
METHODS
Data: 
Secondary healthcare data from five VAC4EU network data expert and 
access partners (DEAPs) across 4 European countries (Figure 1) were 
used. All analyses were performed separately per data source and results 
are presented accordingly.

Study period: 
January 2021– August 2024 (varying by source)

Cohort inclusion:
• Diagnosis code for myocarditis or pericarditis, with symptom onset 

within 30 days after mRNA-1273 vaccination (exposed), or without any 
recent COVID-19 vaccination (unexposed)

• ≥ 1 year enrollment in database before myo-/pericarditis onset
• Met criteria for definitive, probable, or possible case according to 

Brighton Collaboration Case Definition

Case adjudication: 
Performed for all exposed and a 1:1 matched age- and sex-sample of 
unexposed cases. Medical records were reviewed by local clinicians.

Outcomes:
Assessed at 30 days, 90 days, 6 months and 12 months after myocarditis 
or pericarditis onset:
• Cardiac events
• Thromboembolic events
• All-cause hospital readmission for inpatient stay
• Severe outcomes (hospital readmission, ICU admission, or death)
• Death 

Outcomes were defined as ≥1 event per period and are presented as 
percentages; analyses were descriptive only.

BACKGROUND
• Myocarditis and pericarditis are rare events reported after COVID-19 

mRNA vaccination, including mRNA-1273. 
• Long-term follow-up of adjudicated cases is needed to better 

understand clinical course and longer-term outcomes.

Clinical outcomes within 12 months after myocarditis or pericarditis 
with and without recent COVID-19 vaccination: a multi-country 
VAC4EU European cohort

Figure 1. Data sources

Norwegian Health Registries 
(Norway)

Danish Health Registries (Denmark)

Clinical Practice Research Datalink 
Aurum (England & Northern Ireland)

Sistema d’Informació per al 
Desenvolupament de la Investigació en
Atenció Primària (SIDIAP) 
(Spain, Catalonia)

Valencia Health System 
Integrated Database (VID) 
(Spain, Valencia)

CONCLUSIONS
• Across 5 European data sources and multiple follow-up periods, adjudicated myocarditis or pericarditis cases exposed to 

mRNA-1273 vaccination showed no cases of several thrombotic, cardiovascular, or cerebrovascular outcomes
• Findings for these clinically confirmed cases were consistent across databases

OBJECTIVES
To describe outcomes among adjudicated myocarditis and pericarditis 
cases with and without recent COVID-19 vaccination

*Total numbers for Danish registries were rounded to nearest 100 or nearest 10; #Prior comorbidity is defined 
as a record of any comorbidity of interest in 2 years before myo-/pericarditis diagnosis

RESULTS
• 463 – 2,146 myocarditis and 1,538 – 4,990 pericarditis cases per data 

source identified based on diagnosis codes 
• 19-85 myocarditis/pericarditis cases included in analyses after 

sampling of cases and performing adjudication (Table 1)
• Median age of adjudicated cases varied widely across data sources
• Prior comorbidities were present in both exposed and unexposed 

cases

Among exposed myocarditis cases:
• No cases were observed among several thrombotic, 

cardiovascular, or cerebrovascular events at 1, 3, or 6 months in any 
country, including thrombocytopenia, acute cardiovascular injury, 
haemorrhagic stroke, ischemic cerebral attack, myocardial 
infarction, cardiomyopathy, and cardiogenic shock

• No sudden cardiac deaths were observed across follow-up periods
• Hospital readmission rates were the same or lower than for 

unexposed cases across follow-up periods
• A shorter median hospital stay was observed comparing exposed 

to unexposed cases (Table 2)

Patterns were similar for exposed pericarditis cases
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0*0*0*0*Danish registries

Number of 
adjudicated 
cases

46393028Norwegian registries

1112811CPRD Aurum

22231824SIDIAP

28243829VID

36.231.731.032.7Danish registries

Median age 

39.739.925.727.2Norwegian registries

65.359.355.361.2CPRD Aurum

45.543.629.537.0SIDIAP

52.254.038.036.6VID

10*0*10*0*Danish registries

Number of 
cases with prior 
comorbidity#

191210<5Norwegian registries

8755CPRD Aurum

126511SIDIAP

18191516VID

Unexposed 
cases

Exposed 
cases

N exposed, 
N unexposed

Myocarditis

4.2 (5.1)3.3 (4.1)30, 40Danish registries

Mean number of 
days in the hospital 
(SD)

8.3 (6.8)4.3 (1.9)28, 22Norwegian registries

NANANACPRD Aurum

34.3 (63.7)13.2 (14.9)15, 11SIDIAP

8.6 (5.6)6.4 (6.1)22, 27VID

Pericarditis

4.6 (4.8)3.2 (2.7)10, 20Danish registries

Mean number of 
days in the hospital 
(SD)

4.7 (4.7)3.6 (2.9)28, 41Norwegian registries

NANANACPRD Aurum

19.6 (25.6)14.0 (14.5)15, 17SIDIAP

11.0 (14.4)8.2 (5.1)16, 24VID

N exposed/unexposed indicates the number of individuals with at least an admission per group; NA: Not 
Available; Numbers for CPRD Aurum are not reported due to very small case counts;  for SIDIAP, average 
length of hospital stay was influenced by outliers

Table 1. Number myocarditis and pericarditis cases included in 
the analytical cohorts and characteristics of cases

Table 2. Mean length of hospital stay of exposed and unexposed 
cases among cases that had at least one inpatient admission


