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Disclaimer 

This presentation was prepared for informational purposes and is not
intended to grant rights or impose obligations.  Every reasonable effort
has been made to assure the accuracy of the information within these 
pages. 

This publication is a general summary that explains certain aspects of
the CLIA Program, but is not a legal document. The official CLIA
Program provisions are contained in the relevant laws, regulations, and
rulings. Links to the source documents have been provided within the 
document for your reference. 

The Centers for Medicare & Medicaid Services (CMS) employees,
agents, and staff make no representation, warranty, or guarantee that
this compilation of CLIA information is error-free and will bear no
responsibility or liability for the results or consequences of the use of
this guide. 
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CLIA Pay Banner and CLIA Quick Start Guide 

• Availability of an online payment system for the
Clinical Laboratory Improvement Amendments (CLIA)
certification fee. 
• New quick start guide available to laboratories

applying for CLIA certification to help with the
application process for CLIA certification and includes
information on the expedited review process that
allows labs to start testing quickly. 
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Explor,e More Options Find an Agency Online Help 

A Alert Message: 
Coronavirus (COVID-19) updates 

CLIA Laboratory User Fees 

0 2 3 

Before You Begin Complete Agency Form Enter Payment Info 

About this form 

Use this form to pay your CUA fees. 

Accepted Payment Methods: 
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Review & Submit 

S ign In Create an Account 

X 
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Confirmation 

CL!A 

CLIA Pay Banner 
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LABORATORY OU ICK START GUIDE TO CMS CLIA CERTIFICATION 

II SEPTEMBER 2020 

® Labclratary Qulek start 
Gud11 to CMS CLl.4. 
out1ncat1on 

Ille, c e1111.er• ror Medicare a Medicaid :Sl!orVlc.111 

[CIMS) c UmlC'al I.laboratory lft1pl'O'Vl!'me1111 
it.me111dme111l1 (CUA) regu1a1e1 theq;u;auty aid 
s.ite,ty ,of U.S. c U1111c:a l labonito1le1 lio en1111re die 
acmraqr, NI labll lty, and tl~Une15 of pal!lellt 

111151: re1111'1t1 repd:11!15 ol'where 1he 1e1t -• 
perfibrmed. Cl.IA ha1 reg,uf.ala«y requlntmeflltl 
ror q,uallty d!li!UiH raboratorlill m111t 111Nt. Tl'III 
!JU:lde help1 laboratorle1 see4dng to apptt f« 
CUA certllk.aitlon from C!MS. Mont, I~ 

c11111 betCJUnd on lhe CNS CUA WG!ilte. 

@ STEP1: 
oownload and 
c.ompllltll Form CMS-ms 

, Include lnrormatlon based on the 

date of rorm completion. 

, All applicable sections must be completed. 
Incomplete applications cannot be proc.e5Sl!!d. 

, Pr1nt leglbtf or type. 

, To nnd out If the testl1"9 your laboratory 

Is pe®rml1"9 Is ca!Egonzed as wat.>ed, 
moderate, or high complexity-refer to the 
EPA website. 1ryou are unable to locate the 
test complexity Of your laboratory testing, 

cont;,ct your state Agency: 

, For a complete 11st or I nstruc tlons; 

refer t o page 6 of Form CMS-116. 

·~1 camplllto Ganaral 
Information ., 

,. .. ..,.. ....... soctlc:ln I. 

-· N·-·-~ L Rrst.-tlmeapplicantsche. ck 
_,,_ ..,, L "lnltlal Appllcatlon." 

__ ___ For an lnltlal applicant, the CLIA 

lde111dffcattom1 Humber Is lert bfan'k. 
=.-::-~~"::.- ...... ·---.--,.,..c- When the appileat1on Is processed , 

- • ' L the number Is a11~gned. 

cntaM-t,tw:~~f.l.(ttn -·,:arc1 ,M«htl•t-•td,w,l"lJi:rgar ~Pl-· 
..,.,.,..,._..,.dboiolt4'4J.l~r•b.,.. ,ct,'1'9._IPP.:tmllOff':t n.vt-:4'1.Uo~-.~ 

.M~.t:WJ )AMil 11\a..A 

Dlsid-r. T/r; fllldo ls.a --- o,tlw, l.,w .. - fl] .!SSlst,-,p ... tr,~ 
rt... baotcs a6aut&lla CUApog,- .ardlhatllMI ,...ct., sioouldcT!lt'IW/t rt..-.-.-
.and~ tt:v" tlMIMSCDJ>"<lftlMIC'U'I ""'1'6....,...,!s. 

Fair:mty Address must renect the 
ptljslcal location w here the laboratory 

testing Is performed. The address 
may Include a floor. suite and/or room 
location, but cannot be a Post Office 
box or Mali stop. 

(i;;\ lnhlrnatlonal 

\ ~ Lab Faclldlu 

For CUA purposes .. an lntematro nal 
laboratory Is a 1'aclilty outside the U.S. 
or Its terrnones that perrorms dlnlcal 
laboratory tests referred by and returned 

to a 1'aclilty In the U.S. or Its terr1torles. 

CL!A 

CLIA Quick Start Guide 
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Current Statistics 

Total Number of CLIA Laboratories 282,518 

Total Exempt States (NY & WA) 10,613 

Total Non-Exempt 271,905 

• CoW 207,858 

• PPM 30,097 

• CoC 18,015 

• CoA 15,935 

Source: CMS database - October 2020 
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Current Statistics 

Total Number of New CLIA Laboratories 
since March 2020 

17,098 

• CoW 15,308 

• PPM 584 

• CoC 774 

• CoA 432 

Source: CMS database - October 2020 
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Current Statistics – Skilled Nursing Homes & Pharmacy Initiative 

Top Facility Types for New CLIA Laboratories 
Since March 2020 

Number 

Physician Office Lab (POL) 5,188 

Pharmacy 2,866 

Other 2,232 

Assisted Living Facility 1752 

Other Practitioner 681 

Independent 632 

Home Health Agency (HHA) 592 

Nursing Home (SNF/NF) 395 

CMS database - October 2020 
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Section 1135 Waiver Requests 

• The CLIA program is unable to approve section 1135
waiver requests with respect to waivers of CLIA
program requirements. The section 1135 waiver
authority is only applicable to specified programs (or
penalties) authorized by the Social Security Act (SSA).
The CLIA program does not fall into this category of 
programs. 
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CLIA Flexibilities During the Public Health Emergency 

During the PHE, CMS released the QSO-20-21 CLIA memo on March 26,
2020, providing guidance to surveyors and laboratories regarding: 

• CMS’ Exercise of enforcement discretion to ensure pathologists may review
pathology slides remotely if currently defined conditions are met. 

• Ensuring that laboratories located in the United States wishing to perform
COVID-19 testing that apply for CLIA certification are able to begin testing
as quickly as possible during the public health emergency. 

• Highlighting that laboratories within a hospital/University Hospital Campus
may hold a single certificate for the laboratory sites within the same
physical location or street address. 

• Offering enforcement discretion as to Proficiency Testing (PT) During the
duration of the Public Health Emergency. 

• Addressing alternate Specimen Collection. 
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Enforcement Discretion During PHE 

CMS will temporarily exercise enforcement discretion for the 
duration of the PHE under CLIA: 
• For the use of SARS-CoV-2 POC antigen tests on asymptomatic

individuals.  Specifically, CMS will not cite facilities with a CLIA 
Certificate of Waiver when SARS-CoV-2 POC antigen tests are 
performed on asymptomatic individuals, as described in the
FDA FAQ 
• For SARS-CoV-2 surveillance testing where patient-specific 

results are reported (e.g., SARS-CoV-2 surveillance testing that 
does not utilize a pooling strategy).  Specifically, neither CMS 
nor the State survey agencies on its behalf will cite non-CLIA
certified facilities, such as university laboratories, that are
performing such testing, provided that the facility does not 
report actual test results, but only refers an individual with a
presumptive positive or inconclusive test result to a laboratory
for further testing.  
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https://www.fda.gov/medical-devices/coronavirus-covid-19-and-medical-devices/faqs-testing-sars-cov-2#general-screening-asymptomatic


   
 

  
  

  
    

  
  

  
    

 
  

Survey Re-prioritization 

During the PHE, CLIA surveys/inspections were placed on hold 
and then later re-prioritized to focus on the following: 

• Complaints that represent situations in which immediate
corrective action is necessary because the laboratory’s
noncompliance with one or more condition-level requirements
has already caused, is causing, or is likely to cause, at any time,
serious injury or harm, or death. 
• Any revisit to resolve current enforcement actions. 
• Recertification actions for certificates that have been extended 

to December 31, 2020, and any other soon to expire
certificates. 
• Initial certifications and other complaints. 

13 



   

   

Remote Surveys 

• Workload Backlog 

• Optional for State Agencies, not mandatory 

• Only allowed for laboratories with good compliance
history 
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Cease and Desist Letters During PHE 

• Laboratories Testing Without a CLIA Certificate 
• Laboratories Testing Outside of the CLIA Certificate 
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CLIA Communications ListServ and Public Outreach 

GOAL: to disseminate information to laboratories and 
laboratory professionals -the public can subscribe in
order to get updates directly from CLIA 

• The web address below will take you to CMS.gov. 
• When you scroll to the bottom of the page, you will see the

“Receive Email Updates” section. 
• Enter your email address and follow the instructions. 

• https://public.govdelivery.com/accounts/USCMS/su
bscriber/new?topic_id=USCMS_12461 
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https://public.govdelivery.com/accounts/USCMS/su


CLIA Listserv Bulletin Example 
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CARES Act 

• Coronavirus Aid, Relief, and Economic Security (CARES) 
Act, requires “every laboratory that performs or analyzes
a test that is intended to detect SARS-CoV-2 or to 
diagnose a possible case of COVID-19” to report the 
results from each such test to the Secretary of the 
Department of Health and Human Services (HHS) 

• § 18115 applies to laboratories 

CARES Act link: https://www.congress.gov/116/bills/hr748/BILLS-116hr748enr.pdf 
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https://www.congress.gov/116/bills/hr748/BILLS-116hr748enr.pdf


 

 
   

  
   
    

  
 

    
    

  

New/Modified CLIA Regulations 

• These Clinical Laboratory Improvement Amendments 
of 1988 (CLIA) regulations in IFC-3401-CMS address 
the requirement that all CLIA-certified laboratories
must report all SARS-CoV-2 test results 
• New CoW reporting requirement added at § 493.41 
• Added a requirement at § 493.555(c) requiring

Accreditation Organizations(AOs)/Exempt States(ESs)
to report to CMS within 10 days condition-level 
noncompliance with reporting requirements under
§§ 493.41 or 493.1100(a) 
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New/Modified CLIA Regulations (cont’d) 

• Reporting requirement for non-waived laboratories
added at § 493.1100(a) 

• Amended § 493.1804(c) to allow imposition of 
alternative sanctions on CoW laboratories that fail to 
report SARS-CoV-2 test results 

• Added § 493.1834(d)(2)(iii) to outline Civil Money 
Penalty (CMP) structure for failure to report SARS-
CoV-2 test results 
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Who Has To Report 

• All CLIA-certified laboratories that perform testing for
SARS-CoV-2. 

• This includes health care facilities using Point of Care
COVID-19 testing devices under a CLIA Certificate of 
Waiver, including nursing homes, pharmacies, or
other settings, will be required to report test results
under this regulation. 
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What do I Have to Report 

• All SARS-CoV-2 tests results for all types of testing
(e.g. molecular, antigen, antibody) regardless of the
type of laboratory. 

• Each test result for every SARS-CoV-2 test the 
laboratory performs, regardless of the number of
times that an individual is tested. 
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CLIA Reporting Requirements 

• Each laboratory must report SARS-CoV-2 test results 
in the manner and frequency prescribed by the HHS
Secretary. 

• CLIA is not prescriptive about how a laboratory 
documents reporting of SARS-CoV-2 results. 

• The laboratory must maintain documentation of their
reporting process. 
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Assessing Compliance 

• Surveyors will assess compliance with CLIA test
reporting requirements during surveys. 

• Surveys include CoW and PPM laboratories. 
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What Happens if I do not Report? 

• Failure to report SARS-CoV-2 test results may result 
in: 
• Condition-level noncompliance 
• Imposition of a civil money penalty (CMP) 

• CMPs 
• $1000 for 1st day of noncompliance 
• $500 for each subsequent day of noncompliance 
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Not Testing for SARS-CoV-2? 

If your laboratory is not performing any testing for
SARS-CoV-2, there is nothing that you need to do
differently at this time; however… 

Please note:  If your laboratory decides to start testing
you would need to follow the reporting requirements. 
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Hyperlink Table of Resources 

• CMS-3401-IFC: Interim Final Rule 
• QSO Memo, IFC, SARS-CoV-2 Test Reporting: QSO-20-

37-CLIA, NH 
• HHS COVID-19 Reporting Guidance:  HHS Reporting 

Guidance 
• QSO Memo, Clinical Laboratory Improvement 

Amendments (CLIA) Laboratory Guidance During
COVID-19 Public Health Emergency + FAQs: CMS 
QSO-20-21-CLIA 

• CMS SARS-CoV-2 Laboratory Testing Comparison +
COVID-19 Testing Infographic: ADMIN 20-06-CLIA 
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https://www.cms.gov/files/document/covid-ifc-3-8-25-20.pdf
https://www.cms.gov/medicareprovider-enrollment-and-certificationsurveycertificationgeninfopolicy-and-memos-states-and/interim-final-rule-ifc-cms-3401-ifc-updating-requirements-reporting-sars-cov-2-test-results-clia
https://www.hhs.gov/sites/default/files/covid-19-laboratory-data-reporting-guidance.pdf
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/medicareprovider-enrollment-and-certificationsurveycertificationgeninfoadministrative-information/cms-sars-cov-2-laboratory-testing-comparison


 

   
   

Contact Information 

Contact CMS at 
LabExcellence@cms.hhs.gov 

If inquiry is specific to the IFC, 
add “CMS-3401-IFC” in the subject header 

Thank You!! 
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