
                             

     

Onasemnogene abeparvovec (Zolgensma®)  

Goal(s): 
 Ensure utilization of onasemnogene abeparvovec in appropriate SMA (spinal muscular 

atrophy) populations with demonstrated efficacy. 
 
Length of Authorization:  
 Once in a lifetime dose 
 
Requires PA: 
Onasemnogene abeparvovec (pharmacy and physician administered claims) 

 
Covered Alternatives:   
 Current PMPDP preferred drug list per OAR 410-121-0030 at www.orpdl.org 
 Searchable site for Oregon FFS Drug Class listed at www.orpdl.org/drugs/ 
 

Approval Criteria 

1. What diagnosis is being treated? Record ICD10 code. 

2. Is this an FDA approved indication? 
 

Yes: Go to #3 No: Pass to RPh. 
Deny; medical 
appropriateness   

3. Is the diagnosis funded by OHP? 
 

Yes: Go to #4 No: Pass to RPh. 
Deny; not funded by 
the OHP. 

4. Is the medication prescribed by or in 
consultation with a physician who 
specializes in treatment of spinal muscular 
atrophy such as pediatric neurologist? 

Yes: Go to # 5 No: Pass to RPh. 
Deny; medical 
appropriateness   

5. Is the patient less than 2 years of age? Yes: Go to # 6 No: Pass to RPh. 
Deny; medical 
appropriateness   



 

Approval Criteria 

6. Has the Spinal Muscular Neuropathy 
(SMA) diagnosis been confirmed to 
document the Spinal Motor Neuron (SMN)1 
gene is missing or not functional  by 
genetic documentation of fewer than 4 
copies of SMN2 AND at least one of the 
following: 

 Homozygous gene deletion or 
mutation of SMN1 gene (e.g., 
homozygous deletion of exon 7 at 
locus 5q13); OR 

 Compound heterozygous mutation 
of SMN1 gene (e.g., deletion of 
SMN1 exon 7 [allele 1] and mutation 
of SMN1 (allele 2)  
 

Yes: Go to # 7 No: Pass to RPh. 
Deny; medical 
appropriateness   

7. Does the patient have advanced SMA* 
(complete paralysis of the limbs, 
permanent ventilator dependence)? 
 
*Note FDA label states efficacy has not 
been established in these patients 

Yes: Pass to RPh. 
Deny; medical 
appropriateness   

No: Go to # 8 

8. Has baseline motor ability been 
documented via: 

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

 Assessment of motor function 
developmental milestones by 
physical therapist OR 

 Hammersmith Infant Neurological 
Examination (HINE) Section 2 motor 
milestone score  

 Gross Motor Function Measure OR 
 Hammersmith Functional Motor 

Scale (HFMS) OR 
 Modified/Expanded Hammersmith 

Functional Motor Scale  
 

Yes: Go to # 9 No: Pass to RPh. 
Deny; medical 
appropriateness   

9. Has the child been screened for viral 
infection? 

Yes: Go to # 10 No: Pass to RPh. 
Deny; medical 
appropriateness   



 

Approval Criteria 

10. Is the baseline adeno-associate virus 
vector (AAV) 9 antibody titer < 1:50? 
 
Note: Efficacy has not been established in 
this population and high anti-AAV9 
antibody titers are expected to limit efficacy 
of therapy. 

Yes: Go to # 11 No: Pass to RPh. 
Deny; medical 
appropriateness   

11. Have the following labs been obtained: 
a.) a baseline platelet count AND 
b.) baseline liver function tests (AST, ALT, 

total bilirubin, and PT) AND 
c.) baseline troponin-I 
 

Yes: Go to # 12 No: Pass to RPh. 
Deny; medical 
appropriateness   

12. Does the patient have a prescription on file 
for 30 days of on oral corticosteroid to 
begin one day before infusion of 
onasemnogene abeparvovec? 

Yes: Go to # 13 No: Pass to RPh. 
Deny; medical 
appropriateness   

13. Is the patient currently receiving 
nusinersen? 

Yes: Go to # 14   No: Go to # 15 

14.  Are there plans to discontinue nusinersen? Yes: Go to #15 No: Pass to RPh. 
Deny; medical 
appropriateness 

15. Is there attestation that the patient and 
provider will comply with case 
management required by the 
Oregon Health Authority?  
 
Case management includes follow-up 
assessment to assess treatment success, 
monitoring, and adverse events. 

Yes: Approve for one 
time infusion 

No: Pass to RPh. 
Deny; medical 
appropriateness   

 

 
P&T/DUR Review: 9/19 (DM) 
Implementation:    11/1/19 

 
 


