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THE SURVEYOR

Check Survey Fees Are Paid
Pull Information From Last Survey

1. How many specialties did the laboratory have?
2. Were there any citations or recommendations?
3. What was the last test volume reported?

Proficiency Testing Report
Open Enforcement Cases

Planning Meeting
Contact Laboratory with Potential Date

How Surveyors Prepare 
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THE OPENING MEETING

Invite Laboratory Staff 

Technical Consultant/Technical Supervisor

General Supervisor

Quality Manager

Prepare To Give Updates

Any Facility Changes Since Last Survey

Added Specialties/New Test

Personnel Promoted (ex. TP to TC or TS)

Allow Surveyors To Discuss Survey Flow

Length

Tour

Record Review/Interviews
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THE TOUR

Specimen 
Collection/Specimen 

Processing

Prep Areas/Storage 
Areas

Testing and Reporting 
Areas

Facility Tour/Surveyor Section Tour
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THE REVIEW

What Do Surveyors Want To See?
Records Generated Since the Last Survey

Provide Requested Records in a Timely Manner
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THE CLOSEOUT

Invite the Laboratory Staff

Overview of the Survey

Ask Questions

Facility & 
Section Tours

Record 
Review

Interviews

Closeout/Exit 
Conference

Opening 
Meeting
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THE REPORT

CMS 2567

D-TAG

Deficient
Practice

Statement

CFR and
Regulatory 
Language
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PLAN OF CORRECTION (PoC)
ALLEGATION OF COMPLIANCE (AoC)

1. Documentation describing the corrective actions that have 
been taken for patients that were identified by the survey and 
subsequent analysis as having been affected by the deficient 
practice(s); 

2. An explanation as to how the laboratory has identified other 
patients who may have been affected by the deficient 
practice(s); 

3. A description of the correction(s) that have been put into 
place and/or the systemic changes that have been made to 
ensure that the deficient practice does not recur; and 

4. How the corrective actions are being monitored to ensure 
the deficient practice does not recur. 
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POLL QUESTION #4
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https://www.cms.gov/Regulations-and-Guidance/Regulations-and-Guidance
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WEBSITES, TRAININGS, AND DOCUMENTS

CLIA REGULATIONS      eCFR :: 42 CFR Part 493 -- Laboratory Requirements

CLIA INTERPRETIVE GUIDELINES       SOM- Appendix C (cms.gov)

CMS CLIA WEBSITE   Clinical Laboratory Improvement Amendments (CLIA) | CMS

CDC CLIA WEBSITE Clinical Laboratory Improvement Amendments (CLIA) | CDC

INTRODUCTION TO CLINICAL LABORATORY IMPROVEMENT AMENDMENTS OF 1988 (CLIA) - WB4497 -
CDC TRAIN - an affiliate of the TRAIN Learning Network powered by the Public Health Foundation

STATE SURVEY AGENCIES (CLIA CONTACT LIST) (cms.gov)

CMS OPERATIONS BRANCH (CLIA CONTACT LIST)

LabExcellence@cms.hhs.govCMS 116 CMS 209

https://www.ecfr.gov/current/title-42/chapter-IV/subchapter-G/part-493
https://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/Downloads/som107ap_c_lab.pdf
https://www.cms.gov/regulations-and-guidance/legislation/clia
https://www.cdc.gov/clia/
https://www.train.org/cdctrain/course/1097897/
https://www.cms.gov/Regulations-and-Guidance/Legislation/CLIA/Downloads/CLIASA.pdf
https://www.cms.gov/files/document/clia-operations-branch-contacts.pdf
https://www.cms.gov/Medicare/CMS-Forms/CMS-Forms/Downloads/CMS116.pdf
https://www.cms.gov/Medicare/CMS-Forms/CMS-Forms/Downloads/CMS209.pdf
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THANK YOU
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For more information, contact CDC
1-800-CDC-INFO (232-4636)
TTY:  1-888-232-6348    www.cdc.gov

Marranda Scott  (404)498-4552 or juz2@cdc.gov

Images used in accordance with fair use terms under the federal copyright law, not for 
distribution.

Use of trade names is for identification only and does not imply endorsement by U.S. 
Centers for Disease Control and Prevention.

The findings and conclusions in this report are those of the authors and do not 
necessarily represent the official position of Centers for Disease Control and Prevention.
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