FLUAD Kersten Compliance Services, LLC

Approval Date: October 28, 2020

Product: FLUAD

Proper Name: Influenza Vaccine, Adjuvanted

Manufacturer: Seqirus, Inc.

Indication: For active immunization of persons 65 years of age and older against influenza disease

caused by influenza virus subtypes A and type B contained in the vaccine.

Description: FLUAD (Influenza Vaccine, Adjuvanted), a sterile injectable emulsion for
intramuscular use, is a trivalent, inactivated influenza vaccine prepared from virus propagated in

the allantoic cavity of embryonated hens’ eggs inoculated with a specific type of influenza virus.

BLA: 125510

Regulatory Milestone:

CBER held a pre-BLA meeting with Novartis on December 16, 2011, and a type C meeting
on September 20, 2013, to discuss the manufacturing, pre-clinical and clinical information to be
included in a BLA submission for Fluad. On November 25, 2014, Novartis submitted a BLA for
Fluad to CBER, FDA. This BLA was denoted STN 125510. The PDUFA Action Due date is
November 25, 2015. Fluad was first registered in Italy in 1997 and is currently authorized in 38
countries including Canada, and 15 European countries through individualized regulatory

authorities, but not through the centralized European Medicines Agency (EMA).

PDUFA Goal Date: November 25, 2015



https://www.fda.gov/media/143358/download
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Package Insert: Package Insert - FLUAD

Summary Basis for Regulatory Approval: November 23, 2015 Summary Basis for Regulatory

Action - FLUAD

European Public Assessment Report: Human medicine European public assessment report

(EPAR): Fluad Tetra

Advisory Committee:

On September 15, 2015, CBER convened a Vaccines and Related Biological Products

Advisory Committee (VRBPAC) meeting to review and discuss presentations of safety and
immunogenicity data derived from studies conducted with Fluad and submitted in the BLA. The
committee voted affirmatively that the available data support the safety (10 yes, 2 no, 1 abstain)
and effectiveness (11 yes, 1 no, 1 abstain) of Fluad and approval under the accelerated approval

regulations for the proposed indication in adults aged 65 years of age and older.

NCT Numbers:
NCT03694808 NCT02686398 NCT04077424 NCT04101838
NCT03183908 NCT00956761 NCT02368327 NCT00644059
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