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MEDICATION POLICY: 

Rystiggo® 

Generic Name: rozanolixizumab-noli 

Applicable Drugs: Rystiggo® 

Preferred: N/A 

Non-preferred: N/A 

Date of Origin: 2/14/2025  

Date Last Reviewed / Revised: 2/14/2025 

 

PRIOR AUTHORIZATION CRITERIA 
(May be considered medically necessary when criteria I through V are met) 

I. Documented diagnosis of one of the following conditions AND must meet ALL criteria listed: 

a. Generalized Myasthenia Gravis (gMG) 

i. MGFA clinical classification class II, III, or IVa. 

ii. Documentation of a serologic test confirming the presence of acetylcholine 
receptor antibodies (AchR-Ab+) or antimuscle-specific tyrosine kinase (MuSK) 
antibodies. 

iii. Baseline Myasthenia Gravis-specific Activities of Daily Living scale (MG-ADL) total 
score of ≥ 5, with at least 3 points from non-ocular symptoms. See Other Criteria 
for MG-ADL scale criteria. 

iv. Member has documented treatment failure, intolerance, or contraindication to 
both of the following (1 and 2): 

1. Corticosteroids (at least 3 months of treatment) 

2. Nonsteroidal immunosuppressive therapy (at least one agent for at least 3 
months of treatment) (e.g. azathioprine, cyclosporine, methotrexate, 
mycophenolate, etc.)  

II. Patient is 18 years of age or older. 

III. Treatment must be prescribed by or in consultation with a neurologist. 

IV. Request is for a medication with the appropriate FDA labeling, or its use is supported by 
current clinical practice guidelines.  

V. Refer to the plan document for the list of preferred products. If the requested agent is not 
listed as a preferred product, must have documented treatment failure or contraindication to 
the preferred product(s). 

EXCLUSION CRITERIA 

 MGFA class I 

 Active infection or sepsis 

 Untreated hepatitis B, hepatitis C, or HIV with low CD4 count 
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 Coadministration with other immunomodulatory biologic therapies (e.g. rituximab, 
eculizumab, efgartigimod, zilucoplan, etc.) 

 Coadministration with live vaccines 

 Pregnancy 

 Subsequent cycles initiated sooner than 63 days from the start of the previous treatment cycle. 

 More than six treatment cycles per year 

OTHER CRITERIA 

 The time between treatment cycles is customized based on patient response and clinical 
evaluation. Treatment cycles may not be more frequent than six (6) cycles per year and a 
subsequent cycle may not be initiated sooner than 63 days from the start of the previous 
treatment cycle. 

 MG-ADL Scoring Template: 

 

QUANTITY / DAYS SUPPLY RESTRICTIONS 

 Six vials (volume varies based on vial dose) per 42-day cycle 
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 For approved requests, quantity and supply limits will account for the time between treatment 
cycles. For example, if a patient's treatment plan includes a six-week cycle followed by a six-
week break, the quantity and days supply limit will be calculated per 84-day period. 

 APPROVAL LENGTH 

 Authorization: 6 months 

 Re-Authorization: 6 months, with an updated letter of medical necessity or progress notes 
showing clinically significant improvement or maintenance with treatment and that the 
patient is adherent to treatment and the medication is tolerated. Clinical improvement or 
maintenance may be demonstrated by a > 2-point reduction in MG-ADL score from baseline 
or by physician attestation that patient is continuing to derive benefit from treatment (as 
evidenced by reductions in exacerbations, improvements in speech, swallowing, mobility, or 
respiratory function, etc.)  

APPENDIX 

N/A 
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DISCLAIMER: Medication Policies are developed to help ensure safe, effective and appropriate use of selected 
medications. They offer a guide to coverage and are not intended to dictate to providers how to practice medicine. Refer 
to Plan for individual adoption of specific Medication Policies. Providers are expected to exercise their medical judgement 
in providing the most appropriate care for their patients.  


