
A Rapid Test For The Detection of COVID-19 (Coronavirus) Provided by Premier Biotech 
The COVID-19 IgG and IgM Rapid Test provided by Premier Biotech is used for the qualitative detection of  
SARS-CoV-2 antibodies in whole blood, serum, or plasma. The procedure is easy to administer and offers reliable 
results at 10 minutes that remain valid for 20 minutes. Available now for prompt shipping.. 

Product: IgG and IgM Rapid Test/Cassette   |   SKU: RT-CV19   |   Pack: 60/case

PREMIER BIOTECH, INC.    |    723 KASOTA AVE SE, MINNEAPOLIS, MN 55414     |    WWW.PREMIERBIOTECH.COM

The COVID-19 Pandemic
COVID-19 (Corona Virus Disease) is the infectious disease 
caused by the most recently discovered coronavirus. This new 
virus and disease were unknown before the outbreak began in 
Wuhan, China, in December 2019.  

The most common symptoms of COVID-19 are fever, tiredness, 
and dry cough. Some patients may have aches and pains, 
nasal congestion, runny nose, sore throat or diarrhea. Elderly, 
and those with underlying medical problems like high blood 
pressure, heart problems or diabetes, are more likely to develop 
serious illness. 

Confident COVID-19 Results 
• Fast results in 10 minutes
• Easy to use and highly accurate
• 60 tests/case
• Prompt shipping and delivery

Kit Contents Include:
• Test cassette
• Desiccant, buffer, alcohol swab
• Sterile lancet
• Disposable capillary
• Package insert/procedure guide

Easy To Use Procedure

Note: Test can also be run with serum/plasma specimens

Procedure Video: https://premierbiotech.wistia.com/medias/0nf8w7bzd3
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COVID-19 IgG And IgM Rapid Test Cassette Quick Reference Guide

IMPORTANT NOTE:  
Each test can be used only  
ONE TIME. Do not attempt to use 
the test more than once.

Check the expiry date.  
If expiry date has passed,  
use another kit.

Put on the gloves. Use new 
gloves for each patient.

Open the test pouch and write 
the patient’s ID on the test 
cassette.

Twist off the tab of the buffer 
vial without squeezing.

Carefully pull off the sterile 
lancet cap.

To disinfect the finger tip with 
alcohol swab.

Push the sterile lancet firmly 
onto the chosen site.

Transfer fingerstick whole 
blood specimen to the  
specimen well marked “S”.

Add 2 drops of buffer. Read results at 10-20 minutes.
Do not read the results after 20 
minutes. Reading too late can 
give false results.

Use the disposable capillary 
to draw the whole blood up to 
the Fill Line.

All the used tests, 
specimens and 

potentially  
contaminated 

materials should be 
discarded  

according to the 
local regulations.

CASSETTE OVERVIEW

Positive ResultsPOSITIVE RESULTS

NEGATIVE RESULT

INCONCLUSIVE RESULTS

Test Procedure

Blood Volume Check

Assay Diluent Volume Check

PREPARATION

!

CV19-3/20 To learn more and to view our quick COVID-19 procedure video, visit our support page at: https://premierbiotech.com/innovation/covid-19/
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COVID-19 IgG and IgM Rapid Test

On March 16, the U.S. government took an unprecedented step towards access to Coronavirus Disease 
(COVID-19) testing by allowing developers of certain tests to commercialize the products in the U.S. without the 
requirement for an FDA approval or Emergency Use Authorization (EUA)i. As a result, Premier Biotech has given 
notice to the FDA of our intent to launch the COVID-19 IgG and IgM Rapid Test for whole blood (including 
fingerstick), plasma and serum, in compliance with the regulation.  

Premier Biotech’s intent to commercialize has been submitted to the FDA in compliance with all FDA  
requirements and is published under the FDA product code QKO.   

The COVID-19 IgG and IgM Rapid Test is designed to detect the antibodies that develop in the body following 
exposure to Coronavirus. Symptoms of COVID-19 are expected to appear 1-14 days following viral exposure.  

Primary infection is characterized by the presence of detectable IgM antibodies 3-7 days after the onset of 
infection. Secondary infection is characterized by the elevation of SARS-COV-2-specific IgG. In most cases, this 
is accompanied by elevated levels of IgM.

To comply with the regulation, the following statements must be included in any test reports using the  
COVID-19 Rapid Test: 

• This test has not been reviewed by the FDA.
• Negative results do not rule out SARS-CoV-2 infection, particularly in those who have been in contact with the

virus. Follow-up testing with a molecular diagnostic should be considered to rule out infection in these
individuals.

• Results from antibody testing should not be used as the sole basis to diagnose or exclude
SARS-CoV-2 infection or to inform infection status.

• Positive results may be due to past or present infection with non-SARS-CoV-2 coronavirus strains, such as
coronavirus HKU1, NL63, OC43, or 229E.

In addition, we have included these statements throughout the product package insert, aligning with the technical 
sections to which they pertain. 

PREMIER BIOTECH, INC.    |    723 KASOTA AVE SE, MINNEAPOLIS, MN 55414     |    WWW.PREMIERBIOTECH.COM

iU.S. Food and Drug Administration (FDA). Policy for Diagnostic Tests for Coronavirus Disease-2019 during the 
Public Health Emergency. Immediately in Effect Guidance for Clinical Laboratories, Commercial Manufacturers, and 
Food and Drug Administration Staff. Issued March 16, 2020. Docket Number FDA-2020-D-0987.
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To:  Todd Bailey, President & CEO, 
Premier Biotech 

From:  Mark DuVal, President & CEO, 
DuVal & Associates, P.A., and  
Kathy Herzog, BSME 

Date:  March 27, 2020 

Subject: FDA Oversight and Requirements for In Vitro Diagnostic Kits for SARS-CoV-2 virus 

Executive Summary 
We have been requested to determine if the serology testing kit for SARS-CoV-2 antibodies in 
clinical specimens being sold by Premier Biotech is being done so lawfully under the Food, Drug 
& Cosmetic Act. The answer is yes and this letter and Attachment A provides an analysis why.  
In short, FDA has created a new and temporary framework allowing for the sale of diagnostic 
tests targeted for the Coronavirus Disease-2019 known as the “Policy for Diagnostic Tests for 
Coronavirus Disease-2019 during the Public Health Emergency  Immediately in Effect Guidance 
for Clinical Laboratories, Commercial Manufacturers, and Food and Drug Administration Staff” 
(hereinafter the “Coronavirus Policy”).  The document was issued on the internet on March 16, 
2020.  

The guidance describes policies intended to help rapidly expand testing capacity by facilitating 
the development and use of SARS-CoV-2 diagnostic tests during the public health emergency. 
This guidance describes two policies for accelerating the development of certain laboratory tests 
(molecular tests) for COVID-19 – one leading to an Emergency Use Authorization (EUA) 
submission to FDA, and the other not leading to an EUA submission when the test is developed 
under the authorities of an individual State in which the lab resides and the State takes 
responsibility for COVID-19 testing by laboratories in its State. The policy leading to an EUA 
remains unchanged from the initial publication of this guidance on February 29, 2020.  It also 
has a limited exemption for serology tests.   

There has been some confusion in the marketplace as to whether Premier Biotech’s serology test 
can be lawfully sold under FDA’s Coronavirus Policy.   It can be and is.  FDA’s Coronavirus 
Policy states in pertinent part, see Section D (page 9), as follows: 

“Considering that serology tests are less complex than molecular tests and are solely 
used to identify antibodies to the virus, FDA does not intend to object to the 
development and distribution by commercial manufacturers or development and use by 
laboratories of serology tests to identify antibodies to SARS-CoV-2, where the test has 
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been validated, notification is provided to FDA, and information along the lines of the 
following is included in the test reports: 

 This test has not been reviewed by the FDA. 

 Negative results do not rule out SARS-CoV-2 infection, particularly in those who 
have been in contact with the virus. Follow-up testing with a molecular diagnostic 
should be considered to rule out infection in these individuals. 

 Results from antibody testing should not be used as the sole basis to diagnose or 
exclude SARS-CoV-2 infection or to inform infection status. 

 Positive results may be due to past or present infection with non-SARS-CoV-2 
coronavirus strains, such as coronavirus HKU1, NL63, OC43, or 229E. 

FDA recommends that developers planning to submit an EUA for serological testing as 
the sole basis to diagnose or inform infection status, include information along the lines 
of the statements above in their test reports until data is submitted and an EUA is 
authorized for additional uses.” 

For clarity, FDA is saying that if a company is selling a serological test and a) it is validated, b) 
FDA is notified and c) its labeling is qualified, i.e. it is not represented as being the sole basis for 
diagnosing the Coronavirus or to inform of infection status, then it can be sold without an EUA.  
If the serological test does represent or suggest it can be used as the sole basis for diagnosing the 
Coronavirus or to inform of infection status, then it must have an EUA to be lawfully sold.  
Hence, any serology test sold without an EUA a) must not represent it is the sole basis for 
diagnosing the Coronavirus or to inform of infection status, and b) must carry the four 
limitations set forth above in Section D of the Coronavirus Policy to its labelling. That is what 
Premier Biotech is doing.  Its test is lawfully on the market.   

FDA’s guidance also provides recommendations for validation studies for a SARS-CoV-2 
serological assay. Premier Biotech’s testing kits comply with the non-EUA pathway 
requirements and Premier has represented to our firm the test is validated according to FDA’s 
guidance.  Accordingly, Premier’s serological test may be distributed for commercial use without 
an EUA authorization from the FDA.  A lengthier explanation of the Coronavirus Policy is set 
forth as below in Attachment A.   

Conclusion 
Premier Biotech’s serology testing kit for SARS-CoV-2 antibodies in clinical specimens is 
compliant with FDA’s March 16, 2020 policy and process for development and distribution of 
these kits without an EUA.  The process requires validation testing, FDA notification, and 
labeling that discloses the limitations of these tests.  Serology tests are useful to assess viral 
exposure and aid mitigation efforts as noted by the World Health Organization. 

This letter was written for Premier Biotech and no other third party. 
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ATTACHMENT A 

Introduction 
This Attachment provides an overview of FDA oversight and requirements for different types of 
in vitro diagnostic testing kits for the SARS-CoV-2 virus that causes COVID 19 disease and 
compliance of Premier Biotech’s testing kit to FDA’s guidance for non EUA pathway for 
serology tests to detect SARS-CoV-2 antibodies in clinical specimens.  

Background 
The outbreak of a respiratory disease called “Coronavirus Disease 2019” caused by a novel 
coronavirus named “SARS-CoV-2” was declared a Public Health Emergency of International 
concern (“pandemic”) on January 30, 2020 by the World Health Organization (WHO).  On February 
4, 2020, the US Secretary of Health and Human Services (HHS) determined that the spread of this 
disease is a US public health emergency and that circumstances exist justifying the authorization of 
emergency use of in vitro diagnostics for detection and/or diagnosis of this novel coronavirus.  In 
response, on this same date, the US Centers for Disease Control and Prevention (CDC) laboratories 
issued an Emergency Use Authorization (EUA) for the development of diagnostic assays for the 
SARS-CoV-2 virus.  EUA authorities allow FDA to strengthen the nation’s protections against 
public health threats by facilitating the availability of devices need to diagnose, treat, or prevent 
serious or life-threatening effects of the threat.   

Based on this request from the CDC, the FDA issued an authorization letter authorizing emergency 
use of the CDC SARS-CoV-2 Real-Time RT-PCR Diagnostic Panel for the qualitative detection 
of nucleic acid from the SARS-CoV-2 in upper and lower respiratory specimens by authorized 
laboratories, who must comply with Conditions of Authorization stated in the CDC letter 
authorizing the emergency use of this test. 

Types of In Vitro Diagnostic Testing for SARS-CoV-2 

Molecular Tests:  These tests detect SARS-CoV-2 nucleic acids from human specimens.  
The CDC SARS-CoV-2 Real-Time RT-PCR Diagnostic Panel test is a molecular test.  

Antigen Tests:  These tests detect SARS-CoV-2 antigens in clinical specimens. 

Serological Tests:  These tests detect SARS-CoV-2 antibodies (e.g., IgM, IgC) in clinical 
specimens.  Premier Biotech’s IVD testing kit is a serological testing kit. 

FDA Guidance and Policies for SARS-CoV-2 Diagnostic Testing Kits 
To help accelerate the number and variety of diagnostic tests available for SARS-CoV-2 virus, on 
March 16, 2020, the FDA issued guidance for clinical laboratories, commercial manufacturers and 
FDA staff entitled “Policy for Diagnostic Tests for Coronavirus Disease-2019 during the Public 
Health Emergency”.  This guidance describes several policies for the development and availability of 
various in vitro diagnostic laboratory tests for COVID-19. 

 FDA Policy for Molecular Tests 
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Laboratories that seek to develop and perform diagnostic tests to detect SARS-CoV-2 virus must be 
CLIA certified and meet CLIA Regulatory Requirements for performing high complexity testing 
using validated tests.  Such laboratories have two options for authorization of such testing.  These 
include 1) EUA Pathway as authorized by FDA, or 2) Non-EUA pathway as authorized by the State 
in which the lab resides and the State takes responsibility for COVID-19 testing by laboratories in its 
State.  
 

Pathway Oversight Requirements 
EUA FDA  Assay validation testing 

 FDA notification upon completion of validation testing 
 EUA submission within 15 days of FDA notification 
 Distribution of test kits allowed after validation testing and prior to EUA 

authorization; clinical testing recommended until EUA is authorized 
 If FDA does not authorize an EUA, FDA expects the laboratory to stop 

testing and issue corrected test reports indicating prior test results may not 
be accurate 

Non-EUA State  Compliance with process as established by the State under authority of its 
own State law; FDA does not review the State process but encourages 
notification for awareness of testing kit capacity across the nation 

 
Commercial manufacturers that seek to develop and distribute diagnostic test kits (molecular kits) 
to detect the SARS-CoV-2 virus to clinical laboratories or to healthcare workers for point-of-care 
testing follow the EUA pathway as described above for CLIA certified laboratories, with additional 
requirement to provide test instructions for use and data about the test’s performance characteristics 
on the manufacturer’s website. This transparency is intended to help mitigate potential adverse 
impacts from a poorly designed test by allowing potential purchasers and users to make informed buy 
and use decisions. 
 
If FDA is not able to authorize an EUA, FDA intends to notify the manufacturer and would expect 
the manufacturer to suspend distribution and conduct a recall of the test. 
 

 FDA Policy for Serology Tests 

Commercial Manufacturer Development and Distribution and Laboratory Development and 
Use of Serology Tests Without an EUA  
 
Per Section D of FDA’s guidance, FDA defines a non EUA pathway for laboratories that develop 
and use, or for commercial manufacturers who seek to develop and distribute serology tests to detect 
SARS-CoV-2 antibodies in clinical specimens.  FDA guidance states:  
 

“Considering that serology tests are less complex than molecular tests and are solely used to 
identify antibodies to the virus, FDA does not intend to object to the development and 
distribution by commercial manufacturers or development and use by laboratories of serology 
tests to identify antibodies to SARS-CoV-2, where the test has been validated, notification is 
provided to FDA, and information along the lines of the following is included in the test reports:  

 This test has not been reviewed by the FDA.  
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 Negative results do not rule out SARS-CoV-2 infection, particularly in those who have 
been in contact with the virus. Follow-up testing with a molecular diagnostic should be 
considered to rule out infection in these individuals.  

 Results from antibody testing should not be used as the sole basis to diagnose or exclude 
SARS-CoV-2 infection or to inform infection status. 

 Positive results may be due to past or present infection with non-SARS-CoV-2 
coronavirus strains, such as coronavirus HKU1, NL63, OC43, or 229E.” 

FDA’s guidance also provides recommendations for validation studies for a SARS-CoV-2 
serological assay. Premier Biotech’s testing kits comply with the non-EUA pathway requirements, 
inclusive of validation testing recommendations and may be distributed for commercial use without 
an EUA authorization from the FDA.   

Per FDA guidance, a commercial manufacturer or laboratory would need an EUA authorization for a 
serological testing kit if the test was intended to be used as a sole basis to diagnose or inform 
infection status.  This is not the case for Premier Biotech’s test kits which are labeled as not to be 
used for the sole basis to diagnose or exclude SARS-CoV-2 infection or inform infection status. 

WHO Guidelines 
The World Health Organization (WHO) released an interim guidance entitled “Laboratory testing for 
coronavirus disease (COVID-19) in suspected human cases” on March 19, 2020.  This guidance also 
discusses use of molecular tests (NAAT – nucleic acid amplification tests) to detect the SARS-CoV-
2 virus and serological tests to detect SARS-CoV-2 antibodies.  The interim guidance states: 

“Serological surveys can aid investigation of an ongoing outbreak and retrospective 
assessment of the attack rate or extent of an outbreak. In cases where NAAT assays are 
negative and there is a strong epidemiological link to COVID-19 infection, paired serum 
samples (in the acute and convalescent phase) could support diagnosis once validated 
serology tests are available.”   

Conclusion 
Premier Biotech’s serology testing kit for SARS-CoV-2 antibodies in clinical specimens is compliant 
with FDA’s March 16, 2020 policy and process for development and distribution of these kits 
without an EUA.  The process requires validation testing, FDA notification, and labeling that 
discloses the limitations of these tests.  Serology tests are useful to assess viral exposure and aid 
mitigation efforts as noted by the World Health Organization. 



April 4, 2020 

RE: Premier Biotech COVID-19 IgM/IgG Lateral Flow Assay kit 

To whom it may concern: 

I am a professor of medicine at Stanford University, and I have been working with my colleagues in the 
United States to estimate the prevalence of COVID-19 infection in the population. For this purpose, we 
have been using the Premier Biotech COVID-19 IgM/IgG Lateral Flow Assay kits, because of its excellent 
accuracy.  Premier Biotech’s technical documentation reports that both the sensitivity and specificity of 
these kits are well over 97% to detect antibodies to the COVID-19 virus.  Given the importance of these 
numbers to our study, we have had an independent laboratory here at Stanford check these numbers. 
While this laboratory used a different gold standard – a sensitive ELISA assay that can provide 
quantitative estimates of the number of anti-COVID antibodies present – it found similarly high 
sensitivity and specificity numbers for detecting significant concentrations of both IgG and IgM 
antibodies. Given these results and my experience using these kits, I am confident that the Premier 
Biotech test kits are appropriate for use in studies that seek to measure population seroprevalence of 
COVID-19; I am convinced that they perform well and I have no worries about their quality. 

It is my understanding that the Chinese equivalent of the US Food and Drug Administration has 
dramatically cut back its permission for Chinese manufacturers to commercialize diagnostic products for 
COVID-19 due to the poor performance of some testing kits (especially PCR tests) sold by some other 
manufacturers.  This blanket decision means that the kits my group has ordered from Premier Biotech 
cannot be delivered to us any time soon.  To run our critically important seroprevalence studies, we will 
need tens of thousands of these kits, and any delay in obtaining them will prevent us from conducting 
these studies. I respectfully request that Premier Biotech be permitted to export its kits to buyers 
around the world. These kits will enable key COVID-19 related research projects to forward and 
ultimately save lives. 

Sincerely, 

Jay Bhattacharya, M.D., Ph.D. 
Professor of Medicine 
Stanford University 




