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Drug Therapy Guidelines 
 

                                                                                             
 

  Applicable* 

Revcovi™ (elapegademase-lvlr) 

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 

 

Revcovi (elapegademase) provides exogenous replacement therapy for patients with severe combined 

immunodeficiency disease (SCID) associated with adenosine deaminase (ADA) deficiency. ADA enzyme is 

involved in purine metabolism, catalyzing the irreversible hydrolytic deamination of adenosine or 

deoxyadenosine to inosine or deoxyinosine, respectively, as well as several naturally occurring methylated 

adenosine compounds. Maintaining a low concentration of 2'-deoxyadenosine and adenosine is crucial for 

proper number and function of immune cells as well as decreasing the frequency of opportunistic infections. In 

the absence of ADA, there is an accumulation of adenosine and 2'-deoxyadenosine. The accumulation of these 

purine substrates contributes to apoptosis and a block in the differentiation of thymocytes, causing severe T-

lymphopenia. Elapegademase is specific ADA enzyme replacement that is associated with a decrease in toxic 

adenosine and deoxyadenosine nucleotide concentrations as well as an increase in lymphocyte number. 

 

II. Position Statement 

 

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

request.  

 

III. Policy 

 Coverage of Revcovi is provided in accordance with the following criteria: 

• Medication is prescribed by, or in consultation with, an immunologist, hematologist/oncologist, 

or physician that specializes in adenosine deaminase severe combined immune deficiency (ADA-

SCID) or related disorders AND 

• Member has been diagnosed with adenosine deaminase (ADA) deficiency with at least one of 

the following methods:  

o Deficient ADA catalytic activity (<1% of normal) in hemolysates or in extracts of other 

cells (e.g. blood mononuclear cells, fibroblasts) OR 

o Detection of biallelic pathogenic mutations in the ADA gene OR 

o Elevated deoxyadenosine triphosphate (dATP) levels in erythrocyte lysates compared to 

laboratory standard OR 

o Decrease in ATP concentration in erythrocytes AND 

• Member has been diagnosed with severe combined immunodeficiency disease (SCID 

phenotype, specifically) AND 

• The member failed or is not a candidate for hematopoetic cell transplantation (HCT) at the time 

of request AND 
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• Prescriber indicates whether : 

o Member is Adagen-naïve OR  

o Member is transitioning from Adagen to Revcovi therapy (information regarding dosing 

and member’s weight must be specified) AND 

• Revcovi will not be used in combination with Adagen AND 

• Revcovi treatment will be monitored by measuring: 

o Trough plasma ADA activity and trough deoxyadenosine nucleotides (dAXP) levels drawn 

at appropriate times AND/OR 

o Total lymphocyte counts. 

 

IV. Quantity Limitations 

  

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

(taking into consideration Adagen-naïve members and those transitioning from Adagen to Revcovi). 

 

V. Coverage Duration 

 

Initial coverage is available for up to 6 months and may be renewed: 

o In cases where member will undergo HCT, initial coverage will be allowed for up to 6 months or 

up to the HCT date, whichever is sooner. 

 

VI. Coverage Renewal Criteria 

 

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

• Documented stabilization of disease or absence of disease progression, as evidenced by one or more of 
the following: 

o Adequate trough plasma ADA activity levels have been maintained OR 
o Adequate trough deoxyadenosine (dAXP) levels have been maintained OR 
o Improved lymphocyte counts OR 
o Decreased frequency of infections AND 

• Absence of unacceptable toxicity from the drug (e.g. severe thrombocytopenia, etc) AND 

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

▪ In cases where member will undergo HCT, coverage will be renewed for up to 6 months 

or up to the HCT date, whichever is sooner OR 

o Rationale why member cannot undergo therapy with HCT has been provided. 
 

VII. Billing/Coding Information 

 

• Pertinent diagnoses: Adenosine Deaminase (ADA) deficiency: D81.3  

• Available as: 2.4mg/1.5ml single-dose vials 
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VIII. Summary of Policy Changes 

  

• 2/15/19: new policy 

• 8/15/19: no policy changes 

• 8/1/20: no policy changes 

• 4/8/21: aligned benefit access 

• 8/30/21: no policy changes  

• 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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