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Note: The webinar Q&A has been edited for clarity

Here’'s a summary of key insights from the Q&A session addressing the future of LDT
oversight, reimbursement trends, and strategic considerations for lab leaders.

1. Reimbursement Challenges Beyond FDA Regulation

While not a reimbursement attorney, the expert emphasized what most labs already know:
reimbursement is complex and evolving. Historically, tests without FDA clearance or approval
struggled to get paid. However, with frameworks like MolDx and ADLT, there are now more
pathways to coverage, but they often require post-market data showing clinical utility.

Tip: Partner with a reimbursement expert to stay ahead of payer shifts and navigate gray
areas.

2. Are Unregulated LDTs a Safety Risk?

The FDA believes its review process is essential to ensure test safety and accuracy. But the
ruling acknowledged that CLIA, CAP accreditation, and ISO standards already provide strong
safeguards. The court accepted the plaintiffs’ arguments that adding FDA oversight could stifle
innovation, especially in rare disease testing, by creating costly and duplicative burdens.

Bottom Line: The safety debate continues, but labs remain accountable under existing
regulatory frameworks.
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3. What About RUO Reagents?

RUO (Research Use Only) components used in LDTs are still under FDA’s watch. This issue
wasn’t addressed in the recent ruling; the FDA maintains authority and could pursue
enforcement.

Reminder: Existing RUO/ASR rules remain in place. Labs should be cautious and ensure
documentation aligns with intended use.

4. Can CLIA Handle Clinical Validity?

As it stands, CLIA doesn’t require clinical validity, and CMS has acknowledged it lacks the
infrastructure to assess clinical validity. A shift would require congressional action and
significant funding.

For now: Labs aren’t required to demonstrate clinical validity under CLIA, but they may need
to for reimbursement or payer contracts.

5. Some FDA Practices Worth Adopting Anyway
Even with the FDA'’s rule vacated, labs may benefit from implementing some FDA-aligned
processes, especially if there's a future goal of pursuing a 510(k), De Novo, or PMA.

Good Practice: Consider adopting FDA'’s recordkeeping and clinical trial documentation
standards. It can boost readiness, support reimbursement efforts, and offer a competitive edge
if new frameworks emerge.

6. Staying Informed Despite FDA Staff Reductions (RIFs)

While the FDA has experienced internal RIFs, routine email alerts and device communications
are still going out. That said, transparency on LDT issues may decline, especially under
current leadership.

Action Step: Stay subscribed to FDA lists and keep an eye out for changes in public
communication.
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7. If FDA Appeals—What Happens to the Rule Dates?

If the FDA appeals, they could request a stay—which would pause the court's decision and
potentially reinstate the final rule’s compliance deadlines temporarily. But without a stay, the
dates remain void.

Takeaway: Labs should monitor any appeal closely, as enforcement timelines could shift
quickly.

Final Thought for Labs:

Stay agile, document thoroughly, and plan for multiple scenarios. As regulation and
reimbursement rules evolve, labs that build flexible, compliant processes will be best
positioned to thrive.

This recap is for informational purposes only and not legal advice. For specific guidance,
consult legal or regulatory experts familiar with your lab's needs.
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