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AIRME. FDA BTERE NG 90 R NEEZ . 2 iR SR T

a) FRAN“Use of Standards in FDA’s Regulatory Oversight of Next Generation
Sequencing (NGS)-Based In Vitro Diagnostics (IVDs) Used for Diagnosing Germline
Diseases”, NWIT MRS X7 Wast A& 12T NGS ksl 4 ftds i, RH
FDA AT AR E B B 70 A O BT ek, ROSEAGHIIN BE 6 75 22 AR R b F0 2 — AR g 5 PRI 2
AR HA) R I B T 2K

b) #5@A“Use of Public Human Genetic Variant Databases to Support Clinical Validity for
Next Generation Sequencing (NGS)-Based In Vitro Diagnostics”, /M43 7 —F5ik, AR K
N A Z TR BT FDA DUR] IR 28 e 35 DR 2H 5088 e PR e R UE 9, SRR ARSI PR I PR
K, D DRI I &5 SR F 1l PR AR 1 B2 AR
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JEXCHR: Fact Sheet: Administration Announces New Actions to Advance the President’s
Precision Medicine Initiative

JESCAERE:  https://www.whitehouse.gov/the-press-office/2016/07/06/fact-sheet-administration-

announces-new-actions-advance-presidents

JESCkRAS:  NIH awards $55 million to build million-person precision medicine study

JESCHERE:  https://www.nih.gov/news-events/news-releases/nih-awards-55-million-build-million-

person-precision-medicine-study

JE3CHRE: FDA advances Precision Medicine Initiative by issuing draft guidances on next
generation sequencing-based tests

JECBERE:  http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm509814.htm

JEXCHRi: A Shot in the Arm for Obama’s Precision Medicine Initiative

JECBERE:  https://www.technologyreview.com/s/601865/a-shot-in-the-arm-for-obamas-

precision-medicine-initiative/
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