
 

COVID vaccines for 5 to 11 year olds are
inching closer. Here's what we know so far
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Australian children aged five to 11 could begin receiving the Pfizer
vaccine by the end of November, with the nation's regulator currently
reviewing the health and safety data.
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Pfizer submitted a partial application to Australia's Therapeutic Goods
Administration (TGA) this week and will supply the remaining data over
the next two weeks. The TGA will then review all the information and
make a decision about whether to approve the vaccine for use in this age
group.

Barring any issues, TGA head John Skerritt expects a decision will be
made by the end of November. The Australian Technical Advisory
Group on Immunisation (ATAGI), will then advise the government on
timing of the rollout.

So what does the data say so far on safety and efficacy? And what are
the benefits of vaccinating children aged five to 11?

Why vaccinate children?

While the risk of severe COVID in children is low, a small proportion of
children who are infected will become severely unwell, and some of
them will die from the virus.

As Delta case numbers rise, so too will the number of serious cases and
fatalities. In the United States, children represented more than six
million (16.4%) of the total COVID reported cases (8,208 cases per
100,000 children). More than 23,582 US children have been hospitalized
and 558 children died (0.01% of child COVID cases).

Multi-system inflammatory syndrome in children (MIS-C) has been
reported in children following COVID infection. This can cause multiple
parts of the body to become inflamed, including the heart, lungs, eyes,
brain, kidneys, skin and gastrointestinal system.

Since May 2020, 5,217 cases of MIS-C have been reported in the United
States, with a median patient age of nine years; 46 children have died
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https://www.health.gov.au/ministers/the-hon-greg-hunt-mp/media/minister-hunts-press-conference-in-canberra-on-27-october-2021-on-tga-approves-pfizer-booster-shot-roll-out-and-vaccination-shots-prepared-for-5-11-year-olds
https://www.smh.com.au/politics/federal/children-as-young-as-five-could-start-getting-COVID-vaccines-from-the-end-of-november-20211027-p593jc.html
https://downloads.aap.org/AAP/PDF/AAP%20and%20CHA%20-%20Children%20and%20COVID-19%20State%20Data%20Report%2010.14%20FINAL.pdf
https://downloads.aap.org/AAP/PDF/AAP%20and%20CHA%20-%20Children%20and%20COVID-19%20State%20Data%20Report%2010.14%20FINAL.pdf
https://www.cdc.gov/mis/mis-c.html
https://COVID.cdc.gov/COVID-data-tracker/#mis-national-surveillance
https://COVID.cdc.gov/COVID-data-tracker/#mis-national-surveillance


 

from the condition.

Thankfully, although MIS-C can be serious, most children who are
diagnosed with MIS-C recover with medical care.

The long term effects of COVID are still unknown. In adults, even mild
infection can cause a range of ongoing symptoms of long COVID. These
include fatigue, shortness of breath, joint and muscle pain, loss of smell,
chest pain and problems with memory, concentration and sleep.

Data from the UK found 9.8% of children aged 2–11 years reported at
least one long COVID symptom five weeks after, with other research
suggesting they rarely last more than 12 weeks.

However, data from Russia which is yet to be peer reviewed found one-
quarter of children discharged from hospital had symptoms more than 
five months later.

Even if a small proportion of children have long-term symptoms, this is
of concern, and further studies are required.

There are also other factors to consider. With children under 12
completely unvaccinated, these children can potentially spread the virus
to older, vulnerable people.

This may be a particular risk where extended family live together or
older relatives care for younger family members.

Are the vaccines safe for children?

This week, the US Food and Drug Administration's (FDA) independent
advisory committee recommended Pfizer be made available to children
aged 5–11 years.
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https://www.mayoclinic.org/diseases-conditions/coronavirus/in-depth/coronavirus-long-term-effects/art-20490351
https://www.nature.com/articles/d41586-021-01935-7
https://www1.racgp.org.au/newsgp/clinical/children-s-risk-of-long-COVID-substantially-lower
https://www.medrxiv.org/content/10.1101/2021.04.26.21256110v1
https://www.webmd.com/lung/news/20210121/kids-highly-likely-to-transmit-COVID-to-others#1
https://www.health.gov.au/ministers/the-hon-greg-hunt-mp/media/minister-hunts-press-conference-in-canberra-on-27-october-2021-on-tga-approves-pfizer-booster-shot-roll-out-and-vaccination-shots-prepared-for-5-11-year-olds
https://www.theguardian.com/business/2021/oct/26/COVID-vaccine-children-pfizer-fda-kids-debate-latest-


 

When approved, children will receive a reduced dose (one-third of the
adult dose) and will receive two doses, at the same schedule as adults:
approximately three weeks apart.

In order for the new vaccines to gain approval for a new use, they must
undertake their own trials to show they are safe and effective in that
population specifically.

A recent submission to the FDA showed a robust immune response
following the vaccine. It also provided a good safety profile, with side
effects comparable to those seen in a study of 16–25 year olds.

So far, no cases of myocarditis or pericarditis (inflammation of the heart
and around the heart) have occurred among the children aged 5–11 in
the three months after their second dose.

However, as the vaccination is rolled out to larger groups, there is a small
risk of myocarditis and pericarditis.

But the benefits of being vaccinated—in preventing severe disease,
hospitalization and death—outweigh the risk of the rare inflammatory
heart conditions, as you can see in the data below.

While the initial studies were not designed to measure efficacy, they
showed the vaccine regimen was 90.7% effective at preventing COVID
infection.

Of the vaccinated children who developed COVID, symptoms tended to
be very mild and didn't include a fever. Non-vaccinated children
generally presented with headaches and fever.

What about the other vaccines?
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https://www.pfizer.com/news/press-release/press-release-detail/pfizer-and-biontech-announce-positive-topline-results
https://www.reuters.com/business/healthcare-pharmaceuticals/pfizerbiontech-COVID-19-vaccine-shows-907-efficacy-trial-children-2021-10-22/
https://www.fda.gov/media/153409/download
https://www.fda.gov/media/153409/download
https://www.cnbc.com/2021/10/26/fda-panel-recommends-pfizers-low-dose-COVID-vaccine-for-kids-ages-5-to-11.html
https://www.reuters.com/business/healthcare-pharmaceuticals/pfizerbiontech-COVID-19-vaccine-shows-907-efficacy-trial-children-2021-10-22/
https://www.statnews.com/2021/10/23/fda-scientists-say-benefits-of-pfizer-COVID-19-vaccine-clearly-outweigh-the-risks-for-children-ages-5-to-11/


 

Early data on Moderna, another mRNA based vaccine, found it was safe
and induced strong antibody responses in 6–11 year olds. Children aged
6–11 were given half the adult Moderna dose, twice, 28 days apart.

As with adults and adolescents, the most common side effects in
children aged 6–11 from Moderna were fatigue, headache, fever and
pain at injection site; the majority were mild or moderate.

Moderna plans to submit the data to the FDA, European Medicines
Agency and other regulators in the near future.

Vaccines for 5–11 year olds: FDA meeting cliff notes, by 
@dr_kkjetelina https://t.co/kLvBedx6Pb

— Stephen Duckett (@stephenjduckett) October 27, 2021

The protein-based vaccine Novavax, (currently under evaluaton by the
TGA), has plans to evaluate its use in younger children, however the
necessary trials are long from completion. So far, no preliminary data is
available.

A study evaluating the AstraZeneca vaccine in children was paused due
to safety concerns about blood clots and is unlikely to continue.

Should I vaccinate my children?

Given the strong safety and efficacy of the vaccines, and the increasing
risk of children contracting COVID as the only remaining population of
unvaccinated people, the benefits significantly outweigh the risks.

Vaccination will also play an important role in ensuring vulnerable 
children can continue to participate in social and educational activities
with their peers, and reduce their role in spreading the virus.
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https://www.wsj.com/articles/moderna-data-shows-COVID-19-vaccine-produced-strong-immune-response-in-6-to-11-year-olds-11635173936
https://twitter.com/dr_kkjetelina?ref_src=twsrc%5Etfw
https://t.co/kLvBedx6Pb
https://twitter.com/stephenjduckett/status/1453428461461118978?ref_src=twsrc%5Etfw
https://www.health.gov.au/initiatives-and-programs/COVID-19-vaccines/about-rollout/vaccine-agreements
https://www.clinicaltrialsarena.com/news/novavax-paediatric-subjects-trial/
https://www.clinicaltrialsarena.com/news/novavax-paediatric-subjects-trial/
https://medicalxpress.com/tags/vaccine/
https://www.abc.net.au/news/2021-04-07/astrazeneca-pauses-vaccine-study-on-kids-blood-clots/100052424
https://mvec.mcri.edu.au/references/COVID-19-vaccination-in-children/
https://medicalxpress.com/tags/children/


 

It's OK for parents to have questions about the vaccines. If you do, talk
to your GP who can listen your concerns and discuss the evidence and
how that relates to your circumstances.

This article is republished from The Conversation under a Creative
Commons license. Read the original article.
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