MEDSAFE DATA SHEET COMMENTS
Our team has read through the document and flagged
some relevant points with the data for you to consider.
You can read through the full Medsafe document here.
1. This is a new formulation for children and is not the same as
the adult vaccine.

2. The vaccine needs to be diluted correctly and drawn up to
the correct dose size. There is the possibility for errors of
dilution or dose size if the person drawing up the doses is
distracted.

3. Myocarditis (inflammation of the heart muscle cells) and
pericarditis (inflammation of the sac that surrounds the heart)
are risks that one must consider when making an informed
decision.

4. It is important to know which symptoms to look for; which
are serious and need urgent medical attention.

5. If a child is immunocompromised (by an illness or by
medication), parents need to know the safety and
effectiveness of the vaccine have not been studied in such
children.

6. No one knows how long any 'protection' is likely to last,
maybe weeks, maybe months, maybe longer.

7. There have been no studies of administering this vaccine
with other vaccines, so the effects of this are not known.

8. The safety has been studied in only 1,518 children age 5-11.
That is not very many at all. Post marketing surveillance does
not provide the same robust quality evidence as clinical trial
data.

9. This study started in March 2021 and is ongoing until May 2026
so at present there is only very limited data. It is studying the
vaccine in HEALTHY children, not children with underlying
conditions.

10. To assess efficacy, only a subset of 264 children had blood
tests before and after vaccination to check whether their
immune systems responded in a similar way to young people
age 16-25. The study wasn't assessing whether or not the
children developed Covid-19.

11. The adverse effects in this table weren't detected in the
study as it was too small and too short, so they were only
detected once the vaccine was being administered. What other
adverse effects will come to light down the track?

12. No-one knows whether the vaccine can cause cancer
(carcinogenicity) or whether it can cause damage to genes
(genotoxicity) because these studies have not been
performed.

13. These are new ingredients in the children's vaccine that are
not in the adult vaccine.

14. The words below mean that what happens to the vaccine
once it has been injected into the body is not deemed to be
relevant. i.e. how long the mRNA sticks around for, whether or
how it gets broken down, how long the spike protein is
produced for, nor what happens to the lipid nanoparticles.
Does the mRNA cause the permanent production of spike
proteins?

15. This is quite a delicate vaccine and has very particular
requirements. This means there is significant room for error in
any of the handling steps.

17. Children aged 5-11 years should only get the vaccine from a
vial with an orange cap. It will pay to check this at the
vaccination location if you elect to get your child vaccinated.

