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Approval Date: December 19, 2018  

Product: ENGERIX-B 

Proper Name: Hepatitis B Vaccine (Recombinant) 

Manufacturer: GlaxoSmithKline Biologicals 

Indication: ENGERIX-B is a vaccine indicated for immunization against infection caused by all 

known subtypes of hepatitis B virus.  

Description: ENGERIX-B [Hepatitis B Vaccine (Recombinant)] is a sterile suspension of 

noninfectious HBsAg for intramuscular administration. It contains purified surface antigen of the 

virus obtained by culturing genetically engineered Saccharomyces cerevisiae cells, which carry 

the surface antigen gene of the hepatitis B virus.  

BLA:  103239 

Regulatory Milestone: 

 In September 2011, GSK submitted a Type C Meeting Request to discuss GSK’s plan to 

conduct an open-label clinical study to assess the immunogenicity and safety of Engerix-B in 

adults with type 2 diabetes mellitus and to submit the results of that study in a supplement to the 

Engerix BLA. 

PDUFA Goal Date: September 20, 2015 

Package Insert: Package Insert - Engerix-B 

https://www.fda.gov/media/119404/download
https://www.fda.gov/media/119403/download
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Summary Basis for Regulatory Approval: September 11, 2015 Summary Basis for Regulatory 

Action - Engerix - B  

European Public Assessment Report: Human medicine European public assessment report 

(EPAR): Fendrix 

Advisory Committee:  

 The review team and CBER management determined that the discussion of the review of 

Engerix-B by the Vaccines and Related Biological Products Advisory Committee was not 

necessary because of CBER’s experience with the currently licensed Engerix-B. Our review of the 

supplement did not raise concerns or controversial issues which would have benefited from an 

advisory committee discussion. 

NCT Numbers: 

• NCT02901951 

• NCT02798952 

• NCT01847430 

• NCT00435812 

• NCT03393754 

• NCT00984139 

• NCT02434848 

• NCT01627340 

• NCT00831311 

• NCT01282762 

• NCT00393523 

• NCT00315055 

• NCT02117934 

• NCT00169858 

• NCT02032160 

• NCT04209400 

• NCT01005407 

• NCT00985426 

• NCT00524576 

• NCT02052661 

• NCT00696891 

• NCT00362336 

• NCT00697229 

• NCT01333813 

• NCT00414050 

• NCT01771354 

• NCT01531075 

• NCT00698087 

• NCT00699231 

• NCT00697931 

• NCT00697775 

• NCT04531098 

• NCT00697866 

• NCT01159457 

• NCT00698061 

• NCT00697840 

• NCT00697853 

• NCT00696917 

• NCT00697216 

• NCT00698906 

• NCT00383383 

• NCT00698555 

• NCT00125775 

• NCT00456625 

• NCT00774995 

• NCT01138098 

• NCT01817725 

• NCT00440297 

• NCT00534638 

• NCT01195246 

• NCT00383591 

• NCT01933412 

• NCT03627507 

• NCT00383227 

• NCT00697554 

• NCT00697749 

• NCT00303316 

• NCT00411697 

• NCT00519649 

• NCT01037114 

• NCT00739128 

• NCT02505009 

• NCT01777295 

• NCT04193189 

• NCT04072211 

• NCT00619502 

• NCT00440531 

• NCT00343915 

• NCT00309166 

• NCT03405597 

• NCT02169674 

• NCT00792610 

https://wayback.archive-it.org/7993/20170403230357/https:/www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM462939.pdf
https://wayback.archive-it.org/7993/20170403230357/https:/www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM462939.pdf
https://www.ema.europa.eu/en/medicines/human/EPAR/fendrix
https://www.ema.europa.eu/en/medicines/human/EPAR/fendrix
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• NCT00289185 

• NCT00197028 

• NCT03408730 

• NCT02003703 

• NCT01861613 

• NCT00814489 

• NCT01000324 

• NCT00158756 

• NCT00697242 

• NCT01345240 

• NCT02173704 

• NCT01082861 

• NCT00693186 

• NCT03854630 

• NCT02985450 

• NCT00657657 

• NCT00240500 

• NCT00697970 

• NCT03083158 

• NCT04326803 

• NCT00426712 

• NCT00186836 

• NCT01341275 

• NCT01311674 

• NCT00697125 

• NCT01437475 

• NCT00873652 

• NCT01251276 

• NCT00240539 

• NCT00329576 

• NCT00197158 

• NCT00354861 

• NCT01349283 

• NCT00652938 

• NCT00240526 

• NCT01105559 

• NCT00289731 

• NCT03567382 

• NCT03038802 

• NCT00142753 

• NCT00106964 

• NCT03910972 

• NCT00805389 

• NCT00322335 

• NCT01231503 

• NCT01000974 

• NCT01457495 

• NCT00289744 

• NCT00452088 

• NCT00244374 
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• NCT04519710 

• NCT00355654 

• NCT04456504 

• NCT04083157 

• NCT00323622 

• NCT02942277 

• NCT02109354 

• NCT00841477 

• NCT01277042 

• NCT01000311 

• NCT00133445 

• NCT00684671 

• NCT00603252 

• NCT00466947 

• NCT02096263 

• NCT01049035 

• NCT00839254 

• NCT00861380 

EudraCT Numbers: 

• 2007-002221-76 

• 2004-005262-20 

• 2014-002112-16 

• 2015-004099-31 

• 2017-001819-36 

• 2010-022372-31 

• 2010-019633-10 

• 2012-003950-10 

• 2009-016911-39 

• 2009-012117-21 

• 2015-001531-20 

• 2017-001820-22 

• 2006-006743-31 

• 2011-001508-37 

• 2015-001538-25 

• 2007-000261-38 

• 2009-015877-11 

• 2006-000556-41 

• 2006-001639-23 

• 2011-005627-40 

• 2009-014853-33 

• 2017-004069-29 

• 2007-007783-14 

• 2012-001344-22 

• 2015-003391-74 

• 2006-003650-20 

• 2010-022538-10 

• 2007-005168-29 

• 2007-007876-41 

• 2006-000549-20 

• 2009-014275-53 

• 2005-005943-24 

• 2011-002629-23 

• 2011-004879-36 

• 2004-001113-33 

• 2013-002821-41 

• 2009-012223-29 

• 2006-001638-42 

• 2009-016721-33 

• 2011-004433-14 

• 2008-006083-11 

• 2008-004455-29 

• 2006-003649-18 

• 2014-003756-32 

• 2006-000898-30 

• 2015-001539-19 

• 2008-000526-39 

• 2013-004304-19 

• 2011-004450-26 

• 2012-005718-20 

• 2011-004454-26 

• 2011-004432-58 

• 2011-001333-17 

• 2008-004785-98 

• 2011-000923-33 

• 2006-000553-22 

• 2010-023947-14 
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• 2008-005149-48 

• 2011-002076-16 

• 2008-006551-51 

• 2006-006204-11 

• 2014-005568-14 

• 2013-004194-27 

• 2006-003762-33 

• 2007-001731-55  
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