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EUA200308
Megna Health, Inc.

This test is indicated for the following indications for use:

For certain authorized laboratories (see below) — Qualitative
detection and differentiation of Immunoglobulin M (IgM) and
Immunoglobulin G (IgG) antibodies to SARS-CoV-2 in human
serum and acid citrate dextrose (ACD) plasma. Intended for use as
an aid in identifying individuals with an adaptive immune response
to SARS-CoV-2, indicating recent or prior infection.

For certain authorized laboratories (see below) — Qualitative
detection and differentiation of Immunoglobulin M (IgM) and
Immunoglobulin G (IgG) antibodies to SARS-CoV-2 in fingerstick
whole blood. Intended for use as an aid in identifying individuals
with an adaptive immune response to SARS-CoV-2, indicating
recent or prior infection.

Emergency use of this test is limited to authorized laboratories.

Testing of serum and plasma is limited to laboratories certified
under the Clinical Laboratory Improvement Amendments of 1988
(CLIA), 42 U.S.C. 263a, that meet requirements to perform
moderate or high complexity tests.

Testing of fingerstick whole blood specimens is limited to
laboratories certified under the Clinical Laboratory Improvement
Amendments of 1988 (CLIA), 42 U.S.C. §263a, that meet the
requirements to perform high, moderate or waived complexity
tests. Testing of fingerstick whole blood specimens is authorized
for use at the Point of Care (POC), i.e., in patient care settings



