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Navigating the Regulatory Uncertainties,
Legal Risks, and Clinical Communication
Duties of Laboratory Developed Tests (LDTs)
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Laboratory Developed Tests (LDTs) play a pivotal role in
precision medicine, rare disease diagnosis, and personalized
healthcare services. However, as their technological
complexity and scope of application rapidly expand, the
regulatory framework and legal liability associated with
LDTs have garnered increasing attention. This article first
reviews the regulatory development and policy evolution
of LDTs in the United States and Taiwan, focusing on the
Food and Drug Administration’s (FDA) promulgation of
the final rule for LDTs regulation in 2024 and the 2025
federal court ruling in Texas that rejected the agency’s
regulatory authority, thereby revealing the legal challenges
and enforcement boundary issues confronting the current
system. Through cases including Quest/Athena Diagnostics
and Maldonado v. GeneDx, Inc., we explore liability
attribution when testing errors lead to patient litigation. The
analysis reveals that amid regulatory uncertainty, robust
clinical communication and informed consent procedures
are vital for mitigating legal risks and protecting patient
rights.
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