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Title: 90689 - FLUAD Quadrivalent Pediatric®

Brief Description of Service:

Quadrivalent flu vaccines include an influenza A (H1N1) virus, influenza A (H3N2) virus, and
two influenza B viruses. Trivalent flu vaccines only include one influenza B virus. Therefore,

they may not offer as much protection against influenza B viruses. Adjuvanted vaccines may
provide greater protection against influenza than a non-adjuvanted vaccines when in certain
populations.

In a phase lll, stratified, randomized, observer blind, controlled, multicenter clinical trial, the
safety and efficacy of an adjuvanted quadrivalent subunit influenza virus vaccine was compared
to a non-adjuvanted comparator influenza vaccine [Non-adjuvanted Trivalent Influenza Vaccine
(TIV) / Quadrivalent Influenza Vaccine (QIV)] in children, ages 26 to < 72 months. The study
found, relative vaccine efficacy was not different between the adjuvanted quadrivalent
inactivated influenza vaccine (allV4) and the comparator vaccines in the overall study
population. The relative vaccine efficacy in the 6 through 23-month subgroup was significantly
greater for allV4 than for the comparator vaccine. allV4 elicited superior immunogenic response
compared with the comparator for all four vaccine strains in participants aged 6 months through
5 years. The highest geometric mean titre ratios were observed in participants aged 6 through
23 months. Safety profiles were similar but more frequent solicited adverse events were
reported with allV4 than with the comparator vaccines.

At the present time, Fluad Quadrivalent Pediatric®, represented by procedure code 90689 has
not received approval from the U.S. Food and Drug Administration and it is not recommended
by the Advisory Committee on Immunization Practices. The vaccine is indicated for individuals
6 - 23 months of age. The adjuvant is MF59, a squalene adjuvant. The biological licensing
application was submitted in December 2017. The vaccine is pending FDA approval.



Recommendation:

The Fluad Quadrivalent Pediatric vaccine is experimental/investigational. The U.S. Food and
Drug Administration (FDA) has not approved this vaccine in the pediatric population and it is not
currently recommended by the Advisory Committee on Immunization Practices for pediatrics.
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1/1/19 2/19/19 Joint policy established

1/1/20 10/20/20 Routine maintenance; no change to
policy position

1/1/22 10/19/21 Routine maintenance; no change to
policy position

1/1/23 10/18/22 Routine policy maintenance, no
change to policy status.

1/1/24 10/17/23 Routine maintenance, no change in
policy status.

1/1/25 10/15/24 This vaccine is no longer available,
suggested retirement. (ds)

Next Review Date: This vaccine is no longer available in the USA and will no longer undergo

routine review.






