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1. Introductions 

a. Michelle McClure, PhD; Director of Public Policy, American College of Medical Genetics 
and Genomics 

b. Robert Hufnagel, MD, PhD, FACMG; Laboratory Geneticist; Director, Molecular 
Genetics, ACMG Board of Directors 

c. Heidi Rehm, PhD, FACMG; Laboratory Geneticist; VP of Laboratory Genetics, ACMG 
Board of Directors 

d. Sarah South, PhD, FACMG; Laboratory Geneticist; Director, Cytogenetics, ACMG Board 
of Directors 

e. Marshall Summar, MD, FACMG; Clinical Geneticist & Pediatrician; Member, ACMG 
Advocacy and Government Affairs Committee 

2. FDA’s Regulatory Impact Analysis 
3. Financial impact to clinical testing laboratories 
4. Impact to test offerings & patient access to tests 
5. Potential harm vs. rationale for need 
6. Additional questions 

 


