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SUMMARY OF CLIAC 
RECOMMENDATIONS



CLIAC Recommendations Summary 
1993-2010
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Category # Completed
Partial & 
Pending

Quality Control 4 4 0

Personnel 17 13 4

Waived Testing 17 16 1

Test Categorization 6 6 0

Genetic Testing 7 7 0

Proficiency Testing 31 8 23

Miscellaneous 12 8 4

Total 94 62 32



PROFICIENCY TESTING ACTIVITIES



Status of Proficiency Testing 
Regulatory Revisions: Microbiology

 Possible Changes

 Levels of Service

 Required Categories of Test

 Major Groups of Microorganisms

 Gram Stain PT

 Mixed Culture Requirements

 Antimicrobial Susceptibility Testing

 Direct Antigen Testing

 Monitoring Performance over Time

 Next Steps
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Status of Proficiency Testing Regulatory 
Revisions:  Specialties Other than Microbiology

 Inclusion Criteria

 Following CLIAC’s advice

• PT availability

• Test Volume

• Medical Relevance

• Considerations of Cost/Impact

 Criteria for Acceptable Performance

 Next Steps
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Proficiency Testing 
Focus Group Project

 Collaboration with APHL
 Small,  large,  microbiology, and public health laboratories

 Commercial,  academic, specialty, and physician office lab settings

 Focus group sites:  Atlanta,  Boston,  New Orleans, and Houston

 Discussion Topics
 Perceived costs and benefits of PT

 Use of PT beyond meeting regulatory requirements

 Demonstrating proficiency without commercial PT 

 Potential impact of required PT for more analytes

 Ungraded PT challenges

 How to improve PT 

 Summary report and manuscript(s) in development 8



GOOD LABORATORY PRACTICES 
FOR WAIVED TESTING SITES



Promoting Good Laboratory Practices 
for Waived Testing Sites

 Published booklet in 2011 

 Enthusiastic reception for materials

 Distribution by CMS surveyors, at professional 
meetings and via website inquiries

 January-July 2011 distribution
 Postcards: 6155

 Educational Booklets: 1946

 Posters: 1207

 Expected launch of online training module 
September 2011 10



Educational booklet with job aids

Poster and postcards

Good Laboratory Practices for 
Waived Testing Sites

On-line Training
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Sample Pages from 
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Sample Forms from 
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Online Training for 
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Online Training for 
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Future Waived Testing Products 

 To Test or Not To Test?  Considerations for 
Waived Testing

 Booklet will be designed to assist those who 
want to initiate or direct testing under a CLIA 
Certificate of Waiver

 Expected completion of booklet in early 2012

 Access waived testing materials: 
http://www.cdc.gov/dls/waivedtests
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CLINICAL LABORATORY 
INTEGRATION INTO HEALTHCARE 
COLLABORATIVE (CLIHC)TM



Clinical Laboratory Integration into 
Healthcare Collaborative  (CLIHC)TM

Project Update

 Clinician Test Selection and Result Interpretation

 Survey of clinicians’ challenges

 Diagnostic algorithms

 Nomenclature

 Improvements in test selection and results interpretation

 Medical School Education

 Survey of US medical schools

 Clinical pathology residency education
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CLIHCTM

Survey of Clinicians’ Challenges

 Focus groups completed

 Clinician survey approved through OMB

 Questionnaire section headings 
 Test Ordering:  Uncertainty, Influences, Challenges

 Result Interpretation:  Uncertainty, Challenges

 Test Utilization Enablers (e.g. test selection and result interpretation aides)

 Laboratory Consultation Practices

 New Test Awareness

 Diagnostic Evaluation Processes

 Practice Characteristics

 Demographic Information

 Expect results early 2012
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CLIHCTM 

Clinician Test Selection and Result 
Interpretation

 Diagnostic algorithms

 For evaluating patients with prolonged Partial 
Thromboplastin Time

 Launched prototype app for smart-phones (CDC 
innovations award) - pilot results due  mid-2012

 Test nomenclature 

 Addressing complexity of laboratory nomenclature

 Publication to raise awareness of issue in preparation

 Investigating search technology tools instead of 
standardization

20



CLIHCTM 

Evaluation of Improvements in Test 
Selection and Result Interpretation

 Vanderbilt unpublished mini-study* completed

 Reviewed one week of consultation requests; 53 
cases total
 29 cases had appropriate test orders (55%)

 19 cases had incomplete test orders (36%)

 5 cases had inappropriate test orders (9%)

 Diagnosis impacted in 2 of the 24 cases in which 
tests were added or deleted following 
consultation 
 The timing of the diagnosis in the other cases was not impacted 

only because of the near real-time addition of tests.
*Information and analysis provided by Jennifer M. Giltnane, MD, PhD and Michael 

Laposata, MD, PhD, Vanderbilt University Medical Center
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CLIHCTM - Medical School Education

 Survey of US Medical Schools

 Raise awareness of gaps in laboratory medicine training

 Yale School of Medicine leading survey

• Expect results early 2012

 Clinical Pathology Residency Education

 Establish the nature and amount of clinical consultation 
education provided to clinical pathology residents

 Results published in CAP Today in August1

1Robert D. Hoffman, MD, PhD (August 2011). In CP training,  are we teaching 
consultation? CAP Today. http://tinyurl.com/3lg23h5 22
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LABORATORY MEDICINE BEST 
PRACTICES (LMBP) INITIATIVE



Laboratory Medicine Best Practices 
Initiative: March – July 2011 Highlights
 Publication of laboratory medicine systematic 

review methods - A6 Methods
 Christenson RH, Snyder SR, Shaw CS, Derzon JH, Black RS, Mass D, 

Epner P, Favoretto AM, and Liebow E. Laboratory Medicine Best 
Practices:  Systematic Evidence Review and Evaluation Methods for 
Quality Improvement. Clinical Chemistry (2011); 57(6):816–825.

 Online tutorial now available
 http://www.futurelabmedicine.org

 Snyder SR, Shaw CS, Liebow E, Mass D, Christenson RH, Derzon JH, 
Epner P, and Black RS.  The A-6 Cycle: Review and Evaluation Methods 
for Quality Improvement. Atlanta: CDC; 2011.
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Laboratory Medicine Best Practices 
Initiative, continued

 A6 Methods – three new systematic review topics
in progress 
 Hemolysis

 Cardiac markers

 Blood stream infections

 A6 Methods – four national presentations 
 Academy of Clinical Laboratory Physicians and Scientists: St. Louis, 

MO (poster)

 American Association for Clinical Chemistry/National Academy of 
Clinical Biochemistry: Atlanta, GA (workshop ) 

 American Association for Clinical Chemistry: Atlanta, GA (poster)

 American Society for Clinical Laboratory Science: Atlanta, GA 
(presentation)
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NEXT-GENERATION SEQUENCING:  
STANDARDS OF CLINICAL TESTING



 Why:  New sequencing technologies integrating into practice

 Provides novel data for the diagnosis of hereditary disease,  
selection of treatment for cancer therapy, and classification 
of infectious agents

 Can be cost-effective compared to existing methods

 Problem:  No guidance available for application of 
regulatory and professional standards

 Focus:  Test validation, quality control, proficiency testing, 
reference materials

 Solution:  National workgroup to develop guidelines 

 Target audience:   Policy makers,  laboratory directors, 
platform developers, clinicians,  professional organizations,  
other government agencies 27

Next-Generation Sequencing: 
Guidance for Clinical Testing



 Kick-off meeting in April / continuing  input 
from workgroups

 Draft manuscript completed, in workgroup 
review

 Initial focus – hereditary sequence variations

 Initiated effort to develop standard reference 
sample/sequence useful to clinical laboratories

(through the Genetic Testing Reference 
Materials Program - GeT-RM)
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Next-Generation Sequencing: 
Guidance for Clinical Testing - Update



Genetics in Clinical Practice: 
A Team Approach Ver. 2

Dartmouth Medical School and CDC

29

 Interactive multimedia web-based training program

 1st ver. released 2001 

 CMEs from the American Medical Association

 Need:  Genetic testing is increasing;  knowledge is 
limited

 Update:  

 Added case scenarios

 Didactic sessions: New information on HIPAA, DNA microarrays

 Dissemination: Recently released through Aetna healthcare

• AMA release in progress

• Public release / available to schools-near future



Clinical 

Encounter
Laboratory

Tour

Genetic

Counseling
Resource

Center

Genetics in Clinical Practice: 

A Team Approach Ver. 2

"The Virtual Clinic"
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