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Supplemental Table 1: Characteristics of patients with a protocol deviation.

Total (N=2745)

Patient age

N 2745
Mean (SD) years 57.3(12.85)
Median years 58
Range years 13.0, 91.0
Patient sex, n (%)
Female 2065(75.2%)
Male 680(24.8%)
Patient race, n (%)
American Indian or Alaskan Native 12(0.4%)
Asian 91(3.3%)
Black or African American 283(10.3%)
More Than One Race 10(0.4%)
Native Hawaiian or Pacific Islander 6(0.2%)
Not Reported 60(2.2%)
Unknown 60(2.2%)
White 2223 (81.0%)
Patient ethnicity, n (%)
Hispanic or Latino 226(8.2%)
Not Hispanic or Latino 2431(88.6%)
Not Reported 36(1.3%)
Unknown 52(1.9%)
Patient race/ethnicity, n (%)
White, Not Hispanic or Latino 2028(73.9%)
Black or African American, Not Hispanic or Latino 274(10.0%)
Hispanic or Latino 226(8.2%)
Other 217(7.9%)
Number of COVID-19 deviations
N 2745
Mean (SD) 1.8 (1.58)
Median 1
Range 1.0, 27.0

Note: Patients were included if they had one or more protocol deviations reported due to COVID -19 between January 1, 2020- June 30, 2022. Only
patients from sites in the United States were included, except for Puerto Rico.
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Deviation Types over Time

Deviation Count

Jan-June 2020 July-Dec 2020 Jan-June 2021 July-Dec 2021 Jan-June 2022
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Supplemental Figure 1: Histogram of protocol deviations over study period (January 1, 2020-June 30 2022). Note: (M) Late or missed study procedure;
() Phone or virtual/telemedicine visit; (=) Other deviation type.

All reported COVID Events (n=1982)
Patients with at least one COVID event (n=1176)
Sites with at least one COVID event (n=414)
Trials with at least one COVID event (n=55}

h

Removed COVID events that were negative tests (n=1132).
Due to the complexities of collecting all COVID testing, the requirement to
capture negative tests was discontinued on Dec 15, 2020. Testing done at
home or at local pharmacies making tracking testing difficult. Routine and
repeat testing required for clinic procedures resulting in excessive data
collection.

Removed COVID events with sites outside of the USA (n=24)
Specifically:

« Territory: Puerto Rico (n=1)

« Site country: Canada (n=18)

« Site country: Other (n=5)

Supplemental Figure 2: CONSORT diagram for COVID events from January 2020-June 2022"2. Note: 1: Participants categorized as tested positive
include participants who tested positive and participants who were presumptive positive and tested positive within the same 7-day window; 2:
Participants categorized as presumptive positive include participants who were recorded as presumptive positive, but did not test positive within the
same 7-day window; 3: COVID events included all participants that were considered presumptive positive, tested positive or negative for COVID-19,
went off treatment for any reason related to the COVID-19 pandemic or who withdrew from the parent trial due to any reason related to the COVID-19
pandemic. Both presumptive positive and testing positive events that occurred in the same 7-day window were counted as just 1 event.
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