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Abstracts

Twenty-five years ago, the Food and Drug Administration (FDA) asserted in a draft

document that 'home brew' tests-now commonly referred to as laboratory-developed

tests (LDTs)-are subject to the same regulatory oversight as other in vitro diagnostics

(IVDs)4. In 2010, the FDA began work on developing a proposed framework for future

LDT oversight. Released in 2014, the draft guidance sparked an intense debate over

potential LDT regulation. While the proposed guidance has not been implemented,

many questions regarding LDT oversight remain unresolved.

Scope of the Report:

This report focuses on the Laboratory-developed Testing in Global market, especially in

North America, Europe and Asia-Pacific, South America, Middle East and Africa. This

report categorizes the market based on manufacturers, regions, type and application.

Market Segment by Manufacturers, this report covers

Adaptive Biotechnologies Corporation

Quest Diagnostics

Roche

Illumina

Qiagen
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Eurofins

Guardant Health

Biotheranostics

Adaptive Biotechnologies

Rosetta Genomics

Biodesix

Helix

Market Segment by Regions, regional analysis covers

North America (United States, Canada and Mexico)

Europe (Germany, France, UK, Russia and Italy)

Asia-Pacific (China, Japan, Korea, India and Southeast Asia)

South America (Brazil, Argentina, Colombia)

Middle East and Africa (Saudi Arabia, UAE, Egypt, Nigeria and South Africa)

Market Segment by Type, covers

Market Segment by Applications, can be divided into
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