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Laboratory developed test (LDT) is a term used to refer
to a certain type of in vitro diagnostics and medical

professionals have used LDTs to diagnose diseases. LDTs
nowadays have evolved and proliferated significantly
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7% (laboratory developed test, LDT) ~ & B8 % Z2 (laboratory
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in precision medicine, shedding further light on disease
management and leading to actionable interventions.
However, besides a highly-sophisticated laboratory, LDTs
require well-trained professionals with considerable
expertise, knowledge, and experience. With advances in
technology and business models, the LDT oversights are
being discussed. LDTs have direct effect on the care that
patients receive; therefore, patient safety must always
be the top priority. The article not only aims to review
the regulatory oversights and governance in the U.S. and
the European Union but also addresses the current legal

concerns in Taiwan.
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1 FDA, Laboratory Developed Tests, https://www.fda.gov/
medicaldevices/productsandmedicalprocedures/invitrodiagnostics/
laboratorydevelopedtests/default.htm (last visited Oct. 11, 2018).
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RREAHEETNREILE > FDAER2017F1713
HAase "TERZEBTMERRS AT, (Discussion
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2 DRAFT GUIDANCE FOR INDUSTRY, FOOD AND DRUG ADMINISTRATION
STAFF, AND CLINICAL LABORATORIES-FRAMEWORK FOR REGULATORY
OVERSIGHT OF LABORATORY DEVELOPED TESTS (LDTs) (2014).

3 FDA, DISCUSSION PAPER ON LABORATORY DEVELOPED TESTS (LDTs)
(2017).
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teoh » R XA IER LI E =75 #1183 E (third party
review ) BT NARFITLDT.Z EHRIERS - fl20 - 7EXEBIARAY
PMBATLDTADRIAR B SN A MR AR B AR NN BT - ZIRRRIZAK
MAOMNMZBETFERBE T 2BRKRERZTMETE (Clinical
Laboratory Evaluation Program ) #47_EmBlaHE » AL @%
10 » KT8 (4911,0004 ) RASFDAZE B2 LDTARA
RIS ERIBARKINE AT EWE S - FDAIETRMEBEEE R
=ESAEBEERILREZS D - M AT LDT A B Sl o

— - ErER
20178 5H258 » BREBATR " RRINZE B BR AR M AR 4
(In Vitro Diagnostic Medical Devices Regulation, IVDR;

Regulation (EU) 2017/746 ) 43 BUSRBEIEEIZETE R
28718< (In-Vitro Diagnostic Device Directive, IVDD 98/79/

4 Regulation (EU) 2017/746 of the European Parliament and of the
Council of 5 April 2017 on in vitro diagnostic medical devices and
repealing Directive 98/79/EC and Commission Decision 2010/227/
EU.
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