
 

SPINRAZA ACCESS 
OVERVIEW

INDICATION
SPINRAZA® (nusinersen) is indicated for the treatment of spinal muscular atrophy (SMA) in pediatric and adult patients.

SELECTED IMPORTANT SAFETY INFORMATION
Coagulation abnormalities and thrombocytopenia, including acute severe thrombocytopenia, have been  
observed after administration of some antisense oligonucleotides. Patients may be at increased risk of  
bleeding complications.  
Please see additional Important Safety Information on page 3 and accompanying  
full Prescribing Information.

https://www.spinraza-hcp.com/content/dam/commercial/specialty/spinraza/hcp/en_us/pdf/spinraza-prescribing-information.pdf


SELECTED IMPORTANT SAFETY INFORMATION
In the sham-controlled studies for patients with infantile-onset and later-onset SMA, 24 of 146 SPINRAZA-treated  
patients (16%) with high, normal, or unknown platelet count at baseline developed a platelet level below the lower  
limit of normal, compared to 10 of 72 sham-controlled patients (14%). Two SPINRAZA-treated patients developed  
platelet counts <50,000 cells per microliter, with the lowest level of 10,000 cells per microliter recorded on study day 28.

Please see additional Important Safety Information on page 3 and 
accompanying full Prescribing Information.
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CONDUCT A BENEFITS 
INVESTIGATION 

SUBMIT CLAIM AND 
TRACK REIMBURSEMENT

REAUTHORIZATIONS  
FOR ONGOING 

THERAPY

ORDER SPINRAZA AND 
TREAT PATIENT

Tip: Thoroughly investigate 
specific payer requirements 
regarding 
• �Coverage and 

documentation 
• �Product acquisition 
• �Patient cost sharing 
• �Site of care 
• �Coding and billing
• �Product administration/

potential procedural services

• �Once you have 
decided to treat, 
submit the SPINRAZA 
Start Form to enroll 
patients in SMA360˚™ 
(optional)

Tip: Establish efficient claim 
submission and reimbursement 
tracking processes that include
• �Appropriate documentation
• �Accurate coding
• �Timely submissions
• �Careful monitoring  

of remittances

• �Contact Accredo Specialty 
Pharmacy or CuraScript 
Specialty Distributor to  
order SPINRAZA

• �Schedule appointment and 
treat patient

THE ACCESS PROCESS FOR SPINRAZA® (nusinersen)

SELECT  
TREATMENT 

AFTER 
DISCUSSING 

BENEFITS AND 
RISKS

SPINRAZA  
not covered  

by health plan

PA  
approved

Medical  
exception  

denied

PA 
deniedReview plan  

requirements 
for a prior 

authorization 
(PA), complete 

form, and submit
SPINRAZA  
covered by 
health plan

Submit a medical 
exception request 

using a letter of 
medical necessity 
and supporting 
documentation

 RESUBMIT OR 
APPEAL

 RESUBMIT OR 
APPEAL

Resubmit vs Appeal
Missing or inaccurate information on the PA or medical exception 
submission may have caused the denial. If so, correct or complete all 
information and resubmit.
• �If all information was accurate and the approval to treat was denied 

for other reasons, consider an appeal 
• �If an internal appeal with the health plan is denied, then consider an 

external appeal

This flow diagram provides a general overview of the process for getting 
patients started on SPINRAZA. Visit spinraza-hcp.com for more detailed 
information about specific steps within this process.

For more information about the steps in the SPINRAZA access 
process, contact your Biogen representative or call SMA360˚ at 
1-844-4SPINRAZA (1-844-477-4672), Monday through  
Friday, from 8:30 am to 8:00 pm ET.

Medical  
exception  
granted

https://www.spinraza-hcp.com/content/dam/commercial/specialty/spinraza/hcp/en_us/pdf/spinraza-prescribing-information.pdf
https://www.spinrazahcp.com/


 

INDICATION
SPINRAZA® (nusinersen) is indicated for the treatment of spinal muscular atrophy (SMA) in pediatric and adult patients.

IMPORTANT SAFETY INFORMATION
Coagulation abnormalities and thrombocytopenia, including acute severe thrombocytopenia, have been  
observed after administration of some antisense oligonucleotides. Patients may be at increased risk of  
bleeding complications.  
In the sham-controlled studies for patients with infantile-onset and later-onset SMA, 24 of 146 SPINRAZA-treated  
patients (16%) with high, normal, or unknown platelet count at baseline developed a platelet level below the lower  
limit of normal, compared to 10 of 72 sham-controlled patients (14%). Two SPINRAZA-treated patients developed  
platelet counts <50,000 cells per microliter, with the lowest level of 10,000 cells per microliter recorded on study day 28.
Renal toxicity, including potentially fatal glomerulonephritis, has been observed after administration of some antisense 
oligonucleotides. SPINRAZA is present in and excreted by the kidney. In the sham-controlled studies for patients with  
infantile-onset and later-onset SMA, 71 of 123 SPINRAZA-treated patients (58%) had elevated urine protein, compared to  
22 of 65 sham-controlled patients (34%).  
Laboratory testing and monitoring to assess safety should be conducted. Perform a platelet count, coagulation 
laboratory testing, and quantitative spot urine protein testing at baseline and prior to each dose of SPINRAZA and as 
clinically needed.
Severe hyponatremia was reported in an infant treated with SPINRAZA requiring salt supplementation for 14 months.
Cases of rash were reported in patients treated with SPINRAZA. 
SPINRAZA may cause a reduction in growth as measured by height when administered to infants, as suggested by  
observations from the controlled study. It is unknown whether any effect of SPINRAZA on growth would be reversible  
with cessation of treatment.
The most common adverse reactions (≥20% of SPINRAZA-treated patients and ≥5% more frequently than in control  
patients) that occurred in the infantile-onset controlled study were lower respiratory infection and constipation. Serious  
adverse reactions of atelectasis were more frequent in SPINRAZA-treated patients (18%) than in control patients (10%).  
Because patients in this controlled study were infants, adverse reactions that are verbally reported could not be assessed.   
The most common adverse reactions that occurred in the later-onset controlled study were pyrexia, headache, vomiting,  
and back pain. Post-lumbar puncture syndrome has also been observed after the administration of SPINRAZA.

Please see accompanying full Prescribing Information.
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