
 

 

 

 

OptumRx® specializes in the delivery, clinical management and affordability of prescription medications and consumer health products. 
We are an Optum® company — a leading provider of integrated health services. Learn more at optum.com. 

All Optum® trademarks and logos are owned by Optum, Inc. All other brand or product names are trademarks or registered marks of their 
respective owners. 

This document contains information that is considered proprietary to OptumRx and should not be reproduced without the express written 
consent of OptumRx.  

RxNews® is published by the OptumRx Clinical Services Department. 

©2017 Optum, Inc. All rights reserved. 

optumrx.com 
 

Heplisav-B™ (hepatitis B vaccine) – New drug approval 

• On November 9, 2017, Dynavax announced the FDA approval of Heplisav-B (hepatitis B vaccine 
[recombinant] adjuvanted), for the prevention of infection caused by all known subtypes of hepatitis 
B virus.  

 
— Heplisav-B is approved for use in adults 18 years of age and older. 

 
• Hepatitis B is viral disease of the liver that can become chronic and lead to cirrhosis, liver cancer, 

and death. The hepatitis B virus is 50 to 100 times more infectious than the human 
immunodeficiency virus (HIV) and its transmission is on the rise. 

 
— There is no cure for hepatitis B, but effective vaccination can prevent the disease. 
— The Centers for Disease Control and Prevention (CDC) recommends vaccination for those 

at high risk for infection due to their jobs, lifestyle, living situations, and travel to certain 
areas. Because diabetes patients are particularly vulnerable to infection, the CDC 
recommends vaccination for adults 19 to 59 years of age with diabetes, and for people ≥ 60 
years old with diabetes at their physician’s discretion. 

 
• Heplisav-B is an adult hepatitis B vaccine that combines hepatitis B surface antigen with a 

proprietary Toll-like receptor 9 agonist to enhance the immune response. 
 

• The approval of Heplisav-B was based on three non-inferiority trials comparing Heplisav-B 
administered in two doses over one month to Engerix-B® (hepatitis B vaccine [recombinant]) 
administered in three doses over a six-month schedule. 

 
— In all three trials, Heplisav-B met the non-inferiority seroprotection endpoint. 

 
• Heplisav-B is contraindicated in patients with a history of severe allergic reactions (eg, anaphylaxis) 

after a previous dose of any hepatitis B vaccine or to any component of Heplisav-B, including yeast. 
 

• Warnings and precautions of Heplisav include managing allergic reactions, immunocompromised 
individuals, and limitations of vaccine effectiveness. 

 
• The most common local reactions (23% – 39%) with Heplisav-B use was injection site pain. 

 
• The most common systemic reactions with Heplisav-B use were fatigue (11% – 17%) and headache 

(8% – 17%). 
 

• The recommended dosage of Heplisav-B is two doses (0.5 mL each) by intramuscular injection in 
the deltoid region given one month apart. 

 
• Dynavax plans to launch Heplisav-B in the first quarter of 2018. Heplisav-B will be available in 

single-dose vials for injection. 
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