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Learning Objectives

At the end of this session, participants will be able 
to:

» List the new Clinical Laboratory Improvement 
Amendment (CLIA) certification requirements for 
laboratories in the area of risk management.

» Incorporate risk management into the laboratory’s 
broader quality management system (QMS).

» Implement use of the CLSI document EP23 as a key 
tool for an Individualized Quality Control Plan (IQCP).

» List the resources available to laboratories in creating 
an IQCP.



IQCP – The Short Version (Part 1 of 2)

» CLIA’s New IQCP Requirements Are in 
Effect: 
– Yes.
– They are effective as of 

January 1, 2014.



IQCP – The Short Version (Part 2 of 2)

» Or Are They?: 
– January 1, 2014 – January 1, 2016: 

> A transition and education period of two years
> For both laboratories and inspectors
> Laboratories may have their IQCPs assessed, but 

IQCPs will not cause an inspection failure
– January 1, 2016: 

> Full implementation of IQCP
> Laboratories will be failed for inadequate IQCPs

– Will your IQCP be adequate on its first draft?



Centers for Medicare & Medicaid Services (26 pages)

Ref: http://www.cms.gov/Medicare/Provider-Enrollment-and-Certification/SurveyCertificationGenInfo/Downloads/Survey-
and-Cert-Letter-13-54.pdf



IQCP Is Applicable to CLIA-Certified Laboratories

Ref:  CMS Memo S&C: 13-54-CLIA 

The specialties/subspecialties eligible
for IQCP are:

- Bacteriology
- Mycobacteriology
- Mycology
- Parasitology
- Virology
- Syphilis Serology
- General Immunology
- Routine Chemistry
- Urinalysis
- Endocrinology
- Toxicology
- Hematology
- Immunohematology
- Clinical Cytogenetics
- Radiobioassay
- Histocompatibility

The specialties/subspecialties not
eligible for IQCP are:

- Pathology
- Histopathology
- Oral Pathology
- Cytology



What Is an IQCP?
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Risk Assessment

» “Risk assessment is the identification and 
evaluation of potential failures and sources 
of errors in a testing process.” (CMS Interpretive 
Guidelines, Risk Assessment Section)

– Identify and evaluate risks.
– Risks are potential failures and sources of 

error that can impact the accuracy and 
precision of test results.

– Risk assessment is the first step in risk 
management.



Risk Assessment – High or Low?



Risk Assessment – High or Low?



Risk Assessment – Go to Work or Stay Home

???



CMS Risk Assessment

» Risk assessments for IQCPs must include, 
at a minimum, an evaluation of the 
following five components:
– Specimen
– Environment
– Reagent
– Test systems
– Testing personnel

Ref:  CMS Memo S&C: 13-54-CLIA



CMS Risk Assessment
» The scope of risk assessments must encompass 

the entire testing process:
– Preexamination (preanalytical)
– Examination (analytical)
– Postexamination (postanalytical) phases and include, 

at a minimum, the evaluation of the five risk 
assessment components listed on the previous slide.

» It includes: 
– Multiple laboratories/locations
– Point-of-care devices
– Multiple units

Ref:  CMS Memo S&C: 13-54-CLIA



Start With Process Maps (plural)



Risk Assessment Fishbone per CLSI EP-23

Ref: Figure 4, EP23-ATM, Laboratory Quality Control Based on Risk Assessment, Approved Guideline



Risk Assessment Fishbone per CMS Components

Specimens Testing Personnel Environment

Reagents
Test System

Ref:  CMS Memo S&C: 13-54-CLIA



CMS Frequently Asked Questions

CMS FAQ #22
» Q: “Will laboratories be required to use a process 

map, fishbone diagrams, formal risk assessment 
charts and protocols, etc. in their IQCPs?”
– A: “No, CLIA will not require the use of these 

tools in the development of an IQCP.”

Ref:  CMS Memo S&C: 13-54-CLIA 



CMS Frequently Asked Questions

CMS FAQ #23
» Q: “Must the laboratory have data to support its 

decisions for the RA and QCP, and must they 
be documented?”
– A: “Yes, the laboratory must have sufficient 

data to support its decisions, and all IQCP 
activities must be documented per 
Attachment 1-IQCP.”



CMS Frequently Asked Questions

CMS FAQ #27
» Q: “I have always followed manufacturer’s 

instructions for Quality Control (QC) in my lab. 
Why do I need to do anything differently?”
– A (paraphrased):  Following manufacturers 

instructions is Necessary but Not Sufficient.
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Quality Control Plan (QCP)

“A QCP is a document that describes the practices, 
resources, and procedures to control the quality of a 
particular test process. The QCP must ensure the accuracy 
and reliability of test results, and that test result quality is 
appropriate for patient care.”

“The QCP must provide for the immediate detection of 
errors that occur due to test system failure, adverse 
environmental conditions, and operator performance. It must 
also monitor, over time, the accuracy and precision of test 
performance that may be influenced by changes in the test 
system, environmental conditions, or variance in operator 
performance. Use D5441.”

Ref:  CMS Memo S&C: 13-54-CLIA 



Quality Control Plan (cont’d)

“The QCP must at least include the number, type, 
and frequency of testing and criteria for 
acceptable result(s) of the quality control(s). “

“If indicated by the evaluation of the risk 
assessment, the QCP may also include: 
• Electronic controls 
• Procedural controls 
• Training and competency assessment 
• Other specified QC activities”

Ref:  CMS Memo S&C: 13-54-CLIA 
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Quality Assurance per CMS

» “The laboratory must establish a review system 
for the ongoing monitoring of the effectiveness 
of its IQCP.”

» ‘The monitoring should include, but is not 
limited to, the following components: testing 
personnel, environment, specimens, reagents, 
and test system.”

» “Reevaluation of the QCP should be considered 
when changes occur in any of the above 
components.”

Ref:  CMS Memo S&C: 13-54-CLIA 



Current Practices vs CLIA Requirements

» Most laboratories today do most elements of Risk 
Assessment, QC plans, and QA today.

» CLIA now requires a more formal ongoing 
process, including defining key important steps, 
and documentation.

» Currently allowed EQC (Equivalent Quality 
Control) will be eliminated January 1, 2016.

» CLIA QC default is: 
– Manufacturer’s instructions, or
– CLIA-defined two levels of liquid control once per day
– Is that adequate?



General Dwight D. Eisenhower and the 
D-Day Invasion of Normandy

Q:  “How important was the 
Battle Plan in the D‐Day Invasion 
of Normandy?”

A: “The Battle Plan was 
nothing.  No Battle Plan 
survives the first contact 
with the enemy.”

“The Planning Process 
was everything.”



Clinical and Laboratory 
Standards Institute
(CLSI)



Clinical and Laboratory Standards Institute

A not-for-profit standards
development organization

founded in 1968
www.CLSI.org

Vision: 
Quality practices for better health.

Mission: 
Develop clinical and laboratory 
practices and promote their use 
worldwide.



Members and Volunteers
1800+ members from over
70 countries…and growing!



CLSI’s Consensus Process
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Products and Services
Standards

Guidelines

Software

Webinars

Workshops

Toolkits

Reports

ISO documents



Worldwide Recognition
» CLSI standards and guidelines are recognized worldwide 

by: 
– US Food and Drug Administration
– College of American Pathologists
– The Joint Commission
– Many international accreditors
– Manufacturers
– Scientific societies
– National governments

» CLSI is also the Secretariat for ISO Technical Committee 
212 on In Vitro Diagnostic Products
– ISO 15189, Medical laboratories – Requirements for 

quality and competence



And More ….



And More ….





EP23-A—Laboratory 
Quality Control Based 
on Risk Management; 
Approved Guideline



CLSI Document EP23-A

Published October 2011



EP23-A Document Development Committee

Ref: EP23-A, Committee Membership



Developing an IQCP 



EP23-A Gathering Information

Ref: EP23-A Document, Page 21



Risk Assessment Worksheet



EP23 – Probability and Severity of Harm Analysis

Ref: EP23-A, Table 3



Risk Assessment Worksheet



Risk Assessment Worksheet

Ref: EP23-A, Appendix C pg 71



Quality Control Plan



Which IQCP Do I Start With?

I have to do several IQCPs (each system, each process, 
each laboratory, each site). 
Which IQCP do I start with?
» Suggestion #1:

– Which system keeps you up at night?
– Which process do you worry about the most?

» Suggestion #2:
– Which system might be easiest to do?
– Which process could serve as a model/template for other 

systems and their IQCPs?

» Suggestion #3:
– Which system’s QC will not meet CLIA minimum requirements 

on January 1, 2016?



Resources Available

Ref: CMS Website Link, Page 3

Centers for Medicare & Medicaid Services (CMS)

» Educational materials for laboratories are under development. 
Materials will be released periodically before and during the 
IQCP Education and Transition Period. 

» Laboratories are advised to check the CLIA website for 
updated information: http://www.cms.gov/Regulations-and-
Guidance/Legislation/CLIA/Individualized_Quality_Control_Pla
n_IQCP.html. 

» State agencies should expect to receive questions and 
inquiries from laboratories during and after the IQCP Education 
and Transition Period.

» Website: http://www.cms.hhs.gov/clia/
» E-mail questions to: IQCP@cms.hhs.gov



CMS.gov Website – IQCP



Additional Resources Available
» CLSI

– www.clsi.org
– EP23-A™—Laboratory Quality Control Based on Risk 

Management; Approved Guideline
– EP23 Workbook
– EP23 Worksheet
– EP23 Online Webinars

(Upcoming: EP23™ and POCT: Tackling Risk Management, 
May 14, 2014, 1:00–2:00 PM (EDT)

– EP23™ Online Workshop: Risk-Based Tools to Meet IQCP 
Requirements

» Private consultants
» Contacting your manufacturer 

– Manufacturers can provide certain needed information.
– Manufacturers may not complete IQCPs for laboratories.



A Parting Thought

“It is not the strongest of the 
species who survive, 

nor the most intelligent, 
but the ones most responsive 

to change.”

Charles Darwin
The Origin of Species



Thank You


