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Hemgenix® (etranacogene dezaparvovec-drlb) 

MEDICAL POLICY NUMBER  Med_Clin_Ops-134 

CURRENT VERSION EFFECTIVE DATE March 1, 2023 

APPLICABLE PRODUCT AND MARKET  

  Individual Family Plan: All Plans 
 Small Group: All Plans 
 Medicare Advantage: All Plans 

*Policy applies to all markets where IFP, SG, or MA 
plans are offered 

 

Bright Health develops policies and makes coverage determinations using credible scientific evidence including but not limited to  
MCGTM Health Guidelines, the ASAM Criteria™, and other third party sources, such as peer-reviewed medical literature generally 
recognized by the relevant medical community, physician specialty society recommendations, and expert opinion as relevant to 
supplement those sources. Bright Health Medical Policies, MCGTM Guidelines, and the ASAM Criteria™ are not intended to be used 
without the independent clinical judgment of a qualified health care provider considering the individual circumstances of each 
member’s case. The treating health care providers are solely responsible for diagnosis, treatment, and medical advice. Members 
may contact Bright Health Customer Service at the phone number listed on their member identification card to discuss their benefits 
more specifically. Providers with questions about this Bright Health Medical Policy may visit Bright Health’s provider portal or 
brighthealthcare.com/provider. Bright Health policies and practices are compliant with federal and state requirements, including 
mental health parity laws. 

If there is a difference between this policy and the member specific plan document, the member benefit plan document will govern. 
For Medicare Advantage members, Medicare National Coverage Determinations (NCD) and Local Coverage Determinations (LCD), 
govern. Refer to the CMS website at http://www.cms.gov for additional information. 
 

Bright Health medical policies address technology assessment of new and emerging treatments, devices, drugs, etc. They are 

developed to assist in administering plan benefits and do not constitute an offer of coverage nor medical advice. Bright Health medical 

policies contain only a partial, general description of plan or program benefits and do not constitute a contract. Bright Health does 

not provide health care services and, therefore, cannot guarantee any results or outcomes. Treating providers are solely responsible 

for medical advice and treatment of members. Our medical policies are updated based on changes in the evidence and healthcare 

coding and therefore are subject to change without notice. CPT codes, descriptions and materials are copyrighted by the American 

Medical Association (AMA). MCG™ and Care Guidelines® are trademarks of MCG Health, LLC (MCG). 

 

PURPOSE  
 
The purpose of this policy is to establish the clinical review criteria that support the determination of 
medical necessity of HEMGENIX® (etranacogene dezaparvovec-drlb). 
  

POLICY  
 
Prior Authorization and Medical Review is required. 
 
Coverage for Hemgenix will be provided for 1 dose and may not be renewed.  
 

- Max Units (per dose and over time): 
o 1 kit (based on weight chart below) 

Initial 
A. Patient is 18 years of age or older AND 
B. Patient has a diagnosis of moderately severe or severe Hemophilia B (congenital Factor 

https://brighthealthcare.com/provider
http://www.cms.gov/
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IX deficiency, defined as a factor IX level less than 2% of normal; AND meet one of the 
following criteria: 

a. Patient must currently be on factor IX therapy with greater than 150 prior 
exposure days to treatment; OR 

b. Current or historical life-threatening hemorrhage; OR 
c. History of episodes of repeated, serious, spontaneous bleeding; AND 

C. Patient has not received prior hemophilia AAV-vector-based gene therapy; AND 
D. Patient has been tested and found negative for Factor IX inhibitor titers (patients who are 

positive for Factor IX inhibitors are not eligible for therapy); AND 
E. Patient must have a baseline anti-AAV5 antibody titer of ≤ 1:678 measured by ELISA 

(Note: this assay was used in the HOPE-B clinical trial and is assessable vi CSL 
Behring); AND 

F. Patient will have baseline liver function assessed prior to and after therapy, weekly, for 
at least 3 months; AND 

G. Patients with preexisting risk factors for hepatocellular carcinoma (e.g., patients with 
cirrhosis, advanced hepatic fibrosis, hepatitis C or B, non-alcoholic fatty liver disease 
(NAFLD), chronic alcohol consumption, non-alcoholic steatohepatitis (NASH), and 
advanced age) will have abdominal ultrasound screenings and be monitored regularly 
(e.g., annually) for alpha-fetoprotein (AFP) elevations following administration  

Renewal 
No renewal allowed one infusion per lifetime. 

 
LIMITATIONS/EXCLUSIONS  

1. Any indication other than those listed above due to insufficient evidence of therapeutic value. 

 
DEFINITIONS 

1. Hemgenix (Etranacogene dezaparvovec-drlb) suspension, for intravenous infusion. 
Initial U.S. Approval: 2022. 

a. Hemgenix is a sterile, preservative-free, clear , and colorless suspension.  
Hemgenix has a nominal concentration of 1 x 1013 gc/ml 

b. HEMGENIX is provided as a customized kit to meet dosing requirements for 
each patient with each kit containing 10 (ten) to 48 (forty-eight) single-use vials 
(NDC 0053-0099-01), each with an extractable volume of no less than 10 mL of 
HEMGENIX. The total number of vials in each kit corresponds to the dosing 
requirement for the individual patient depending on the patient`s body weight. 
The customized kit is accompanied with patient`s specific identifier number (Lot) 
on the outer carton. Each HEMGENIX kit may contain different drug product 
lots. 

 
CODING 
 
 
 
Applicable NDC Codes 
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Applicable Procedure Code 

J3590 Unclassified Biologics 

 

Applicable ICD-10 Codes 

D67 Hereditary factor IX deficiency 
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EVIDENCE BASED REFERENCES 
 

1. Hemgenix [package insert]. King of Prussia, PA; CSL Behring, LLC., November 2022. Accessed 
January 2023. 

2. U.S. Food and Drug Administration approves CSL’s HEMGENIX® (etranacogene dezaparvovec-
drlb), the first gene therapy for hemophilia B. KING OF PRUSSIA, PA, USA.  November 22, 2022. 
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