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■ BACKGROUND
Real-world evidence on safety of COVID-19 vaccines in special cohorts is needed to integrate
evidence from pivotal RCT.

■ OBJECTIVES
To investigate the frequency of local/systemic solicited and serious ADRs following the first,
second and booster doses in people with prior SARS-CoV-2 infection vs. no prior SARS-CoV-2
infection, from February 2021 to December 2022.

■ METHODS

■ RESULTS

■ CONCLUSIONS
Overall, descriptive analysis showed a high frequency of local/systemic ADRs after dose 1 of any vaccine in subjects with previous COVID-19, with lower rates after dose 2. However, higher rates of
local/systemic ADRs were observed after booster as compared to dose 2 of any vaccine. Findings from this study suggested that people with prior SARS-CoV-2 infection have a higher reactogenicity as
compared to people with no prior SARS-CoV-2 infection, in line with the previous literature.
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Table 1. Local and systemic solicited ADRs reported following
the first, second and booster dose of COVID-19 vaccines.

Serious ADRs occurred in 0.2% and 0.1% of vaccinees following doses 1 and 2, respectively, and 0.1% following the booster dose.
As for the general population (Ndose 1= 30,175; Ndose 2= 20,560), 67.7% and 49.1% reported ≥1 ADR following doses 1 and 2, respectively. The most commonly reported local/systemic ADRs following doses 1
and 2, across all vaccine brands, were injection site pain (36.2% vs. 21.9%), fatigue (35.7% vs. 23.2%), headache (33.1% vs. 17.9%), myalgia (32.9% vs. 18.5%) and malaise (30.9% vs. 19.0%). Serious ADRs
were reported following doses 1 and 2, respectively, in 0.2% and 0.1% of vaccinees.


