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T—N REEZERFRRE (LDT) OFRREZREMERT ~Z25# - BRAKREERICH T SLDTODRE L RE
weAR SHFZ - ZHEE

B FRE
\EA VAL Program
8:20 - 8:50 244
(BHRDTIRE]
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(BiR58®E 1] Proposed regulatory changes for LDTs in the United States. FDA'’s Final Rule on
9:00-9-35 Laboratory Developed Tests

(incl. Q&A) Dr. Roger D. Klein

Principal at Roger D. Klein, MD JD Consulting and Klein & Klein Co., L.P.A., an advisory firm for
medical policy makers

9:35-10:10 [BiR58#E 2] Changes in U.S. Healthcare Policies and Possible Impact on Japan

: Mark Colby
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[(B5H58& 3] LDT and CDx in clinical trials and practice: perspectives from academia
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(B5fi8iE 4] Toward Global Standards : The CAP Accreditation Challenge of a Regional
10:30-10:50 Hospital
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[(BiAEE 5] Relationship between the development of IVD medical devices and
10:50-11:10 CAP-LAP
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[BiA58& 6] Current Trends in Software as a Medical Device for Genomic Testing (tentative)
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