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1. Insufficient supply due to few numbers of production countries

• Only about 10 countries manufacture detection kits worldwide

• Most countries depend on import

2. Global supply shortage of detection kits

• Tests for symptoms are challenging due to lack of supply

• Shortcomings of diagnosis and quarantine measures

• Implementing detection kits ration : priority use for high-risk group

PANDEMIC : GLOBAL STATUS OF COVID-19 DETECTION KITS

3. US CDC’s detection kits show faulty results

• US CDC reputation for 74 years of history plunged. “even plain water tested 

positive to COVID-19”

4. Chinese detection kits, ‘piles of faulty products’

• Over 50% of detection kit manufacturers worldwide is Chinese company

• Severely inaccurate results from contaminated reagents caused by poor 

management and production

• Chinese detection kits rejected overseas including Czech, Spain, Turkey, 

Philippines, UK, USA and others

- Czech : 200,000 of faulty detection kits

- Slovakia : 1.2 mil of faulty detection kits

- Spain : Only 30% of accuracy showed by Chinese imported kits

- Turkey : Only 35% of accuracy showed by Chinese imported kits

- Italy : 75% of Chinese relief goods were defective

- Netherlands : withdraw 600,000 of Chinese masks



WHO Coronavirus Disease (COVID-19) Dashboard

Ref: https://covid19.who.int/

Supply of “SolGent COVID-19 Test Kit”

is urgent worldwide

https://covid19.who.int/
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DiaPlexQ™ Novel Coronavirus (2019-nCoV) Detection Kit

1. Kit HS Code : 3822.00.10 

2. Kit Specification :

-Size(mm) : 95 * 55 * 60 mm  (3. 7 * 2.1 * 2.3 inch) 

-Weight(g) : 34 g (0.037 lb)

3. kit require special storage : Required refrigeration 

-Storage Temperature(℃ ): -20℃ ± 5℃ ( -4 ± 41 ℉)

4. Period of use: 1 year and 6 months

5. Real-time PCR time : 1 hour 45 minutes 

1. Features
• Multiplex OneStep qRT-PCR

• Hot Start PCR system by using optimized Hot Start polymerase

• Commercial Real-time PCR Instrument available

• High specificity: simultaneous detection of ORF1a and N gene.

2. Detection Targets
• Simultaneous Detection of ORF1a / N gene 

• CDC 2019-Novel Coronavirus (2019-nCoV) Real-time qRT-PCR Panel Primers and 
Probes 

• High specific targets were selected based on the Chinese CDC and US CDC.



DiaPlexQ™ Novel Coronavirus (2019-nCoV) Detection KitPackaging information

3.  Packing Box specification by size 

* Gross Weight with dry ice with ice pack
• 2 Types of refrigerant (“L” packing box standard)
1) Icepack: ~ MAX 75 Kit (for countries where dry ice is not allowed)
2) Icepack + dry ice: ~ MAX 100 Kit

※ It is recommended to use “Cold chain service” in countries with a 
delivery time of 5 days or more.

Ex) Total 1,500 kit (1,500,000 test) packing image
(15 Boxes of 100 kits in Large box) 

DiaPlexQ™ Novel Coronavirus (2019-nCoV) Detection Kit

Packing Box Packing Size Gross Weight*
Net Weight

(1kit)
Product Qty

(kit)

SS
27*27*26 (Cm)

11*11*10 (inch)
6 (Kg)

13.2 (lb)
34 (g)

0.07 (lb)
minimum: 1
maximum: 6

S
37*32*32 (Cm)

15*13*13 (inch)
10 (Kg) 
22 (lb)

34 (g)
0.07 (lb)

minimum: 7
maximum: 16

M
45*42*35 (Cm)

18*17*14 (inch)
18 (Kg) 

39.6 (lb)
34 (g)

0.07 (lb)
minimum: 17
maximum: 30

L
50*50*55 (Cm)

20*20*22 (inch)
28 (Kg)

61.7 (lb)
34 (g)

0.07 (lb)
minimum: 31
maximum: 75

50

55

50

“L” Box 
(max 75 kit)

* Box Dimension (cm)



DiaPlexQ™ Novel Coronavirus (2019-nCoV) Detection Kit

Target 5` Fluorophore 3` Quencher

N gene FAM BHQ1

ORF1a VIC / JOE* BHQ1

PCR control Texas Red/ Cal Fluor Red 610* BHQ2

*ABI 7500 / 7500 Fast: JOE, Texas Red │ Bio Rad CFX96™: VIC, Cal Fluor Red 610

■ N gene (FAM)
■ ORF1a (VIC)
■ PCRC (Texas Red)

 Amplification Plot information  Fluorescence information

2019-nCoV Detection region 2 of SolGent 2019-nCoV Detection region 1 of SolGent

DiaPlexQ™ Novel Coronavirus (2019-nCoV) Detection Kit



Interpretation of Results

Result Interpretation for Patient Samples
1 Repeat RT-PCR
2 Repeat extraction and RT-PCR
Note:
•Even if the target is detected (Ct ≤40) and the PCRC is not detected, the result is still valid because:

1.If the sample is high concentration, PCRC may not amplify.
2.If PCR inhibitors are present, the PCRC may not amplify.

•When the Non-Template Control test result is positive, all samples must be retested.
※ PCRC (PCR Control)
Erroneous results may occur due to a variety of factors - for example, PCR mixture mix error, PCR condition error, PCR equipment use 
error etc. The PCR control is intended to monitor for the success of the PCR process. If the PCRC fails unexpectedly all experimental 
procedures and steps should be checked.

DiaPlexQ™ Novel Coronavirus (2019-nCoV) Detection Kit

DiaPlexQ™ Novel Coronavirus (2019-nCoV) Detection Kit

Ct Value
Interpretation

N Gene ORF1a PCRC

≤ 40 Any Any Positive

Any ≤ 40 Any Positive

≤ 40 ≤ 40 Any Positive

> 40 None Any Inconclusive1

None > 40 Any Inconclusive1

> 40 > 40 Any Inconclusive1

None None ≤ 26 Negative

None None > 26 or None Invalid2



Approved at third by KFDA-EUA
(Issued on 27th Feb.2020) 

Certifications of DiaPlexQ™ Novel Corona Detection kit

CFS of KFDA CE-IVD
(Issued on 27th Feb.2020)

DiaPlexQ™ Novel Coronavirus (2019-nCoV) Detection Kit



PANDEMIC : GLOBAL STATUS OF COVID-19 DETECTION KITSU. S FDA-Emergency Use Authorizations (EUA) Approval 

U.S FDA EUA
(Issued on 21th May. 2020)

Fact Sheet for patientsHCP Fact SheetLetter of Authorization

Ref: https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-
framework/emergency-use-authorization#covidinvitrodev

3rd Company approved by S. Korea & U.S FDA-EUA

https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-framework/emergency-use-authorization#covidinvitrodev


PANDEMIC : GLOBAL STATUS OF COVID-19 DETECTION KITSLicense Approval status by country 

European , CANADA, Thailand, Philippines

European CE-IVD
(Issued on 27th Feb. 2020)

FDA Canada 
(Issued on 5th Apr. 2020)

FDA Thailand
(Issued on 27th Mar. 2020)

FDA Philippines
(Issued on 19th Mar. 2020)

In Progress
USA (FDA EUA), Brazil (ANVISA), Australia (TGA), Malaysia, Indonesia etc. 



PANDEMIC : GLOBAL STATUS OF COVID-19 DETECTION KITSRegistration status by Country

Import registered
(CDSCO)

Malaysia India Mexico Taiwan

Quality  approval
(COFERIS)

Quality  approval
(MDA)

Import registered
(FDA)

Malaysia, India, Mexico, Taiwan



PANDEMIC : GLOBAL STATUS OF COVID-19 DETECTION KITSLong-term contract in progress

Supply to 50 countries other than the Poland, USA(Colorado), 
Saudi Arabia, Belgium, Estonia 

https://www.youtube.com/watch?v=60l
_OgR0Acg&feature=youtu.be

https://www.youtube.com/watch?v=60l_OgR0Acg&feature=youtu.be


Media Article(1)

The first Korean company for stockpile procurement by 

the U.S. Federal Emergency Management Agency (FEMA)

Ref) https://en.yna.co.kr/view/PYH20200408070600325

Ref) http://www.koreabiomed.com/news/articleView.html?idxno=7947



PANDEMIC : GLOBAL STATUS OF COVID-19 DETECTION KITSMedia Article(2)



SYNLAB (Estonia) EONE Laboratories (Korea) SQLab (Korea)

Letter from clients as evidence for the performance

Reference Letter
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