
Topic Discussion Questions for CLIAC Consideration, November 2018

The Role of the Laboratory in Improving Diagnoses 

1. What are practical ways in which CDC, CMS, and FDA can support team-based diagnostic decision-making that includes
laboratory professionals as part of the team?

2. How can CDC, CMS, and FDA better understand and inform physicians and other healthcare providers about the complexity
of laboratory testing?

3. What are immediate steps CDC, CMS, and FDA can take to support the laboratory’s contribution to diagnostic decision-
making?

CLIA Personnel Requirements 

Educational Background: 
1. What should be considered as appropriate educational background (e.g., degree, curriculum) in order to meet CLIA

personnel requirements under a chemical, physical, or biological science degree?

Training, Experience, Supervision: 
2a.  What should be considered appropriate: 

 Laboratory training and/or experience for testing personnel and technical consultants?

 Supervisory experience for laboratory directors and technical supervisors?
2b.  What is appropriate documentation to verify these training, experience, and supervisory activities? 

Midlevel Practitioners: 
3. Should the definition of midlevel practitioner be expanded? If so, how?

Laboratory Director Qualifications: 
4. What should “possessing qualifications that are equivalent to board certification” mean?
5. Should 20 continuing education hours (e.g., CMEs, CEUs) be required for individuals, regardless of degree, prior to

qualifying as both moderate and high complexity laboratory directors?
6. How often should a laboratory director be required to be on-site at a laboratory?
7. In addition to already required Board certification for doctoral degreed laboratory directors, what other clinical laboratory

experience should be required?

Technical Consultant: 
8. What, if any, modifications should be made to the education qualifications for technical consultant?

Histopathology: 
9. What timeframe should be considered appropriate for a pathologist to review the gross examination performed by an

individual who is not a pathologist?

The Role of the Laboratory in the Opioid Crisis 

1. How can clinical laboratory data add support and value to the opioid response?
2. How can CDC, CMS, and FDA improve clinical laboratory engagement in response activities such as opioids?

Antibiotic Resistance Activities Update 

1. What impact would requiring use of updated breakpoints have on clinical laboratories?
2. Are there alternative strategies or approaches to encourage the use of appropriate breakpoints in clinical laboratories that

ARSTF should consider?
3. Would CLIAC consider making a recommendation on breakpoints similar to that of PAC-CARB’s?


