[image: A close-up of a logo

Description automatically generated]GCHP Medi-Cal Clinical Guidelines: 
Nusinersen (Spinraza TM)



	PA Criteria
	Criteria Details

	Covered Uses 
(FDA approved indication)
	Treatment of spinal muscular atrophy (SMA)

	Exclusion Criteria
	Dependence on mechanical ventilation

	Required Medical Information
	Initial – Must meet ALL of the following:
· Genetic testing results demonstrate homozygous SMN1 deletion, or any combination of SMN1 deletions or other mutations that result in the functional loss of all SMN1 genes.
· In addition to demonstrating loss of functional SMN1 genes, genetic test results include the number of copies of SMN2.
· At least one (1) of the following:
· Pre-symptomatic: Defined by genetic testing demonstrating a homozygous SMN1 deletion or mutation, and less than or equal to three copies of SMN2, or
· Symptomatic: Patient with clinical signs of SMA with level of function necessary to preserve communication, for instance finger or eye movements in response to prompt by examiner.
· At least one (1) of the following: 
· No scoliosis
· Scoliosis without spine surgery
· Scoliosis post spine surgery with preserved window of accessibility for intrathecal injection, under fluoroscopic or ultrasound guidance if needed.
· Scoliosis post spine surgery for example, fusion) but with surgical placement of an indwelling catheter or establishment of a new window for IT accessibility.
· The patient does not have a coexisting terminal condition or a condition with which the risk of nusinersen treatment outweighs the potential benefit.

Renewal - Must meet ALL of the following:
· Documentation showing positive response since starting nusinersen.  
· Documentation showing a specific description of changes in neuromotor status since starting nusinersen and any drug-related toxicity.
· Neuromotor assessment showing improvement or lack of deterioration since starting nusinersen.  


	Age Restriction
	None; Up to 21 years – check for CCS

	Prescriber Restrictions
	Prescribed by a neurologist or a physician with the expertise in spinal muscular atrophy

	Coverage Duration
	6 months

	Other Criteria/Information
	
	HCPCS
	Description
	Dosing, Units

	J2326
	Intrathecal solution, nusinersen, 0.1mg (SpinrazaTM)
	Loading dose: 12mg once every 14 days for 3 doses; then 12mg as a single dose 30 days after the third dose
Maintenance dose: 12mg every 4 months
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