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Insurers and Health Plans Required to 
Cover OTC COVID-19 Tests 

Background 
From the early days of the COVID-19 pandemic, and until the related public health 
emergency ends, health plans and health insurance issuers have been required to cover 
the costs of COVID-19 tests, without imposing any cost-sharing requirements, prior 
authorization, or other medical management requirements.  

Under guidance issued in June 2020, at-home COVID-19 diagnostic tests required an 
order by an attending physician who determined that the test was medically appropriate 
in order to be covered. The FDA at this time had not yet authorized any at-home COVID-
19 diagnostic tests. Since then, the FDA has approved several OTC tests, and under the 
new guidance, a physician’s order is no longer required for OTC tests to be covered. 

Summary 
On January 10, 2022, the Departments of Health and Human Services (HHS), Labor, and 
Treasury issued FAQs outlining new requirements for group health plans and health 
insurance issuers to cover over-the-counter (OTC) COVID-19 diagnostic tests. The new 

e-Alert

mailto:marketing@hrknowledge.com
https://r20.rs6.net/tn.jsp?f=0015AW9jG90jtBIqpbLV1HRJg3oADZjmBmG2I9h8EtmNW44J2HFoNpxYS9twJOLjY9Hw5PVDKpPxhReSrZAa-Inl49_jrIKLO_dqCxGbyupnu0Id00LvJkQIKBsmx67C_xRLlKZWzVErSFIFsI9Ddp7GWsUoIMJRLSfWXWilVJiKkUqi1R587XCRKeKSULQI0bbYoBRchiuemanOIfh_gHVEk8G58iCRsDwbFHCvFeFqLgG-cE6dc9xnQ6gyP0cgKTbMEFymHSGN_xyuW7PqCm4tA==&c=sbRIVcyzQEQ_53f5atCTENeQrFcN0mSiI-oKMkU4PEGDO92KEadmpA==&ch=YdEiPX9Zb1c42seCtdKXYKuJxk8HFRHr8eYLLU8tZ7f1A1Ee9SuXhw==


 
 
 
 

This content is provided with the understanding that HR Knowledge is not rendering legal advice. While every effort is made to provide 
current information, the law changes regularly and laws may vary depending on the state or municipality. The material is made 
available for informational purposes only and is not a substitute for legal advice or your professional judgment. You should review 
applicable laws in your jurisdiction and consult experienced counsel for legal advice. If you have any questions regarding this content, 
please contact HR Knowledge. 

Page 2 of 4 

requirements apply to all group health plans (fully insured and self-funded). The new 
requirements go into effect for tests purchased on or after January 15, 2021.  
 
The FAQs make it clear that the Departments want to ensure plans remove financial 
barriers that might otherwise prevent participants from accessing tests. Plans are 
encouraged but not required to provide direct coverage, where the plan pays the 
provider directly, eliminating the need for participants to pay for the tests and be 
reimbursed.  
 
Plans are not permitted to limit coverage to tests purchased through network pharmacies 
or other in-network providers. Plans may be able to limit reimbursement levels to out-of-
network providers if they meet the conditions of the safe harbor requirements outlined in 
the guidance. 
 
Safe Harbor Requirements 
The guidance provides a cost-management option for plans and issuers to create a 
“direct-to-consumer” program using its pharmacy network and a direct-to-consumer 
shipping program, which will allow the plan to limit the reimbursement they must pay for 
tests purchased from out-of-network providers.  
 
Plans and issuers that comply with the safe harbor may limit the reimbursement of OTC 
COVID-19 tests purchased from out-of-network providers to the lesser of the actual price 
or $12 per test. If the package contains more than one test, the plan or issuer must 
calculate the reimbursement based on the number of tests in a package.  
 
Plans who elect to rely on the direct-to-consumer safe harbor must meet certain 
requirements, including: 
 

• Participants cannot be required to pay for the tests and then seek 
reimbursement after purchase; 

• Plans must ensure claims systems can process payments directly with no upfront 
out-of-pocket costs to the plan participants; and 

• Taking reasonable steps to ensure that participants have adequate access to 
OTC COVID-19 tests, through an adequate number of retail locations (in-person 
and online).  
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If a plan or issuer is unable to ensure adequate access to OTC COVID-19 tests, such as if 
there are significant shipping delays, the plan cannot limit the amount it reimburses 
participants who choose to purchase tests elsewhere when access is limited.  
 
Limit on Number or Frequency of Tests 
No limits can be placed on traditional COVID-19 tests that are ordered by a health care 
provider. However, plans and issuers may limit the number of OTC COVID-1 tests covered 
for each participant, if the participant purchases the tests without a provider’s order.  
 
Plans may limit the number of covered tests to no less than 8 tests per 30-day period (or 
per calendar month) but must not limit tests to a smaller number over a shorter period of 
time. For example, it would be impermissible to limit a participant to four tests over a 15-
day period.  
 
Prevention of Fraud and Abuse 
Plans and issuers may implement measures to prevent, detect, and address fraud and 
abuse as long as they do not create significant barriers to access. Examples of permissible 
activities include: 
 

• Requiring an attestation that the OTC COVID-19 test was purchased by the 
participant for personal use, not for employment purposes, has not been (and 
will not be) reimbursed by another source, and is not for resale.  

• Requiring reasonable documentation of proof of purchase with a claim for 
reimbursement, such as a receipt or a UPC code for the OTC COVID-19 test. 

 
Educational Programs 
The Departments recognize that participants may benefit from education and 
information resources to support them in accessing and using the OTC COVID-19 tests as 
intended. Plans may create educational programs on the effective use of the tests, so 
long as the materials make clear that the plan provides coverage for the tests as 
required. Educational materials may include: 
 

• Guidance on how to access and effectively use the tests, information explaining 
the different types of tests and when they are appropriate; 

• Quality information about specific OTC COVID-19 tests and information about 
reliability of their test results; 
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• Information on obtaining the tests directly from the plan, through designated 
lower-cost sellers, or through direct-to-consumer programs; and 

• Instructions on claim filing options, information required to file a claim and 
documentation requirements.  

 

Employer Next Steps 
• Plan sponsors should check with their insurance carriers and third-party 

administrators to find out how they plan to meet these new coverage 
requirements. 

• Be prepared for an evolving process to roll out in the upcoming days and weeks 
as these entities develop and launch their programs. 

• Reach out to your Client Account Manager (CAM) with any questions.  
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