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Population characteristics

Recruitment

Ethics oversight

Note that full information on the approval of the study protocol must also be provided in the manuscript.

Watch study is currently being archived on the Office of National Statistics Secure Research Service and will be available shortly. Source data are provided with this
paper.

The sample size for CLARITY IBD was based on the number of participants required to demonstrate a difference in the impact of infliximab and
vedolizumab on seroprevalence and seroconversion following SARS-CoV-2 infection, with an estimated background seroprevalence of 0.05.
We calculated that a sample of 6970 patients would provide 80% power to detect differences in the seroprevalence of SARS-CoV-2 antibodies
in infliximab- compared with vedolizumab-treated patients, whilst controlling for immunomodulator status at the 0.05 significance level.
Here, we report data from participants who had received uninterrupted biologic therapy since recruitment and had an antibody test
performed between 14 and 70 days after a second dose of the either the BNT162b2 and ChAdOx1 nCoV-19 SARS-CoV-2 vaccines

T cell data was excluded if response to the positive control anti-CD3 stimulation was <200 SFC per 10^6 PBMC.

Sensitivity analyses to control for the effect of immunomodulator use, and propensity matching to account for other significant differences in
baseline variables were undertaken which replicated the primary findings. Rmarkdown was used to ensure reproducibility of all analyses.

Not applicable - observational study.

Not applicable - observational study

Population characteristics are provided in Table 1

Consecutive patients were recruited at the time of attendance at infusion units from 92 National Health Service (NHS)
hospitals across the UK between 22 September 2020 and 23 December 2020 . The eligibility criteria were age 5 years and
over, a diagnosis of IBD, and current treatment with infliximab or vedolizumab for 6 weeks or more, with at least one dose of
drug received in the previous 16 weeks. Patients were excluded if they had participated in a SARS-CoV-2 vaccine trial.

The sponsor was the Royal Devon and Exeter NHS Foundation Trust and the Surrey Borders Research Ethics committee
approved the study (REC reference: REC 20/HRA/3114) in September 2020.




