Participant ID:

Form: Screening Outcome

HVTN 405/HPTN 1901 Visit Code:

Informed consent date

Is the participant eligible to enroll in the study? YesD

If "No", go to "Eligibility status".

NOD

Group

Group 1 - not previously
hospitalized, without specific
clinical spectrums or outcomes
Group 2 - previously
hospitalized, without specific
clinical spectrums or outcomes
Group 3 - with specific clinical
spectrums or outcomes

If "Group 3", specify:

Recovered after intubation
Prolonged viral shedding
Myocarditis/pericarditis

Rapid recovery from COVID-19

Second positive SARS-CoV-2
RT-PCR test result after a
negative result

OtherD

If "Other", specify: (max. 200 characters)

Eligibility status

Eligible and enroIIedO

IneIigibIeD

Incomplete Screeningo

If "Ineligible", select reason(s) why participant is ineligible. Inclusion Criterion 1 - Age 18 orD

older.

Inclusion Criterion 2 - ReportsC)
having had a positive test for
SARS-CoV-2.

Inclusion Criterion 3 - ReportsD
resolution of COVID-19 within
1-8 weeks of enrollment OR, if
asymptomatic infection, reports
positive SARS-CoV-2 test within
2-10 weeks of enrollment.

Inclusion Criterion 4 - Access toO
a participating HVTN or HPTN
CRS and willingness to be
followed for the planned
duration of the study.
Inclusion Criterion 5 - Ability and
willingness to provide informed
consent.
Inclusion Criterion 6 -
Assessment of understanding:
volunteer demonstrates
understanding of this study.
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Visit Code:

Inclusion Criterion 7 - VqunteersD
who were assigned female sex
at birth: negative urine or serum
beta human chorionic
gonadotropin (B-HCG)
pregnancy test within 4 days of
enrollment visit (ie, prior to
enrollment blood draw or nasal
collections).

Exclusion Criterion 1 - Repor‘tsD
current COVID-19.
Exclusion Criterion 2 - Pregnant.

Exclusion Criterion 3 - Receipt of
SARS-CoV-2 specific antibodies
(eg, convalescent plasma or
sera, monoclonal antibodies,
hyperimmune globulin).
Exclusion Criterion 4 -
SARS-CoV-2 vaccine(s) received
in a prior vaccine trial.
Exclusion Criterion 5 - Any
medical, psychiatric,
occupational, or other condition
that, in the judgment of the
investigator, would interfere
with, or serve as a
contraindication to, protocol
adherence or a volunteer’s
ability to give informed consent.
Volunteer inappropriate forD
enrollment in the judgement of
the investigator.
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