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Status of Proposed Rule for 
Proficiency Test ing

 September 2010 –CLIAC provided 22 
recommendations to HHS

 CLIAC recommendations addressed:
 Analyte inclusion/prioritization
 Criteria for acceptable performance/grading criteria
 Microbiology PT requirements
 PT referral

 CDC  and CMS staff working together on project plan 
for development of the proposed PT rule
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Cytology Projects
Two cooperative agreement awards funded in 2010-2011
 College of American Pathologists 

 Survey all cytology labs
 Review current practices
 Analyze responses and post on CAP website
 Convene consensus conference in 2011

 Michigan Public Health Institute (MPHI)
 Survey of Pap smear providers (clinicians, nurses)
 Use of laboratory services,  interpretation of test reports 

and effect on clinical decision-making
 Partnering with MI Cancer Consortium
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CAP.org

 Additional questions will be posted on CAP website
 Announcement  for The GYN Practices consensus 

conference –June 4, 2011; Chicago, IL
 Workgroups

 Monitoring Diagnostic Rates
 Rescreening/Retrospective Review
 Pap PT
 Biopsy Correlations
 Monitoring HPV testing 
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MPHI Cytology Survey Status
 Plan to survey 5,000 physicians and 3,000 nurses
 Looking for a 30-40% response rate 
 Survey should be complete by the end of  March
 Includes questions about 

 Specimen collection
 Test ordering practices
 Test reports
 Consultation from laboratory
 HPV testing practices
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Promotion of Good Laboratory Pract ices 
for Waived Test ing Sites

 Following the 2005 MMWR publicat ion, CLIAC 
suggested educat ional materials be developed

 Poster and postcards completed in 2009
 700 posters distributed to date
 800 postcards distributed to date

 Educational booklet with job aids published in 
2010
 100 booklets distributed to date
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Educational booklet with job aids

Poster and postcard

Good Laboratory Pract ices for 
Waived Test ing Sites



Future Waived Test ing Products 

 Ready? Set? Test! On-line Training
 Recommended practices for performing waived testing 
 CE credits will be available

 To Test or Not To Test? Booklet on 
Considerat ions for Waived Test ing
 Issues to consider prior to performing waived testing
 Assistance to those who want to initiate or direct testing 

under a CLIA Certificate of Waiver. 
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Promotion of Good Laboratory Pract ices 
for Molecular Genet ic Test ing

 MMWR published in 2009
 1,200 distributed to date; also available on-line
 CE credits awarded to over 2,500 individuals

 Created fact sheets for laboratory professionals, health 
professionals, and consumers
 1,000 distributed to date

 Published commentaries and art icles
 Presented at numerous professional conferences
 Writ ing new CLSI guideline (MM20) on quality 

management for MGT (Dr. Chen)
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Top 10 Recommendations for Molecular Genetic Testing Laboratories Fact Sheet 
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Molecular Genetic Test ing
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Genetic Testing Fact Sheet for 
Consumers

Genetic Testing Fact Sheet for 
Health Professionals



Future Molecular Genet ic Test ing Product

Good Laboratory Pract ices for Molecular Genet ic Test ing 
On-line Training –

 Will include recommended quality practices for performing 
molecular genetic testing 

 CE credits will be available
 Targeted to laboratory professionals
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Web Sites
 Waived Test ing MMWR, educational booklet with job aids, and 

poster:  www.cdc.gov/dls/waivedtests 
 Molecular Genetic Test ing MMWR, educational materials, and 

frequently asked questions:  www.cdc.gov/dls/moleculartest ing 
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Biochemical Genet ic Test ing  (BGT) & Newborn Screening (NBS) 
Good Laboratory Pract ice Recommendat ions

 2009: CLIAC BGT workgroup 
 13 experts representing key BGT & NBS perspectives
 Comprehensive evaluation of laboratory standards and guidelines

 Feb. 2010 CLIAC meeting
 CLIAC review of workgroup report
 Recommendations for BGT and NBS for diagnosis and monitoring of inborn 

errors of metabolism  (http://wwwn.cdc.gov/cliac/default.aspx)

May-Nov. 2010:  Addit ional input to complement CLIAC 
recommendat ions
 Secretary’s Advisory Committee for Genetics, Health, and Society (SACGHS)
 Secretary’s Advisory Committee for Heritable Diseases in Newborns and 

Children (SACHDNC)
 Association of Public Health Laboratories

http://wwwn.cdc.gov/cliac/default.aspx�


BGT-NBS MMWR Projected Timeline
Next Steps 

Draft Review/
comment

CDC 
clearance

Submit to 
MMWR Publish

Nov 2010-
Feb 2011

Mar –April 
2011

May 2011 June 2011 Oct-Nov 
2011



MMWR Guideline for BGT and NBS
 Overall intent

 Provide good laboratory practice recommendations for genetic  
testing performed for screening, diagnosis, monitoring, and 
treatment of inherited metabolic disorders

 Complement 2009 MMWR guideline for molecular genetic testing 
(http://www.cdc.gov/mmwr/pdf/rr/rr5806.pdf) 

 MMWR recommendat ions will -
 Clarify applicable CLIA requirements
 Provide recommendations for QA practices in addition to CLIA
 Apply to testing for inherited metabolic disorders, but address BGT 

and NBS separately when practices are different   
 Expected outcomes -

 Improve quality of laboratory genetic services 
 Enhance oversight for genetic testing under the current regulatory 

framework
 Improve healthcare outcomes from genetic testing 

http://www.cdc.gov/mmwr/pdf/rr/rr5806.pdf�
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Highlights of Recommended Practices  

• Information to 
users

• Informed consent
• Test request
• Specimen 

submission, 
handling and 
referral

• Preanalytic
assessment

Preanalytic Analytic Postanalytic

• Test Report
• Retention
• Retention
• Postanalytic

Assessment

• Performance 
establishment

• Test systems
• Calibration
• Control 

procedures
• PT/EQA

Total Laboratory Testing Process

Test 
Validation

Personnel/Confidentiality/Quality Management

• Factors to 
consider

• Analytic 
validation

• Document 
clinical 
validity



Summary
 PT proposed rule under development
 Cytology practice surveys underway
 CAP cytology consensus conference - June 2011
 Waived testing practice recommendations: booklet, 

&  poster available;  on-line tutorial in development
 MGT practice recommendations: fact sheets 

available;  on-line tutorial in development
 BGT and NBS practice recommendations:  MMWR in 

development
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Questions?

Comments?
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