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When requesting Spinraza® (nusinersen), the individual requiring treatment must be
diagnosed with an FDA-approved indication and meet the specific coverage guidelines
and applicable safety criteria for the covered indication.

FDA-approved indication

Spinraza is indicated for the treatment of spinal muscular atrophy (SMA) in pediatric and
adult patients.

Approved Off-label Compendial use(s)

None

Coverage Guidelines

For Spinal muscular atrophy (SMA), an individual must meet all of the following criteria:

e The diagnosis has been confirmed by genetic testing showing either
homozygous mutation or deletion of the SMN1 gene on chromosome 5q OR
compound heterozygous mutation of the SMN1 gene on chromosome 5q

e Has SMA type lorll

e For an initial authorization request, an individual has obtained baseline motor
milestones using the appropriate exam(s) based on individual’'s age and motor
ability

e [For are-authorization request, an individual is responding to Spinraza therapy
(e.g., improvement in motor milestones, maintenance of motor milestones,
achievement of new motor milestones)

Approval duration (initial and renewal): 12 months
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*CPT® (Current Procedural Terminology) is a registered trademark of the American Medical Association (AMA). CPT® five digit codes,
nomenclature and other data are copyright 2016 American Medical Association. All Rights Reserved. No fee schedules, basic units,
relative values or related listings are included in the CPT® book. AMA does not directly or indirectly practice medicine or dispense
medical services. AMA assumes no liability for the data contained herein or not contained herein.
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