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ATAGI advice on the preferential use of bivalent COVID-19
vaccines for primary vaccination of people aged 12 years
or older
ATAGI has made recommendations on the use of bivalent COVID-19 vaccines as a primary course.
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ATAGI has reviewed the available evidence and advises that for people aged 12 years or older, a bivalent COVID-19 vaccine
is now preferred over original (ancestral) vaccines for primary vaccination.

ATAGI further advises that:

People aged 12-17 years are recommended to receive a BA.4/5-containing bivalent vaccine for both the primary
course and booster doses.

People aged ≥18 years are recommended to receive either a BA.1-containing bivalent vaccine or a BA.4/5-containing
bivalent vaccine for both the primary course and booster doses.

People aged ≥12 who have commenced their primary course with an original (ancestral) vaccine are recommended to
complete the course with a bivalent vaccine.

ATAGI considers there to be no additional safety concerns when using bivalent vaccines for the primary course,
compared with the original vaccines.
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When using a bivalent vaccine for primary vaccination, the number of doses and the interval between the doses are
the same as for the original (ancestral) vaccine formulations.

Original (ancestral) vaccines continue to be available for individuals aged ≥12 years who either prefer to not to
receive a bivalent primary course; or who cannot or choose not to have an mRNA vaccine..

There is currently no bivalent vaccine available for children aged 6 months – 11 years, and existing original vaccines
should continue to be used for this age group.

The ATAGI COVID-19 2023 Booster Advice provides guidance on which individuals are recommended, or can consider,
a COVID-19 vaccine booster dose for additional protection against severe COVID-19.

Rationale

Currently available vaccines in Australia include monovalent original vaccines which contain the ancestral strain of SARS-
CoV-2 and bivalent vaccines which contain both the ancestral strain and an Omicron subvariant (either BA.1 or BA.4/5).
Bivalent mRNA vaccines are authorised by the Therapeutics Goods Administration (TGA) for use as booster doses after a
primary course in either those aged ≥12 years [Pfizer (Comirnaty) bivalent Original/Omicron BA.4/5 vaccine and Moderna
(Spikevax) bivalent Original/Omicron BA.4/5] or ≥ 18 years [Pfizer (Comirnaty) bivalent Original/Omicron BA.1 vaccine and
Moderna (Spikevax) bivalent Original/Omicron BA.1].

Bivalent vaccines are designed to broaden cross-protection from vaccination against Omicron and its subvariants by
including an Omicron strain in the vaccine. Circulating strains since 2022 have all evolved as subvariants from the first
Omicron variant. Pre-Omicron variants no longer circulate, and reversion to a pre-Omicron variant by a future strain is
considered unlikely.

ATAGI therefore considers the bivalent vaccines (which protect against either Omicron subvariants BA.1 or BA.4/5)
preferable for use in a primary series. ATAGI notes that use of bivalent vaccines for primary vaccination is consistent with
evolving advice from the World Health Organization’s Strategic Advisory Group of Experts on Immunization (SAGE)  and
the European Medicines Agency’s Emergency Task Force , and that off-label use has been permitted in the United
Kingdom.

Early immunogenicity and safety data on bivalent vaccines used as primary vaccination are limited.  The safety of bivalent
vaccines is similar to monovalent original vaccines when used as a booster dose.  ATAGI has no additional concerns
regarding the safety or effectiveness of bivalent vaccines compared with monovalent vaccines when used for a primary
course.

While there are currently no efficacy or effectiveness studies of bivalent vaccines when used for the primary vaccination
course, early effectiveness studies of bivalent vaccines used as a booster dose suggest equivalent or better protection than
original vaccines.  There is no reason to expect that using bivalent vaccines for a primary vaccination course would differ,
particularly in the context of widespread community transmission in Australia which suggests that most previously
unvaccinated recipients will have some pre-existing immunity from prior infection.

ATAGI has reviewed the available data comparing the immunogenicity and effectiveness of BA.1 vaccines to BA.4/5
vaccines.  This evidence suggests that both vaccines provide similarly high levels of protection against serious illness
and death from Omicron subvariants. ATAGI recommends that for both primary and booster vaccination, BA.1 bivalent
vaccines and BA.4/5 bivalent vaccines are both suitable for people aged ≥ 18 years, and BA.4/5 bivalent vaccines can be
used for people aged 12 - 17 years.
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