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Medical Guideline Disclaimer 

Property of EmblemHealth. All rights reserved. The treating physician or primary care provider must submit to EmblemHealth the clinical evidence 
that the patient meets the criteria for the treatment or surgical procedure. Without this documentation and information, EmblemHealth will not 
be able to properly review the request for prior authorization. The clinical review criteria expressed below reflects how EmblemHealth determines 
whether certain services or supplies are medically necessary. EmblemHealth established the clinical review criteria based upon a review of 
currently available clinical information (including clinical outcome studies in the peer-reviewed published medical literature, regulatory status of 
the technology, evidence-based guidelines of public health and health research agencies, evidence-based guidelines and positions of leading 
national health professional organizations, views of physicians practicing in relevant clinical areas, and other relevant factors). EmblemHealth 
expressly reserves the right to revise these conclusions as clinical information changes and welcomes further relevant information. Each benefit 
program defines which services are covered. The conclusion that a particular service or supply is medically necessary does not constitute a 
representation or warranty that this service or supply is covered and/or paid for by EmblemHealth, as some programs exclude coverage for 
services or supplies that EmblemHealth considers medically necessary. If there is a discrepancy between this guideline and a member's benefits 
program, the benefits program will govern. In addition, coverage may be mandated by applicable legal requirements of a state, the Federal 
Government or the Centers for Medicare & Medicaid Services (CMS) for Medicare and Medicaid members. All coding and web site links are accurate 
at time of publication. EmblemHealth Services Company LLC, (“EmblemHealth”) has adopted the herein policy in providing management, 
administrative and other services to, EmblemHealth Plan, Inc., EmblemHealth Insurance Company, EmblemHealth Services Company, LLC and 
Health Insurance Plan of Greater New York (HIP), ConnectiCare, Inc., ConnectiCare Insurance Company, Inc. ConnectiCare Benefits, Inc., and 
ConnectiCare of Massachusetts, Inc. related to health benefit plans offered by these entities. All of the aforementioned entities are affiliated 
companies under common control of EmblemHealth Inc 

Definition 
Empaveli, a complement C3 inhibitor, is indicated for the treatment of paroxysmal nocturnal 
hemoglobinuria (PNH), in adults. PNH is a rare disorder involving bone marrow failure that manifests with 
hemolytic anemia, thrombosis, and peripheral blood cytopenias. 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.  Other agents 
indicated for the management of PNH in adults include Soliris® (eculizumab intravenous infusion) and 
Ultomiris® (ravulizumab intravenous infusion), both C5 complement inhibitors. 
 
 
Length of Authorization 
Coverage will be provided for 4 months initially and may be renewed. Continuation approval duration is 
1 year. 
 
Dosing Limits 
Recommended dosage is 1,080 mg by subcutaneous infusion twice weekly via a commercially available 
pump. 
 



Title: Empaveli 
Last review:  September 14, 2021  
Page 2 of 3 

 
Guideline 
I. Initial Approval Criteria  

 
1. Paroxysmal nocturnal hemoglobinuria (PNH): 

Approve if the patient meets all the following criteria: 
A. Patient has a diagnosis of PNH; AND 
B. Patient is 18 years of age or older; AND 
C. Prescribed by, or in consultation with a hematologist; AND  
D. Empaveli is being used to treat member’s hemolytic anemia due to PNH; AND 
E. For a patient 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. 

 
II. Renewal Criteria: 

1. Paroxysmal nocturnal hemoglobinuria (PNH): 
A. Patient is responding positively to therapy, as determined by the prescriber; AND 
B. Patient has not experienced unacceptable toxicity from the drug. 

 
Applicable Procedure Codes 
 

C9399 Unclassified drugs or biologicals 
J3490 Unclassified drugs 

 
Applicable NDCs 
 

73606-0010-01 SubQ solution, 20 ml, 54mg/ml (1080mg/20 ml) 

 
Applicable Diagnosis Code 
 

D59.5 Paroxysmal nocturnal hemoglobinuria 
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