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Assay 
Certification and 
Investigational 
Device Exemption 
for Clinical Trials



In May 2024, the FDA released the final rule to 
classify LDTs as medical devices and require 

FDA approval 

Clinical Laboratory Improvement 
Amendments (CLIA)

Clinical laboratories that perform patient 
testing for diagnostic or treatment purposes 
require a CLIA certificate.
The College of American Pathologists (CAP) is 
a "CLIA deemed" organization with 
responsibility for laboratory accreditation 
programs

Laboratory Developed Tests (LDTs)

In vitro diagnostic devices (IVDs) require pre-
market approval by the FDA. However, 
laboratories can develop their own tests.
A laboratory developed test (LDT) is a type 
of IVD that is designed, manufactured and used 
within a single laboratory
FDA previously practiced “enforcement 
discretion” with LDTs. Labs must comply with 
all CLIA regulations when validating an LDT 



FDA Final Rule on LDTs Implementation (through 2028)
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