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Agenda

• Introduction

– New and relevant OneLabTM Resources

– Today’s Presenters

• The Survey Process: What you Need to Know for Your CLIA 
Survey

• Q&A

• Upcoming Events

OneLab™ is a registered trademarks of HHS

2



Division of Laboratory Systems

3



Division of Laboratory Systems

Presenter  

Marranda Scott

Clinical Laboratory Scientist
Quality and Safety Systems Branch
Division of Laboratory Systems
Office of Laboratory Science and Safety
Centers for Disease Control and Prevention
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CDC, our planners, and our presenters wish to disclose they have 
no financial interests or other relationships with the 

manufacturers of commercial products, suppliers of commercial 
services, or commercial supporters.
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Division of Laboratory Systems

Vision
Exemplary laboratory practice and systems 
strengthen clinical care, public health, 
emergency response, and health equity.

Mission
Improve public health, patient 
outcomes, and health equity by 
advancing laboratory systems.
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THE PRESENTER

Mississippi State University (2007)

Biologist
FSAP Inspector (2010-2015)

Clinical Laboratory Scientist
CMS CLIA Surveyor (2015-2021)

Clinical Laboratory Scientist
Division of Laboratory Systems
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THE SURVEY PROCESS
GET 
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THE SURVEY 

SAYS

THE 

SURVEYORS

ARE HERE

RESOURCES
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THE SURVEYOR
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THE SURVEYOR

Check Survey Fees Are Paid
Pull Information From Last Survey

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

Proficiency Testing Report
Open Enforcement Cases

How Surveyors Prepare 
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THE LABORATORY
POLL QUESTION #1

Would your laboratory be ready for survey if 
it was conducted 1 year before the
CLIA certificate expired?
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CMS 116
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THE LABORATORY
CMS 209
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THE LABORATORY
TEST DIRECTORY
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THE LABORATORY
PROCEDURES,POLICIES, and DOCUMENTS

• All tests, assays, and examinations
• Personnel Records

• Board of Certification for Laboratory Director
• Diplomas, Degrees, and Transcripts
• Training Records
• Competency Assessment

• Proficiency Testing
• Test runs with PT results 
• Printouts
• Signed attestation sheets
• Remedial action and review for unsatisfactory results
• Twice a year verification
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Excellent Laboratories, Outstanding Health 

• Quality Control Records
• Calibration/Calibration Verification Records
• Statistical Limits
• Remedial Action Information
• Instrument maintenance and function checks

• Quality Assessment
• Policies and procedures to monitor, assess, and correct problems
• Documentation of ongoing assessment activities

• Patient Testing Records
• Requisition 
• Testing Records (Direct Printouts)
• Test Reports

THE LABORATORY
PROCEDURES,POLICIES, and DOCUMENTS



Excellent Laboratories, Outstanding Health 

Division of Laboratory Systems

Excellent Laboratories, Outstanding Health 

SHIPPING & 
RECEIVING

HUMAN 
RESOURCES

IT

THE LABORATORY

LABORATORY
PERSONNEL



Excellent Laboratories, Outstanding Health 

Division of Laboratory Systems

Excellent Laboratories, Outstanding Health 

THE SURVEY PROCESS
GET 

READY

THE SURVEY 

SAYS

THE 

SURVEYORS

ARE HERE
RESOURCES



Excellent Laboratories, Outstanding Health 

Division of Laboratory Systems

Excellent Laboratories, Outstanding Health 

THE 

SURVEYORS

ARE HERE



Excellent Laboratories, Outstanding Health 

Division of Laboratory Systems

Excellent Laboratories, Outstanding Health 

THE OPENING MEETING
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POLL QUESTION #2

How frequently does your laboratory conduct 
internal assessments to evaluate the effectiveness 
of your quality management system?
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THE OPENING MEETING
Invite Laboratory Staff 

Technical Supervisors

General Supervisors

Quality Manager(s)

Prepare To Give Updates

Any Facility Changes Since Last Survey

Added Specialties/New Test

New TS/GS

Allow Surveyors To Discuss Survey Flow

Length 

Tour

Record Review/Interviews
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THE TOUR

SPECIMEN 
COLLECTION/SPECIMEN 

PROCESSING

PREP AREAS/ STORAGE 
AREA

TESTING & REPORTING 
AREAS

• Specimen Integrity
• Verify Reagents and 

Kits
• Temperature/Humidity

• Quality Control 
Performance

• Testing Performance
• Evaluation of Test 

Results

OBSERVATION & INFORMATION GATHERING
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THE REVIEW

Records generated since the last survey

Board of 
Certification for 

Laboratory 
Director

Diplomas, 
Degrees, and 

Transcripts

Training Records

Competency 
Assessment

Personnel 
Subpart M

General 
Laboratory 

Systems

Preanalytic

Analytic

Postanalytic

Quality Systems
Subpart K

Space

Safety

Ventilation 

Contamination 
procedures

Facility 
Administration

Subpart J

Test runs with 
PT results 

Printouts

Signed 
attestation 

sheets

Remedial action 
and review for 
unsatisfactory 

results

Twice a year 
verification

PT

Subpart H
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THE SURVEY PROCESS

THE 

POC/AOC

THE SURVEY 

SAYS

THE

REPORT
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THE CLOSEOUT
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POLL QUESTION #3

Do you attend closeout meetings 
following your survey?
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THE CLOSEOUT
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THE CLOSEOUT

Opening 
Meeting

Facility & 
Section Tours

Record 
Review

Interviews

Closeout/Exit 
Conference

• Invite the laboratory staff
• Listen to the findings and the 

recommendations from the survey 
• Ask questions if you require 

clarification
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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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THE SURVEY PROCESS

RESOURCES

WEBSITES

TRAININGS

DOCUMENTS
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WEBSITES, TRAININGS, AND DOCUMENTS

https://www.cms.gov/Regulations-and-Guidance/Regulations-and-Guidance
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WEBSITES, TRAININGS, AND DOCUMENTS
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Questions?
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THANK YOU!

CONTACT INFORMATION: JUZ2@CDC.GOV
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2. Complete webinar evaluation
• Click green "Take Evaluation" button

• Complete the evaluation
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Continuing Education

.

1. Attend entire webinar/register for course on TRAIN
• Register for the course in TRAIN
• Registration passcode: W874
• Select "PACE" credit type

• Click "Launch"

• Click on green "Mark Complete"

3. Obtain P.A.C.E Certificate
• Click on the blue "Print Certificate"

button to download

In order to receive continuing education credits, you must:
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Upcoming OneLab Network Events      
  

A Unified Response to Training Needs

Identifying and Recognizing Select Agents or Toxins

April 26, 2023

1:00-2:00 PM ET

Register Now!
https://cdc.zoomgov.com/webinar/register/WN_PyRX
H6oMQiqKNXU7G69a3A
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For more information, contact CDC
1-800-CDC-INFO (232-4636)

TTY:  1-888-232-6348    www.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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