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FAQs – 06/23/20 
 
1. Is the COVID-19 Rapid Antibody Fingerstick Test FDA cleared? 
On March 16, 2020, the U.S. government took an unprecedented step towards access to 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).  There are 3 scenarios: 

1) No EUA Required – An EUA is not required if the test complies with four requirements issued by 
the FDA to administer the test (in most states).  Some physicians fear to bill without an EUA. 

2) EUA Issued – Our manufacturers have registered to receive the EUA status.  The FDA is now 
requiring an independent study from either NIH or NCI before they will issue the EUA.  The EUA 
is issued for Healgen Scientific. 

3) FDA Cleared – Standard pre-pandemic process – Our manufacturers will be submitting 
applications to receive the 510K approval from the FDA for the permanent FDA clearance (the 
old standard process - which is a long process).  This is separate from receiving a CLIA waiver.  A 
CLIA waiver will allow an employer, restaurant, school, etc. to administer the test without a 
healthcare provider.  This has not yet happened but we are looking forward to this.  

2. Are the test kits manufactured in the U.S.? 
Currently, the vast majority of the over 200 FDA registered manufacturers are in China.   As of April 1, 
China’s FDA has only approved eight manufacturers to export to the U.S.  Our three Chinese 
manufacturers are allowed to export to the U.S.  We do have one U.S. manufacturer, Syntron 
Bioresearch. 

3. Does Insurance pay for this test? 
We do not represent insurance companies and make no claims on their behalf.  We do not represent 
that a provider can or cannot bill with or without an EUA issued.  We sell the test kit and the provider 
buys the test kit.  We assume that the providers utilize the test kits and test patients and then will bill 
insurance carriers to reimburse for collection and testing for EUA cleared tests.   

4. What CPT Codes are practices using to collect and test? 
We are not a billing company and do not give any billing advice.  The CPT Code that some practices use 
for collection is 36416 and the CPT Code just approved by the AMA for testing a serological test in a 
provider’s office is 86328.  The American Medical Association’s (AMA) Editorial Panel convened early 
April, 2020 and created codes specifically for COVID-19 (see flyer in the portal entitles 02) VRx – 
Marketing – CPT Code for Testing); however, we do not advise on how to bill. 
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5. What is the capacity to fill orders? 
Currently, one manufacturer is producing Two Million kits a week.  Another manufacturer is producing 
Five Million kits a day (supplied worldwide).  Our US manufacturer is ramping up to produce 30MM kits 
a month.  The biggest challenge is the fact that the demand is simply larger than the current supply.  We 
need 500MM kits in the U.S. immediately.  We are doing our part to fill that demand. 

6. Is there a way for my account to “get in front of the line” and receive kits faster? 
No.  We process orders in the order received.  We are treating all equally during the pandemic.  The kits 
have the same price if a provider wants to order one box of 25 or 100,000 cases.  For an order to “get in 
line” we charge 100% upfront (70% of the total charge amount if we are currently out of stock and then 
30% when product is shipped) to put the client “in line” for when product is received.  The intent is to 
ship product from the warehouse within two business days of receipt of the order. 

7. How are the kits shipped and from where? 
The test kits typically ship Fed-Ex 2-day delivery (discuss with home office for large orders).  The kits are 
shipped from either Dallas, TX, Los Angeles, CA or Chicago, IL.   

8. When is an order typically filled?  How long does it take? 
As orders come in throughout the day, they are processed.  When we receive payment (typically the day 
following the order) then the order is sent to the warehouse for shipping.  The order is typically sent the 
following day.  So, it typically takes 2-3 business days to fill the order and 2 business days to ship the 
order. 

9. Is it possible to rush an order and to ship the order overnight delivery? 
Yes.  If the account wants an overnight delivery, please note on the Order Form.  We either bill their 
FedEx or UPS account, or we charge them the difference between the standard shipping costs and the 
overnight shipping costs. 

10. Is the expiration date indicating that the seal on the product is bad (sterility) or is the 
product bad (functionality of the reagents)? 

The expiration date insinuates that the product's functionality of reagents has expired.  The expiration 
date is 2 years from the date of manufacture. 

11. Is there a way for an account to pay an Escrow Account to assure that they will receive 
the kits?   

Yes.  There is set-up fee of $2,500 (good for a calendar year) and then the cost for the service is $.033 
per kit ($2.00 per $1,000 of transactions).  Please call the home office if an account is interested in this 
outside service for large orders.   

12. Are there any third-party validation studies on the accuracy of the manufacturers?   
Yes.   
Healgen Scientific– ErasmusMC, a large lab in the Netherlands, validated the specificity to be 100% (see 
Articles #4 in the portal).  Also, the National Institutes of Health (NIH) validated the specificity. 
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Premier Biotech – Stanford University did a 3,300 person case study and concluded that the specificity 
was 99.5%.  Johns Hopkins also did a study and the results should be published the first part of May. 

13. Is there a difference between the EUA and the CLIA waiver?   
Yes.  They are completely different.  A CLIA waiver makes it possible for an employer, restaurant, hotel, 
school, etc. to do testing on employees and patrons without a healthcare provider performing the test.  
We are hoping that the FDA will issue a CLIA waiver so America can “get back to work”.  Between now 
and then, if an employer wants to purchase kits and they have a healthcare provider who will be 
administering the tests, they need to list the NPI number of the provider (or one of the providers) on the 
Account Set-Up Form. 

14. Can a chiropractor administer the test for their patients?   
It depends upon the state and authority granted by the license issued in that state.  Most states allow a 
chiropractor to interpret tests.  However, chiropractors are not allowed to break skin; therefore, a 
patient would need to prick their own finger in those states that allow chiropractors to interpret tests.   

15. Can a dentist administer the test for their patients?   
Yes.  A dentist has an NPI number and frankly is more at risk than a physician due to proximity to the 
patient. 

16. Now that Healgen has an EUA, can they ship to a provider that does not have a moderate 
complexity certificate?   

No.  Healgen will only ship product to an entity with a moderate or high complexity certificate 
(healthcare provider, government entity, etc.)  The FDA did place a restriction on who can use the test.  
Also, the FDA did “proclaim” the EUA to be valid only for venous whole blood.  Therefore, if a healthcare 
provider pricks the finger, it will be considered “off label use”.  We make no representations on how this 
will impact reimbursements from insurance companies (frankly, we assume that the majority of 
providers will prick fingers vs. drawing blood). 

17. What does “Affiliate Location to Account #” mean on the Account Set-Up Form?   
If an organization has several locations (doctor owns 3 practices, system has 20 locations, etc.), we can 
make the first location the “parent” location and other locations a “child” location, so that 
administrators can “see” all locations in our system.  For example, the first location is account #12345.  
When you write a subsequent location and you want to “tie” it to the first, simply check the box and 
enter “12345” so the new location will be an affiliate location to account 12345.  You will need to email 
us and instruct us to make the first location a “parent” location in the system. 

18. Why are accounts in some states charged more than others?   
The bottom line is the same for all states.  There are 9 “no process fee” states (CO, CT, FL, KS, MA, ME, 
NY, OK, TX).  We cannot charge a “processing fee” in those states.  Therefore, the system automatically 
increases the cost of the product to cover the processing fee and does not charge a processing fee when 
the account uses a CC.   So, the actual amount of money that the account pays in those states is the 
same as in other states.  When the account does an ACH or a wire, then the system charges the normal 
price and charges the ACH or Wire charge. 
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19. What do I do if an account wants products shipped to more than one address?   
We need an Account Set-Up Form completed for each location (for shipping purposes).  If a physician 
owns two locations, then please complete two Account Set-Up Forms.  If there is a chain of 23 nursing 
homes, then we will need 23 Account Set-Up Forms (or one form if they have a central warehouse and 
all orders will be shipped to one address). 


