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Status RECRUITING

Phase Phase 3

Sponsor University of Minnesota
Enrollment 820 participants

Key Eligibility Criteria

Inclusion (13)
« Clinical risk based on age e 55 years or an adult (age e 18 years) with an immunosuppressed condition.

* Positive test for SARS-CoV-2 within d5 days (if \>1 test, the first positive is within d5 days). Tests may include an institutional-based
nucleic acid amplification test (NAAT), or any protocol-approved rapid test.

 Within d5 days from symptom onset, if symptomatic from current SARS-CoV-2 infection.

» Agrees to not participate in another clinical trial for the treatment or management of SARS-CoV-2 infection through Day 7, or
until hospitalized or significant disease progression if prior to Day 7 (defined by ordinal category 4 or 5).

« Participant provides written informed consent prior to study procedures, and understands and agrees to adhere to planned study
procedures through Day 28.

... and 8 more (see full listing online)

Exclusion (11)
» Asymptomatic and had prior symptoms from the current infection that have now resolved (for \>24 hours).
» Asymptomatic and has received a vaccination for COVID-19 (el dose).

» Undergoing evaluation for possible admission to hospital for medical management (this does not include evaluation of possible
hospitalization for public health purposes).

« Evidence of pneumonia and/or hypoxia due to COVID-19 (NOTE: chest imaging is not required, but if available it should not
show new infiltrates suggestive of pneumonia; hypoxia is defined by new oxygen supplementation or increase above pre-illness
level).

* Prior receipt of immunoglobulin product or passive immune therapy for SARS-CoV-2 in the past 90 days (i.e., convalescent
plasma, SARS-CoV-2 monoclonal antibodies, or any IVIG).

... and 6 more (see full listing online)

Locations (65 total)

Southern Arizona VA Healthcare System (074-009), Tucson, Arizona, United States

VA Northern California Health Care System (074-023), Mather, California, United States
Stanford University Hospital & Clinics (Site 203-003), Palo Alto, California, United States
... and 62 more locations

https://clinicaltrials.gov/study/NCT04910269
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