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Initial Response of the Korean Society for Laboratory Medicine to the COVID-19
Pandemic
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Department of Laboratory Medicine', Korea University Anam Hospital, Seoul; Department of Laboratory Medicine?, University of Ulsan College of
Medicine and Asan Medical Center, Seoul; Department of Laboratory Medicine®, Hanyang University Hospital, Seoul; Department of Laboratory
Medicine’, National Health Insurance Service lisan Hospital, Goyang; Department of Laboratory Medicine®, Jeonbuk National University Medical
School and Hospital, Jeonju; Department of Laboratory Medicing®, EONE Laboratories, Inchon; Department of Laboratory Medicine’, Veterans
Health Service Medical Center, Seoul; Department of Laboratory Medicine®, Yonsei University College of Medicine, Seoul; Department of
Laboratory Medicine and Genetics®, Samsung Medical Center, Sungkyunkwan University School of Medicine, Seoul; Department of Laboratory
Medicine ™, Chungnam National University Hospital, Dagjeon, Korea

The coronavirus disease (COVID-19) pandemic originated in Wuhan, China, at the end of 2019. The cause of COVID-19 is severe acute respiratory
syndrome coronavirus 2 (SARS-CoV-2), a novel virus phylogenetically similar to the SARS virus. The symptoms of COVID-19 are non-specific, and
transmission of SARS-CoV-2 can occur through contact with infected persons as well as asymptomatic carriers. Therefore, it is vital to diagnose
COVID-19 by detecting the virus in respiratory samples. In the early period of the COVID-19 outbreak, infected people were identified through a
rapid and accurate diagnosis. Accordingly, an initial response, such as appropriate quarantine and treatment, was critical in preventing the spread
of the disease. This report briefly reviews the literature on COVID-19 and shares the experience of the Korean Society for Laboratory Medicine for
the early establishment of molecular diagnostic testing with the cooperation of stakeholders.
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Table 1. Emergency Use Authorization (EUA) approved molecular diagnostic tests for COVID-19

Date of EUA issue Company

Product Name

Target gene Attribute

February 04, 2020
February 12, 2020
February 27, 2020
February 27, 2020
March 13, 2020
May 08, 2020
May 28, 2020

KogeneBiotech Co,, Ltd.
Seegene, Inc.

SolGent Co,, Ltd.

SD Biosensor, Inc.

Allplex 2019-nCoV Assay

BioSewoom, Inc.
BioCore Co., Ltd.
WELLS BIO, Inc.

PowerCheck 2019-nCoV RT PCR kit

DiaPlexQ Novel Coronavirus (2019-nCoV) Detection Kit
STANDARD M nCoV Real-time Detection Kit

Real-Q 2019-nCoV Detection Kit

BioCore 2019-nCoV Real Time PCR Kit

careGENE N-CoV RT-PCR kit

Real-time RT-PCR
Real-time RT-PCR
Real-time RT-PCR
Real-time RT-PCR
Real-time RT-PCR
Real-time RT-PCR
Real-time RT-PCR

Egene, RdRp gene
Egene, RdRp gene, N gene
Egene, Orf1ab(RdRp) gene
Orf1a gene, N gene
Egene, RdRp gene
RdRp gene, N gene
Egene, RdRp gene
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Table 2. Emergency Use Authorization (EUA) authorized rapid molecular diagnostic tests for COVID-19

Date of EUA issue Company

Product name

Target gene Attribute

June 24, 2020
June 25, 2020
June 26, 2020

SML Genetree Co., Ltd.
BioSewoom, Inc.
LabGenomics, Co., Ltd.

Ezplex SARS-CoV-2 FAST Kit

July 24,2020 SeaSun Biomaterials AQ-TOPTM COVID-19 Rapid Detection Kit Plus

July 24,2020 MiCoBioMed, Co., Ltd. nCoV-QS

July 24,2020 bioMerieux, Co., Ltd. BioFire Respiratory Panel 2.1

July 24,2020 Cepheid Xpert Xpress SARS-CoV-2

July 24,2020 COSMAX PHARMA Co., Ltd.  iDetect SARS-CoV-2 Detection Kit

July 24, 2020 AMSBIO A+CheQ COVID-19 High Speed RT-qPCR Detection Kit

Real-Q Direct SARS-CoV-2 Detection Kit
LabGun COVID-19 Fast RT-PCR Kit

Real-time RT-PCR
Real-time RT-PCR
Real-time RT-PCR
RT-LAMP

Real-time RT-PCR
Multiplex nested PCR
Real-time RT-PCR
RT-LAMP

Real-time RT-PCR

Egene, RdRp gene
Egene, RdRp gene
Egene, RdRp gene
ORF1ab gene, N gene
ORF3a gene, N gene
Sgene, M gene
Egene, RdRp gene
RdRp gene, N gene
OFR1ab gene, N gene
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Table 3. A timeline of implementation of COVID-19 diagnostic testing

Date

Event

January 13, 2020
January 15, 2020
January 20, 2020
January 22, 2020
January 27,2020
February 04, 2020

Announcement of the development of the COVID-19 diagnostic testing (Korea Disease Control and Prevention Agency)

Expert meeting of the Korea Disease Control and Prevention Agency, and Korean Society for Laboratory Medicine

Organization of the COVID-19 task force by the Korean Society for Laboratory Medicine

Establishment of COVID-19 diagnostic testing requirements (reagent evaluation, education, and external quality control)
Emergency Use Authorization requested after meeting with reagent manufacturers

First Emergency Use Authorization approved - Commercial Molecular Diagnostic Testing for SARS-CoV-2 (KogeneBiotech Co., Ltd)

First SARS-CoV-2 diagnostic testing training program for laboratory professionals

February 05, 2020
February 13, 2020
May 13, 2020

First implementation of external quality control for SARS-CoV-2 diagnostic testing
COVID-19 diagnostic testing started in 46 certified laboratories
COVID-19 diagnostic testing expanded to 229 certified laboratories
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