FLUMIST QUADRIVALENT Kersten Compliance Services, LLC

Approval Date: July 9, 2020

Product: FluMist Quadrivalent

Proper Name: Influenza Vaccine

Manufacturer: Medlmmune LLC

Indication: For active immunization for the prevention of influenza disease caused by influenza

A subtype viruses and type B viruses contained in the vaccine.

Description: FluMist Quadrivalent (Influenza Vaccine Live, Intranasal) is a live quadrivalent
vaccine for administration by intranasal spray. FluMist Quadrivalent contains four vaccine virus

strains: an A/HINI1 strain, an A/H3N2 strain and two B strains.

BLA: 125020

Regulatory Milestone: No data

PDUFA Goal Date: None

Date of Submission: April 5, 2011

Refusal to File Letter Issued: April 29, 2011

Application Filed Over Protest: May 26, 2011

Package Insert: Package Insert - FluMist Quadrivalent

Summary Basis for Regulatory Approval: February 29, 2012 Summary Basis for Regulatory

Action - FluMist Quadrivalent
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European Public Assessment Report: No data

Advisory Committee:

It was determined that review of the sSBLA for FluMist® Quadrivalent by the Vaccines and
Related Biological Products Advisory Committee (VRBPAC) was not required because of
CBER’s experience with the currently licensed FluMist® and because FluMist® Quadrivalent
manufacturing is similar to the procedures used for the currently licensed FluMist® formulation.
Furthermore, because our review of information submitted in the supplement, including the
clinical study design and trial results, did not raise concerns or controversial issues which would
have benefited from an advisory committee discussion, it was agreed that discussion of the review

of this sBLA by the VRBPAC was not necessary.

Safety:

In two pivotal studies FluMist® Quadrivalent was administered to children 2-17 years of
age and adults 18-49 years of age. Solicited adverse events were monitored during Days 0-14 post-
vaccination; serious and non-serious unsolicited adverse events were monitored during Days 0-28
post-vaccination; and specific adverse events of interest (SAEs, new onset chronic disease) were
followed for 6 months following the last immunization in these studies. The pivotal studies raised
no new safety concerns. In general, the safety and reactogenicity profile of FluMist® Quadrivalent
appeared similar to that of FluMist® in both adults and children. Runny/stuffy nose was the most
frequently reported solicited reaction, and the median duration of any reactogenicity symptoms

was < 4 days.
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