October 31, 2023

Robert M. Califf, M.D.
Commissioner

Food and Drug Administration
10903 New Hampshire Ave.
Silver Spring, MD 20993

Re: Request for an extension to the comment deadline to the Rulemaking Docket No. FDA-
2023-N-2177, Medical Devices: Laboratory Developed Tests

Dear Dr. Califf,

On behalf of the 89 undersigned organizations representing patient advocacy organizations,
medical and professional societies, hospitals, health systems, clinical laboratories, and more,
we respectfully request an extension to the deadline to submit comments to Rulemaking Docket
No. FDA-2023-N-2177, Medical Devices: Laboratory Developed Tests. Specifically, we ask that
the December 4" deadline be extended an additional 60 days to provide adequate time for
stakeholders to assess the impact of the proposed rule on patient access to care, clinical
practice, and innovation.

If finalized, the proposed rule would be a dramatic shift in how laboratory developed tests
(LDTs) are regulated in the United States. This would not only potentially disrupt the current
access patients have to clinical testing as laboratories narrow their test offerings or close due to
the financial burden the rule places on them, but given the new premarket review requirements,
the proposed rule could delay or prevent modifications and introductions of new tests that best
reflect the latest scientific understanding and clinical practice guidelines.

These concerns are not hypothetical, rather, the agency needs only to look toward the
European Union’s implementation of the legislation enacted in 2017, In Vitro Diagnostic Medical
Device Regulation (IVDR) for reference. By 2022, laboratories were required to be in full
compliance with the regulation; however, the rollout has experienced multiple delays leading
regulators to issue grace periods for classes of devices? to avoid widespread diagnostic
shortages.?






Children’s Wisconsin

Cincinnati Children’s Hospital

Clinical Immunology Society

Coalition for Innovative Laboratory Testing
Cov19+ testing Laboratory

Damajha Systems

Deirdre Pierry CGMBS, MLS (ASCP), MB, SM
Diamond Medical Laboratories LLC

Exceltox Laboratories, LLC

FORCE: Facing Our Risk of Cancer Empowered
GeneCentric Therapeutics, Inc

Genomind, Inc.

Great Scott! Consulting

Guaranty Consultant Services

Helix

Immune Deficiency Foundation

Innoterix Labs

Invitae Corporation

IVD Logix LLC

Kaiser Permanente

KSL Diagnostics Inc

Laboratory Access and Benefits Coalition
Laboratory Nexus LLC

Leukodystrophy Newborn Screening Action Network
Lifetime Sciences

Lighthouse Lab services

MCDXI Medical Diagnostics, Inc.

Medical Group Management Association (MGMA)
Michigan Department of Health and Human Services
MolecularDiagnostics Inc.

MSACL

National Society of Genetic Counselors
Nationwide Children's Hospital

Nebraska Medicine

nuCARE Medical Solutions, Inc

Ochsner Health

Pan American Society for Clinical Virology
Parallel Profile

Patient Safety Impact

Phoenix Laboratory Consulting

Previse

Principle Health Systems

PTL Holdings

Purine Metabolic and Immunodeficiency Lab, Duke University






