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Drug Therapy Guidelines 
 

                                                                                              Applicable* 

Spinraza™ (nusinersen) 

Medical Benefit x Effective: 12/5/22 

Pharmacy- Formulary 1  Next Review:  12/23 

Pharmacy- Formulary 2  Date of Origin: 3/17 

Pharmacy- Formulary 3/Exclusive  Review Dates: 3/17, 12/17, 12/18, 9/19, 12/19, 12/20, 3/21, 10/22 

Pharmacy- Formulary 4/AON  

 

I. Medication Description 

 

Spinraza is an antisense oligonucleotide (ASO) designed to treat spinal muscular atrophy (SMA) caused by 

mutations in the chromosome 5q that lead to survival motor neuron (SMN) protein deficiency.  Using in vitro 

assays and studies in transgenic animal models of SMA, Spinraza was shown to increase exon 7 inclusion in 

SMN2 messenger ribonucleic acid (mRNA) transcripts and production of full-length SMN protein. 

 

II. Position Statement 

 

Coverage is determined through a prior authorization process with supporting clinical documentation for every 
request. 

 

III. Policy 

 

 Coverage of Spinraza is provided when the following criteria are met: 

• The medication is prescribed by a neurologist who specializes in the treatment of spinal muscular 

atrophy (SMA) AND 

• The member has been diagnosed with Type I, II, or III SMA AND 

• The member has had a genetic test that confirms the diagnosis of 5q SMA by homozygous gene 

deletion, homozygous mutation, or compound heterozygous mutation AND 

• Genetic testing has confirmed the presence of TWO or more copies of the SMN2 gene AND 

• Baseline (pretreatment) motor ability is documented by ONE of the following exams: 

o Hammersmith Infant Neurological Exam (HINE) [intended for infants 2 to 24 months of age] 

o Bayley Scales of Infant and Toddler development Third Edition (BSID-III) [intended for children 

age 1 to 42 months] 

o Hammersmith Functional Motor Scale Expanded (HFMSE) [intended for patients over 24 months 

of age] 

o Children’s Hospital of Philadelphia Infant Test of Neuromuscular Disorders (CHOP-INTEND) 

[intended for infants and older patients with an infant’s range of motor skills] 

o Motor Function Measure 32 (MFM-32) 

o Revised Upper Limb Module (RULM) [intended to investigate the upper limb function of 

ambulatory and nonambulatory children and adults with SMA] 

o Upper Limb Module (ULM) Test [intended for nonambulatory children and adults] AND 

• Member does not require permanent ventilator support at baseline (defined as either tracheostomy or 

≥ 16 hours ventilation/day continuously for > 21 days in the absence of an acute reversible event) AND 

• Member has not previously received gene therapy (e.g. Zolgensma) for the treatment of SMA AND 
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• Member will not concomitantly receive SMN2-targeting therapy (e.g. Evrysdi) for the treatment of SMA  

 

IV. Quantity Limitations 

 

• Induction: 12 mg (5 mL) IV at weeks 0, 2, 4, and 8 

• Maintenance: 12 mg (5 mL) IV every 4 months 

 

V. Coverage Duration 

 

 Coverage is provided for 6 months and may be renewed in 8 month increments. 

 

VI. Coverage Renewal Criteria 

 

 Coverage can be renewed in 8 month increments based upon the following criteria: 

• Improvement or maintenance of previous improvement in motor ability from pretreatment baseline, 

defined as any ONE the following:  

▪ There is documentation demonstrating the member is stable or shows clinically significant 
improvement in SMA-associated symptoms (e.g. stabilization or decreased decline in motor 
function compared to the predicted natural history trajectory of disease) OR 

▪ There is documentation demonstrating stable or improved motor function test results 
compared to baseline (e.g. HINE, BSID-III, HFMSE, CHOP-INTEND, MFM-32, RULM, ULM) AND 

• Absence of unacceptable toxicity from the drug AND 

• Member does not require permanent ventilator support (defined as either tracheostomy or ≥ 16 hours 

ventilation/day continuously for > 21 days in the absence of an acute reversible event) AND 

• Member has not received gene therapy (e.g. Zolgensma) for the treatment of SMA 

 
VII. Billing/Coding Information 

 

• J2326: 1 billable unit = 0.1 mg 

• Available as 12 mg/5 mL single-dose glass vials 

 

VIII. Summary of Policy Changes 

 

• 4/10/17: new policy 

• 5/22/17: Coverage criteria updated to include specific diagnostic information 

• 1/1/18: billing/coding information updated 

• 2/15/19: added confirmation of SMN gene copy number to coverage criteria; specified neurologist as 

prescriber specialty; added motor ability testing to coverage and renewal criteria 

• 11/15/19: updated coverage and renewal criteria to address use with gene therapy 

• 1/30/20: no policy changes 

• 2/26/21: added exclusion of concurrent treatment with other SMN-2 targeting therapies; added exclusion of 

therapy and/or renewal for those on permanent vent support 
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• 5/28/21: adjusted renewal duration to 8 months to account for Q4 month dosing schedule; added additional 

options for motor function tests; adjusted renewal language to allow for clinical response and/or 

improvement in baseline tests 

• 12/5/22: no policy changes 
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*These guidelines are not applicable to benefits covered under Medicare Advantage. Medicare Advantage benefit coverage requests are reviewed in accordance with 

the guidance set forth in Chapter 15 Section 50 of the Centers for Medicare & Medicaid Services Medicare Benefit Policy Manual 

The Plan fully expects that only appropriate and medically necessary services will be rendered.  The Plan reserves the right to conduct pre-payment and post-payment 

reviews to assess the medical appropriateness of the above-referenced therapies.  

Drug therapy initiated with samples will not be considered as meeting medical necessity for coverage for non-preferred or prior authorized medications.  

The preceding policy is a guideline to allow for coverage of the pertinent medication/product, and is not meant to serve as a clinical practice guideline. 
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