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Regulating Disruptive Technology: 
FDA’s Evolving Oversight of LDTs and Genetic Testing 

After several years of public debate and deliberation, the Food and Drug Administration last 

October took active steps toward regulating laboratory-developed tests, a responsibility that has 

historically been under the purview of the Centers for Medicare and Medicaid Services through the 

Clinical Laboratory Improvement Amendments.  

 

LDTs — tests that are designed, manufactured, and used within a single lab — include basic 

diagnostics that are performed in thousands of labs across the country, but also encompass 

complex multigene tests that are performed in only one location and often rely on proprietary 

algorithms. The advent of next-generation sequencing and other genomic technologies has driven 

rapid growth of these highly specialized tests, while also presenting a regulatory challenge.  

 

While the FDA has always claimed it has the authority to regulate LDTs, it has long exercised 

“enforcement discretion” over them. As long as such tests remain under CLIA regulations, they do 

not need to meet stringent regulatory requirements, such as premarket review and adverse event 

reporting, that are required for FDA-approved in vitro diagnostics. While this system worked for 

many years because most LDTs were considered low-risk tests, the complexities of modern tests 

and technologies led the FDA to determine that CLIA regulations were no longer adequate to 

ensure the safety and effectiveness of LDTs. 

 

In its draft guidance on regulating LDTs, released in October, the FDA proposed a risk-based 

regulatory framework. The agency plans to continue to exercise enforcement discretion for Class I 

devices, as well as for LDTs for rare diseases and for unmet medical needs. For Class II and Class 

III LDTs, or moderate- to high-risk tests, FDA will phase in registration, listing, adverse events 

reporting, as well as 510(k) and premarket review requirements, over a nine-year period.  

 

The FDA's draft guidance has in many ways pitted labs and IVD manufacturers against one 

another. Diagnostic manufacturers who have submitted tests (i.e.; companion diagnostics for 

personalized drugs) for premarket review with the FDA have said the current regulatory framework 

allows labs to take a less rigorous path under CLIA and launch competing tests. Labs, however, 

have countered that any improvements to regulation should be made under CMS, and that FDA 

oversight would lead to duplicative requirements. Clinical labs have maintained that they provide 

testing services, not devices; while pathologists have claimed that their work falls under the 

practice of medicine and is beyond the scope of device regulations. 

 

GenomeWeb has prepared this primer to provide an overview of the events leading up to the FDA's 

decision to regulate LDTs, as well as some of the issues surrounding that decision. The timeline 

that follows is based on GenomeWeb’s reporting over the last several years. We’ve also included 

an exclusive report on a new effort by several industry players to propose an alternative to the 

FDA’s plan. The primer closes with a list of resources and our reports on the topic for readers who 

would like to explore the issue further. 

http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM416685.pdf
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https://www.genomeweb.com/about-us/our-staff/turna-ray
https://www.genomeweb.com/about-us/our-staff/turna-ray
https://www.genomeweb.com/about-us/our-staff/turna-ray
https://www.genomeweb.com/clinical-genomics/fda-draft-ldt-guidances-be-available-public-comment-oct-3
https://www.genomeweb.com/sites/default/files/public/downloads/news/dtwg_final_proposal.pdf
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http://www.fdalawblog.net/fda_law_blog_hyman_phelps/2015/04/diagnostic-test-working-group-proposes-alternative-to-fdas-ldt-framework.html
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