
Premier Biotech COVID-19 Antibody Rapid Test                         Frequently Asked Questions 

Q: What is COVID-19 and SARS-CoV-2? 
Coronavirus disease 2019 (COVID-19) is an infectious disease caused by the severe acute 
respiratory syndromecoronavirus2 (SARS-CoV-2) 
 
Q: How quickly can the Premier Biotech COVID-19 IgM/IgG Antibody Test yield results? 
Interpret results at 10~15 minutes after applying sample and buffer to the test cassette. 
 
Q: What are IgG and IgM antibodies? 
Immunoglobulin G (IgG), the most abundant type of antibody, is found in all body fluids and 
protects against bacterial and viral infections. Immunoglobulin M (IgM), which is found mainly in 
the blood and lymph fluid, is the first antibody to be made by the body to fight a new infection. 
 
Q: How quickly after exposure will there be sufficient antibody to be detected? 
In general, IgM antibodies appear about a week after infection and IgG antibodies appear about 
two weeks after infection. It is important to recognize that people have their own unique immune 
response and thus detection time can vary significantly from person to person.  

● IgM antibodies: Data is still being collected but at the point, this document was written 
the best information available suggests that IgM antibodies to SARS-CoV2 are 
detectable between 3-10 days after first symptoms. 

●  IgG antibodies: Data is still being collected but at the point, this document was written 
the best information available suggests that IgM antibodies to SARS-CoV2 are 
detectable between 14-21 days after first symptoms. 

 
Q: What do sensitivity and specificity mean in antibody testing? 
Sensitivity is the ability to identify the antibodies to SARS-CoV-2. This is known as the true 
positive rate. 
Specificity is the ability of the test to correctly identify people without antibodies to 
SARS-CoV-2. 
 
Q: What is the Sensitivity of Premier COVID-19 Antibody Rapid Test? 
A: Overall Sensitivity 100% 
 

Q: What is the Specificity of Premier COVID-19 Antibody Rapid Test? 
A: Overall Specificity 100% 
 
Q: What testing methodology is better, PCR or Serology/Antibody? 
PCR or molecular testing identifies the virus DNA and is much better for diagnosing active 
infection, especially in early stages.  
Serology/Antibody testing identifies the antibodies produced by the immune system in response 
to a virus. It is ideal for return to work testing or to help indicate when patients have recovered 
from infection. 
 
Q: What is the CPT Code to bill and how much is reimbursement? 
A: 86328 CPT Reimbursement: $42/Antibody Test (Medicare National Average 
Reimbursement) 
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Q: What are some use cases for antibody testing? 
1. Return to work testing for employees. 
2. Testing for healthcare workers, medical professionals and responders on the front-line 
holding high-risk positions of exposure to the virus. Antibody testing can help detect antibodies 
that may give a person immune protection. 
3. Testing for purposes of identifying the true number of people infected in a population. This 
can be accomplished by testing individuals that did not have access to molecular testing while 
they were symptomatic or by testing people who are infected but never showed symptoms 
(known as asymptomatic). 
 
Q: What is Premier Biotech COVID-19  product shelf life? 
A: Product Shelf life is 24 month 
 
Q: Does the kit include buffers in one whole pack? 
A: The buffer tubes come packaged individually. 
 
Q: Is this Product CLIA Waived? 
A: Yes,this means that it’s a moderate complexity test and POC CLIA finger prick approved 
 
Q: What is the part  number for COVID Controls? 
A: CD4000: Premier Biotech COVID-19 IgG/IgM (+/-) Control Kit 
 
Q: What is COVID-19 external controls shelf life? 
A: Can be stored at 2-30°C for one year unopened and stored at 2-8°C for up to one mont 
 
Q: How often do I run pos+/neg- controls? 
A: Run per new lot number, or follow laboratory guidelines to follow applicable local, state, and/or federal 
regulations 
 
Q: What is the LOINC Code for COVID-19 testing? 
A: 94507-1  
 
Q. How many tests can you supply? 
A: Premier Biotech has over 1 million ready and available for shipping. 
 
Q: What kind of antibodies does Premier COVID test detect? 
A: Premier Biotech COVID antibody testing cassette product detects antibodies for the RBD, 
and therefore the S1 spike protein. The S1 spike protein is the component that contains the 
receptor-binding domain (RBD). 
 
Q: Does the Antibody test detect antibodies due to having received the vaccine? 
A:  We are currently performing studies concerning this for vaccinated individuals, but do not 
have them completed.  
 
 


