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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 Clinical
Laboratory Improvement Amendments (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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Overview

• CLIA Division organization

• CLIA Priorities

• CLIA Statistics

• Flexibilities

• Additional Updates

• Specific Guidance/Tools
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DCLIQ Organization Chart
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CLIA Priorities

Survey Consistency
• Maintain a strong and effective survey program

• Maximize operational efficiencies across the nation

• Collaborate with our State Agencies, Accreditation Organizations, and 
Exempt States

Stakeholder Engagement
• Increase outreach activities with stakeholders

• Strengthen stakeholder engagement and program accountability

• Improving awareness and compliance with CLIA regulations and  guidance
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Stakeholder and Partner Engagement
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Current Statistics – Enrollment

Source: CMS database – January 2022
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Certificate Type by Percent of Total

CLIA LABORATORIES BY CLIA CERTIFICATE TYPE
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Current Laboratory Enrollment Since March 2020
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Flexibilities during the Public Health Emergency (PHE)

•Remote review of clinical laboratory data, results 
and pathology slides

•Expedited review of CLIA applications

•Pooled Sample Testing

•Surveillance Testing

•Expired Reagents 

Link:   CMS Emergencies Page
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https://www.cms.gov/About-CMS/Agency-Information/Emergency/EPRO/Current-Emergencies/Current-Emergencies-page


CLIAC Workgroups

• Regulatory Assessment Workgroup - total testing process

• Certificate of Waiver/Provider Performed Microscopy

• NGS
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Regulatory, Federal Register Notice Update 1

• 1/19/2022 – Extension published in Federal Register to 
allow CMS to publish the PT final rule after 2/4/2022

• 3/7/2022 – Federal Register notice published adding the 
specialty of pathology for COLA

Resource for upcoming rules:

• Unified Agenda of Regulatory and Deregulatory Actions

• Select Agency: Department of Health and Human Services

• Organization: CMS

• https://resources.regulations.gov/public/custom/jsp/navigati on/main.jsp
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https://www.federalregister.gov/
https://resources.regulations.gov/public/custom/jsp/navigation/main.jsp


CLIA SARS-CoV-2 Test Result Reporting Requirement

• Only assessing if a laboratory has reported, or attempted 
to report, the test results  

• Laboratory needs to have documentation of reporting or  
attempting to report the results

• Compliance with The HHS Secretary’s Guidance and CDC 
guidance does not fall under CLIA oversight

• CLIA surveyor guidance being updated
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COVID-19 Inquiries

• Team that triages and responds to all COVID-19 inquiries

• Received > 4900 inquiries since January 2020
✓ CLIA applicability/applications
✓ Travel

• Average turnaround time 24-48 hours 
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Survey Prioritization, Certificate Extensions

•Guidance to surveyors
✓ Fully resume and prioritize CLIA survey activities to include 

on-site surveys
✓ Enforcement actions
✓ Proficiency testing review

• Continue to evaluate the need to extend expiration dates of 
certificates on a case-by-case basis

• Survey Prioritization Policy Memo, 3/22/2022:  QSO-22-14-CLIA
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https://www.cms.gov/medicareprovider-enrollment-and-certificationsurveycertificationgeninfopolicy-and-memos-states-and/clinical-laboratory-improvement-amendments-1988-clia-cms-location-and-state-agency-updates-covid-19


Temporary Testing Sites Guidance and Tools

• Policy Memo, CLIA Guidance for Temporary Testing Sites under 
the Multiple Site Exception, 2/28/2022:  QSO-22-13-CLIA

• Consumer Complaints FAQ

• Temporary COVID-19 Testing Sites Infographic
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https://www.cms.gov/medicareprovider-enrollment-and-certificationsurveycertificationgeninfopolicy-and-memos-states-and/clinical-laboratory-improvement-amendments-clia-guidance-temporary-testing-sites-under-multiple-site
https://www.cms.gov/files/document/consumer-complaints-faq.pdf
https://www.cms.gov/files/document/temporary-covid-19-testing-sites.pdf


Consumer Complaints FAQ

• What is CLIA?
• What can a CLIA complaint include?
• Who can file a complaint? 
• How do I file a complaint?
• What information should I give when filing a complaint?
• Do I have to give my contact information?
• Can I stay anonymous if i give my contact information?
• What happens after I file a complaint?

• Where can I find additional information about CLIA?



Consumer Complaints FAQ, Screenshot



Temporary COVID-19 Testing Sites Infographic

• Provides consumers information about laboratory 
quality and safety

✓ Personal, medical, financial information
✓ Personnel
✓ Complaints
✓ Fraud

• Collaboration of several CMS areas, including CLIA
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Temporary COVID-19 Testing Sites Infographic, Screenshot



CLIA Quick Start Guide for Schools
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COVID – School Testing Fact Sheet
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CLIA Communications Listserv

• GOAL: CMS to disseminate information to laboratories and laboratory professionals

• We have created a listserv that the public can subscribe to in order to get updates 
directly from CLIA

• https://www.cms.gov/Regulations-and-Guidance/Legislation/CLIA

23

https://www.cms.gov/Regulations-and-Guidance/Legislation/CLIA


CLIA Contact Information

CMS Baltimore:  410-786-3531

CLIA Questions:  CMS LabExcellence@cms.hhs.gov

Sarah Bennett:  sarah.bennett1@cms.hhs.gov
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Resource Information

• CLIA Website:  Clinical Laboratory Improvement Amendments 
(CLIA)

• CMS Emergencies Page

• Frequently Asked Questions (FAQs), CLIA Guidance During the
COVID-19 Emergency (PDF) UPDATED (12/17/20)

• Revised HHS Secretary SARS-CoV-2 Test Reporting Guidance, 
3/8/2022, effective 4/4/2022: HHS-Laboratory-Reporting-
Guidance
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https://www.cms.gov/regulations-and-guidance/legislation/clia?redirect=/clia/
https://www.cms.gov/About-CMS/Agency-Information/Emergency/EPRO/Current-Emergencies/Current-Emergencies-page
https://edit.cms.gov/files/document/frequently-asked-questions-faqs-clia-guidance-during-covid-19-emergency-updated-12-17-2020.pdf
https://www.cdc.gov/coronavirus/2019-ncov/downloads/lab/HHS-Laboratory-Reporting-Guidance-508.pdf

