
FLULAVAL            Kersten Compliance Services, LLC 

1 

Approval Date: February 6, 2020 

Product: FluLaval 

Proper Name:  Influenza Virus Vaccine 

Manufacturer: ID Biomedical Corporation of Quebec 

Indication: Active immunization for the prevention of disease caused by influenza A subtype 

viruses and type B virus contained in the vaccine. FLULAVAL is approved for use in persons 6 

months of age and older. 

Description: FLULAVAL, Influenza Vaccine, for intramuscular injection, is a trivalent, split-

virion, inactivated influenza virus vaccine prepared from virus propagated in the allantoic cavity 

of embryonated hens’ eggs. 

BLA: BL 125163 

Regulatory Milestone: 

 FluLaval was licensed in the U.S. on October 5, 2006, for the prevention of influenza 

subtypes A and type B contained in the vaccine under the accelerated approval regulations. A 

clarification letter was issued to GSK on June 1, 2011, containing PREA-related PMR. Agreement 

was reached between CBER and GSK at a Type C meeting held on March 18, 2014, about the 

sample size and safety and immunogenicity endpoints for the primary supportive study, FLU Q-

QIV-022. 

PDUFA Goal Date: November 26, 2016 

https://www.fda.gov/media/135002/download
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Package Insert: Package Insert - FluLaval 

Summary Basis for Regulatory Approval: November 18, 2016 Summary Basis for Regulatory 

Action - FluLaval 

European Public Assessment Report: No data available  

Advisory Committee:  

 This submission was not discussed at a VRBPAC meeting because review of this 

submission did not identify concerns or issues which would have benefited from an advisory 

committee discussion. 
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