
Questions for CLIAC

 What should labs performing NIPT disclose 
• Assay validation for different patient populations? (high-prevalence of genetic disorders 

vs general population)
• Performance specifications for aneuploidy detection? 
• Regarding risk interpretation in result reporting? 
• About confirmatory diagnostic testing?

 How can laboratories help physicians and patients be better informed about the 
limitations and appropriate use of NIPT?

 Is there a role for FDA/CMS/CDC in providing that information?
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