Po o¢kovani proti COVID-19 umiraji desitky déti a
autori dochazeji k zaveru: “Relativné bezpecné!”

@-3 infokuryr.cz/n/2023/04/09/po-ockovani-proti-covid-19-umiraji-desitky-deti-a-autori-dochazeji-k-zaveru-relativne-
bezpecne

kuryr 9. dubna 2023

Jako autor a editor jsem vZzdy dodrzoval 1ékarskou publikac¢ni
politiku, zZe zavéry musi byt podporeny prezentovanymi udaji. Mnozi
se mé ptali, proc 1ékari stale podporuji o¢kovani proti COVID-19,
prestoze vSechny systémy bezpecnostnich tdaji hlasi rekordni
umrtnost po injekci? Mnoho pripadi se vyskytuje ve stejny den nebo
v nékolika néasledujicich dnech po podani. Mohlo by to byt proto, ze
1ékari z adaji v recenzovanych rukopisech vyvozuji zavery, které
nesouhlasi se zverejnénymi informacemi.

Villa-Zapata a spolupracovnici zverejnili zpravu VAERS o
sbezpecnosti“ vakciny COVID-19 u déti ve véku 5 az 17 let a tabulka s
udaji uvadi 56 amrti! Uvadi také dalsi potencialné smrtelné
komplikace, jako je anafylaxe a myokarditida. Autori dospéli k
zaveru, ze vakcina COVID-19 je u déti ,,relativné bezpeéna®.

1/4


http://www.infokuryr.cz/n/2023/04/09/po-ockovani-proti-covid-19-umiraji-desitky-deti-a-autori-dochazeji-k-zaveru-relativne-bezpecne/

Lorenzo Villa-Zapata®, Ainhon Gomez Lumbreras™*,
Yeseul Lee”, Malinda 5. Tan", Daniel Malone

* Facultod de Farmacio, Mercer University, Atlanta,
Georgla, USA

* Fogultod de Farmacia, University of Utah, Saft Lake City,

Utah, tisa

Cormespanding authar,
E-mail address; Ainhaa, Gomez - Lum
{4, Gomez Lumbreras).

23412879/

© 2002 Asocinciin Espancla de Pediatria. Published by Elsevier
Espana, S.L.U. This is an open access article under the CC
BY-NC-HD licene fhitp:/ createcommons. cng/ lcenses by
ndsa.0),

nbreras@pharm.utah.edu

COVID-19 vaccine adverse eventsin =~ m
a population aged 5-17 years: a =
study from the VAERS database

Eventos adversos en vacunas COVID-19 en una
poblacién de 5-17 afos: estudio de la base de
datos VAERS

Dear Editor:

Coronavirus disease 2019 (COVID-19) is an infectious dis-
ease caused by the novel coronavirus, SARS-CoV-2, that
emerged in late 2019." On October 29, 2021, the Food
and Drug Administration (FDA) expanded the Emergency Use
Authorization (EUA) for the Pfizer-BioNTech COVID-19 mRNA
vaccine to authorize its use in children aged 5-11 years to
be given in 2 doses (10 ug in 0.2mL each) 3 weeks apart.”
Up to December 2021, only the Pfizer-BioNTech COVID-19
vaccine had been authorized for children aged 5-17 years,
followed in May 2022 by authorization of a single booster
for children 5 through 11 years with this vaccine. Trials
for Moderna and Janssen vaccines are underway in this age
group, and adverse events (AEs) in these trials or in the
context of off-label use could have been reported to the
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Vaccine Adverse Event Reporting System (VAERS) database
of the United States.” Our study focused on the safety of the
COVID-19 vaccines approved in the United 5tates for children
aged 5-17 years based on the AEs notified to the VAERS.

We conducted an observational descriptive study by
reviewing AE reports related to the Pfizer/Biotech, Mod-
erna, and Janssen vaccines registered in the VAERS database
from the dates the vaccines were first approved through
December 1, 2021. The VAERS database, available through
its webpage (https://vaers.hhs.gov/data.html), contains
voluntary reports of health care providers and patients as
well as mandated manufacturer reports of adverse events
after vaccination. The VAERS database codifies up to 5
symptoms for each report using the Medical Dictionary for
Regulatory Activities (MedDRA) codes for preferred terms
(PTs).* These PTs, which do not correspond to medically
confirmed diagnoses, were not mutually exclusive.

We created a frequency distribution with the most com-
monly documented PTs stratified by age and manufacturer.
We also included reports that mentioned PTs related to ana-
phylaxis, pericarditis, thrombotic events or death.

We found a total of 687402 AEs mentioning any of the
approved COVID-19 vaccines in the VAERS database, of which
2.9% involved children aged 5-17 years. Of these children,
2820 were aged 5-11 years, 8382 12-15 years and 8659

These results contribute to our understanding of the fre-
quency of AEs associated with COVID-19 vaccines in children
aged 5-17 years. Using the VAERS database has its limita-
tions, as it is a passive public health reporting system and
therefore can be a source of reporting bias, for instance,
increased reporting due to the media coverage of COVID-19
vaccines.” To date, little research has been conducted on the
safety of these vaccines in the paediatric population, high-
lighting the need for further investigation.® Though causality
could not be established in our study, its results suggest that
currently approved COVID-19 vaccines are relatively safe in
children aged 5-17 years.
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Kazdy, kdo cte tuto zpravu, by meél byt Sokovan a zdésen zpravou, ze
56 déti a mladych lidi prislo o zivot po o¢kovani proti COVID-

19. Prevaznou vétsinu hlaSeni do VAERS podavaji 1ékari a
poskytovatelé zdravotni péce, kteri se domnivaji, ze pri¢inou
hlaseného problému byla vakcina. CDC vygeneruje docasné ¢islo
nasledované trvalym cislem VAERS, kdyZ je udalost potvrzena (napfr.
smrtelné udalosti potvrzené tmrtnim listem nebo narodnim
indexem amrti). Pripady VAERS predstavuji Spi¢ku ledovce a ve
skutec¢nosti jsou hrubé nedostatecné zastoupeny. To znamena, Ze
pocet détskych amrti by mohl byt 30krat vyssi — nebo 1 680 pro rok
2021.
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Struc¢né receno, pandemie COVID-19 naucdila klinické védce
ignorovat pisemné zavery autori, které mohou byt ve stretu

zajmi. Mozna si sami vzali vakciny proti COVID-19 a nejsou
psychologicky schopni vidét, co se déje s katastrofalnimi
bezpec¢nostnimi vysledky ve zkoumané populaci. Data musi byt
vyhodnocena samostatné a je na ¢tenari, aby si udélal vlastni

zaver. Mj zaveér je, ze vakciny COVID-19 nejsou bezpecné pro lidské
pouziti a jedno ztracené dité po injekei je prili§ mnoho. Musi byt
stazeny z trhu.

Peter A. McCullough
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