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In this study, we analyzed the clinical efficacy of mRNA-based 

OVID-19 vaccines among Italian children aged 5 to 11 years, us- 

ng data published by the National Institute of Health. Vaccination 

tatus was associated with a reduced risk of COVID-19–related hos- 

italizations and intensive care unit (ICU) admissions, which were 

1% (odds ratio, 0.59; 95% confidence interval [CI], 0.46-0.77) and 

8% (odds ratio, 0.32; 95% CI, 0.04-2.63), respectively, lower in chil- 

ren who completed the vaccination cycle < 120 days than in the 

nvaccinated matched population. 

In a recent study, Husin and colleagues emphasized the consid- 

rable efficacy of the coronavirus disease 2019 (COVID-19) mRNA- 

ased BNT162b2 vaccine against the risk of severe acute respi- 

atory syndrome coronavirus 2 (SARS-CoV-2) infection in adoles- 

ents ( Husin et al., 2022 ). Given that not only limiting the burden

f SARS-CoV-2 infection but also preventing the risk of develop- 

ng severe complications of COVID-19 are imperative in childhood, 

he real-world effectiveness of COVID-19 vaccination among Italian 

hildren was investigated in this study. 

The source of our analysis was the official data of the Italian 

nstitute of Health (Istituto Superiore di Sanità; ISS) (Istituto Supe- 

iore di Sanità, 2022 ). The official bulletin of the ISS (last update, 
Abbreviations: COVID-19, Coronavirus Disease 2019; ICU, Intensive Care Unit; 

5%CI, 95% Confidence Interval; SARS-CoV-2, Severe Acute Respiratory Syndrome 

oronavirus 2; ISS, Istituto Superiore di Sanità. 
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icense ( http://creativecommons.org/licenses/by-nc-nd/4.0/ ) 
pril 27, 2022) contains periodically updated nationwide data on 

accine coverage, COVID-19 related infections, hospitalizations, in- 

ensive care unit (ICU) admissions, and deaths recorded during the 

revious month across different ages, including the 5 to 11 years 

ange, stratified for vaccination status. Data were analyzed with 

edCalc Version 20.015 (MedCalc Software Ltd., Ostend, Belgium). 

he study was conducted in accordance with the Declaration of 

elsinki, under the terms of relevant local legislation. This research 

as based on publicly available data; thus, Ethical Committee ap- 

roval was unnecessary. 

The results of our analysis of COVID-19 vaccine efficacy in Ital- 

an children are shown in Table 1 . Overall, at the time of our anal-

sis, the total number of children aged 5 to 11 years who were 

till unvaccinated was 229,1598, and the number who received 

ne of the two mRNA-based vaccines (either BNT162b2 or mRNA- 

273, the relative proportions are not specified) was 1,204,468. We 

ound that vaccination status was associated with a reduced risk of 

OVID-19–related hospitalizations and ICU admissions, which were 

ound to be 41% and 68%, respectively, lower in children who com- 

leted the vaccination cycle within 120 days than in the unvacci- 

ated matched population. 

In conclusion, the results of our analysis complement those that 

merged from the study of Husin and colleagues ( Husin et al., 

022 ). The data of the ongoing nationwide Italian COVID-19 vac- 

ination campaign reveals that mRNA-based COVID-19 vaccines are 

ffective in significantly reducing the risk of COVID-19–related hos- 

italization among children, also displaying a notable trend toward 

owering the likelihood of developing severe or critical disease that 

ltimately necessitates ICU admission. 
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Table 1 

mRNA-based COVID-19 vaccine efficacy in children aged 5 to 11 years in Italy. 

Endpoint Unvaccinated Primary vaccination < 120 days OR (95% CI) of vaccination 

Total population 229,1598 120,4468 - 

COVID-19 hospitalizations 240 75 0.59 (0.46-0.77; p < 0.001) 

COVID-19 ICU admission 6 1 0.32 (0.04-2.63; p = 0.288) 

OR, odds ratio; 95% CI, 95% confidence interval; ICU, intensive care unit 
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