WYCVS caremark’

Reference number(s)

2163-A

Jurisdiction Specific Medicare Part B
Botox

Products Referenced by this Document

Drugs that are listed in the following table include both brand and generic and all dosage forms and
strengths unless otherwise stated. Over-the-counter (OTC) products are not included unless otherwise
stated.

Brand Name Generic Name
Botox onabotulinumtoxin A
Covered Uses

The indications below are considered a covered benefit provided that all the approval criteria are met and
the member has no exclusions to the prescribed therapy.

e Overactive bladder

e Detrusor overactivity associated with a neurological condition

e Chronic migraine

e Spasticity

e Cervical dystonia

e Primary axillary hyperhidrosis

e Blepharospasm and strabismus

e Esophageal achalasia

e Chronic anal fissure

e Essential hand tremor

e Focallimb dystonia

e Hemifacial spasm

e Isolated oromandibular dystonia

e Laryngeal dystonia

e Simple motor tics

e Vocaltics
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All other indications will be assessed on an individual basis. Submissions for indications other than those
listed in this criteria should be accompanied by supporting evidence from Medicare approved compendia.

Exclusions

Coverage will not be provided for cosmetic use.

Coverage Criteria

Overactive Bladder with Urinary Incontinence

Authorization of 12 months may be granted for the treatment of overactive bladder with symptoms of
incontinence, urgency, and frequency in adults who have had an inadequate response to or are intolerant
of an anticholinergic medication.

Urinary Incontinence Associated with a Neurologic Condition

Authorization of 12 months may be granted for the treatment of urinary incontinence due to detrusor
overactivity associated with a neurologic condition (e.g., spinal cord injury, multiple sclerosis) in members
5 years of age or older who have had an inadequate response to or are intolerant of an anticholinergic
medication.

Chronic Migraine Prophylaxis

Authorization of 6 months (two injection cycles) may be granted for the treatment of chronic migraine
headache when the member has migraine headaches at least 15 days per month and headaches last 4
hours a day or longer.

Spasticity

Authorization of 12 months may be granted for the treatment of spasticity in members 2 years of age and
older.

Cervical Dystonia

Authorization of 12 months may be granted for the treatment of adults with cervical dystonia.

Primary Axillary Hyperhidrosis
Authorization of 12 months may be granted for the treatment of primary axillary hyperhidrosis that is
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inadequately managed with topical agents.

Blepharospasm and Strabismus

Authorization of 12 months may be granted for the treatment of strabismus and blepharospasm
associated with dystonia, including essential blepharospasm or VIl nerve disorders in members 12 years of
age and older.

Esophageal Achalasia

Authorization of 12 months may be granted for the treatment of esophageal achalasia in adults who are
considered poor surgical candidates for pneumatic dilation or surgical myotomy.

Chronic Anal Fissures

Authorization of 12 months may be granted for the treatment chronic anal fissures in members with
inadequate response to conservative or pharmacologic treatment.

Essential Hand Tremor

Authorization of 12 months may be granted for the treatment of disorder of essential tremor when the
following conditions are met:

¢ The member has a high amplitude tremor that disrupts activities of daily living.

e The member experienced an inadequate response to oral pharmacotherapy such as
propranolol and primidone.

Focal Limb Dystonia

Authorization of 12 months may be granted for the treatment of focal limb dystonia.

Hemifacial Spasm

Authorization of 12 months may be granted for the treatment of hemifacial spasm (cranial nerve VI
disorder) in adults.

Isolated Oromandibular Dystonia

Authorization of 12 months may be granted for the treatment of isolated oromandibular dystonia in adults.

Laryngeal Dystonia
Authorization of 12 months may be granted for the treatment of adductor type laryngeal dystonia
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(adductor-type spastic dysphonia).

Simple Motor Tics

Authorization of 12 months may be granted for the treatment of bothersome simple motor tics in
adolescents and adults when the benefits of treatment outweigh the risks.

Vocal Tics

Authorization of 12 months may be granted for the treatment of severely disabling or aggressive vocal tics
in older adolescents and adults when the benefits of treatment outweigh the risks.

Dosage and Administration

The lowest effective dose and longest dosing interval that produces the desired clinical effect should be
used.
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