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1 Healthcare company specialized in MDx

<___><1Lab6enomics

Quality of healthcare enhanced through innovation of MDx technology
in @ more accurate and efficient way

LabGenomics

Second-to-none

in MDx

Largest client network

Realization of

Personalized Medicine

* Ranked No.1 in Korean MDx
market

* Develop new MDx application
by focusing on molecular &
genetic research

with hospitals

* More than 3,000 hospitals &
clinics including 200 or more
Maternity clinics

» Nation-wide sales networks.
20 branch offices across
Korea

* Early Detection & more
accurate diagnosis

» Contribution to better life
through high quality
healthcare service




(1 Robust Business & Medical Network
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Research collaboration with global healthcare companies and major hospitals in Korea
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http://www.mfds.go.kr/eng/index.do
http://en.medicine.snu.ac.kr/index.htm
http://eng.amc.seoul.kr/
http://www.paik.ac.kr/eng/
http://www.yuhs.or.kr/en/gan_index.asp
http://gangnam.chamc.co.kr/ic/index.html
http://www.schmc.ac.kr/seoul/eng/index.do

[ The largest client network with hospitals

/) LabGenomics
ON

Europe Middle East

Spain, ltaly, Greece,

UAE, Lebanon, Jordan
Turkey

Asia Korea

Vietnam, Thiland , China All over the country
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(1 Accredited Lab

LabGenomics

Certified from the Korean Association of Quality Assurance for Clinical Laboratory,

Acquired A grade Accuracy Korean Society of Laboratory Medicine and The Korean Society of Pathologists
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Overseas Quality Management Certification

The first approval of NGS(Next Generation Sequencng) based solid
cancer/ blood cancer/rare disease test in Korea

Participate in the quality management program of internationally

accredited laboratories
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http://www.kigte.org/index.php
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1. MDx Solutions, PCR kits
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a. LabGun™ COVID-19
Assay PCR Kit



 Outline
/j LabGeno:
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 Purpose of using COVID-19 Assay PCR Kit
« Composition

* Preservation Method

* Process

 Real-Time PCR Machine

» Result Analysis



 Purpose

. /j LabGenot
LabGun™ COVID-19 Assay PCR Kit OW

1. Purpose

LabGun™ COVID-19 Assay Kit is designed to qualitatively detect SARS-CoV-2 in sputum,
Broncho alveolar lavage fluid, oropharyngeal and nasopharyngeal smears using Real-time
reverse-transcription PCR. It is an in-vitro diagnostic medical device.



d Composition

(Storage at -207C)

/j LabGenor
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Reagents Cap Volume (uf)
2 x One-step Buffer B 1000
One-step Enzyme E 100
Assay 1 (RdRp gene)* AT 200
Assay 2 (E gene)* A2 200
Internal Control IC 100
Positive Control PC 100

* Including ROX reference dye



Composition
1 2x One-step Buffer
: Poslttlv|e
N\ 2 One-step Enzyme
3 Assay 1 (RdARp gene)
| | 4 Assay 2 (E gene)
1 L
|1 5 Internal Control
wmE® Sy
2X On¢  One-stef Assay Assay 2( Mal cont " Control
C;’; cO‘”; Cova0p00 é:itisooz
202" 20 .04, 12/ *Uq, g . .
= - = 6 Positive Control




] Preservation Method

/> LabGenor
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1. Temperature : Less than -20T
2. Shelf Life : 2 month from Date of Manufacture

» Failure to follow this kit's storage may result in reduced kit
performance.

» Do not use an expired Kit and not mix with different lots of
reagents.



d Process

Sample Preparation

7

Real-time RT-PCR

7

Results

/> LabGenor
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«Extraction of RNA from
clinical samples

- Target amplification
* Approximately 2.5 hours

* Positive or Negative decision




1 Real-time PCR Machine

-~
N

/ O\

Utilization

*Applied Biosystems™ 7500 Real-time PCR Instrument system
(Thermo Fisher Scientific)

*Applied Biosystems™ 7500 Fast Real-time PCR Instrument sys -
tem (Thermo Fisher Scientific)

=CFX96™ Real-time PCR detection system (Bio-Rad)



[ Result of Analysis

/D LabGenot

« To confirm the Ct Value for each of target case. 7 O\

. Ct<40, "+", Ct>40 "-"

« Following the Analysis table

Positive Negative

Case Control Control FAM Cy5 HEX Interpretation
1 + - + + + SARS-CoV-2
5 + ) + + _ Positive
3 + - - + + Sarbecovirus
4 + - - + - Positive
5 + - - - + Negative
6 + - - - -

7/ + - + - + /-

3 N s Ny Invalid result /
Retest

9 - + +/-  +/- +/-

10 - - +/- +/- +/-




‘LabGenomics reporied in Korean trusied media Pulse news’
A Publication News

Pulse

LabGenomics
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Biz

Home > Bio&Tech

Bio&Tech

Market Economy

Seoul

Asia

K-wave

Korean firms rush to roll out commercial diagnostic
kits for coronavirus

2020.02.03 14:18:23 | 2020.02.03 14:18:59

Development of Diagnostics Kits for 2019-Novel Coronavirus in Korea

Global IVD Market

{in billion dollar)

*Source: Biotech Policy Research Center

2013
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Graphics by Minu Kim and Song Ji-yoon
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Korean diagnostic kit developers are gearing up to fast track the detection of the new
deadly coronavirus which is spreading at a breakneck speed in China and around the
world, with some expecting to reach the commercial markets within this month.

The EUAL procedure was set up as an extraordinary process to allow the use of in-vitro
diagnostic (IVD) products without formal approval during the epidemic. The new reagent
was developed according to the detection method guidelines announced by the World
Health Organization and KCDC. A company official said demand is rising from Japan and
several countries in Europe and Southeast Asia where confirmed cases are reported, and
actual orders and commitments are expected to be made after the upcoming Medlab
Expo in Dubai this week.

There are no proven preventive or therapeutic products for the 2019-Novel Coronavirus.
LabGenomics are speeding up efforts to develop diagnostic kits for the coronavirus

based on their successful launches of similar kits during the outbreak of Middle East
respiratory syndrome (MERS) and Zika virus.

Efforts to develop diagnostic technology are also seen in the public sector. On Jan. 30,
Center for Convergent Research of Emerging Virus Infection (CEVI) under Korea Research
Institute of Chemical Technology signed an agreement with Wells Bio, a subsidiary of
Kosdag-listed Accessbio, for joint development and commercialization of molecular and
immunological diagnostics to detect a gene specific to the 2019-Novel Coronavirus and a
virus antigen protein. CEVI is a partnership of eight state-funded research centers with an
aim to develop technologies to identify, prevent, treat and contain high-risk new and
mutated viruses.

By Kim Si-gyun and Minu Kim

[© Pulse by Maeil Business News Korea & mk.co.kr, All rights reserved]


https://pulsenews.co.kr/view.php?year=2020&no=108967
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(1 Publication News
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LabGenomics
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 Usage of LabGenomics COVID-19 kits in Korea
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<_:>Lab6enomics
According to government report [last updated, Feb26/2020]

« Korea has 20,716 of people under inspection(Feb26).

- LabGenomics is a diagnostic institution implementing Covid-19
test designated by KOREAN Government.

« And, 7,000 tests for COVID-19 has been done at our LabGenomics
institution using our LabGenomics COVID-19 kits.
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b. LabGscan™ Fragile X
Syndrome PCR Kit



1 Intended use
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The LabGscanTM FRAXA PCR kit is an in vitro diagnostic test
based on PCR technology for the amplification and detection of
CGG repeats in the 5'-untranslated region (5'-UTR) of FMRT1
(Fragile X mental retardation 1) gene. The kit aids to diagnose 3
genotypes of normal, pre-mutation and full mutation(Table 1),
and identify female carriers for fragile X syndrome.



 Process & reagents

<:><Lab6enomics

Extraction of DNA from
clinical samples
(Whole blood)

Sample
Preparation

Target amplification

FMR1 PCR Approximately 5.5 hours

Sizing the amplicons using
Genetic Analyzer

CE Sizin
9 Approximately 1.5 hours

fragile site

Normal X chromosome Fragile-X chromosome Convertlng base paIrS tO
number of CGG repeats
Approximately 0.5 hours

Results

Presentation | Presentation Presentation

tem Reagents . ' '
9 25 reactions | 50 reactions | 100 reactions

FMR:\AE:Imer 1 vial, 25 pL Tvial, 50 ub | 1 vial, 100 pL
GC-Rich Amp . . ]
2 Buffer 1vial, 300 uL | 1 vial, 600 uL | 1 vial, 12 mL
3 | Polymerase Mix | 1 vial, 12.5 pL 1 vial, 25 pL 1 vial, 50 pL
Reagents y b b X
ROX 1000 Size : _ _
4 Ladder 1 vial, 50 pL 1 vial, 100 pL 1 vial, 200 pL



(1 More about

<LabGenom|cs
e Validity Period <__—>

12 months from the date of manufacture
(open, unopened)

@' Storage Temperature
-20+5°C

& Applied Sample
@ PP P

Y Genomic DNA extracted from whole blood
(EDTA Whole Blood)

&9 Screening Target giq? Method of analysis %ﬂg Utilizing test results
and Purpose

1st to perform prenatal Detection through prenatal test
Test Screens for possibility of screening test for is important for Fragile X Syndrome
Fragile X Syndrome infant.  Fragile X Syndrome since 2002. because unaffected mother can give

Fragile X Syndrome is a Developed novel molecular birth to an affected infant, when
CGG Trinucleotide repetitive prenatal tests based on X chromosome gene sequence are

disorder of the FMR1. cutting-edge molecular repeated only certain amounts,

biologic technology. a state designed as ‘carrier’.
Veriti Instruments

3730, 3730xI DNA Analyzer
(Applied Biosystems)
3130, 3130x|I DNA Analyzer
(Applied Biosystems)
3500, 3500xL Genetic Analyzer
(Applied Biosystems)

(Thermo Fisher Scientific)
C1000 & S1000 (Bio-Rad)
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A leading bio company in molecular diagnostics
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