FREND™ System

COVID-19 1gG/IgM Duo

Microfluidic Qualitative Immunoassay

m The FREND™ COVID-19 IgG/IgM Duo is a point-of-care testing (POCT) which can be used to check whether
patients have developed immune responses to SARS-CoV-2 using human serum or plasma.
For COVID-19 IgG/IgM Duo, it provides results qualitatively but the principle of detection is quantitative.
The FREND™ System shows the test result as negative if the Cut-Off-Index (COJ) is < 1.0. If the Cut-Off-Index (COI)
is > 1.0, then the test result will be provided as positive. The Cut-Off-Index (CQOlI) is determined quantitatively by
testing the specimens collected after day 8 from the onset of symptoms using the FREND™ System.
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Dilute sample. Add 35 pL of the diluted sample. Insert the cartridge and get results.

NN Laboratory Information System Connectivity

=

; = In the event of a pandemic, the management of a vast amount of clinical results is
) -H:E:-‘ important. As many laboratories face challenges in effective arrangement of the
01. FREND™ System essential information the FREND™ System provides the following advantages:

1 Automatic — e Paperless
DATA — s * Time-saving
Transmission

04. Monitoring
Serosurveil llance

e Automatic Data Transfer & Collection
e Convenient Data Management
e Can help monitoring (serosurveillance)

03. Hospital/Lab



N\ Clinical Performance

The total of 59 clinical specimens (43 positive and 16 negative) confirmed with RT-PCR were tested with the FREND™
COVID-19 IgG/IgM Duo.

The total result of all samples

Clinically Confirmed Specimen
Method
Positive Negative
19G(+), IgM(+) 14 0
FREND™ Positive 19G(+), IgM(-) 26 0
COVID-19
1gG/IgM Duo 19G(-), IgM(+) 0 0
Negative 3 16
Total 43 16

*Positive Percent Agreement (PPA), Negative Percent Agreement (NPA)

The following table includes 16 negative specimens from the previous table and new 325 negative specimens, making a
total of 341 negative specimens.

The total result of all samples

Clinically Confirmed Specimen
Method
Positive Negative
FREND™ Positive 40 10
COVID-19
19G/IgM Duo Negative 3 331
Total 43 341

The test result collected specimens after 8 days from symptom onset

Clinically Confirmed Specimen
Method
Positive Negative
FREND™ Positive 40 10
COvID-19
IgG/IgM Duo Negative 0 331
Total 40 341

* The table shows result of specimens collected after 8 days from symptom onset.
Three specimens were excluded in the original data.
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NN Why serological test is necessary?

The serological test using blood samples is required to detect whether symptoms developed from infection or the infection
was asymptomatic®. After the onset of symptoms, the IgM starts to increase and then the IgG production begins from the
next 7 days. Therefore, it is recommended to use the FREND™ System at a minimum day 8 (Fig. 1)&7. After the onset of
symptoms, the sensitivity of positive PCR decreased below 80% and 50% on day 6 and day 14, respectively.

The combination of PCR with serological test increased the positive sensitivity by 47% (Fig. 2)©.

Days since infection

[ SARS Co-2 RNA and Antigen [ll 1gM [l 1gG

_ Positive detection (%)

FREND™ COVID-19 IgG/IgM Duo
T EEEEEEEEEEECw——

%
«—Window period—> Decline «— Convalescence — 98 - 6 Y
Pre- . Onsetof | : Patient begins | |
symptomatic | symptoms, | to recover

and . forthose |
|Asymptomatic; who develop;

stage | symptoms, SARS-CoV-2

: RNA and Antigen

51.9%

Please NOTE: The extent
to which and timing of
the IgG decline is not yet

known-this is illustrative

0 5 7 14 21 28 Single PCR PCR with

® ® ® *Disclaimer: -
IgM becomes detectable I9G production begins IgM disappears This chart is for illustrative IgM detection
purpose only

Specification

Item | Specification

Assay method Fluorescence immunoassay

Specimen Serum or Plasma

Sample volume 35uL

Reaction time <3 min % S
Quantity 20 tests/kit

Storage condition 2~8°C (35~ 46 °F)

Related Products
Ordering Information Quanti

Product | Cat. No. EPCO19 100 COVID-19 RT-PCR Kit 100
FREND™ System F10 FRCOG 020P COVID-19 Ag 20
FREND™ COVID-19 IgG/IgM Duo FRCOD 020 FRCGFL 020 COVID-19 Ag+FLU A&B 20
FRCOA 020 COVID-19 total Ab™ 20
FRCOS 020 COVID-19 SP 20

**FDA EUA Approved
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