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Drug Therapy Guidelines 
 

                                                                                              Applicable* 

Empaveli™ (pegcetacoplan) 

Medical Benefit x Effective: 7/1/22 

Pharmacy- Formulary 1 x Next Review:  9/23 

Pharmacy- Formulary 2 x Date of Origin: 9/21 

Pharmacy- Formulary 3/Exclusive x Review Dates: 9/21, 4/22 

Pharmacy- Formulary 4/AON x 

 

I. Medication Description 

 

Empaveli (pegcetacoplan) binds to complement protein C3 and its activation fragment C3b, thereby regulating 

the cleavage of C3 and the generation of downstream effectors of complement activation. In PNH, extravascular 

hemolysis (EVH) is facilitated by C3b opsonization while intravascular hemolysis (IVH) is mediated by the 

downstream membrane attack complex (MAC). Pegcetacoplan acts proximally in the complement cascade 

controlling both C3b-mediated EVH and terminal complement-mediated IVH. 

 

II. Position Statement 

 

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

request. 

 

III. Policy 

 

 Coverage of Empaveli is provided for the following conditions when the listed criteria are met: 

• Member is 18 years of age or older AND 

• Medication is prescribed by (or in consultation with) a hematologist, oncologist, immunologist, or other 

appropriate specialist AND 

• Member has a laboratory confirmed diagnosis of paroxysmal nocturnal hemoglobinuria (PNH) as 

evidenced by having detectable GPI-deficient hematopoietic clones (Type III PNH RBC) via Flow 

Cytometry where: 

o Provider confirms that at least two independent flow cytometry reagents have been used on at 

least two cell lineages (e.g. RBCs and WBCs) to establish the diagnosis of PNH AND 

• Clinical findings of systemic complications (including hemolytic) have been documented (e.g. fatigue, 

abdominal pain, dysphagia/odynophagia, shortness of breath, chest pain/pressure, anemia, 

hemoglobinuria, end organ damage, thrombosis, history of packed red blood cells (pRBC) transfusion 

due to PNH, etc.) AND 

• The member’s baseline hemoglobin level is < 10.5 g/dL AND 

• Documented baseline values for the following have been provided (necessary for renewal): serum 

lactate dehydrogenase (LDH) level, hemoglobin level, and transfusion requirements in the year before 

the request AND 

• Empaveli will not be administered concomitantly with another complement inhibitor such as Soliris or 

Ultomiris. 

 

IV. Quantity Limitations 
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Coverage is available to allow for sufficient quantities to allow dosage consistent with FDA-approved prescribing 

information as follows: 

• 1,080 mg by subcutaneous infusion twice weekly 

 

V. Coverage Duration 

 

Initial coverage is provided for 6 months and may be renewed.   

 

VI. Coverage Renewal Criteria 

 

Coverage can be renewed in 12-month intervals based upon the following criteria: 

• Absence of unacceptable toxicity from the drug AND 

• Demonstrated positive clinical response from baseline (e.g. stabilization in hemoglobin concentrations 

and LDH, reduction in blood transfusion requirements, reduced exacerbation rates, improvement in 

fatigue or quality of life). 

 

VII. Billing/Coding Information 

 

• Available as 1,080 mg/20 mL (54 mg/mL) single-dose vials. 

 

VIII. Summary of Policy Changes 

 

• 11/29/21: new policy  

• 7/1/22: 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. 
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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. 

 


