CLINICAL LABORATORY IMPROVEMENT
ADVISORY COMMITTEE
FDA White Oak Campus

10903 New Hampshire Avenue Building 31, Great Room
Silver Spring, MD

Tuesday, April 10, 2018
Time Topic Speaker/Moderator

8:30 Call to Order/Welcome Dr. Ramy Arnaout
Dr. Reynolds Salerno
New Member Introduction:

e Dr. Marc R. Couturier

e Dr. Jordan Laser

e Dr. Thomas S. Lorey

e Dr. Katherine K. Perez

e Dr. Thomas L. Williams
8:45 Introductions/Conflict of Interest Dr. Ramy Arnaout
9:00 CDC Update (includes Committee discussion) 1  Dr. Collette Fitzgerald
9:30 CMS Update (includes Committee discussion) 2  Ms. Karen Dyer
10:00 FDA Update (includes Committee discussion) 3 Dr. Peter Tobin
10:30 BREAK (~ 15 minutes)
10:45 Report: CDC OID Board of Scientific Counselors Meeting 4 Dr. Sheldon Campbell

December 6-7, 2017 Update
(includes Committee discussion)

11:15 Laboratory Diagnostics for Future Public Health Infectious 5 Dr. Toby Merlin
Disease Threats
(includes Committee discussion)

11:45 CLIAC MEMBER GROUP PHOTOGRAPH/LUNCH ON YOUR OWN
Implementation of Next Generation Sequencing in Clinical and Public Health Laboratories

12:45  Background/Introduction 6 Dr. Ira Lubin

1:05 Diagnostic Next Generation Sequencing Challenges: CDC 7 Ms. Rebecca Hutchins
Public Health Laboratory Perspective

1:25 Clinical Laboratory Perspective: Current State and Challenges 8  Dr. John D. Pfeifer
for Clinical Labs Implementing and Offering NGS-based Tests

1:45 Public Comments

1:55 Committee Discussion Dr. Ramy Arnaout
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3:00 BREAK (~ 15 minutes)
Clinical Laboratory Workforce

3:15 CDC’s Division of Laboratory Systems: Laboratory Workforce 9  Dr. Renée Ned-Sykes
Development Update 9a

3:25 ASCP Laboratory Workforce Report 10  Ms. Barbara Caldwell

3:45 Laboratory Workforce Shortage: Coordinating Council on the 11 Ms. Susan Morris
Clinical Laboratory Workforce (CCCLW)

4:05 Public Comments

4:10 Committee Discussion Dr. Ramy Arnaout
5:10 Committee Discussion — Future CLIAC Topics Dr. Ramy Arnaout
5:20 Day 1 Wrap-Up Dr. Ramy Arnaout
5:30 Adjourn Dr. Ramy Arnaout
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Wednesday, April 11, 2018

Speaker/Moderator

Dr. Ramy Arnaout
Dr. Reynolds Salerno

Dr. Reynolds Salerno

Ms. MariBeth Gagnon

Dr. Stanley M. Huff
Dr. Daniel J. Vreeman

Dr. Edwin O. Heierman

Dr. Ramy Arnaout

Ms. Nancy Anderson

Dr. Tom Taylor

Dr. Tarush Kothari

Time Topic
8:30 Call to Order/Roll Call
8:35 Recognition of Outgoing Members:
e Dr. Monica E. de Baca
e Dr. Wendy A. Delaney
e Dr. Elizabeth L. Palavecino
e Ms. Janie Roberson
e Ms. Maureen Rushenberg
Laboratory Interoperability
8:45 Laboratory Semantic Interoperability 12
12a
12b
8:55 Information Models to Standardize Access to Laboratory Data 13
9:15 Regenstrief Harmonization Efforts 14
9:35 IVD Instrument Standards for Interoperability and the 15
Harmonization of Laboratory Data 15a
15b
9:55 Public Comments
10:00  Committee Discussion
11:00 BREAK (~ 15 minutes)
Using Clinical Laboratory Data to Improve Quality and Laboratory Medicine Practices
11:15 Introduction to Topic 16
11:20 Big Data: CMS’s Quality Improvement System (QIES) plus 17
Proficiency Testing Data
11:40  Augmenting Administrative Data with Laboratory Data to 18
Improve Quality of Care for Acute Kidney Injury
12:00  Public Comments
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12:05 Committee Discussion Dr. Ramy Arnaout

1:00 Adjourn Dr. Ramy Arnaout
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