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The Moderna Spikevax Bivalent Vaccine
What you need to know 

What is the Moderna Spikevax Bivalent vaccine? 
The Moderna Spikevax Bivalent vaccine is a COVID-19 vaccine that contains equal parts of two messenger 
RNA (mRNA) sequences, elasomeran and imelasomeran, to protect against COVID-19. (The original 
monovalent Moderna Spikevax vaccine only contains elasomeran.) The mRNA sequence, elasomeran, 
protects against the original strain for COVID-19, while imelasomeran is the mRNA sequence that 
protects against the original Omicron variant, BA.1. Currently, Omicron is the dominant variant circulating 
in Ontario. The Moderna Spikevax Bivalent vaccine has been approved by Health Canada to be used as a 
booster dose in adults ≥18 years of age to restore adequate levels of protection that may have decreased 
over time as well as to provide better protection against COVID-19 variants currently in circulation. 

Why are the bivalent vaccines recommended for use as 2022 fall booster doses over 
the original monovalent mRNA COVID-19 vaccines? 
The National Advisory Committee on Immunization (NACI) preferentially recommends the bivalent 
Omicron-containing mRNA COVID-19 vaccines [i.e., Moderna Spikevax Bivalent (50 mcg) or Pfizer-
BioNTech Comirnaty Original & Omicron BA.4/BA.5 Bivalent (30 mcg) vaccines] as fall booster doses 
for eligible individuals over the original monovalent mRNA vaccines currently available because the 
bivalent vaccines better target the Omicron variant and produce a stronger and more robust immune 
response compared to the original monovalent vaccines. However, if a clinically appropriate bivalent 
Omicron-containing mRNA COVID-19 vaccine is not readily available, a monovalent mRNA vaccine 
should be offered to ensure continued and timely protection. 

Is one bivalent vaccine preferred over another?
Currently, there are no direct comparisons of the immune response and relative effectiveness of the 
two bivalent vaccines [i.e., Moderna Spikevax Bivalent (50 mcg) and Pfizer-BioNTech Comirnaty Original 
& Omicron BA.4/BA.5 Bivalent (30 mcg) vaccines] available in Canada. NACI continues to monitor the 
variants of concern in Canada as well as the evolving evidence on the bivalent vaccines and will update 
guidance as required, but at this time, NACI has not issued a preferential recommendation for one 
bivalent vaccine over another for individuals 18 years of age and older. As the bivalent vaccines offer 
better protection against the Omicron variant compared to the original monovalent mRNA vaccines, 
individuals should get the first bivalent booster vaccine that is offered to them, regardless of which 
Omicron subvariant is targeted by the vaccine. However, it should be noted that the Pfizer-BioNTech 
Comirnaty Original & Omicron BA.4/BA.5 Bivalent vaccine is approved as a booster dose for individuals 
aged 12 years and up, while the Moderna Spikevax Bivalent vaccine is approved as a booster dose for 
individuals aged 18 years and up. 
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The Moderna Spikevax Bivalent vaccine may be considered for off-label use in adolescents 12-17 years 
of age with moderate to severe immunocompromising conditions based on clinical discretion and 
with informed consent. Although direct comparisons are not available, as per NACI, a greater immune 
response may be induced by the Moderna Spikevax Bivalent vaccine compared to the Pfizer-BioNTech 
Comirnaty Original & Omicron BA.4/BA.5 Bivalent vaccine. Amongst adult immunocompromised patients, 
higher seroconversion rates were seen following a primary series with the original monovalent Moderna 
Spikevax vaccine (100 mcg) compared to the original monovalent Pfizer-BioNTech Comirnaty vaccine (30 mcg). 
Furthermore, during a period of Delta followed by Omicron variant dominance, booster vaccination with 
the original monovalent Moderna Spikevax vaccine (50 mcg) in the general adult population was more 
effective than with the original monovalent Pfizer-BioNTech Comirnaty vaccine (30 mcg). (Note: The 
applicability of these results to all Omicron subvariants is unknown as these studies were done prior to 
the emergence of Omicron BA.4/BA.5.)

Who can get the Moderna Spikevax Bivalent vaccine in Ontario? 
Individuals eligible for a booster dose with the Moderna Spikevax Bivalent vaccine include: 

•	 Adults 18 years of age and older 
•	 Adolescents between 12-17 years of age with moderate to severe immunocompromising 

conditions with informed consent. (This is off-label use and must be based on clinical discretion.) 

Contraindications: individuals who are hypersensitive to the active ingredient or to any ingredients 
in the formulation, including any non-medicinal ingredient, or component of the container, e.g., 
polyethylene glycol (PEG), tromethamine (trometamol or Tris). (There is a potential cross-reactive 
hypersensitivity between PEG and polysorbates.) 

Note: Patients who experience a severe immediate allergic reaction (e.g., anaphylaxis) after a first dose of an 
mRNA vaccine may be able to safely receive future doses of the same or another mRNA COVID-19 vaccine, 
however, they must first consult with an appropriate physician/nurse practitioner for an assessment.

When can an individual get the Moderna Spikevax Bivalent vaccine in Ontario? 
The Moderna Spikevax Bivalent vaccine is recommended as a booster dose for individuals in eligible age 
groups if at least six months (168 days) have passed since the last dose, regardless of the number of 
previous booster doses received. As the Moderna Spikevax Bivalent vaccine is only currently approved 
for use as a booster dose, individuals must have completed a primary vaccine series to be eligible. 
Although emerging evidence shows that a more robust and durable immune response along with higher 
vaccine effectiveness occurs with longer intervals between doses, with informed consent, individuals 
can get the Moderna Spikevax Bivalent vaccine if at least 3 months (84 days) have passed since they 
received their last dose of a vaccine. In addition, it is recommended that those who are part of high-risk 
populations be vaccinated with a bivalent booster at an interval of 3 months since their last dose in 
anticipation of a challenging respiratory illness season. 

Previously infected individuals are recommended to wait at least 3 months (84 days) after their last COVID-19 
infection (positive test or symptom onset with a confirmed COVID-19 positive household contact) to receive 
a booster dose. This ensures that the individual can mount an appropriate immune response to the vaccine. 
However, waiting 6 months after a previous COVID-19 infection may provide a better immune response 
regardless of the product given. The suggested intervals are meant as a guide and clinical discretion 

https://www.health.gov.on.ca/en/pro/programs/publichealth/coronavirus/docs/vaccine/COVID-19_vaccine_administration.pdf
https://www.health.gov.on.ca/en/pro/programs/publichealth/coronavirus/docs/vaccine/COVID-19_vaccine_administration.pdf
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is advised. Individuals who are eligible for a booster dose may receive one once they are no longer 
infectious (asymptomatic and have completed their isolation) with informed consent. 

Is the Moderna Spikevax Bivalent vaccine effective compared to the original 
monovalent Moderna Spikevax vaccine? 
The Moderna Spikevax Bivalent vaccine when given as a second booster dose results in a higher 
neutralizing antibody response than the original monovalent Moderna Spikevax vaccine (50 mcg) 
against the ancestral COVID-19 strain. Additionally, a news release from Moderna on October 19, 
2022, announced new unpublished data which demonstrated that the Moderna Spikevax Bivalent 
vaccine elicited a superior neutralizing antibody response against the Omicron BA.1 subvariant 90 days 
after administration when compared to the original monovalent Moderna Spikevax vaccine (50 mcg 
booster) regardless of whether the individual has previously had a COVID-19 infection. The Moderna 
Spikevax Bivalent vaccine has also been previously reported to elicit a higher neutralizing antibody 
response against Omicron BA.4 and BA.5 subvariants 28 days after administration compared to the 
original monovalent Moderna Spikevax vaccine (50 mcg) regardless of prior infection. This effect was 
consistent across age groups studied, which included individuals between 18-64 years of age, and 
individuals ≥65 years of age. As potent responses against Omicron BA.2.75 were also seen 28 days 
after administration, it may suggest that the bivalent booster elicits broad cross-neutralization against 
Omicron variants. Additionally, although uncertain at this time due to the unpredictability of COVID-19, 
there is a potential that the bivalent vaccine may also provide protection against future variants of 
concern as it may produce a broader immune response.

Is the Moderna Spikevax Bivalent vaccine safe compared to the original monovalent 
Moderna Spikevax vaccine?
When given as a second booster dose, the Moderna Spikevax Bivalent vaccine (50 mcg) has a similar 
safety profile to the original monovalent Moderna Spikevax vaccine (50 mcg), with the same mild 
adverse reactions that usually resolve within a few days. Furthermore, Moderna Spikevax Bivalent 
vaccine when administered as a second booster dose has a similar or lower frequency of adverse 
events in comparison to the original monovalent Moderna Spikevax vaccine when used as the second 
dose in the primary series (100 mcg) or as a first booster (50 mcg). There were no reports of vaccine-
related cases of myocarditis, pericarditis or deaths following the Moderna Bivalent vaccine in the 
clinical trial, but NACI continues to monitor any reports of adverse reactions. However, the benefits of 
getting vaccinated and being protected against COVID-19 and its variants far outweigh the risks of the 
possible side effects from the vaccine. 

Can a patient receive the Moderna Spikevax Bivalent vaccine if they have not 
received the original monovalent Moderna Spikevax vaccine before? 
The clinical trial involving the Moderna Spikevax Bivalent vaccine administered as a second booster 
dose did not include mixed vaccine series dosing, however, as per NACI, it is likely that regardless of the 
number and type of booster doses previously received by an individual, the immunological benefits and 
safety profile will be similar in those getting a booster dose with a bivalent vaccine. 
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If a patient just received a booster dose with a monovalent mRNA vaccine, should 
they be revaccinated with a bivalent booster dose? 
Good protection against severe outcomes from COVID-19, including from the Omicron variant, 
continues to be provided by booster doses of the original monovalent mRNA COVID-19 vaccines. As 
such, individuals who have already received an original monovalent mRNA COVID-19 vaccine as a fall 
booster do not need to be revaccinated with a bivalent Omicron containing vaccine since they will still 
have good protection against serious illness and hospitalization. 

Disclaimer 
This tool was developed by the Ontario Pharmacists Association (OPA) with a grant provided by 
Moderna Biopharma Canada Corporation. This resource is provided to pharmacy professionals 
for informational purposes only and is intended to assist pharmacy professionals during 
discussions with patients about Moderna Spikevax Bivalent COVID-19 vaccine but does not 
replace professional judgment and responsibilities. (Note: At the time of development of this 
resource, only two bivalent Omicron-containing mRNA COVID-19 vaccines are available in Ontario, 
Moderna Spikevax Bivalent and Pfizer-BioNTech Comirnaty Original & Omicron BA.4/BA.5 Bivalent  
vaccines.) It is provided without warranty of any kind by OPA and OPA assumes no responsibility 
for any errors, omissions or inaccuracies therein. The decision for use and application of this 
document is the responsibility of the user. OPA assumes no liability for such use and application 
or any resulting outcomes. It is the responsibility of the pharmacy professional to use professional 
judgment in evaluating this material in light of any relevant clinical or situational data. It is 
intended to supplement materials provided by regulatory authorities, and should there be any 
discrepancies, municipal, provincial, and federal laws, policies and guidelines shall prevail. This 
information is up to date as at the date of publication. Pharmacy professionals are encouraged to 
confirm information with additional resources.

Date Created: October 26, 2022
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