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Approval Date: November 6, 2019 

Product: KINRIX 

Proper Name: Diphtheria and Tetanus Toxoids and Acellular Pertussis Adsorbed and Inactivated 

Poliovirus Vaccine 

Manufacturer: GlaxoSmithKline Biologicals 

Indication: Active immunization against diphtheria, tetanus, pertussis, and poliomyelitis as the 

fifth dose in the diphtheria, tetanus, and acellular pertussis (DTaP) vaccine series and the fourth 

dose in the inactivated poliovirus vaccine (IPV) series in children 4 through 6 years of age whose 

previous DTaP vaccine doses have been with INFANRIX® and/or PEDIARIX® for the first three 

doses and INFANRIX® for the fourth dose. 

Description: KINRIX (Diphtheria and Tetanus Toxoids and Acellular Pertussis Adsorbed and 

Inactivated Poliovirus Vaccine) is a noninfectious, sterile vaccine for intramuscular 

administration. 

BLA: BL 125260 

Regulatory Milestone:  

On 24 June 2008, GSK Biologicals’ diphtheria and tetanus toxoids and acellular pertussis adsorbed 

and inactivated poliovirus vaccine, KINRIX [DTaP-IPV], was licensed in the US as a single 

booster dose for children 4-6 years of age. 

PDUFA Goal Date: July 28, 2014 

https://www.fda.gov/media/132352/download
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Package Insert: Package Insert - KINRIX 

Summary Basis for Regulatory Approval: July 01, 2014 Summary Basis for Regulatory Action 

- KINRIX 

European Public Assessment Report: No results found 

Advisory Committee:  

The application was not referred to the Vaccines and Related Biological Products Advisory 

Committee because the review of information submitted in this supplement did not raise concerns 

or controversial issues which would have benefited from an advisory committee discussion. 

Safety: 

 The analyses for safety were a secondary endpoint of the study and were performed on the 

Total Vaccinated Cohort (TVC). An updated version of the Pharmacovigilance plan was submitted 

in the original amendment to this file to include the results from this co-administration study. No 

additional pharmacovigilance is planned as a result of this study. As per FDA guidance (“Guidance 

for Industry Good Pharmacovigilance Practices and Pharmacoepidemiologic Assessment”-March 

2005), for a product without safety risks identified pre- or post-approval and for which at-risk 

populations are thought to have been adequately studied, routine spontaneous reporting will be 

sufficient for post-marketing surveillance. Post-marketing adverse events will be collected in the 

usual manner for a licensed product. 

NCT Numbers: 

• NCT00871117 • NCT02447978 • NCT01621802 • NCT01651247 

https://www.fda.gov/media/80128/download
http://wayback.archive-it.org/7993/20170722072949/https:/www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM407307.pdf
http://wayback.archive-it.org/7993/20170722072949/https:/www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM407307.pdf
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EudraCT Numbers: 

• 2011-002946-11 
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