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Global metric to understand the spread of Corona virus is through number of
Confirmed cases i.e. people who have tested positive.

Rate of confirmed cases also depends on the frequency of actual tests taken by the
countries.

As of March 2020, no countries were having reliable data to predict the spread of
corona virus amongst their population due to limited testing.

By May 2020, according to the testing data published by several countries, number
of performed tests are on an average equal to 2.7% of their population, being
maximum tested samples not more than 18% of its population.
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# Molecular Test Antigen Test Antibody Test
Also Diagnostic test, viral test, Rapid diagnostic test
molecular test, nucleic acid Serological test, serology,
Referred . . (Some molecular tests
as amplification tests (NAAT), are also rapid tests.) blood test, serology test
RT-PCR tests P '
Samplle Nasal ?r th.roat swab (most Nasal or throat swab Finger stick or blood draw
collection | tests); Saliva (a few tests)
Duration | Same day (some locations) Same day (many
One hour or less )
for Result or up to a week locations) or 1-3 days
Positive results are
Another This test is typically highly usually highly accurate Sometimes a second
test accurate and usually does | but negative results may | antibody test is needed for
required? not need to be repeated. need to be confirmed accurate results.
with a molecular test.
Diagnoses active Diagnoses active Shows if infected by
Outcome o . o ) o
coronavirus infection coronavirus infection coronavirus in the past




Some alternative testing that are being used by a few countries are:

¢ Rapid, point of care diagnostic care: Mucus sample from nose or throat can be
collected and diagonalized at doctor’s clinic and can gives result in minutes. These can
be Molecular or Antigen test.

o At-home collection test: Doctor can prescribe then patient can take sample at home
and send directly to the laboratory for analysis.

¢ Saliva test: Spiting in a tube instead of nose or throat swab. It can be easy for patient
and safer for healthcare worker to maintain distance while sample collection.

Testing and actions taken by a few countries are discussed below:

CHINA

Corona virus intiated in late 2019, adversely affecting China and creating Covid-19
pandemic. Although the effect of this pandemic on their people is still a mystery.

Currently, while other countries are in exponential progression of Covid-19 cases, China is
generally said to have this pandemic largely under control.

As this pandemic started showing its high impact on other countries world wide, China lifted
its export ban and started supplying Covid-19 test kits, PPE, ventilators, etc. which also
resulted in increased fraudulent companies, offers supplying false & damaged products.

UNITED STATES

Testing in the US began and started publishing from mid-March which increased rapidly
causing more than 100,000 tests per day by end of March.

Number of cases kept ascending, but large
number of tests were not vastly available until
late April, when first time number of tests per
confirmed cases began to rise.

331002647

CDC (Center for Disease Control and
Prevention) issued guidance for who should be
tested, but decisions about testing can be taken
by state and local health departments and/or

individual clinicians.
16794182 5512029 101617

To combat Covid-19 pandemic, FDA has also Total Total Tests Total Cases Total Deaths
issued Emergency Use Authorization (EUA) that Population

authorizes Emergency use of products used to

test or fight against Covid-19.

Templates for these EUA submissions are available which helps in the preparation,
submission, and authorization of an EUA:

. Molecular Diagnostic Template for Manufacturers
. Molecular Diagnostic Template for Laboratories
. Serology Template for Manufacturers

. Serology Template for Laboratories



https://www.cdc.gov/coronavirus/2019-ncov/hcp/index.html
https://www.fda.gov/media/135900/download
https://www.fda.gov/media/135658/download
https://www.fda.gov/media/137698/download
https://www.fda.gov/media/137697/download

Antigen Template for Manufacturers

Home Specimen Collection Molecular Diagnostic Template

List of Manufacturers and Laboratories authorised under EUA is regularly updated by FDA
on their website.

Latest List of EUA Authorized Manufacturer & Commercial Laboratory is as follows:

Date EUA Issued
05/29/2020

05/29/2020
05/29/2020
05/28/2020
05/22/2020
05/21/2020
05/21/2020
05/21/2020
05/21/2020
05/18/2020
05/15/2020
05/15/2020
05/15/2020
05/14/2020
05/14/2020
05/13/2020
05/11/2020
05/11/2020
05/08/2020
05/08/2020
05/07/2020

05/07/2020
05/06/2020
05/06/2020
05/06/2020
05/05/2020

05/04/2020
05/04/2020

05/02/2020
05/01/2020
05/01/2020
04/30/2020

04/29/2020
04/29/2020
04/29/2020

04/27/2020
04/26/2020
04/24/2020
04/24/2020

04/24/2020

04/23/2020
04/22/2020
04/21/2020
04/20/2020
04/18/2020
04/17/2020
04/16/2020
04/16/2020
04/15/2020
04/15/2020
04/14/2020

04/14/2020
04/10/2020

04/08/2020
04/08/2020

Manufacturer
Healgen Scientific LLC

Siemens Healthcare Diagnostics Inc.
Siemens Healthcare Diagnostics Inc.

PrivaPath Diagnostics, Inc.
dba SpectronRx

BioCore Co., Ltd.

SolGent Co., Ltd.

Seasun Biomaterials, Inc.
P23 Labs, LLC.

Quidel Corporation
Everlywell, Inc.

Fulgent Therapeutics, LLC
Assurance Scientific Laboratories
Hologic, Inc.

GeneMatrix, Inc.

Applied DNA Sciences, Inc.
1drop Inc.

Abbott Molecular Inc.
Quidel Corporation
Gnomegen LLC

Rutgers Clinical Genomics Laboratory at
RUCDR |Infinite Biologics - Rutgers University

Zymo Research Corporation
OPTI Medical Systems, Inc.
Sherlock BioSciences, Inc.
BioMérieux SA

Fast Track Diagnostics Luxembourg S.a.r.l. (a

Siemens Healthineers Company)
EUROIMMUN US Inc.
Sansure BioTech Inc.

Roche Diagnostics

Bio-Rad Laboratories, Inc

BioFire Diagnostics, LLC
Wadsworth Center, New York State
Department of Health
LabGenomics Co., Ltd.

Rheonix, Inc.

Bio-Rad Laboratories, Inc

SEASUN BIOMATERIALS
Abbott Laboratories Inc.
DiaSorin Inc.

Ortho-Clinical Diagnostics, Inc.

Autobio Diagnostics Co. Ltd.

SD Biosensor, Inc.

altona Diagnostics GmbH
Seegene, Inc.

Trax Management Services Inc.
OSANG Healthcare

Fosun Pharma USA Inc.
Korvalabs Inc.

GenoSensor, LLC

Maccura Biotechnology (USA) LLC
Mount Sinai Laboratory
Chembio Diagnostic System, Inc

Ortho Clinical Diagnostics, Inc.
Atila BioSystems, Inc.

DiaCarta, Inc
Becton, Dickinson & Company

Diagnostic (Letter of Authorization)
COVID-19 IgG/IgM Rapid Test Cassette (Whole
Blood/Serum/Plasma)

Atellica IM SARS-CoV-2 Total (COV2T)

ADVIA Centaur SARS-CoV-2 Total (COV2T)
LetsGetChecked Coronavirus (COVID-19) Test
Hymon SARS-CoV-2 Test Kit

BioCore 2019-nCoV Real Time PCR Kit
DiaPlexQ Novel Coronavirus (2019-nCoV) Detection Kit
AQ-TOP COVID-19 Rapid Detection Kit

P23 Labs TagPath SARS-CoV-2 Assay

Lyra Direct SARS-CoV-2 Assay

Everlywell COVID-19 Test Home Collection Kit
Fulgent COVID-19 by RT-PCR Test

Assurance SARS-CoV-2 Panel

Aptima SARS-CoV-2 assay

NeoPlex COVID-19 Detection Kit

Linea COVID-19 Assay Kit

1copy COVID-19 gPCR Multi Kit

Alinity m SARS-CoV-2 assay

Sofia 2 SARS Antigen FIA

Gnomegen COVID-19-RT-gPCR Detection Kit
Rutgers Clinical Genomics Laboratory TagPath SARS-CoV-2-Assay

Quick SARS-CoV-2rRT-PCR Kit
OPTI SARS-CoV-2 RT PCR Test
Sherlock CRISPR SARS-CoV-2 Kit
SARS-COV-2 R-GENE

FTD SARS-CoV-2

Anti-SARS-CoV-2 ELISA (IgG)

Novel Coronavirus (2019-nCoV) Nucleic Acid Diagnostic Kit (PCR-
Fluorescence Probing)

Elecsys Anti-SARS-CoV-2

Bio-Rad SARS-CoV-2 ddPCR Test

BioFire Respiratory Panel 2.1 (RP2.1)

New York SARS-CoV Microsphere Immunoassay for Antibody
Detection

LabGun COVID-19 RT-PCR Kit

Rheonix COVID-19 MDx Assay

Platelia SARS-CoV-2 Total Ab assay

U-TOP COVID-19 Detection Kit

SARS-CoV-2 IgG assay

LIAISON SARS-CoV-2 §1/S2 IgG

VITROS Immunodiagnostic Products Anti-SARS-CoV-2 IgG

Reagent Pack
Anti-SARS-CoV-2 Rapid Test

STANDARD M nCoV Real-Time Detection Kit
RealStar SARS-CoV02 RT-PCR Kits U.S.
Allplex 2019-nCoV Assay

PhoenixDx 2019-CoV

GeneFinder COVID-19 Plus RealAmp Kit
Fosun COVID-19 RT-PCR Detection Kit
Curative-Korva SARS-Cov-2 Assay
GS™ COVID-19 RT-PCR KIT
SARS-CoV-2 Fluorescent PCR Kit
COVID-19 ELISA 1gG Antibody Test
DPP COVID-19 IgM/IgG System

VITROS Immunodiagnostic Products Anti-SARS-CoV-2 Total
Reagent Pack

iAMP COVID-19 Detection Kit

QuantiVirus SARS-CoV-2 Test kit

BD SARS-CoV-2Reagents for BD MAX System

Technology
Serology IgM and
IgG

Total Antibody
Total Antibody
Molecular
Molecular
Molecular
Molecular
Molecular
Molecular
Molecular
Home Collection Kit
Molecular
Molecular
Molecular
Molecular
Molecular
Molecular
Molecular
Antigen
Molecular
Molecular

Molecular
Molecular
Molecular
Molecular
Molecular

Serology 1gG
Molecular

Serology Antibody
Molecular
Molecular
Serology Total
Antibody
Molecular
Molecular
Serology Total
Antibody
Molecular
Serology IgG only
Serology IgG only
Serology IgG only

Serology IgM and
IgG

Molecular
Molecular
Molecular
Molecular
Molecular
Molecular
Molecular
Molecular
Molecular
Serology IgG
Serology IgM and
IgG

Serology Total
Antibody
Molecular
Molecular
Molecular


https://www.fda.gov/media/137907/download
https://www.fda.gov/media/138412/download
https://www.fda.gov/media/138435/download
https://www.fda.gov/media/138435/download
https://www.fda.gov/media/138439/download
https://www.fda.gov/media/138443/download
https://www.fda.gov/media/138405/download
https://www.fda.gov/media/138343/download
https://www.fda.gov/media/138292/download
https://www.fda.gov/media/138306/download
https://www.fda.gov/media/138300/download
https://www.fda.gov/media/138295/download
https://www.fda.gov/media/138179/download
https://www.fda.gov/media/138144/download
https://www.fda.gov/media/138147/download
https://www.fda.gov/media/138151/download
https://www.fda.gov/media/138097/download
https://www.fda.gov/media/138101/download
https://www.fda.gov/media/138060/download
https://www.fda.gov/media/137934/download
https://www.fda.gov/media/137980/download
https://www.fda.gov/media/137886/download
https://www.fda.gov/media/137892/download
https://www.fda.gov/media/137773/download
https://www.fda.gov/media/137781/download
https://www.fda.gov/media/137737/download
https://www.fda.gov/media/137747/download
https://www.fda.gov/media/137743/download
https://www.fda.gov/media/137687/download
https://www.fda.gov/media/137606/download
https://www.fda.gov/media/137652/download
https://www.fda.gov/media/137652/download
https://www.fda.gov/media/137602/download
https://www.fda.gov/media/137576/download
https://www.fda.gov/media/137580/download
https://www.fda.gov/media/137540/download
https://www.fda.gov/media/137540/download
https://www.fda.gov/media/137484/download
https://www.fda.gov/media/137490/download
https://www.fda.gov/media/137494/download
https://www.fda.gov/media/137420/download
https://www.fda.gov/media/137384/download
https://www.fda.gov/media/137356/download
https://www.fda.gov/media/137360/download
https://www.fda.gov/media/137360/download
https://www.fda.gov/media/137364/download
https://www.fda.gov/media/137303/download
https://www.fda.gov/media/137257/download
https://www.fda.gov/media/137179/download
https://www.fda.gov/media/137150/download
https://www.fda.gov/media/137113/download
https://www.fda.gov/media/137117/download
https://www.fda.gov/media/137088/download
https://www.fda.gov/media/137090/download
https://www.fda.gov/media/137023/download
https://www.fda.gov/media/137032/download
https://www.fda.gov/media/136965/download
https://www.fda.gov/media/136966/download
https://www.fda.gov/media/136966/download
https://www.fda.gov/media/136872/download
https://www.fda.gov/media/136806/download
https://www.fda.gov/media/136813/download

04/07/2020
04/06/2020
04/03/2020
04/03/2020

04/03/2020
04/02/2020
04/01/2020
04/01/2020

03/30/2020
03/30/2020
03/27/2020
03/27/2020
03/26/2020
03/25/2020
03/24/2020
03/23/2020
03/23/2020
03/20/2020
03/20/2020
03/19/2020
03/19/2020
03/18/2020
03/17/2020
03/17/2020
03/16/2020
03/16/2020
03/13/2020
03/12/2020
02/29/2020

02/04/2020

Date EUA
Issued
05/22/2020
05/22/2020
05/22/2020
05/18/2020
05/13/2020

05/13/2020

05/12/2020
05/07/2020
05/03/2020
04/30/2020
04/28/2020
04/27/2020
04/24/2020
04/24/2020
04/23/2020
04/22/2020
04/20/2020

04/15/2020
04/15/2020
04/14/2020

04/14/2020
04/13/2020
04/13/2020
04/10/2020
04/10/2020
04/10/2020
04/08/2020
04/06/2020
04/03/2020
04/02/2020

04/02/2020
03/31/2020

InBios International, Inc
Gnomegen LLC

Co-Diagnostics, Inc.

ScienCell Research Laboratories

Luminex Corporation

Becton, Dickinson & Company (BD)
Ipsum Diagnostics, LLC

Cellex Inc.

QIAGEN GmbH

NeuMoDx Molecular, Inc.

Luminex Molecular Diagnostics, Inc.
Abbott Diagnostics Scarborough, Inc.
BGI Genomics Co. Ltd

Avellino Lab USA, Inc.

PerkinElmer, Inc.

Mesa Biotech Inc.

BioFire Defense, LLC

Cepheid

Primerdesign Ltd.

GenMark Diagnostics, Inc.

DiaSorin Molecular LLC

Abbott Molecular

Quest Diagnostics Infectious Disease, Inc.

Quidel Corporation

Laboratory Corporation of America (LabCorp)

Hologic, Inc.
Thermo Fisher Scientific, Inc.
Roche Molecular Systems, Inc. (RMS)

Smart Detect SARS-CoV-2 rRT-PCR Kit Molecular
Gnomegen COVID-19 RT-Digital PCR Detection Kit Molecular
Logix Smart Coronavirus Disease 2019 (COVID-19) Kit Molecular
ScienCell SARS-CoV-2 Coronavirus Real-time RT-PCR (RT-gPCR) Molecular
Detection Kit

ARIES SARS-CoV-2 Assay Molecular
BioGX SARS-CoV-2 Reagents for BD MAX System Molecular
COV-19 IDx assay Molecular
gSARS-CoV-2 IgG/IgM Rapid Test Serology IgM and

IgG

QlAstat-Dx Respiratory SARS-CoV-2 Panel Molecular
NeuMoDx SARS-CoV-2 Assay Molecular
NXTAG CoV Extended Panel Assay Molecular
ID NOW COVID-19 Molecular
Real-Time Fluorescent RT-PCR Kit for Detecting SARS-CoV-2 Molecular
AvellinoCoV2 test Molecular
PerkinElmer New Coronavirus Nucleic Acid Detection Kit Molecular
Accula SARS-Cov-2 Test Molecular
BioFire COVID-19 Test Molecular
Xpert Xpress SARS-CoV-2 test Molecular
Primerdesign Ltd COVID-19 genesig Real-Time PCR assay Molecular
ePlex SARS-CoV-2 Test Molecular
Simplexa COVID-19 Direct assay Molecular
Abbott RealTime SARS-CoV-2 assay Molecular
Quest SARS-CoV-2 rRT-PCR Molecular
Lyra SARS-CoV-2 Assay Molecular
COVID-19 RT-PCR Test Molecular
Panther Fusion SARS-CoV-2 Assay Molecular
TagPath COVID-19 Combo Kit Molecular
cobas SARS-CoV-2 Molecular

Wadsworth Center, New York State

New York SARS-CoV-2 Real-time Reverse Transcriptase (RT)-PCR Molecular

Department of Public Health's (CDC) Diagnostic Panel

Centers for Disease Control and Prevention's CDC 2019-nCoV Real-Time RT-PCR Diagnostic Panel (CDC)

Molecular

(CDC)

Laboratory

Exact Sciences Laboratories

Express Gene LLC (dba Molecular Diagnostics Laboratory)
Avera Institute for Human Genetics

Color Genomics, Inc.

One Health Laboratories, LLC

Cedars-Sinai Medical Center, Department of Pathology and Laboratory

Medicine

Columbia University Laboratory of Personalized Genomic Medicine
Biocollections Worldwide, Inc.

UTMG Pathology Laboratory

Altru Diagnostics, Inc.

Biocerna

Nationwide Children's Hospital

Ultimate Dx Laboratory

AIT Laboratories

Southwest Regional PCR Laboratory LLC. dba MicroGen DX
Diatherix Eurofins Laboratory

Mayo Clinic Laboratories, Rochester, MN

Hackensack University Medical Center (HUMC) Molecular Pathology
Laboratory

CirrusDx Laboratories

Infectious Diseases Diagnostics Laboratory (IDDL), Boston Children's
Hospital

Exact Sciences Laboratories

Integrity Laboratories

Pathology/Laboratory Medicine Lab of Baptist Hospital Miami
Orig3n, Inc.

Specialty Diagnostic (SDI) Laboratories

University of North Carolina Medical Center

Stanford Health Care Clinical Virology Laboratory

Viracor Eurofins Clinical Diagnostics

Massachusetts General Hospital

Diagnostic Molecular Laboratory — Northwestern Medicine
Infectious Disease Diagnostics Laboratory - Children's Hospital of
Philadelphia

Yale New Haven Hospital, Clinical Virology Laboratory

Letter Granting Inclusion under EUA

Exact Sciences SARS-CoV-2 (N gene detection) Test
Express Gene 2019-nCoV RT-PCR Diagnostic Panel
Avera Institute for Human Genetics SARS-CoV-2 Assay
Color SARS CoV-2 Diagnostic Assay

SARS-CoV-2 Real-Time RT-PCR-Test

SARS-CoV-2-Assay

Triplex ClI-CoV-1 rRT-PCR Test
Biocollections Worldwide SARS-Co-V-2 Assay
UTHSC/UCH SARS-CoV-2-RT-PCR Assay
Altru Dx SARS-CoV-2 RT-PCR assay
SARS-CoV-2 Test

SARS-CoV-2 Assay

UDX SARS-CoV-2 Molecular Assay
SARS-CoV-2 Assay

COVID-19 Key
SARS-CoV-2 PCR Test

SARS-CoV-2 Molecular Detection Assay
CDI Enhanced COVID-19 Test

CirrusDx SARS-CoV-2 Assay
Childrens-Altona-SARS-CoV-2 Assay

SARS-CoV-2 Test

SARS-CoV-2 Assay
COVID-19 RT-PCR Test

Orig3n 2019 Novel Coronavirus (COVID-19) Test

SDI SARS-CoV-2 Assay
UNC Health SARS-CoV-2 real-time RT-PCR test

Stanford SARS-CoV-2 assay

Viracor SARS-CoV-2 assay
MGH COVID-19 gPCR assay

SARS-Cov-2 Assay
SARS-CoV-2 RT-PCR test

SARS-CoV-2 PCR test



https://www.fda.gov/media/136787/download
https://www.fda.gov/media/136735/download
https://www.fda.gov/media/136684/download
https://www.fda.gov/media/136688/download
https://www.fda.gov/media/136688/download
https://www.fda.gov/media/136694/download
https://www.fda.gov/media/136650/download
https://www.fda.gov/media/136618/download
https://www.fda.gov/media/136622/download
https://www.fda.gov/media/136569/download
https://www.fda.gov/media/136566/download
https://www.fda.gov/media/136497/download
https://www.fda.gov/media/136522/download
https://www.fda.gov/media/136473/download
https://www.fda.gov/media/136450/download
https://www.fda.gov/media/136407/download
https://www.fda.gov/media/136345/download
https://www.fda.gov/media/136356/download
https://www.fda.gov/media/136316/download
https://www.fda.gov/media/136306/download
https://www.fda.gov/media/136283/download
https://www.fda.gov/media/136288/download
https://www.fda.gov/media/136255/download
https://www.fda.gov/media/136228/download
https://www.fda.gov/media/136224/download
https://www.fda.gov/media/136148/download
https://www.fda.gov/media/136153/download
https://www.fda.gov/media/136113/download
https://www.fda.gov/media/136049/download
https://www.fda.gov/media/135661/download
https://www.fda.gov/media/135661/download
https://www.fda.gov/media/134919/download
https://www.fda.gov/media/138327/download
https://www.fda.gov/media/138329/download
https://www.fda.gov/media/138331/download
https://www.fda.gov/media/138248/download
https://www.fda.gov/media/138062/download
https://www.fda.gov/media/138064/download
https://www.fda.gov/media/137982/download
https://www.fda.gov/media/137896/download
https://www.fda.gov/media/137654/download
https://www.fda.gov/media/137545/download
https://www.fda.gov/media/137451/download
https://www.fda.gov/media/137424/download
https://www.fda.gov/media/137371/download
https://www.fda.gov/media/137373/download
https://www.fda.gov/media/137369/download
https://www.fda.gov/media/137256/download
https://www.fda.gov/media/137162/download
https://www.fda.gov/media/137037/download
https://www.fda.gov/media/137035/download
https://www.fda.gov/media/136972/download
https://www.fda.gov/media/137094/download
https://www.fda.gov/media/136941/download
https://www.fda.gov/media/136943/download
https://www.fda.gov/media/136874/download
https://www.fda.gov/media/136878/download
https://www.fda.gov/media/136879/download
https://www.fda.gov/media/136817/download
https://www.fda.gov/media/136739/download
https://www.fda.gov/media/136700/download
https://www.fda.gov/media/136658/download
https://www.fda.gov/media/136657/download
https://www.fda.gov/media/136601/download

Developers can approach FDA to discuss any alternative technology for validation
through CDRH-EUA-Templates@fda.hhs.gov

As of now for the treatment of Covid-19, there is no FDA-Approved drugs, according to NIH
(National Institutes of Health) Covid-19 Treatment Guidelines.

EUROPE

Italy, Spain, Germany, France, United Kingdom, Switzerland, Turkey, Russia are in the list of
countries highly affected by Covid-19 pandemic.
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United
Italy Spain Germany Kinngld((im Russia France Switzerland Turkey
Total Population 60461828 46754783 83783945 67886004 145934460 65273512 8654618 84339067
Total Tests 3755279 0 0 0 10000061 0 395473 1964364
Total Cases 231732 238564 180458 269127 379051 149071 30713 160979
M Total Deaths 33142 27121 8450 37837 4142 28662 1654 4461

Here 0 indicates information not available

European Commission presented guidelines on coronavirus testing methodologies on
15 April 2020, in order to support Member States to effectively use high-quality testing
tools during different stages of this pandemic with their national strategies.

Currently, EU legislation lays down a number of requirements for tests. The
manufacturer of a test must prepare a technical file, which demonstrates that the test
is safe and performs as intended.

Currently for Covid-19 tests, Directive 98/79/EC on in vitro diagnostic medical devices
(IVD) is applicable.

To place these tests in EU market, manufacturer must comply with relevant provisions
of the Directives along with technical file showing tests are safe and performs as
intended, by demonstrating compliance with the requirement in Annexure | of the
Directive and verification with Notified Body.

In early April 2020, numbers of CE-marked Covid-19 test devices under Directive
98/79/EC are approximately as following:

» 78 for RT-PCR Tests


mailto:CDRH-EUA-Templates@FDA.HHS.GOV
https://ec.europa.eu/info/files/testing-kits-communication_en
https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=CELEX%3A31998L0079

+ 13 Rapid Antigen Tests
* 101 Antibody Tests (mostly rapid)

26 May 2022 onwards, the Directive will be replaced by Regulation (EU) 2017/746 on
IVD which is already in transitional period from May 2017 during which conformity of
IVD medical devices can be assessed either under the Regulation or under the
Directive.

INDIA
India is testing 75,000 to 80,000
samples a day through RT-PCR in latest. 1380004385

Until end of April, India procured 90% of
its RT-PCR tests from USA, China,
Germany, South Korea, France, Israel,
UK, etc

India based Mylab became the 1%t Indian

company with Covid-19 diagnostic test

kits (RT-PCR) to receive validation by 3483838 165799 4706
National Institute of VirO|OQY- Other Total Population  Total Tests Total Cases Total Deaths
Indian companies followed suit and

received validation and started supplying number of kits to the healthcare firms in the
country. National Institute of Virology (NIV) developed India’s first indigenous antibody
testing kit named ELISA (enzyme-linked immunosorbent assay) which is claimed to be
more reliable and economical.

There are no 100% accurate tests available anywhere in the World till date. However, a
huge demand of test kits has resulted in many fraudent or inaccurate testing kits in the
market.



Contact Us

EUROPEAN Offices
Dragon Sourcing Paris
57 Rue de Fontenay
92140 Clamart France
Tel::+33 (0)7 50 65 09 23
Email: bonjour@dragonsourcing.com

Dragon Sourcing Spain
Carrer de Biada 5, Bajos.,
08012 Barcelona, Spain
London, W1U 6PZ, UK
Tel:+ 34 689 87 09 02
Email: hello@dragonsourcing.com

Dragon Sourcing Russia
Aleksandri Monahovoi St 98, block 1
Moscow, 108801,Russia
Email: hello@dragonsourcing.com

Dragon Sourcing Turkey
Yuzuncu Yil Mah. Prof Erdal Inonu Cad..
No 10 Dalgic Sitesi B Blok Daire 30
Nilufer Bursa, Turkey
Tel: +90 505 506 86 76
Email: merhaba@dragonsourcing.com

Dragon Sourcing South Africa
94 Princess Avenue, Benoni 1500,
Gauteng Province, South Africa
Tel: +27 61 128 1949
Email: contact.hello@dragonsourcing.com

LATIN AMERICAN Offices
Dragon Sourcing Brazil
Rua Funchal, 538, 2 andar
04551-060, Vila Olimpia, Sao Paulo, Brazil
Tel:+55 11 9 9595 0405
Email: ola@dragonsourcing.com

Dragon Sourcing Mexico
PROLONGACION VASCO DE QUIROGA #
4800, Tower Il Office 102 Floor 1
SANTA FE CUAJIMALPA, MEXICO CITY,
Phone +52 312 1217217
Email: hello@dragonsourcing.com

ASIAN Offices

Dragon Sourcing Shanghai
Suite 1502-1503, Jin Tian Di International Mansions
998, Renmin Road — Shanghai, 200021, P.R.China
Tel: +86 21 61 41 39 55
Fax: +86 21 61 41 39 66
Email: contact.asia@dragonsourcing.com

Dragon Sourcing Hong Kong
10/F Guangdong Investment Tower,
148 Connaught Road Central, Hong Kong
Tel:+852 91 80 40 57
Fax: +852 25 80 24 26
Email: contact.asia@dragonsourcing.com

Dragon Sourcing Vietham
Room A1.03, Hoang Anh River View
37 Nguyen Van Huong Street, Thao Dien Ward,,
District 2, HCM City, Vietnam
Tel:+84 28 6685 3589
Email: hello@dragonsourcing.com

Dragon Sourcing Saudi Arabia
Thiga Bldg. 2nd FIr., Othman Ibn Affan Road (Exit 7
King Abdullah Road Al-Waha District
Riyadh, Kingdom of Saudi Arabia
Tel: +966 11 810 2252
Email: hello@dragonsourcing.com

Dragon Sourcing India
Suite 1502, Sorrento,
Veera Desai Road,
Andheri West, Mumbai — 400053
India
Email: contact.india@dragonsourcing.com

NORTH AMERICAN Office
Dragon Sourcing Houston
4532 Plantation Colony Dr
Missouri City, TX 77459
Phone: 832- 406-0281
Email: hello@dragonsourcing.com
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Disclaimer

The Analysis and Statements in this Report represent the considered views of Dragon Sourcing
Ltd (DSL). The Report includes ‘forward looking statements’ and opinions based on the analyst’s
current analysis and judgment of the Industry. Although DSL believes the outcomes expressed
in such ‘forward looking’ statements are based on reasonable assumptions, such statements are
not a guarantee of future performance and actual results or developments may differ materially
from those in forward- looking statements. Factors that could cause actual results to differ
materially from those in forward- looking statements include the general economic,
environmental, market, business, or government conditions. While DSL has made every
reasonable effort to ensure the veracity of the information presented, it cannot expressly
guarantee the accuracy and reliability of the estimates, forecasts, and conclusions. Information
presented in this report is simplified and need not be the exact, accurate process as defined by
FDA and/or European Commission. Suppliers and others interested in obtaining FDA and/or CE
approvals and clearances should follow instructions and information available on the FDA
and/or European Commission and EU Members websites only.

No part of this report may be distributed, copied, or reused without prior written permission
from Dragon Sourcing Ltd. Please contact the author should you have any questions.

Komal Patel

Email: komal.patel@dragonsourcing.com
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