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Approval Date: September 10, 2020 

Product: Boostrix 

Proper Name: Tetanus Toxoid, Reduced Diphtheria Toxoid and Acellular Pertussis Vaccine, 

Adsorbed 

Manufacturer: GlaxoSmithKline Biologicals 

Indication: For active booster immunization against tetanus, diphtheria and pertussis 

in individuals 10 years of age and older.  

Description: BOOSTRIX (Tetanus Toxoid, Reduced Diphtheria Toxoid and Acellular Pertussis 

Vaccine, Adsorbed) is a noninfectious, sterile, vaccine for intramuscular administration. It contains 

tetanus toxoid, diphtheria toxoid, and pertussis antigens (inactivated pertussis toxin [PT] and 

formaldehyde-treated FHA and PRN). 

BLA: BL 125106 

Regulatory Milestone:  

In May 2005, Boostrix was licensed in the U.S. for active immunization against diphtheria, 

tetanus, and pertussis. At that time Boostrix was approved as a single booster dose for use in 

children and adolescents 10-18 years of age. 

PDUFA Goal Date: No data available 

Package Insert: Package Insert - Boostrix 

https://www.fda.gov/media/142046/download
https://www.fda.gov/media/124002/download
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Summary Basis for Regulatory Approval: July 8, 2011 Summary Basis for Regulatory Action 

- BOOSTRIX  

European Public Assessment Report: No data available 

Advisory Committee:  

It was determined that presentation of data in the sBLA for Boostrix to the Vaccines and 

Related Biological Products Advisory Committee (VRBPAC) was not required because of 

CBER’s experience with Boostrix. Furthermore, because our review of information submitted in 

the supplement, including the clinical study design and trial results, did not raise concerns or 

controversial issues which would have benefited from an advisory committee discussion, it was 

agreed that review of this sBLA by the VRBPAC was not necessary. 

Safety: 

The pharmacovigilance plan was found to be adequate. GSK proposes to continue routine 

safety monitoring for Boostrix. This monitoring includes routine reporting and submission of 

annual Periodic Safety Update Reports to FDA. Serious unexpected or unlabeled events will be 

submitted to FDA as 15-day reports. Other unlabeled events, as well as events described in the 

medical literature, and available data from relevant studies (non-clinical, clinical, epidemiology) 

will be monitored by GSK and reported as required by applicable regulations. GSK reports that it 

maintains the capability to conduct evaluations in response to ad hoc queries from regulatory 

authorities to address safety concerns that might arise in the future. In addition, GSK will submit 

safety summaries in support of any future marketing applications. 

NCT Numbers: 

http://wayback.archive-it.org/7993/20170722071800/https:/www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM262892.pdf
http://wayback.archive-it.org/7993/20170722071800/https:/www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM262892.pdf
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• NCT03463577 

• NCT00297856 

• NCT02096276 

• NCT00804284 

• NCT00258882 

• NCT03942406 

• NCT01711645 

• NCT02543918 

• NCT04142983 

• NCT03165981 

• NCT01629589 

• NCT00835237 

• NCT00319553 

• NCT01738477 

• NCT01311557 

• NCT00385255 

• NCT00346073 

• NCT02052596 

• NCT00489970 

• NCT00258895 

• NCT00802867 

• NCT00662870 

• NCT00457249 

• NCT01439165 

• NCT00347958 

• NCT00282295 

• NCT00467519 

• NCT02096263 

• NCT01346293 

• NCT00355121 

• NCT00369824 

• NCT00614614 

• NCT04138056 

• NCT02518555 

• NCT02213341 

• NCT01424644 

• NCT00707148 

• NCT00197236 

• NCT00255047 

• NCT00263692 

• NCT00148941 

• NCT01129362 

• NCT02360475 

• NCT00505063 

• NCT00345579 

• NCT00289783 

• NCT00482781 

• NCT02210780 

• NCT02199691 

• NCT00777257 

• NCT00345683 

• NCT02587520 

• NCT01000974 

• NCT00474526 

• NCT00013871 

EudraCT Numbers: 

• 2019-002706-46 

• 2012-002737-11 

• 2010-023976-16 

• 2012-001876-13 

• 2014-001120-30 

• 2009-016012-21 

• 2013-003768-30 

• 2014-001117-41   

• 2015-002879-14 

• 2015-005629-38 

• 2014-001119-38 

• 2013-003859-37 

• 2013-001864-50 

• 2007-003248-31 

• 2007-003477-94 

• 2014-004492-23 

• 2013-005355-32 

• 2015-003405-42 

• 2008-002378-37 

• 2010-023313-57 

• 2016-000644-34 

• 2009-012202-39 

• 2014-000260-17 

• 2018-002976-41 

• 2009-012219-16 

• 2009-011742-26 

• 2005-005519-12 
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• 2006-003807-38 

• 2013-004495-34 

• 2015-000728-27 

• 2011-001936-45 

• 2019-001986-34 

• 2013-003090-98 

• 2016-003678-42 

• 2012-005273-31 

• 2011-000476-34 

• 2008-006124-64 

• 2014-002688-14 

• 2015-005742-58 

• 2018-003838-32 

• 2010-022205-17 

• 2018-003804-37 
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