LETTER TO THE EDITOR

Effectiveness of the BNT162b2 (COMIRNATY)
vaccination in protecting from death due

to COVID-19 in Poland: epidemiologic
commentary and limitations

To the editor  Thank you for publishing a very im-
portant article by Pietrzak et al' that, using acces-
sible language and methodology, shows medical
practitioners, who are not specialists in the anal-
ysis of biomedical data, the effectiveness of a spe-
cific vaccine in protecting against COVID-19-as-
sociated deaths in Poland. The authors adopted
several simplifications, which can be justified, as
the work is addressed to a wide audience. How-
ever, the data need a deeper interpretation on
the part of a professional reader (eg, if the paper is
discussed in the context of a specialist journal or
conference). The analysis requires a commentary
from an epidemiologic point of view, as it may be
misinterpreted by people who are not educated
in the field of epidemiology. As there are several
possible limitations (ie, related to data availabili-
ty and study type—retrospective, nonanalytical,
observational), and we know that vaccination and
deaths from COVID-19 in Poland are significant-
ly moderated by multiple factors, such as health
care access,” [ have only highlighted factors with-
in the authors’ control.

Firstly, the authors state that this is the first
study on the effectiveness of vaccination in mit-
igating death due to COVID-19 in Poland. It is
probably the first for the BNT162b2 (COMIR-
NATY) vaccine, but in general, the relationship
between vaccinations and deaths has been stud-
ied by multiple institutions and independent re-
searchers. I will mention here just the studies
published in scientific journals and series, such as
the first version of the National Institute of Pub-
lic Health-National Institute of Hygiene (NIZP-
-PZH) report,® with serious shortcomings (see
discussion http://interdisciplinary-research.eu/
aotmit-bledy-w-zaleceniach), such as incorrectly
calculated youths’ exposure time (at least 2-fold)
or incorrect classification of vaccination status
(for over 3 million patients), as well as the second
revised version of this report. Moreover, there
is a study (methodologically similar to that by
Pietrzak et al") by the European Centre for Disease

Prevention and Control with a Polish chapter cov-
ering only the senior population.*

Secondly, the authors claim that data on ad-
verse events (AEs; the term “side effects” is orig-
inally used in the paper) are unavailable. The fact
is that the data on AEs in Poland are scarce. How-
ever, the State Sanitary Inspection and later
the NIZP-PZH have indicated 6 probable deaths
associated with the BNT162b2 (COMIRNATY)
vaccination up to December 31, 2022 based on
a causal analysis.” When calculating vaccine ef-
fectiveness (VE), it is also worth making a cor-
rection for the harm-benefit analysis (which does
not change the picture much due to the low prev-
alence of lethal AEs).

Thirdly, the authors adopted a simplified study
scheme that does not take into account the time
of exposure to infection and its effect in the form
of death. Consequently, they potentially overes-
timated the protective effectiveness of the vac-
cination, because unvaccinated people, as a rule,
have a longer exposure time than the vaccinated
ones, for whom the protective effect could appear
somewhere during the analyzed period (eg, after
taking the second dose of the BNT162b2 [COMIR-
NATY] vaccine). There are multiple analytical ep-
idemiologic tools to adjust for that.

Fourthly, the authors did not discuss why
the protective effect of the vaccination remains
at a high level practically throughout the en-
tire observation period, despite reports indi-
cating a greater decrease in the protective effect
against death in other analyses of this type (eg,
for the United States, https://data.cdc.gov/Public-
-Health-Surveillance/Rates-of-COVID-19-Cases-
-or-Deaths-by-Age-Group-and/3rge-nu2a/data
VE dropped from 95% in late 2021 to 90% in ear-
ly 2022, and below 80% in mid-2022). This may
raise an objection that the authors deliberately
terminated the analysis at the beginning of Jan-
uary 2022 (and the value of the work is historical
only with limited clinical application right now),
when the wave of the Omicron group of variants,
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for which vaccination-induced immunity was de-
clining, was just beginning in Poland.

Finally, the authors adopted a binary classifica-
tion of fully vaccinated / unvaccinated, disregard-
ing the complexity of the booster effect. The pos-
itive effect of the booster for fall of 2021 can be
seen in Table 4, because in the authors’ simpli-
fication, subsequent doses are not included, al-
though a significant percentage of fully vaccinat-
ed people received the booster dose then. Inter-
preting the other figures or results would be eas-
ier if connections were made to the other epide-
miologic facts not stated.

In conclusion, the article is an accessible study
for doctors and other medical professionals. My
comments are not accusations but only remarks
indicating the consequences of the assump-
tions made. However, some conclusions, such as
the number of avoidable deaths due to low vaccina-
tion coverage in Poland (journalists would proba-
bly come up with the number of 60 000 lives lost),
should be provided with an epidemiologic com-
mentary on the factors depending on the authors,
such as calculating exposure time, identifying suc-
cessive waves, the effect of boosters or AEs, as well
as the limitations of a retrospective observational
study regarding general or data quality issues, so
that they do not provide the opponents of segre-
gation due to vaccination with reliable arguments.
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