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Safety of a mRNA COVID-19 Vaccine in Patients with 
Indolent Systemic Mastocytosis

Segurança de uma Vacina COVID-19 mRNA em 
Doentes com Mastocitose Sistémica Indolente

 Mastocytosis is an abnormal clonal mast cell hyperpla-
sia that can involve many organs. Symptoms, when pres-
ent, can range from flushing to anaphylaxis (as high as 49% 
in some cohorts) and the most common triggers include 
venom stings, drugs and food.1 The report of allergic reac-
tions with coronavirus disease 2019 (COVID-19) vaccines 
has led to growing concern about their safety, especially in 
high-risk populations, such as patients with systemic mas-
tocytosis.2,3 Until now, data concerning the tolerance of 
COVID-19 vaccination in patients with mastocytosis re-
mains limited.3-5

 We conducted a retrospective descriptive analysis of 
patients with indolent systemic mastocytosis referred to 
our Allergy and Clinical Immunology Department, between 
June 2021 and February 2022, for COVID-19 vaccination. 
Patients were divided into two groups according to their risk 
of allergic reaction: low/moderate-risk (no history of severe 
allergic reaction, with or without a history of allergic dis-
ease) and high-risk (history of any severe allergic reaction). 
All patients were premedicated with 60 mg of oral predniso-
lone 24 hours and one hour prior to inoculation, and with an 
oral antihistamine one hour before vaccine administration. 
Low/moderate-risk patients were monitored for 30 minutes 
after vaccine inoculation. A peripheral venous access was 
placed in high-risk patients, who remained under medical 
surveillance for 60 minutes.
 A total of 45 patients were included in the analysis (Ta-
ble 1): 64.4% were female, with a mean age of 48.8 years 
(range: 22 - 85).
 Since this was a retrospective observational analysis of 
clinical records in which patients were not identified, no ap-
plication was made to the ethics committee. Informed con-
sent was waived since no experimental study was carried 

out, and we used a prophylaxis protocol similar to others 
instituted for other high-risk situations, in which patients are 
not expected to sign informed consent to take prophylaxis.
 The median tryptase level was 15.6 ng/mL (range: 4.3 
- 185 ng/mL); 11 (24.4%) were in the high-risk group (eight 
with history of anaphylaxis to hymenoptera venom and 
three with prior drug anaphylaxis). Low/moderate-risk and 
high-risk groups had similar median levels of serum trypt-
ase (15.5 vs 16.6 ng/mL, p = 0.932). All patients received 
the BNT162b2 mRNA COVID-19 vaccine and a total of 118 
doses were administered (24.6% in the high-risk group). No 
adverse events, including allergic reactions, after vaccine 
inoculation were recorded during the surveillance period.
 Our data showed that with pre-medication, patients with 
indolent systemic mastocytosis can be safely vaccinated 
against COVID-19, even when there is an increased risk of 
allergic reactions (24.4% of our patients). This is consistent 
with other series reported in the literature.3-5 In our popula-
tion, there were no reactions to the vaccine for a follow-up 
period of 30 - 60 minutes, which is different from other se-
ries but might be explained by the use of high-dose predni-
sone.3,5 The limitations of our study include its retrospective 
nature and small sample size, as well as the fact that there 
was only one type of vaccine included.
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Table 1 – Patient characteristics

Patient characteristics
Low/moderate-risk group High-risk group

Number of patients, n (%) 34 (75.6%) 11 (24.4%)
-8 hymenoptera venom anaphylaxis

-3 drug anaphylaxis

Female patients, n (%) 22 (64.7%) 7 (63.6%)

Age, mean years 47 54.5

Serum tryptase, mean, ng/mL 15.5 16.6

Doses of BNT162b2 mRNA COVID-19 vaccine, n (%) 89 (75.4%) 29 (24.6%)

Adverse reactions 0 0
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