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Interim Guidance Issued for 
COVID-19 Laboratory Testing
To help ensure that clinical laboratories in the United States are prepared to respond 
during the coronavirus pandemic, the Centers for Medicare & Medicaid Services (CMS) 
has issued Clinical Laboratory Improvement Amendments (CLIA) laboratory guidance. 
Applicable during the COVID-19 public health emergency, this interim guidance addresses 
remote review of pathology slides, CLIA certificates, proficiency testing, alternative 
collection devices, and laboratory-developed tests.

The intent of the CLIA program remains the same: to ensure that test results provided to 
individuals and health care providers are accurate and reliable. However, due to the public 
health emergency posed by COVID-19 and the urgent need to expand laboratory capacity, 
CMS is adopting temporary policies of relaxed enforcement under specific conditions, 
including the following:

Remote review of clinical laboratory data, results, and pathology slides
To minimize the risk of coronavirus exposure to health care providers, patients, and the 
community—and to encourage social distancing—CMS will not enforce its requirement 
to have a separate CLIA certificate for laboratories located at a temporary testing site, 
provided the designated primary site has such a certificate and the work being performed 
in the temporary testing site falls within the parameters of the primary site’s certificate. The 
temporary testing site may be the pathologist’s home, which would allow for the remote 
review of pathology slides.

Expedited review of CLIA applications
Because US laboratories need a CLIA certificate to perform COVID-19 testing, review of 
such applications has been expedited. Provided all other applicable CLIA requirements 
are met, the laboratory can now begin testing as soon as its CLIA certificate number is 
assigned rather than waiting for its hard-copy certificate to arrive by mail.

Allowance for a single CLIA certificate for laboratories located at contiguous 
buildings on the same campus
Provided that testing sites are under one designated lab director, laboratories on a 
hospital/university hospital campus may provide testing in different buildings on the same 
campus. Labs should consult the appropriate CMS location to determine if the hospital is 
eligible for a single certificate in such cases. 

Allowances for proficiency testing during the public health emergency 
For laboratories performing testing and providing patient results, proficiency testing (PT) is 
still required and should be performed as mandated by CLIA regulations. However, when 
PT providers must postpone, suspend, or cancel PT during this public health emergency, 
CMS may exercise enforcement discretion under the following circumstances:

• The PT provider must notify CMS, the accrediting organization, exempt states, and the 
appropriate laboratories of any need to postpone, suspend, or cancel PT, along with a 
plan to resume PT.

https://www.cms.gov/medicareprovider-enrollment-and-certificationsurveycertificationgeninfopolicy-and-memos-states-and/clinical-laboratory-improvement-amendments-clia-laboratory-guidance-during-covid-19-public-health
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• Labs will not be penalized for lack of PT results if PT is suspended or canceled with 
CMS approval. However, labs are encouraged to perform their own self-assessment in 
such scenarios to ensure reliable test results.

• Labs must document any notification from a PT provider regarding postponement, 
suspension, or cancellation of PT.

• When PT is temporarily suspended for a specific test due to staffing, supply, or 
reagent shortage, the laboratory must document this and notify the inspecting agency 
and the PT program of the suspension and the reason for it.

Alternate specimen collection devices
CLIA requires laboratories to follow manufacturer’s instructions for transport and 
specimen collection devices. If a lab modifies manufacturer’s instructions, it must 
establish performance specifications and validate parameters prior to patient testing. 
However, during this public health emergency, and according to the US Food and 
Drug Administration (FDA), when one lab establishes equivalent performance between 
parallel testing of the same specimens with new and original components (including 
viral transport media), and the FDA determines that the data apply to modifications of 
other tests with an FDA emergency use authorization (EUA), the FDA may make this 
information public so that other labs may refer to the validation for their own testing 
without conducting a study for the same modification. 

During this pandemic, the FDA is providing information on alternative transport media on 
its FAQs for Diagnostics Testing for SARS-CoV-2 webpage. In cases when the FDA has 
indicated that alternative collection devices and specimen transport media may be used, 
the CLIA laboratory director will need to decide if subsequent validation studies are 
required before tests are performed. 

Laboratory-developed tests
In March 2020, the FDA published guidance on how states may take responsibility for 
lab tests developed and used in their states and how they may take actions and respon-
sibility to authorize such tests without FDA engagement. The guidance stipulates that if 
a state chooses this flexibility to expedite COVID-19 testing, then the state must notify 
the FDA. CLIA recommends that if states have limited oversight systems in place for 
this scenario, labs should continue to submit test validations and notifications of patient 
testing to the FDA. 

Evolving situation requires ongoing vigilance
CMS is not alone in exercising a temporary policy of relaxed enforcement in its CLIA 
program. The FDA allows for an abbreviated validation process within FDA guidelines, 
and the Centers for Disease Control and Prevention (CDC) has issued resources and 
interim guidance for laboratories. Because the situation is emergent and ever changing, 
laboratories that elect to conduct COVID-19 testing must follow guidance released by 
the FDA, the CDC, and CLIA (CMS) and are advised to review the websites of those 
bodies frequently. See the Additional Laboratory Resources box for links to helpful 
resources.

https://www.fda.gov/medical-devices/emergency-situations-medical-devices/faqs-diagnostic-testing-sars-cov-2
https://www.fda.gov/media/135659/download
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Following the guidance of the FDA, the CDC, and CLIA, The Joint Commission’s 
recommendations for accredited laboratories wishing to conduct COVID-19 testing are 
as follows:

If the lab is using the CDC-developed EUA assay, the instructions provided with the 
procedure must be followed.

If the lab is using an EUA assay not developed by the CDC but approved by the FDA, the 
lab director must determine the number of positive and negative specimens needed to 
verify performance and must follow manufacturer’s instructions. 

After the public health emergency has passed and the EUAs are rescinded, Joint 
Commission–accredited laboratories must validate methods as required for the 
complexity of testing according to Joint Commission Standard QSA.02.01.01, Elements 
of Performance (EPs) 1 and 2. If the EUAs are rescinded and the FDA does not assign 
a complexity to the method, then labs must validate the method as a high-complexity 
laboratory-developed test (EP 2). See the standards box below for reference to this 
requirement. TS

QSA.02.01.01. The laboratory verifies tests, methods, and instruments in order 
to establish quality control procedures.

Note: This standard also applies to instruments on loan when the original 
instrument is under repair.
EP 1 When adding or replacing an unmodified US Food and Drug 

Administration (FDA)-approved test, method, or instrument, the 
laboratory verifies the manufacturer’s performance expectations, 
including the following:

• Accuracy
• Precision
• Reportable range

The verification is documented.
EP 2 When adding or replacing a modified test, method, or instrument, the 

laboratory establishes written performance specifications that include 
the following:

• Accuracy
• Precision
• Reportable range
• Analytic sensitivity
• Analytic specificity, including interfering substances

Note: Modified tests, methods, or instruments include the following:

• Test procedures with modifications to the US Food and 
Drug Administration (FDA)–approved use for specimen type, 
reagents, instrument, procedural steps, or other components

• Tests or methods developed in the laboratory with no FDA 
evaluation

• Tests, methods, or instruments not subject to FDA clearance
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Additional Laboratory Resources
Centers for Disease Control and Prevention (CDC) Resources:

Division of Laboratory Systems (DLS): Laboratory Outreach Communication 
System (LOCS)

Information for Laboratories: Interim guidance and resources for laboratory 
professionals working with specimens from persons under investigation for 
coronavirus disease 2019 (COVID-19)

Laboratory Biosafety Guidelines: Interim guidelines for handling and 
processing specimens associated with coronavirus disease

Laboratory Biosafety and COVID-19 Q&As

CDC Interim Guidelines for Collecting, Handling, and Testing Clinical 
Specimens from Persons for Coronavirus Disease 2019 (COVID-19)

CDC Guidance for Evaluating and Testing Persons for Coronavirus Disease

CMS Resources:

CLIA Laboratory Guidance During the COVID-19 Public Health Emergency

Frequently Asked Questions (FAQs), CLIA Guidance During the COVID-19 
Emergency

FDA Resources:

FDA Test Guidance and List or EUA Approved COVID-19 Tests

FDA FAQs on Testing for SARS-CoV-2

https://www.cdc.gov/csels/dls/locs/index.html/#LOCS0326
https://www.cdc.gov/coronavirus/2019-ncov/lab/index.html/#LOCS0326
https://www.cdc.gov/coronavirus/2019-nCoV/lab/lab-biosafety-guidelines.html
https://www.cdc.gov/coronavirus/2019-ncov/lab/biosafety-faqs.html
https://www.cdc.gov/coronavirus/2019-ncov/lab/guidelines-clinical-specimens.html
https://www.cdc.gov/coronavirus/2019-ncov/lab/guidelines-clinical-specimens.html
https://www.cdc.gov/coronavirus/2019-nCoV/hcp/clinical-criteria.html
https://www.cms.gov/medicareprovider-enrollment-and-certificationsurveycertificationgeninfopolicy-and-memos-states-and/clinical-laboratory-improvement-amendments-clia-laboratory-guidance-during-covid-19-public-health
https://www.cms.gov/files/document/clia-laboratory-covid-19-emergency-frequently-asked-questions.pdf
https://www.cms.gov/files/document/clia-laboratory-covid-19-emergency-frequently-asked-questions.pdf
https://www.fda.gov/medical-devices/emergency-situations-medical-devices/emergency-use-authorizations#covid19ivd
https://www.fda.gov/medical-devices/emergency-situations-medical-devices/faqs-diagnostic-testing-sars-cov-2

