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Wednesday, November 18, 2015 

    

Time Topic  Speaker/Moderator 

    

8:30 Call to Order/Welcome 

Recognition of Outgoing Industry Liaison: 

 Mr. Robert Di Tullio 

 

New Member Introduction 

 Dr. Ramy A. Arnaout 

 Dr. Sheldon M. Campbell 

 Ms. Helen Mills 

 Ms. Susan E. Sheridan 

 Mr. Andy Quintenz (Industry Liaison) 

 Dr. Burton Wilcke  

Dr. William Mac Kenzie 

 

    

8:40 Introductions/Conflict of Interest  Dr. Burton Wilcke 

    

8:55 Revised Charter Overview 0 Dr. William Mac Kenzie 

    

9:00 CDC Update (includes Committee discussion)                              1 Dr. Barbara Zehnbauer 

    

9:15 CMS Update (includes Committee discussion)                              2 Ms. Karen Dyer 

    

9:30 FDA Update (includes Committee discussion)                              3 Dr. Alberto Gutierrez 

    

 ONC Laboratory Interoperability Action Plan 
    

9:45 Introduction                                                                                     4 Dr. William Mac Kenzie 

    

9:55 Promoting Semantic Interoperability of Laboratory Data; Public 

Workshop Update                                                                           
5 Dr. Steven Gitterman 

    

10:15 Laboratory Interoperability Update                                                6 Ms. MariBeth Gagnon 

    

10:35 BREAK (~ 15 minutes) 
    

10:50 Public Comments   

    

11:00 Committee Discussion                                                                   7 Dr. Burton Wilcke 

    

11:50 CLIAC MEMBER GROUP PHOTOGRAPH 

   

12:00 LUNCH 
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 Non-Invasive Prenatal Testing 
    

1:00 Non-Invasive Prenatal Testing – Introduction                                                                                                         8 Dr. Barbara Zehnbauer 

    

1:30 Prenatal Screening for Down Syndrome Using Cell Free 

(cf)DNA: Current Issues                                                                 
9 Dr. Glenn Palomaki 

    

1:50 Non-invasive Prenatal Screening: The Clinical Perspective        10 Dr. Cecelia Bellcross 

    

2:10 Public Comments   

    

2:20 Committee Discussion 11 Dr. Burton Wilcke 

    

3:15 BREAK (~ 15 minutes) 
    

 CLIA Waiver Guidance  
    

3:30 FDA Report on CLIA Waiver Guidance                                      12 Dr. Peter Tobin 

    

3:50 Public Comments   

    

4:00 Committee Discussion  Dr. Burton Wilcke 

    

4:45 Day 1 Wrap-Up  Dr. Burton Wilcke 

    

5:00 Adjourn  Dr. Burton Wilcke 
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Thursday, November 19, 2015 

    

Time Topic  Speaker/Moderator 

    

8:30 Call to Order  Dr. Burton Wilcke  

Dr. William Mac Kenzie 

 

    

 Institute of Medicine (IOM) Committee Report: Improving Diagnosis in Health Care 

    

8:40 IOM: Improving Diagnosis in Health Care                                  13 Dr. Mark Graber 

    

9:00 CDC CLIA-related Studies that Support Clinical Laboratory 

Practice                                                                                          
14 Dr. Ira Lubin 

    

9:20 Public Comments   

    

9:30 Committee Discussion 15 Dr. Burton Wilcke 

    

10:10 BREAK (~ 15 minutes) 
   

 FDA Laboratory Developed Test Guidance 

    

10:25 FDA Update                                                                                  16 Dr. Alberto Gutierrez 

    

10:45 Public Comments   

    

11:15 Committee Discussion  Dr. Burton Wilcke 

    

11:50 Meeting and Recommendations Summary Announcements  Dr. Burton Wilcke 

    

12:00 Adjourn  Dr. Burton Wilcke 

 


