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Learn more about what Antibody Testing can do 
for your facility or patient population

Determine your 
adaptive immunity 
response



SYMPTOMS OF COVID-19
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A novel coronavirus (SARS-
CoV-2) that causes the 
disease Coronavirus Disease 
2019 (COVID-19) emerged in 
a seafood and poultry market 
in the Chinese city of Wuhan in 
2019. Cases have been 
detected in most countries 
worldwide, and on March 11, 
2020, the World Health 
Organization characterized 
the outbreak as a pandemic. 
Human-to-human transmission 
occurs through close contact.

20XX 20XX 20XX

Category 50,000 400,000 1,600,000

Category 500,000 4,000,000 16,000,000

Category 75 80 90

Category 5,625,000 48,000,000 216,000,000

Category 0 0 0

Category 5,625,000 48,000,000 216,000,000

Category 1,687,500 9,600,000 21,600,000

Category 562,500 2,400,000 10,800,000

Category 281,250 2,400,000 4,320,000

Category 7,593,750 52,800,000 187,920,000



covid-19 rapid antibody 
testing IgM / IgG

Help us guide you!

Call 866-544-7678

• A comphrensive source for 
Quality Serology and 
molecular products; 

• Our efforts includes antibody 
testing from USA made and 
registered manufacturers and how 
they plays a role with new FDA 
policy.

• Can help provide support for your 
State.



covid-19 rapid antibody 
testing IgM / IgG

We have local support in your area to 
help.

Call 866-544-7678

Also available; 

1. Infrared Thermometers
2. N95 / KN95 Masks
3. Gloves & face shields
4. Screening Tools for patients
5. Provider Support Services



IMMUNITY

1. https://www.fda.gov/medical-devices/letters-health-
care-providers/important-information-use-serological-
antibody-tests-covid-19-letter-health-care-providers

Rate of incidence is higher than first 
projected

The FDA recommends health care providers:1

• Continue to use serological (antibody) 
tests, as appropriate, and be aware of 
their limitations.

• Do not use serological (antibody) tests as 
the sole basis to diagnose COVID-19 but 
instead as information about whether a 
person may have been exposed.

• Be aware that not all marketed 
serological tests have been evaluated by 
the FDA.  The FDA’s authorized tests, 
including serological tests, are listed on 
the Emergency Use Authorization (EUA) 
page. Tests being offered under a policy 
outlined in the FDA’s COVID-19 Diagnostic 
Policy Guidance are listed on the FAQ 
page. Such tests have not been reviewed 
by the FDA, unless an EUA has also been 
submitted and reviewed by FDA.

https://www.fda.gov/medical-devices/letters-health-care-providers/important-information-use-serological-antibody-tests-covid-19-letter-health-care-providers


1. https://www.fda.gov/news-events/press-
announcements/coronavirus-covid-19-update-
serological-test-validation-and-education-efforts
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SEROLOGY 
AWARENESS

The FDA is sharing educational 
materials with state governments, 
hospital systems, payors, and health 
care professional associations to 
ensure they understand the potential 
for false-positive results in tests that 
have not yet been reviewed by FDA, 
and can make educated decisions 
when considering purchasing, insuring 
and using these tests1

Our national businesses vital to 
safety, security,  and food supply 
deserve quality measures as we 
re-open our economy.

https://www.fda.gov/news-events/press-announcements/coronavirus-covid-19-update-serological-test-validation-and-education-efforts


PURPOSE 

The ability to test patients for immunity and help determine 
their adaptive immune response.
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STAY HOME STOP THE SPREAD



GUIDANCE FOR TESTING

https://www.fda.gov/media/135659/download

(Revised) Policy for Coronavirus Disease-2019 
Tests During the Public Health Emergency

Serological Diagnostics FDA defines SARS-CoV-2 
serological diagnostic tests as tests that identify 
antibodies (e.g., IgM, IgG) to SARS-CoV-2 from 
clinical specimens. FDA recommends that the 
following validation studies be conducted for a 
SARS-CoV-2 serological assay: · 

Cross-reactivity/Analytical Specificity · 
Class Specificity · 
Clinical Agreement Study 

The clinical agreement study is intended to 
establish the performance characteristics, 

a) sensitivity/PPA 
b) specificity/NPA of the test. 

FDA recommends that clinical accuracy should 
be established on human specimens from patients 
with microbiologically confirmed COVID-19 
infection. 
(taken from Section V, Policy C)

https://www.fda.gov/media/135659/download


SEROLOGICAL TESTING AUTHORIZATION

EUA submission to FDA1

1. https://www.fda.gov/media/135659/download.  Section IV, Policy D. retrieved 05/05/2020

2. https://www.fda.gov/news-events/press-announcements/coronavirus-covid-19-update-
serological-test-validation-and-education-efforts

3. https://www.fda.gov/media/136518/download
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Policy guidance to help rapidly expand testing capacity by facilitating
the development and use of SARS-CoV-2 tests during the public health emergency

LDT* not leading EUA submission
• Policy for commercial manufacturers to more 

rapidly distribute for test validation.
• Requires Labeling and Reporting of Results
• Issued an umbrella EUA providing a streamlined 

approach for EUA authorization of serology tests 
that are evaluated by the (NIH/NCI).

• Increased importance of validation to prevent the 
negative impact of false results, now includes a 
EUA submission requirement with validated 
performance characteristics.

• Typically Use of Appendix A template for 
Manufacturers for FDA EUA submission

• Requires Validation & FDA Notification, and will 
receive notification via auto-reply with laboratory 
name added to FDA website listing.

• Validation studies intended to establish the 
performance characteristics and on human 
specimens from patients confirmed with COVID-19.2

• Under the umbrella EUA, an LDT (developer) test is 
deemed to be in category of moderate complexity 
or point of care.2,3

• In case of serology by LDT, EUA is not required3

• Typically Use Appendix B template

*Laboratory Developed Test may or may not submit an EUA

https://www.fda.gov/media/135659/download
https://www.fda.gov/news-events/press-announcements/coronavirus-covid-19-update-serological-test-validation-and-education-efforts
https://www.fda.gov/media/136518/download


GET BACK TO WORK

https://www.whitehouse.gov/openingamerica/
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 Social distancing and protective equipment
 Temperature checks
 Sanitation
 Use and disinfection of common and high-traffic 

areas
 Business travel

Proposed state and regional criteria by 
the White House

Recommends a vigorous testing program in place 
for at-risk healthcare workers, including emerging 
antibody testing.

Recommends a vigorous testing program in place for at-risk 
healthcare workers, including emerging antibody testing.



PRODUCT CONFIDENCE

Meet the high demand
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All serology testing manufacturer/developer we source from have meet FDA criteria for use in 
high complexity or point of care services.  No EXCEPTIONS, however, confusion remains.

Deliver a quality product
• Our Manufacturer and Distributor sources 

have the capacity to meet order for millions of 
test each week.

• Increases in capacity expected weekly
• Purchase order secures placement in 

capacity chain. 
• No order is invoice until fulfillment can be 

made
• Tracking on all orders

Goals for our sourcing
• All follow FDA Guidelines
• USA Made or developed
• Testing Performance
• CLIA Waiver for post-EUA.



RELIABLE 
AND 

RAPID!
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More Antibody tests are being developed.

Determine your 
adaptive immunity 
response



PRODUCT CHOICE
• The FDA recommends health care providers: 

• Continue to use serological (antibody) tests, as appropriate, and 
be aware of their limitations.

• Do not use serological (antibody) tests as the sole basis to 
diagnose COVID-19 but instead as information about whether a 
person may have been exposed.

• Serological tests can play a critical role in the fight against COVID-
19 by helping health care professionals identify individuals who may 
have been exposed to SARS-CoV-2 virus and may have developed an 
immune response. In the future, this may potentially be used to help 
determine, together with other clinical data, whether these individuals 
are less susceptible to infection.

• Serological test results may also aid in determining who may qualify 
to donate blood that can be used to manufacture convalescent 
plasma as a possible treatment for those who are seriously ill from 
COVID-19.

https://www.fda.gov/news-events/press-announcements/coronavirus-covid-19-update-fda-coordinates-national-effort-develop-blood-related-therapies-covid-19


THANK YOU!

Steven Marquez
Phone:
520-292-1363
Email:
ptrmedical@comcast.net

1-866-544-7678
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