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Approval Date: November 6, 2019 

Product: PEDIARIX 

Proper Name: Diphtheria and Tetanus Toxoids and Acellular Pertussis Adsorbed, Hepatitis B 

(Recombinant) and Inactivated Poliovirus Vaccine Combined. 

Manufacturer: GlaxoSmithKline Biologicals 

Indication:  

• PEDIARIX is a vaccine indicated for active immunization against diphtheria, tetanus, 

pertussis, infection caused by all known subtypes of hepatitis B virus, and 

poliomyelitis. 

• PEDIARIX is approved for use as a 3-dose series in infants born of hepatitis B surface 

antigen (HBsAg)-negative mothers. 

• PEDIARIX may be given as early as 6 weeks of age through 6 years of age (prior to 

the 7th birthday). 

Description: PEDIARIX [Diphtheria and Tetanus Toxoids and Acellular Pertussis Adsorbed, 

Hepatitis B (Recombinant) and Inactivated Poliovirus Vaccine] is a noninfectious, sterile vaccine 

for intramuscular administration. 

BLA: BL 103907 

Regulatory Milestone:  

GSK submitted the final study report for Study 217744/088 to the Pediarix IND (IND 

#(b)(4)) on June 29, 2007. In a Supplement to the Pediarix BLA (STN 103907/5227), submitted 

https://www.fda.gov/media/132354/download
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September 26, 2007, GSK included the final study report for Study 217744/088 and an updated 

package insert to include results from this study. In addition, the format of the Pediarix package 

insert was revised to comply with FDA’s final rule “Requirements on Content and Format of 

Labeling for Human Prescription Drug and Biological Products” published in the Federal Register 

in January 2006. On July 25, 2008, a Complete Response letter was issued to GSK Biologics 

requesting additional datasets and clarification of statistical analyses. On June 4, 2009 a complete 

response to the July 25, 2008, letter was received. On November 20, 2009, a major amendment 

was submitted in response to CBER’s November 2, 2009 request for additional information 

regarding statistical analyses. 

PDUFA Goal Date: March 5, 2010 

Package Insert: Package Insert - PEDIARIX 

Summary Basis for Regulatory Approval: Summary Basis for Regulatory Action - Pediarix  

European Public Assessment Report: No data 

Advisory Committee: There were no issues in this supplement that required input from an 

Advisory Committee. 

Safety: There were no special concerns identified with this study. 

NCT Numbers: 

• NCT00146835 

• NCT03207750 

• NCT00133445 

• NCT00345579 

• NCT00129129 

• NCT02096263 

• NCT00611559 

• NCT00334607 

• NCT00289783 

• NCT02447978 

• NCT00879827 

• NCT01000974 

• NCT00614614 

• NCT01978093 

• NCT03621670 

• NCT01651247 

https://www.fda.gov/media/79830/download
http://wayback.archive-it.org/7993/20170723024636/https:/www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM207935.pdf
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• NCT00322335 

• NCT00345683 

• NCT00373958 

• NCT00359983 

• NCT00804284 

• NCT00505063 

• NCT01129362 

• NCT00474526 

EudraCT Numbers:  

• 2016-003210-27 

• 2013-003459-39 

• 2013-004304-19 

• 2008-003688-38 

• 2012-002401-22 

• 2013-004194-27 

• 2015-001530-25 

• 2011-002946-11 

• 2005-002352-18 

• 2005-006066-34 

• 2011-004638-32 
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