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Approval Date: April 23, 2020

Product: MenQuadfi

Proper Name: Meningococcal (Groups A, C, Y, W) Conjugate Vaccine

Manufacturer: Sanofi Pasteur, Inc.

Indication: Meningococcal (Groups A, C, Y, W) Conjugate Vaccine is indicated for active
immunization for the prevention of invasive meningococcal disease caused by Neisseria
meningitidis serogroups A, C, W, and Y. Meningococcal (Groups A, C, Y, W) Conjugate Vaccine

1s approved for use in individuals 2 years of age and older.

Description: MenQuadfi is a sterile liquid vaccine administered by intramuscular injection that
contains Neisseria meningitidis serogroup A, C, W, and Y capsular polysaccharide antigens that

are individually conjugated to tetanus toxoid protein.

BLA: 125701

Regulatory Milestone: None

PDUFA Goal Date: April 24, 2020

Package Insert: Package Insert - MenQuadfi

Summary Basis for Regulatory Approval: April 22, 2020 Summary Basis for Regulatory Action

- MenQuadfi

European Public Assessment Report: Human medicine European public assessment report

(EPAR): MenQuadfi



https://www.fda.gov/media/137331/download
https://www.fda.gov/media/137306/download
https://www.fda.gov/media/138070/download
https://www.fda.gov/media/138070/download
https://www.ema.europa.eu/en/medicines/human/EPAR/menquadfi
https://www.ema.europa.eu/en/medicines/human/EPAR/menquadfi
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Advisory Committee:

An Advisory Committee Meeting for MenQuadfi vaccine was not held because there were
no issues pertaining to this BLA that required input from the Vaccines and Related Biological

Products Advisory Committee.
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