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Final rule rollout features major changes to regulatory requirements for LDT and RUO tests, including full

QMS requirements for LDTs by May 2027

Final Rule has similar timeline as the proposed Rule, and the FDA will phase out enforcement discretion for virtually all LDTs 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")

Stage 1 Stage 2 Stage 3 Stage 4
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https://www.federalregister.gov/documents/2024/05/06/2024-08935/medical-devices-laboratory-developed-tests

Reactions to the Proposed FDA Oversight of LDTs

May 6, 2024
FDA’s Final Rule Published

May 29, 2024
ACLA filled a lawsuit
against FDA

April 29, 2024 May 17, 2024
FDA'’s Final Rule Announced Congressmen and Senator

Senate

introduced Resolutioninthe U.S.

PRESS RELEASES

Reps. Finstad and Crenshaw, Sen. Paul Introduce Resolution to Repeal Harmful FDA
Rule Limiting Access to Laboratory Developed Tests

May 17,2024

May 30, 2024
ARUP Files Declaration
to Support Lawsuit
Challenging the FDA's
Rule to Regulate LDTs

House committee tells FDA to suspend
lab developed test rule August 19, 2024
Lawmakers said the final rule carries “the risk of greatly altering the United States’ AMP filled a lawsuit against FDA|

laboratory testing infrastructure.”

July 15, 2024

ACLA: American Clinical Laboratory Association
ARUP Laboratories is a national nonprofit and academic reference laboratory
AMP: Association of Molecular Pathology

ACLA CHALLENGES FDA'S FINAL RULE TO
REGULATE LABORATORY DEVELOPED
TESTING SERVICES AS MEDICAL DEVICES
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House committee tells FDA to
suspend lab developed test rule

for Molecular Pathology Files Lawsuit Against FDA to Challenge Final Rule
on for Laborat Testing

Drastic policy change will stifle diagnostic innovation, impose billions of unnecessary dollars in
heolthcare mandotes, and threaten patient access to essential medical procedures

ROCKVILLE, Md. ~ August 19, 2024 - The Associstion for Molecular Pathology [AMP), the premier global

ARUP Files Declaration to Support Lawsuit Challenging the
FDA's Rule to Regulate Lab-Developed Tests

May 30,2024
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While the FDATs final rule, which was published earlier this month, supports enforcement discretion in some instances, such as
r those approved by the New York State Clinical Laboratory Evaluation Program (CLEP),

for LDTs currently on the market arx

Genzen raised additional concems in ARUP's declaration. He said the final rule implies that Iab tests not cleared or approved

by the FDA are illegal and that laboratories have been violating the law for decades




Amit Kumar Jain

Vice President

! amit.jain @veranex.com




	Slide 1
	Slide 2: Speakers
	Slide 3: Final rule rollout features major changes to regulatory requirements for LDT and RUO tests, including full QMS requirements for LDTs by May 2027
	Slide 4: Reactions to the Proposed FDA Oversight of LDTs
	Slide 5

