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Approval Date: August 31, 2016

Product: FLUCELVAX™

Proper Name: Influenza Vaccine

Manufacturer: Seqirus, Inc.

Indication: For active immunization of persons 4 years of age and older for the prevention of

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

Description: FLUCELVAX (Influenza Vaccine), a vaccine for intramuscular injection, is a
subunit influenza vaccine prepared from virus propagated in Madin Darby Canine Kidney

(MDCK) cells, a continuous cell line.

BLA: 125408

Regulatory Milestone:

PDUFA Goal Date: July 22, 2016

Package Insert: Package Insert - Flucelvax

Summary Basis for Regulatory Approval: May 23, 2016 Summary Basis of Regulatory Action

- Flucelvax

European Public Assessment Report: Human medicine European public assessment report

(EPAR): Flucelvax Tetra
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The review committee determined that presentation of the supplement to the VRBPAC was

not required because the data submitted to the supplement did not raise concerns or controversial

issues which would have benefited from an advisory committee discussion.

Safety:

routine pharmacovigilance was found to be acceptable.

No safety signals were identified in the pre-licensure data. The applicant’s plan to establish
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