
 

Page 1 of 3 
Coverage Policy Number: IP0194 

Drug and Biologic Coverage Policy   

   
 

Effective Date    .......................................... 9/15/2022 
Next Review Date… ................................... 9/15/2023 
Coverage Policy Number ............................... IP0194 
 

Pegcetacoplan 

Table of Contents 
 
Overview .............................................................. 1 
Medical Necessity Criteria ................................... 1 
Reauthorization Criteria ....................................... 2 
Authorization Duration ......................................... 2 
Conditions Not Covered....................................... 2 
Background .......................................................... 2 
References .......................................................... 3 
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Complement Inhibitors - (1103) 

 
 
INSTRUCTIONS FOR USE 
The following Coverage Policy applies to health benefit plans administered by Cigna Companies. Certain Cigna Companies and/or lines of 
business only provide utilization review services to clients and do not make coverage determinations. References to standard benefit plan 
language and coverage determinations do not apply to those clients. Coverage Policies are intended to provide guidance in interpreting 
certain standard benefit plans administered by Cigna Companies. Please note, the terms of a customer’s particular benefit plan document 
[Group Service Agreement, Evidence of Coverage, Certificate of Coverage, Summary Plan Description (SPD) or similar plan document] may 
differ significantly from the standard benefit plans upon which these Coverage Policies are based. For example, a customer’s benefit plan 
document may contain a specific exclusion related to a topic addressed in a Coverage Policy. In the event of a conflict, a customer’s benefit 
plan document always supersedes the information in the Coverage Policies. In the absence of a controlling federal or state coverage 
mandate, benefits are ultimately determined by the terms of the applicable benefit plan document. Coverage determinations in each specific 
instance require consideration of 1) the terms of the applicable benefit plan document in effect on the date of service; 2) any applicable 
laws/regulations; 3) any relevant collateral source materials including Coverage Policies and; 4) the specific facts of the particular situation. 
Coverage Policies relate exclusively to the administration of health benefit plans. Coverage Policies are not recommendations for treatment 
and should never be used as treatment guidelines. In certain markets, delegated vendor guidelines may be used to support medical 
necessity and other coverage determinations. 

Overview 
 
This policy supports medical necessity review for pegcetacoplan (Empaveli™) subcutaneous infusion. 
 
Receipt of sample product does not satisfy any criteria requirements for coverage. 
 
Medical Necessity Criteria 
 
Pegcetacoplan (Empaveli) is considered medically necessary when the following are met:  
 

1. Paroxysmal Nocturnal Hemoglobinuria. Individual meets ALL of the following criteria (A, B, C, D, and 
E): 

A. Individual is 18 years of age or older 
B. Paroxysmal nocturnal hemoglobinuria diagnosis was confirmed by peripheral blood flow 

cytometry results showing the absence or deficiency of glycosylphosphatidylinositol-anchored 
proteins on at least two cell lineages 

https://static.cigna.com/assets/chcp/pdf/coveragePolicies/pharmacy/ph_1103_coveragepositioncriteria_soliris.pdf
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C. Individual has been vaccinated against encapsulated bacteria, including Streptococcus 
pneumoniae, Nesseria meningitidis, and Haemophilus influenzae type B (at least 2 weeks prior 
to treatment, if not previously vaccinated) where and when clinically appropriate  

D. For an individual transitioning to Empaveli from Soliris (eculizumab intravenous infusion) or 
Ultomiris (ravulizumab intravenous infusion), the prescriber attests that these such medications 
will be discontinued within 4 weeks after starting Empaveli 

E. Medication is being prescribed by, or in consultation with, a hematologist  
 

When coverage is available and medically necessary, the dosage, frequency, duration of therapy, and site of 
care should be reasonable, clinically appropriate, and supported by evidence-based literature and adjusted 
based upon severity, alternative available treatments, and previous response to therapy. 
 
Reauthorization Criteria 
 
Pegcetacoplan (Empaveli) is considered medically necessary for continued use when initial criteria are met AND 
there is documentation of beneficial response. 
 
Examples of benefit response include increase in or stabilization of hemoglobin levels, decreased transfusion 
requirements or transfusion independence, reductions in hemolysis. 
 
Authorization Duration 
 
Initial approval duration is up to 4 months.  
 
Reauthorization approval duration is up to 12 months.  
 
Conditions Not Covered 
 
Any other use is considered experimental, investigational or unproven including the following (this list may not be 
all inclusive):  
 
1. Concurrent Use with Soliris (eculizumab intravenous infusion) or Ultomiris (ravulizumab intravenous 

infusion). Concurrent use of Soliris and/or Ultomiris, two C5 inhibitors indicated for use in paroxysmal 
nocturnal hemoglobinuria for adults, with Empaveli is not recommended. However, to reduce the risk of 
hemolysis from abrupt treatment discontinuation, patients currently receiving Soliris or Ultomiris and 
switching to Empaveli may receive these agents for no more than 4 weeks after starting Empaveli. 

 
Background 
 
OVERVIEW 
Empaveli, a complement C3 inhibitor, is indicated for the treatment of paroxysmal nocturnal hemoglobinuria 
(PNH) in adults. 
 
Disease Overview 
PNH is a rare disorder involving bone marrow failure that manifests with hemolytic anemia, thrombosis, and 
peripheral blood cytopenias.2-4  Due to the absence of two glycosylphosphatidylinositol (GPI)-anchored proteins, 
CD55 and CD59, uncontrolled complement activation leads to hemolysis and other PNH manifestations.  GPI 
anchor protein deficiency is often due to mutations in phosphatidylinositol glycan class A (PIGA), a gene involved 
in the first step of GPI anchor biosynthesis.  PNH is a clinical diagnosis that should be confirmed with peripheral 
blood flow cytometry to detect the absence or severe deficiency of GPI-anchored proteins on at least two 
lineages.2-4  Other agents indicated for the management of PNH in adults include Soliris® (eculizumab 
intravenous infusion) and Ultomiris® (ravulizumab intravenous infusion), both C5 complement inhibitors.5,6 
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