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Correct dosing of Spikevax bivalent booster vaccines1 
 

 

MODERNA BIOTECH SPAIN, S.L. (Moderna) in agreement with the European Medicines Agency 

(EMA) and the MHRA would like to inform you of the following: 

 

Moderna has received reports of accidental underdosing of the Spikevax bivalent booster 

vaccines, where a 0.25 mL dose (equivalent to 25 µg) was administered instead of 0.5 mL (50 

µg). In most cases, underdosing was due to dose confusion, since the booster dose volume for 

the original monovalent Spikevax vaccine used earlier in 2022 was 0.25 mL (equivalent to 50 

µg).  

• Spikevax bivalent booster vaccines have recently been approved by EMA for use in 

individuals 12 years of age and older. The correct dose is 0.5 mL (50 µg). 

Administration of the correct dose of a Spikevax bivalent vaccine: 

1.  
2. Eligible recipient 12 years of age and older 

receives a 0.5 mL dose vaccine. 
 
Indication: for active immunisation to 
prevent COVID-19 caused by SARS-CoV-2 in 

individuals 12 years of age and older who 
have previously received at least primary 
vaccination against COVID-19. 
 
 

 

bivalent -
Spikevax 
booster  

 

≥12 years: 
 

0.5 mL dose 
 

3. The appropriate Spikevax bivalent vaccine 

Summary of Product Characteristics and 

package leaflet can be found via the QR code 
on the vial label and carton. 

4. https://www.ModernaCovid19Global.com 

 

 

Detailed information on this medicinal product is available on the website of the European 

Medicines Agency http://www.ema.europa.eu and MHRA 

https://www.gov.uk/government/organisations/medicines-and-healthcare-products-regulatory-

agency 

 

 

 

 

                                       
1 Spikevax bivalent Original/Omicron BA.1 and Spikevax bivalent Original/Omicron BA.4-5  

 

https://www.modernacovid19global.com/
http://www.ema.europa.eu/
https://www.gov.uk/government/organisations/medicines-and-healthcare-products-regulatory-agencyMHRA
https://www.gov.uk/government/organisations/medicines-and-healthcare-products-regulatory-agencyMHRA
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Reporting of suspected adverse reactions 

▼Spikevax bivalent Original/Omicron BA.1 (50 micrograms/50 micrograms)/mL dispersion for 

injection COVID-19 mRNA Vaccine (nucleoside modified) (elasomeran/imelasomeran) and 

▼Spikevax bivalent Original/Omicron BA.4-5 (50 micrograms/50 micrograms)/mL dispersion for 

injection COVID-19 mRNA Vaccine (nucleoside modified) (elasomeran/davesomeran) are  subject 

to additional monitoring. This will allow quick identification of new safety information.   

 

Healthcare professionals and patients are asked to report any suspected adverse reactions 

associated with the use of COVID-19 vaccines to the Coronavirus Yellow Card reporting site at 

https://coronavirus-yellowcard.mhra.gov.uk/ or via the free Yellow Card App (available from the 

Apple App Store or Google Play Store).  

 

When reporting, please provide as much information as possible, including vaccine brand name 

and batch number, vaccination date, previously received doses, onset and description of the 

reaction, and information about medical history and any concomitant medication.  

 

Other suspected adverse drug reactions (ADRs) should be reported via the Yellow Card scheme. 

Report via the website https://www.gov.uk/yellowcard, the Yellow Card app, and some clinical IT 

systems (EMIS, SystmOne, Vision, MiDatabank) for healthcare professionals. Adverse events can 

also be reported to Moderna on 0800 085 7562. 

 

Company contact point 

0800 085 7562 

EMEAMedinfo@modernatx.com 

 

Sincerely, 

 

 
 

Cesar Sanz Rodriguez 

Vice President, Medical Affairs 

Europe and Switzerland 

 


