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Introduction 

Key Learning Objectives 

 EP-23 overview 

 Plan development 

 Putting a plan into action 

 Case studies of Risk Assessment 
based Quality Plans using 
Informatics 
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Agenda 

 

 

 What is it? 
 Why is it? 
 How do we use it? 
 What’s the impact? 

EP23 
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What is EP-23? 

EP23-A Laboratory Quality Control Based on Risk Management 
CLSI Guidance document providing a process to develop an overall Quality Control 

Plan (QCP) for the laboratory using risk management principles 

  
• Flexible 

• Can design QCP to meet needs of any clinical laboratory situation 

• Adaptable 
• New testing and QC technologies can readily be incorporated 

• Meets Regulatory needs 
• Built on well established principles and accepted by CMS 

• Leverages current QC practices 
• Incorporates and enhances current protocols 

 It is … 

© 2011 CLSI used with permission 
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Why is it?  

 

• Value Stream Management 
• Doing the best, right process with minimal resources to achieve the best outcome 

 

• Rate of Change in Healthcare 
• Processes change swiftly and often 
• New Federal requirements American Recovery and Reinvestment Act  (ARRA) and 

Affordable Care Act (ACA) shift the focus  

 

• Technology Change 
• Technologies offer new and changing tools for quality management  
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How do we use EP-23?  

Assess the Risk to Mitigate It 

• The Test: Manufacturer’s quality control recommendations, storage requirements, 
potential areas of error, predictive value, how is it documented, how it will be used 

 

• Your Organization’s Regulatory Requirements: What are the quality 
control and assurance requirements 

 

• Who Will Perform Testing: What is their level of experience with laboratory 
testing, education, and foreign concepts 
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EP-23 Impact 

Oct. 24, 2011 - EP 23-A published  
• Risk Management approach to develop a Quality Control Plan 
 

Nov. 4, 2011 - CMS announces commitment to move to IQCP  
• EP23 will be approved guidance for developing an individualized QC plan (IQCP). 
• EQC will be phased out 
 

Aug. 23, 2013 - CMS announces, “Effective January 1, 2014, laboratories with a 
Certificate of Compliance (COC) or a Certificate of Provider Performed Microscopy 
Procedures (PPM) will begin a two year education and transition period to learn about 
and develop their IQCP, if this is the option they elect to implement. COC and PPM 
Laboratories can also begin implementation of an Individualized Quality Control Plan 
(IQCP) as a Quality Control (QC) option prior to January 1st if they so choose.”  

• Lab may begin IQCP now 
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Agenda 

 

 
 

 Where to begin? 
 What to catalog? 
 How to use the 

information? 
 What does a formal 

IQCP Risk 
Assessment look like? 

Developing an IQCP 
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EP-23 Guideline  

Medical 
Requirements 
for the Test 
Results 

Regulatory 
and 
Accreditation 
Requirements 

Measuring System Information 
• Provided by the Manufacturer 
• Obtained by the Laboratory 

Information 
About 
Healthcare and 
Test Site Setting 

Process 
Risk Assessment 

Output 
Quality Control Plan 

Process 
Post-implementation Monitoring 

Corrective And 
Preventive 
Action and 

Continual 
Improvement 

Measuring System Information 

Mitigates identified risks 
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Where to begin? 

©  2012 G Baker used with permission 

Document the process 
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Continue documenting the process 

©  2012 G Baker used with permission 

Define and Grade the Risk, Color code the steps with errors or risks 
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Continue documenting the process 

©  2012 G Baker used with permission 

Define and Grade the Risk, Color code the steps with errors or risks 
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Where to Begin? 

Examine the test 
 

POC devices were principle drivers in starting the project 
• Manufacturer’s quality control recommendations 

• Storage requirements 

• Potential areas of error 

• Predictive value 

• How is it documented 

• How it will be used 

• Who will be performing it 

Key concept: 
• By understanding the test, its uses and operators, risk for errors can 

be identified 
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What to Catalog? 

*©  2011 CLSI used with permission 
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How to Use that Information 

 

From EP23: “Each QC tool has strengths and weaknesses.  There is no 
perfect QC tool that consistently prevents or detects all failures.  
Understanding their strengths and weaknesses allows use of the 
tools to effectively reduce risk.” 

 

• Determine the best QC schedule to identify failures before they effect a 
patient 

 

• Determine the best QC process to identify failure 

 

• Determine the best tools and supplies to facilitate a QC process 
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What does a formal EP-23 Risk Assessment look like? 

* ©  2011 CLSI used with permission 
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What does a formal IQCP Risk Assessment look like? 

©  2012 G Baker used with permission 

Post Risk Mitigation Process flow Map 
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What does a formal IQCP look like? 
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Agenda 

 

 

 

 Modify the process or 
practice 
 Train operators 
 Placing new tools in use 
 Monitor the effectiveness 

of the Plan 

Putting the IQCP into 
Action 
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Putting the IQCP Quality Plan into Action 

 Modify the process or practice 
• Switch from a manual to automated process 
• Add management software to add safety features like QC lock-out 

 Train operators 
• Use an operator management software, such as PEP, to train, track, and certify operators 
• Use vendor created training videos to enhance  computer based education 

 Placing new tools in use 
• Implement PEP* training 
• Implement automated devices with safety features activated 
• Queue regular operations pointers, factoids, tidbits or alert emails to enhance performance 

*PEP – Personalized Education Plan or PEP is a free Siemens Healthcare service to assist in managing operator 
education and certification.  
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Putting the IQCP into Action 

Evaluate Effectiveness 
 Review method performance data to verify QCP detected issues 
 Survey clinical customers with regards to clinical correlation of results 
 Investigate all clinical complaints 
 Track and trend issues and complaints looking for patterns 

Investigate Unacceptable Performance – Take Corrective Action 

Review and revise the QCP as needed 

* ©  2011 CLSI used with permission 
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Agenda 

 

 

 
 Diabetes management 

with A1c and Urine 
Microalbumin  

 
 Blood Gases 

Case Studies using 
Informatics 
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Diabetes Management  Use Case 

Document the process 
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Diabetes Management  Use Case 

Post Risk Mitigation Process flow Map 
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Diabetes Management  Use Case 
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Blood Gases Use Case 

Document the process 
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Blood Gases Use Case 

Post Risk Mitigation Process flow Map 
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Blood Gases Use Case 
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Agenda 

 
 

CLSI Companion Products for 
EP23 
 Workbook 

 Checklist 

 CLSI Workshops/Seminars  

 For information go to 
www.CLSI.org 

Where to find help 
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Summary 

 EP 23 and Individualized QC Plans 
represent a maturing of CMS’s 
expectations of testing sites 

 Instead of mandating “one size fits 
all” QC that really doesn’t work well 
for anyone, now there is a CLIA 
approved way to do QC that allows 
each testing site to decide what 
works best 

 You have to document it does the 
job 

You are more ready than you know! 

You Can Do QC YOUR WAY! 
 

BUT you have PROVE what you 
are doing actually works.  

 

I did it 
MY 

WAY… 
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Daniel C. Gundler 
Business Manager 
Informatics - Point of Care 
Siemens Healthcare Diagnostics 
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Siemens POC Ecosystem™ Solutions 
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RAPIDComm® and the POC Ecosystem™ Solutions   

• Automated Operator 
Download 

• Operator Lockout 
• Training Date 
• Trainer Recording 
• Automatic Recertification 
• Certification History 
• Assessment Date 
• Assessor Recording 
• Custom User Views 
• Role Based Privilege 

Assignment 
• Interface to PEPa, Siemens 

Web-based LMS 
• Competency Based Training 
• Create & Assign e-Quizzes 
• Auto-updates of Training & 

Recertification 
• Recertification Information 
• Proficiency Testing 
• Personalized Learning Plans 
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RAPIDComm® and the POC Ecosystem™ Solutions   

• Robust Connectivity 
• Maintenance Scheduling & 

Recording 
• Configurable Priorities for 

Device Events 
• Software Firmware Version 

Tracking 
• Remote Configuration of 

Devices 
• Linearity Testing for Blood 

Gas 
• Consumable Monitoring 
• Consumable Alerts 
• Material Usage Reports 
• Device Workload Reports 
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RAPIDComm® and the POC Ecosystem™ Solutions  

• Custom Report Designer 
• Calibration Reports 
• Maintenance Reports 
• Proficiency Reporting 
• Audit Trail 
• Customized Screens & Add 

Required Fields 
• Advanced Rules Wizard 
• Advanced Sample 

Management 
• Mask Sensitive Data 
• QC Data Management 
• Configurable Compliance 

Criteria 
• Advanced Rule Result 

Processing 
• QC Charts, Statistics 
• QC Exporting for Peer 

Comparison Programs 
• Electronic Recorded 

Reviews 
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RAPIDComm® and the POC Ecosystem™ Solutions   

• Wireless Connectivity 
• Web Application 
• Hand-held Device Support 
• Web Browser Access 
• Hand-held Remote View & 

Control 
• Configurable Dashboard 
• Audible Alerts 
• Remote View 
• Remote Control 
• Remote Commands 
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www.usa.siemens.com/RAPIDComm 

More information 
about RAPIDComm? 

http://www.usa.siemens.com/RAPIDComm
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