
Issues in Digital Pathology 
Questions for CLIAC Consideration 

1. What steps can HHS take to facilitate the safe 
development and implementation of digital 
pathology? 

2. Should HHS provide a clarification of the 
requirements that impact digital pathology?  
Possible CLIA issues might include:  

a. Test system verification 

b. Personnel 

c. Definition of "laboratory” 

d. Record retention 

3. Are there non-CLIA regulatory issues to 
consider? 
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