FREND™ System

COVID-19 SP

Microfluidic Qualitative Immunoassay

m The FREND™ COVID-19 SP is a point-of-care testing (POCT) which can be used to check whether patient has
developed immune response to SARS-CoV-2 using human serum or plasma. The FREND™ COVID-19 SP is a
fluorescence immunoassay (FIA) using the FREND™ System intended for the qualitative detection of IgG and IgM
antibodies to SARS-CoV-2. The FREND™ CQOVID-19 SP is intended for use as an aid in identifying individuals with
an adaptive immune response to SARS-CoV-2, indicating recent or prior infection.
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Dilute sample. Add 35 pL of the diluted sample. Insert the cartridge and get results.
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XN Clinical Performance Evaluation

A total of 88 clinical samples (34 positive and 54 negative) confirmed with RT-PCR were tested with the FREND™ COVID-19 SR,
demonstrating 97.06% PPA* and 96.30% NPA* as shown below.

RT-PCR confirmed
Method
Positive Negative
IgG(+), IgM(+) 32 0
FREND™ Positive 1gG(+), IgM(-) 1 0
COVID-19 SP I9G(), IgM() 0 5
Negative 1 52
Total 34 54
*Positive Percent Agreement (PPA), Negative Percent Agreement (NPA)
Item | Specification
Assay principle Fluorescence immunoassay
Specimen Serum or Plasma
Sample volume 35l
Reaction time <3 min
Quantity 20 tests/kit
Storage condition 2 ~8°C (35 ~46 °F)
Product | Cat. No. Cat. No. | Product | qgg:‘,:gy
FREND™ System F10 EPCO19 100 COVID-19 RT-PCR Kit 100
FREND™ COVID-19 SP FRCOS 020 FRCOG 020P COVID-19 Ag 20
FRCGFL 020 COVID-19 Ag+FLU A&B 20
FRCOA 020 COVID-19 total Ab™ 20
FRCOD 020 COVID-19 IgG/IgM Duo 20
q NanoEntek “FDA EUA Approved
NESCTFRCOS-001E (V0.0) k Scan for more information.
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