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Approval Date: December 19, 2019 

Product: Quadracel 

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

Poliovirus Vaccine 

Manufacturer: Sanofi Pasteur Limited 

Indication: Active immunization against diphtheria, tetanus, pertussis and poliomyelitis. 

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

Inactivated Poliovirus Vaccine) is a sterile suspension for intramuscular injection. 

BLA: BL 125525 

Regulatory Milestone: 

 On March 24, 2014, Sanofi Pasteur Limited (license #1726), submitted a Biologics License 

Application (BLA) for Diphtheria and Tetanus Toxoids and Acellular Pertussis Adsorbed and 

Inactivated Poliovirus Vaccine [DTaP-IPV], with the proposed trade name, Quadracel. The 

manufacturing information for Quadracel is incorporated by cross-reference from the Applicant’s 

approved Pentacel vaccine file submitted under STN 125145 (Originally submitted July 26, 2005).  

PDUFA Goal Date: March 24, 2015 

Package Insert: Package Insert - Quadracel 

Summary Basis for Regulatory Approval: March 24, 2015 Summary Basis for Regulatory 

Action – Quadracel  

https://www.fda.gov/media/138197/download
https://www.fda.gov/media/91640/download
http://wayback.archive-it.org/7993/20170722071407/https:/www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM441295.pdf
http://wayback.archive-it.org/7993/20170722071407/https:/www.fda.gov/downloads/BiologicsBloodVaccines/Vaccines/ApprovedProducts/UCM441295.pdf
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European Public Assessment Report: No data 

Advisory Committee:  

 No issues requiring the input of an Advisory Committee were identified. 

Safety: 

The safety data from studies M5I02 and Td508 are adequate to support licensure of 

Quadracel. 

NCT Numbers: 

• NCT00255047 

EudraCT Numbers: 

• 2015-005589-43 
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