, Plan Formulary) or contact

the Plan to confirm coverage.

utilization management decisions. Clinical guidelines are applicable according to policy and plan type.
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Summary

Asthma is a chronic respiratory disease that affects the airways, leading to recurrent episodes of
wheezing, breathlessness, chest tightness, and coughing. The condition is caused by a combination of
genetic and environmental factors, such as allergens, pollutants, and respiratory infections. Asthma is
characterized by inflammation of the airways, which makes them hypersensitive and prone to constricting
in response to various triggers. Asthma includes multiple phenotypes and inflammatory patterns; while
many cases involve airway inflammation driven by eosinophils, mast cells, T lymphocytes, and mediators
such as histamine, leukotrienes, and cytokines, other forms may involve different immune pathways or
eosinophilic inflammation.

Treatment with inhaled corticosteroid (ICS)-containing medications markedly reduces the frequency and
severity of asthma symptoms as well as the risk of exacerbations or dying of asthma. Per the Global
Initiative for Asthma (GINA) guidelines, inhaled corticosteroids (ICSs) are the preferred pharmacologic
treatment in the long-term management for all steps of therapy - typically combined with a long-acting
beta-agonist (LABA).

Alvesco (ciclesonide) inhalation is FDA approved for the maintenance treatment of asthma as
prophylactic therapy in adult and pediatric patients 12 years of age and older.. Alvesco (ciclesonide) is
not indicated for the relief of acute bronchospasms or in those less than 12 years of age. The

recommended starting dose is based on prior asthma treatments (see Appendix, Table 2)

Definitions
“Allergy” refers to having both allergen-specific IgE and developing symptoms upon exposure to

substances containing that allergen.

“Anaphylaxis” is a severe, systemic immune response (e.g., affecting more than 1 organ system) which
may be characterized by flushing, trouble breathing, vomiting/diarrhea, swelling in the mouth/throat,

rash, etc. It can be rapidly fatal without immediate treatment.

“Antigen” (or Allergen) refers to an offending substance that causes the allergic reaction through the
immune system hypersensitivity. An antigen can be anything including molds, dust mites, cockroaches,

certain types of pollen, or the venom of a bee sting.

“"Documentation” refers to written information, including but not limited to:
e Up-to-date chart notes, relevant test results, and/or relevant imaging reports to support
diagnoses; or
e Prescription claims records, and/or prescription receipts to support prior trials of formulary

alternatives.

“Exacerbation” or “Flare-up” refers to a worsening or an increase in the severity of a disease or its signs
and symptoms. In asthma, an exacerbation refers to a period of worsening symptoms (e.g.,increased

shortness of breath, coughing, wheezing, or chest tightness) or worsening lung function compared to the



individual's usual condition. An exacerbation often requires additional medication or healthcare
intervention. Exacerbations are commonly triggered by allergens, infections, other environmental factors,

or poor adherence to treatment.

“Trigger” refers to a stimulus that may worsen or cause an increase in asthma symptoms and/or airflow
limitation. Triggers vary between individuals and may include allergens, respiratory infections, exercise,

stress, air pollution, or exposure to irritants like tobacco smoke.
“[s]” indicates state mandates may apply.
Clinical Indications

Medical Necessity Criteria for Initial Clinical Review

Initial Indication-Specific Criteria

Asthma
The Plan considers Alvesco (ciclesonide) medically necessary when ALL the following criteria are met:

The member is 12 years of age or older; AND
The member has a documented diagnosis of asthma,; AND
3. The requested product is being used as preventative therapy for asthma maintenance control;
AND
4. The member is unable to use, or has tried and failed (e.g., lack of symptom control, adverse
effects, or intolerance) ALL the following formulary alternatives™:
a. Arnuity Ellipta (fluticasone furoate); and
b. fluticasone propionate (Flovent; and
c. QVAR (beclomethasone dipropionate).
d. Alvesco (ciclesonide) is being prescribed at a dose and frequency that is within FDA
approved labeling OR is supported by compendia or evidence-based published dosing
guidelines for the requested indlication.

If the above prior authorization criteria are met, the requested product will be approved for up to
12-months.

Continued Care
Medical Necessity Criteria for Subsequent Clinical Review

Subsequent Indication-Specific Criteria

Asthma

The Plan considers Alvesco (ciclesonide) medically necessary when ALL the following criteria are met:

1. The member meets the above applicable Initial Clinical Review; AND



Chart documentation (e.g., progress notes, spirometry results, or patient-reported outcomes)
shows the member has experienced therapeutic response to the requested medication as
evidenced by ONE (1) of the following:

a. clinical improvement in symptoms since starting the requested medication; or

b. disease stability since starting the requested medication.

If the above prior authorization criteria are met, the requested product will be approved for up to

12-months @

Experimental / Investigational, or unproven'

Alvesco (ciclesonide) for any other user is considered experimental, investigational, or unproven.
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Appendix A

Table 1: Classification Of Asthma Severity

Asthma Classification

Signs and Symptoms

Mild intermittent

Mild symptoms up to two days a week and up to two nighttime awakenings
a month, typically without symptoms between exacerbations.

Mild persistent

Symptoms more than twice a week, but no more than once in a single day,
exacerbations may impact activity.

Moderate persistent

Symptoms daily once a day and more than one nighttime awakening a
week, exacerbations occurring two or more times a week.

Severe persistent

Symptoms throughout the day on most days and frequent nighttime
awakening, symptoms limit physical activity.

Table 2: Alvesco (ciclesonide) Dosage Information

Previous Therapy

Recommended Starting Dose | Highest Recommended Dose

bronchodilators alone

Those who previously received 80 mcg twice daily 160 mcg twice daily

inhaled corticosteroids

Those who previously received 80 mcg twice daily 320 mcg twice daily

corticosteroids

Those who previously received oral 320 mcg twice daily 320 mcg twice daily
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