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Disclaimer 

This presentation was current at the time it was published or 
uploaded onto the web. Medicare policy changes frequently so links 
to the source documents have been provided within the document 
for your reference. 

 
This presentation was prepared as a service to the public and is not 
intended to grant rights or impose obligations. This presentation may 
contain references or links to statutes, regulations, or other policy 
materials. The information provided is only intended to be a general 
summary. It is not intended to take the place of either the written law 
or regulations. We encourage readers to review the specific statutes, 
regulations, and other interpretive materials for a full and accurate 
statement of their contents. 
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Learning Objectives 

• Become familiar with IQCP educational materials 

 

• Recognize the parts of a complete IQCP 

 

• Use example scenario and forms in the IQCP Workbook 
to create a customizable IQCP for your laboratory 
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S&C-13-54-CLIA 
 

Published on August 16, 2013 
S&C memo#13-54-CLIA Package  
 Attachment 1: IQCP Interpretive Guidelines 
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Education and Transition Period 

Jan 01, 2014 – Dec 31, 2015 
 

• Time to learn about IQCP 
 

• Identify any test systems that would qualify for IQCP 
 

• Implement IQCP 
 

• Recognized need for educational material 
‒ Brochures 
‒ Workbook 
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Educational Tools 

• FAQs for IQCP 
• Brochure #11 (July 2013) 

CLIA Individualized Quality Control Plan: An Introduction 
• Brochure #12 (November 2014) 

CLIA Individualized Quality Control Plan:  Considerations 
When Deciding To Develop an IQCP 

• Brochure #13 (November 2014)  
CLIA Individualized Quality Control Plan:  What is An 
IQCP? 

• IQCP Workbook (May 2015) 
Developing an IQCP; A Step-by-Step Guide 
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Brochure 11 Individualized Quality Control 
Plan- Introduction 

• What is IQCP? 
• Do I have to use this IQCP approach? 
• If I am currently performing EQC, do I have to use this 

approach? 
• Will IQCP reduce the amount of controls that I have to 

perform with my laboratory testing? 
• How will this affect my responsibilities as Laboratory 

Director? 
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Brochure 12 IQCP Considerations When 
Deciding to Develop an IQCP 

• How do I decide if I even need an IQCP? 
• Manufacturer’s instructions for testing Quality Control  

‒ Meet or exceed CLIA requirements, or  
‒ Less frequent than CLIA requirements 

• Examples of 3 scenarios 
‒ Describe what the manufacturer instructions say and how 

they relate to CLIA 
• Flowchart: visual representation of the 3 scenarios 
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Brochure 13 - What is an IQCP? 

• Risk Assessment (RA) 
‒ 5 components  
‒ Resources 
‒ Potential sources of error 

• Quality Control Plan (QCP) 
‒ Strong, well documented plan provides quality test results 
‒ Number, Type and Frequency 
‒ Comprehensive to include electronic controls, procedural 

controls, training and competency assessment 
• Quality Assessment (QA) 

‒ Monitoring QCP  
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IQCP Workbook 
Developing an IQCP; A Step-by-Step Guide 
 
• Assists a laboratory with developing  a 

customized IQCP for one or more test 
systems   
 

• Incorporates an example scenario and 
forms 
 

• Documentation  of a complete IQCP:        
RA, QCP, QA  
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Navigating the Workbook 

12 



3+3+5 
 
 
Three Steps of Developing an IQCP 
• Risk Assessment 
• Quality Control Plan 
• Quality Assessment 
 

Three Phases of the Testing Process 
• Preanalytic 
• Analytic 
• Postanalytic 
 

Five Risk Assessment Components 
• Specimen 
• Test System 
• Reagent 
• Environment 
• Testing Personnel 
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Step 1: Risk Assessment 

• Gather your resources 
 

• Determine what you are already doing- what is happening in 
your laboratory 

 
 

• Identify potential sources of error 
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15 



 
Your Risk Assessment 
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Completing the Risk Assessment Worksheet 
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Things to Remember 

 You can perform a risk assessment, even if you do not intend to 
implement an IQCP.  

 The risk assessment is a good way to identify gaps in your testing 
processes and will allow you to identify potential sources of error 
that can affect your test results. 

 The risk assessment can be done at any time for any reason. 
 You may perform Risk Assessments anytime your testing process 

or test systems change.  
 The more you write down, the more likely you are to identify your 

gaps and sources of error.  
 

18 



QCP 

WHAT IS A QCP? 
 

WHAT IS INCLUDED  
IN A QCP? 
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QCP 

Record what you are already doing 

 

Identify possible sources of error 
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Tips to Remember 

•Detect Errors 
 

• Number, type and 
frequency 

 
•Acceptability Criteria 

 
•Manufacturer’s 

instructions 
 

•Laboratory Director 
signature 
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Quality Assessment  

 
 

QC  ACTIVITY 
 

VS. 
 

QA  ACTIVITY 

22 



QA Documentation 
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Continuously Monitor 

Risk Assessment 

 

Quality Control Plan 

 

Quality Assessment 
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CLIA Survey 

What does the IQCP Workbook 
change about the CMS process? 
 
                      
   Nothing! 
 
 
The routine outcome-oriented survey process remains 
the same. 
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CLIA Survey 

The IQCP Workbook is another tool in your laboratory’s 
toolbox of information, that can be helpful with the IQCP 
process. 
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CLIA Survey 

When a lab has used the workbook to document 
their IQCP… 
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Resources and Links 
 

IQCP Brochures and FAQ on CLIA website: 
http://www.cms.gov/clia/ 
 

IQCP Workbook can be downloaded at: 
http://wwwn.cdc.gov/CLIA/Resources/IQCP/ 

 
http://www.cms.gov/Regulations-and-
Guidance/Legislation/CLIA/Individualized_Quality_Control_Plan_IQCP.ht
ml 
 

Free hardcopies to be available by request from CDC  by e-
mailing iqcpworkbook@cdc.gov 
 
Questions can be submitted to IQCP@cms.hhs.gov  
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Question & Answer Session 
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Send unanswered questions to: IQCP@cms.hhs.gov  
 

mailto:IQCP@cms.hhs.gov


Evaluate Your Experience 

• Please help us continue to improve the MLN Connects® 
National Provider Call Program by providing your 
feedback about today’s call. 
 

• To complete the evaluation, visit http://npc.blhtech.com 
and select the title for today’s call. 
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CME and CEU 

This call is being evaluated by CMS for CME and CEU continuing 
education credit. For more information about continuing 
education credit, review the CE Activity Information & Instructions  
document available at the link below for specific details: 
 
http://www.cms.gov/Outreach-and-
Education/Outreach/NPC/Downloads/TC-L07152015-Marketing-
Materials.pdf 
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Thank You 

• For more information about the MLN Connects® 
National Provider Call Program, please visit 
http://cms.gov/Outreach-and-
Education/Outreach/NPC/index.html.  
 

• For more information about the Medicare Learning 
Network®, please visit http://cms.gov/Outreach-and-
Education/Medicare-Learning-Network-
MLN/MLNGenInfo/index.html.  
 
 

 
The Medicare Learning Network® and MLN Connects® are registered trademarks of the U.S. Department of Health and Human Services (HHS).  
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