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Drug/Drug Class: Targeted Immune Modulators, Generalized Myasthenia Gravis (gMG) Agents PDL Edit (previously Neonatal Fc Receptor Antagonists PDL Edit)
First Implementation Date: October 3, 2024
Proposed Date: July 14, 2026
Prepared For: MO HealthNet	
Prepared By: MO HealthNet and Conduent	
Criteria Status: Revision of Existing Criteria

Executive Summary 
Purpose: 
The MO HealthNet Pharmacy Program will implement a state-specific preferred drug list. 
	
Why Issue Selected:
Generalized myasthenia gravis (gMG) is an autoimmune neuromuscular disorder caused by antibody-mediated damage at the neuromuscular junction. Novel therapies for gMG include neonatal Fc receptor (FcRn) antagonists to decrease levels of circulating Immunoglobulin G (IgG), complement inhibitors targeting the immune pathways, and regulation of CD19+ B cells leading to antibody-dependent cellular cytolysis. The complement inhibitors indicated for the treatment of gMG are edited in the Complement Inhibitors, Systemic PDL Edit and criteria can be found here: Pharmacy Clinical Edits and Preferred Drug Lists | mydss.mo.gov.

Vyvgart® (efgartigimod alfa-fcab) and Vyvgart® Hytrulo (efgartigimod alfa & hyaluronidase-qvfc) are human IgG1 antibody fragments that bind to the FcRn, resulting in the reduction of circulating IgG. Vyvgart is an intravenous infusion indicated for the treatment of gMG in adult patients, whereas Vyvgart Hytrulo is a subcutaneous injection indicated for gMG and CIDP. One treatment cycle for gMG consists of once weekly infusions/injections for 4 weeks, with at least 50 days between treatment cycles. Treatment for CIDP consists of once weekly injections with Vyvgart Hytrulo.

Rystiggo® (rozanolixizumab-noli) is a humanized IgG4 monoclonal antibody that binds to the FcRn, resulting in the reduction of circulating IgG. Rystiggo is a subcutaneous infusion indicated for the treatment of gMG in adult patients who are anti-AChR antibody positive or anti-MuSK antibody positive. One treatment cycle consists of once weekly infusions for 6 weeks, with at least 63 days between treatment cycles. 

Uplizna® (inebilizumab-cdon) is a CD19-directed cytolytic antibody approved for the treatment of adult patients with anti-aquaporin-4 (AQP4) antibody positive neuromyelitis optica spectrum disorder (NMOSD) and for immunoglobulin G4-related disease (IgG4-RD). In December 2025, Uplizna became FDA approved for the treatment of gMG in adult patients who are AChR or MuSK antibody positive. Uplizna is administered as a 300 mg intravenous infusion, followed by another dose 2 weeks later, then every 6 months thereafter.

Imaavy™ (nipocalimab-aahu) is a human immunoglobulin G1 (IgG1) monoclonal antibody that binds to the neonatal FcRn, resulting in the reduction of circulating IgG levels. In April 2025, Imaavy became FDA approved as the first treatment of gMG in adult and pediatric patients greater than or equal to 12 years of age who are anti AChR or anti MuSK antibody-positive. 

Total program savings for the PDL classes will be regularly reviewed.


Preferred Agents:
Uplizna®

Non-Preferred Agents:
Imaavy™
Rystiggo®
Vyvgart® 
Vyvgart® Hytrulo 

Setting & Population 
Drug class for review: Targeted Immune Modulators, Generalized Myasthenia Gravis (gMG) Agents
Age range: All appropriate MO HealthNet participants aged 12 years and older

Approval Criteria
Initial Therapy:
· Must meet all of the following:
· Prescribed by or in consultation with neurologist, rheumatologist, or other specialist in the treated disease state; 
· Participant is of appropriate age for agent requested:
· Claim for Imaavy: Participant is aged ≥ 12 years; OR
· Participant is aged ≥ 18 years; AND
· Documentation of appropriate diagnosis for requested agent – see below criteria.

· For a documented diagnosis of gMG – must meet all of the following:
· Documented disease classification as Myasthenia Gravis Foundation of America (MGFA) Class II, III, or IV; 
· Adequate therapeutic trial of 2 immunosuppressants (e.g., glucocorticoids, azathioprine, mycophenolate, tacrolimus, cyclosporine, methotrexate) (90/120 days);
· Documented positive anti-acetylcholine receptor (AChR) or anti-muscle-specific tyrosine kinase (MuSK) antibody test; 
· Must meet one of the following:
· Documented baseline Myasthenia Gravis Activities of Daily Living (MG-ADL) score of greater than or equal to 6; OR
· Documented baseline Quantitative Myasthenia Gravis (QMG) score of greater than or equal to 12; AND
· Documented laboratory results confirming gMG antibody status; AND
· Must meet one of the following:
· Documented compliance on current therapy regimen;
· Participant has documented diagnosis of anti-MuSK or anti-AChR antibody positive gMG – must meet one of the following:
· Claim is for a preferred agent;
· Claim is for Imaavy and participant age is 12 years to < 18 years; OR
· Adequate therapeutic trial of 1 or more preferred agents: listed in the Complement Inhibitors, Systemic PDL Edit;
· Documented trial period of preferred agents; 
· Documented ADE/ADR to preferred agents; OR
· Participant has documented anti-LRP4 antibody positive or seronegative gMG and claim is for Vyvgart.

· For a documented diagnosis of CIDP – must meet all of the following:
· Claim is for Vyvgart Hytrulo;
· Documented baseline measure of disability using a validated measure of impairment (e.g., Inflammatory Rasch-built Overall Disability Scale [I-RODS], Inflammatory Neuropathy Cause and Treatment Disability Scale [INCAT]);
· Documented baseline quantitative grip measure (e.g., Jamar or Vigorimeter dynamometer); AND
· Documented therapeutic trial of IVIG or SCIG in the past 12 months.

· For a documented diagnosis of Immunoglobulin G4-Related Disease (IgG4-RD) – must meet all of the following:
· Claim is for Uplizna;
· Documented diagnosis of Immunoglobulin G4-Related Disease (IgG4-RD);
· Participant required corticosteroids to control disease flare within the past 3 months; AND
· Participant has confirmed history of organ involvement.

· For a documented diagnosis of neuromyelitis optica spectrum disorder (NMOSD) – must meet all of the following:
· Claim is for Uplizna;
· Documented diagnosis of neuromyelitis optica spectrum disorder (NMOSD);
· Participant is seropositive for anti-aquaporin-4 (AQP4) antibodies;
· Documented baseline number and frequency of acute attacks; AND
Documented therapeutic trial of Enspryng (trial defined as at least 6 months of therapy); criteria for Enspryng can be found in the Targeted Immune Modulators, Interleukin-6 (IL-6) Receptor Inhibitors PDL Edit located here Pharmacy Clinical Edits and Preferred Drug Lists | mydss.mo.gov.

Continuation of Therapy:
· Diagnosis-specific documentation as detailed below:
· gMG:
Documented improvement of at least 2 points in total MG-ADL score or 3 points in total QMG score from baseline.
· Additional continuation criteria for Vyvgart and Vyvgart Hytrulo: 
· Minimum time between treatment cycles should be no less than 50 days from the start of previous treatment cycle and the start of the next treatment cycle.
· Additional continuation criteria for Rystiggo: 
· Minimum time between treatment cycles should be no less than 63 days from the start of previous treatment cycle and the start of the next treatment cycle.
· CIDP:
· Clinical benefit of therapy demonstrated by all of the following:
· Improvement from baseline measure of disability; AND
· Improvement of quantitative grip measure.
· IgG4-RD and NMOSD:
· Documentation of decrease or stabilization in number and frequency of flares from baseline.

Denial Criteria
Therapy will deny with presence of one of the following:
· Any approval criteria are not met; 
· Participant is currently pregnant;
· Dose exceeds 300 mg per infusion (Uplizna);
· Dose exceeds 1,200 mg (60 mL) per infusion (Vyvgart);
· Dose exceeds 1,008 mg/11,200 units (5.6 mL) per injection (Vyvgart Hytrulo); OR
· Dose exceeds 840 mg (6 mL) per infusion (Rystiggo).
Additional denial criteria for documented diagnosis of gMG: 
· Concurrent therapy with a systemic complement inhibitor; OR
· Therapy exceeds 24 infusions/injections per year.
.
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Denial: Exception Code “0160” (Preferred Drug List)
Rule Type: PDL
Default Approval Period: 1 year
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