AFLURIA QUADRIVALENT Kersten Compliance Services, LLC

Approval Date: August 27, 2020

Product: Afluria Quadrivalent

Proper Name: Influenza Vaccine

Manufacturer: Seqirus Pty Ltd.

Indication: For active immunization of person ages 18 years and older against influenza disease

caused by influenza virus subtype A and type B present in the vaccine.

Description: AFLURIA QUADRIVALENT, Influenza Vaccine for intramuscular injection, is a
sterile, clear, colorless to slightly opalescent suspension with some sediment that resuspends upon

shaking to form a homogeneous suspension.

BLA: BL 125254

Regulatory Milestone:

Afluria TIV, developed by CSL Biotherapies (renamed as bioCSL in 2014), was granted
accelerated approval for immunization of persons 18 years of age and older on September 28, 2007
(STN 125254/0). On November 10, 2009, accelerated approval was extended to include children
6 months to 18 years of age in response to the 2009 HINT1 influenza pandemic. On December 2,
2011, traditional approval was granted for individuals 18 years of age and older, based on a clinical
endpoint efficacy, safety and immunogenicity study in adults 18 to 65 years of age, and a non-
inferiority immunogenicity and safety study in adults > 65 years of age (STN 125254/259). . In
July, 2015, bioCSL and the influenza vaccines business of Novartis merged to form Seqirus. On

August 26, 2016, Afluria QIV was approved in adults 18 years of age and older (STN 125254/565).



https://www.fda.gov/media/141607/download
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In April 2010, Afluria TIV administered in the Southern Hemisphere, was associated with
increased reports of pediatric fever and febrile seizures, predominantly in children less than 5 years
of age. On October 31, 2017, Seqirus submitted a supplement to their Biologics License

Application.

PDUFA Goal Date: December 1, 2018

Package Insert: Package Insert - AFLURIA QUADRIVALENT

Summary Basis for Regulatory Approval: October 3, 2018 Summary Basis for Regulatory

Action - Afluria Quadrivalent

European Public Assessment Report: No data

Advisory Committee:

No issues were identified during the review of the supplement that would necessitate

presentation before an advisory committee.

NCT Numbers: None

EudraCT Numbers:

e 2016-004753-33 e 2016-004133-25 e 2015-000175-27
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