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Final Rule has similar timeline as the proposed Rule, and the FDA will phase out enforcement discretion for virtually all LDT s in five stages over four years 
from the date of final publication

Timeline applies to all LDTs unless an exception applies. In the Final Rule, FDA expands the list of tests that will be eligible for some form of continued 
enforcement discretion (i.e., "grandfathering")

Final rule rollout features major changes to regulatory requirements for LDT and RUO tests, including full 
QMS requirements for LDTs by May 2027

Stage 1
6 May 2025

Stage 2
6 May 2026

Stage 3
6 May 2027

Stage 4
6 Nov 2027

Stage 5
06 May 2028

• For each CLIA lab furnishing 
LDT

• For each marketed LDT

• For each CLIA lab 
furnishing LDTs

• For virtually all 
marketed LDTs

• For each ‘Class 3’ 
marketed LDT 

• For each moderate 
risk LDT

FDA-compliant MDR 
System (Adverse Event 

Reporting) 

Correction and Removal 
Reporting

Quality System 
Requirements re: 
Compliant Files

Registration & Class-
based Listing

Labeling Requirements

Investigational 
Requirements

Requirements not 
covered on other stages 

including:

• For each marketed 
LDT

Quality System 
Requirements 

compliance 
(Selective)***

PMA submissions for 
“high-risk” LDTs and 

mandatory inspections*

FDA submissions for 
“moderate risk” LDTs 

(510(k)s & De Novos)**

*Unless a premarket submission has been received by the beginning of this stage in which case FDA intends to continue to exercise enforcement discretion
**To streamline the process, labs can util ize the FDA’s Third-Party review program for submissions
*** Select QSR elements such as design controls,  purchasing controls, acceptance activi ties,  CAPA, and records
https://www.federalregister.gov/documents/2024/05/06/2024-08935/medical-devices-laboratory-developed-tests 

MDR: Medical Device Reporting

https://www.federalregister.gov/documents/2024/05/06/2024-08935/medical-devices-laboratory-developed-tests


Reactions to the Proposed FDA Oversight of LDTs
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ACLA: American Clinical Laboratory Association
ARUP Laboratories is a national nonprofit and academic reference laboratory
AMP: Association of Molecular Pathology

May 6, 2024
FDA’s Final Rule Published

April 29, 2024
FDA’s Final Rule Announced

May 17, 2024
Congressmen and Senator 

introduced Resolution in the U.S. 
Senate

May 29, 2024
ACLA filled a lawsuit 

against FDA

May 30, 2024
ARUP Files Declaration 

to Support Lawsuit 
Challenging the FDA's 
Rule to Regulate LDTs

August 19, 2024
AMP filled a lawsuit against FDA

July 15, 2024
House committee tells FDA to 

suspend lab developed test rule
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