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Drug Therapy Guidelines 
 

                                                                                             
 

  Applicable* 

Gamifant™ (emapalumab-lzsg) 

Medical Benefit x Effective: 10/3/22 

Pharmacy- Formulary 1  Next Review: 6/23 

Pharmacy- Formulary 2  Date of Origin: 2/19 

Pharmacy- Formulary 3/Exclusive  Review Dates: 12/18, 6/19, 6/20, 6/21, 8/22 

Pharmacy- Formulary 4/AON  

 

I. Medication Description 

 

Gamifant (emapalumab-lzsg) is an interferon gamma (IFNγ) blocking antibody indicated for the treatment of 

adult and pediatric (newborn and older) patients with primary hemophagocytic lymphohistiocytosis (HLH) with 

refractory, recurrent or progressive disease or intolerance with conventional HLH therapy. 

Emapalumab-lzsg binds to and neutralizes IFNγ. Nonclinical data suggest that IFNγ plays a pivotal role in the 

pathogenesis of HLH by being hypersecreted. 

 

II. Position Statement 

 

Coverage is determined through a prior authorization process with supporting clinical documentation for every 

request.  

 

III. Policy 

  

 Coverage of Gamifant is available when the following criteria have been met: 

• The medication is prescribed by, or in consultation with, a hematologist, oncologist, immunologist, 

transplant specialist, or physician who specializes in hemophagocytic lymphohistiocytosis (HLH) or 

related disorders AND 

• The member has been diagnosed with primary hemophagocytic lymphohistiocytosis (HLH) based on 

ONE of the following: 

o Molecular genetic diagnosis consistent with HLH OR 

o Prior to treatment, the member meets at least FIVE of the following eight diagnostic criteria at 

baseline: 

▪ Fever (temperature > 38.5 C for > 7 days) 
▪ Splenomegaly  
▪ Cytopenias defined as at least TWO of the following: 

• Hemoglobin < 9 g/dL (or < 10 g/dL in infants less than 4 weeks of age) 

• Platelets  <100,000/microL 

• ANC <1000/microL 
▪ Hypertriglyceridemia and/or hypofibrinogenemia: 

• Fasting triglycerides > 2 mmol/L OR  

• Fibrinogen ≤ 1.5 g/L 
▪ Hemophagocytosis in bone marrow, spleen, or lymph nodes  
▪ Low or absent natural killer (NK) cell activity (according to laboratory reference) 
▪ Ferritin ≥ 500 mcg/L 
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▪ Soluble CD25 (i.e., soluble interleukin-2 receptor) ≥ 2,400 U/mL AND 

• Medication is not requested for the treatment of secondary HLH consequent to a proven rheumatic or 

neoplastic disease AND 

• Member has evidence of active disease as assessed by treating physician AND 

• Member has experienced treatment failure or intolerable side effects with at least one conventional 

HLH therapy (e.g., etoposide, cyclosporine A, or anti-thymocyte globulin) AND 

• Member does not have active infections caused by specific pathogens favored by IFNγ neutralization 

(i.e., mycobacteria, Herpes Zoster virus, and Histoplasma Capsulatum) AND 

• Gamifant administration will be started with concurrent dexamethasone therapy. 

 

IV. Quantity Limitations 

  

Coverage will be provided for quantities sufficient to allow a 30-day supply based on FDA-approved dosing 

(starting at 1 mg/kg/dose up to 10 mg/kg/dose twice per week). 

 

V. Coverage Duration 

 

Initial coverage is available for up to 3 months and may be renewed 

• In cases where member will undergo hematopoietic stem cell transplantation (HSCT), initial coverage 

will be allowed for up to 3 months or up to the HSCT date, whichever is sooner. 

 

VI. Coverage Renewal Criteria 

 

 Coverage may be renewed in up to 6-month increments based upon the following criteria: 

• Stabilization of disease or in absence of disease progression as defined by improvement (i.e., at least 
50% from baseline) in 3 or more of the following: 

o Fever 
o Splenomegaly 
o CNS symptoms 
o Neutrophil count 
o Platelet count 
o Ferritin 
o Fibrinogen 
o D-dimer 
o Soluble CD25 AND 

• Absence of unacceptable toxicity from the drug AND 

• Updated treatment plan has been provided, including mention of ONE of the following: 
o Anticipated hematopoietic stem cell transplant (HSCT)  

▪ In cases where member will undergo HSCT, coverage will be renewed for up to 6 
months or up to the HSCT date, whichever is sooner OR 

o Rationale why member cannot undergo therapy with HSCT has been provided. 
 
 
 
VII. Billing/Coding Information 
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• Available as 10 mg/2 mL vial and 50 mg/10 mL single-dose vial for injection 

• Pertinent diagnosis:   

o Hemophagocytic lymphohistiocytosis: D76.1 

 

VIII. Summary of Policy Changes 

  

• 2/15/19: new policy 

• 8/15/19: no policy changes 

• 8/1/20: no policy changes 

• 8/30/21: removed requirement on testing for HIV/HepC/HepB 

• 10/3/22: no policy changes 
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*These guidelines are not applicable to benefits covered under Medicare Advantage. Medicare Advantage benefit coverage requests are reviewed in accordance with 

the guidance set forth in Chapter 15 Section 50 of the Centers for Medicare & Medicaid Services Medicare Benefit Policy Manual.  

The Plan fully expects that only appropriate and medically necessary services will be rendered.  The Plan reserves the right to conduct pre-payment and post-payment 

reviews to assess the medical appropriateness of the above-referenced therapies.  

The preceding policy is a guideline to allow for coverage of the pertinent medication/product, and is not meant to serve as a clinical practice guideline. 
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