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Rationale and background

In December 2019, a novel coronavirus (severe acute respiratory syndrome coronavirus

2 (SARS-CoV-2)) emerged from China. The World Health Organization (WHO) declared
the SARS-CoV-2 outbreak and associated disease (Coronavirus disease 2019 (COVID-19)) a
global pandemic in March 2020 (WHO, 2020).> Patients with chronic rheumatic and
gastrointestinal disease are considered a high-risk group for SARS-CoV-2 infection, given
their susceptibility to infection, largely related to use of immunosuppressant therapies

(eg, Murdaca, 2019).> Emerging data are conflicting as to whether compounds used to treat
autoimmune conditions modify the clinical course of late stage infection via interruption of
the proinflammatory cytokine storm (Sarzi-Puttini, 2020).* It remains unknown whether
persons with RA, PsA or UC treated with Pfizer therapies are more susceptible to, or
protected from, COVID-19.

Research question and objectives

The research questions addressed by this study are:

What proportions of SARS-CoV-2 diagnosed patients have a diagnosis of RA, PsA, or UC
(ie, indicated subcohorts) or not (ie, non-indicated subcohort) and what is risk of serious
clinical manifestations and outcomes of interest in these subcohorts?

Within the indicated subcohorts of SARS-CoV-2 diagnosed patients, what is the proportion
treated at baseline with the following systemic therapies: tofacitinib, JAK inhibitors, TNFi,
non-TNFi, and csDMARD and what is risk of serious clinical manifestations and outcomes
of interest within strata?

Primary objectives:

e Within subcohorts of SARS-CoV-2 diagnosed patients, determine the proportions of
patients with a diagnosis of RA, PsA, and UC (indicated subcohorts) and patients
without any of these conditions (non-indicated subcohort).

e For each indicated subcohort and non-indicated subcohort, describe baseline
demographic characteristics, treatment history and comorbidities.

e Within each indicated subcohort and non-indicated subcohort, estimate proportion
experiencing serious clinical manifestations and outcomes of interest.
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e Within each indicated subcohort of SARS-CoV-2 diagnosed patients, determine the
proportions of patients treated with the following systemic therapies (class) at
baseline: tofacitinib, JAK inhibitors, TNFi, non-TNFi and csDMARD (as
monotherapy and combination therapy, as applicable).

e Describe patient characteristics, treatment history and comorbidities within baseline
treatment strata.

e FEstimate risk of serious clinical manifestations and outcomes of interest within
baseline treatment strata.

e Determine the proportions of patients that continue baseline treatment after
SARS-CoV-2 diagnosis within indicated subcohorts.

Study design

This is a retrospective cohort study involving secondary analysis of Optum administrative
databases in the US consisting of longitudinal health information about patients tested for or
diagnosed with SARS-CoV-2 infection.

Population

Analyses will be conducted using data from Optum’s “Electronic Health Record Data for
COVID-19” database, which contains a subset of the Optum EHR data set. This subset
includes longitudinal EHR information for patients within the Optum network who have been
tested for or diagnosed with SARS-CoV-2. This dataset has been curated specifically to

provide access to near real-time structured, longitudinal health data for patients diagnosed
with or tested for SARS-CoV-2.

Variables

Exposures: The exposures of interest include, but are not limited to, therapies used to treat
the indicated populations (ie, csDMARDs, bDMARDs, tsDMARD:).

Outcomes: The outcomes of interest include, but are not limited to, hospitalization,
ventilation, organ failure and death.

Covariates: The covariates of interest include, but are not limited to, patient characteristics
and comorbidities.

Data sources

The structured data within Optum COVID testing database will be used to identify
populations, exposures, confounders and endpoints of interest.
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Study size

Given the descriptive nature of most analyses, there is no minimum sample size. Sample size
achieved will depend on the number of patients testing positive for SARS-CoV-2 and the
indication-specific rate of infections and will increase over time with subsequent data cuts.

Data analysis

The index date for each patient is defined as the first date that the study inclusion criteria are
satisfied. Baseline variables and the endpoints of interest will be summarized as appropriate
for categorical and continuous variables; 95% CI will be provided to show precision of the
estimate.

Milestones
Milestone Planned Date
Registration in the EU PAS register 17 May 2020
Start of data collection 18 May 2020
End of data collection 31 July 2022
Final study report 30 June 2023
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