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[ Abstract] With the continuous development of clinical medicine and laboratory medicine,
the normalization of workflow and management of laboratory developed tests (LDTs) (including
self-made reagents, etc.) has become anxious needs for medical institutions. The Laboratory
Medicine Society of Beijing Medical Association and the Laboratory Medicine Society of Shanghai
Medical Association organized experts to conduct policy learning, literature review, professional
discussion and summary, and formed this expert consensus. Based on the core key elements of
quality, risk, and performance of LDTs, this consensus provides consensus on terminology, research
and development, product preparation, inspection process, registration and documentation,
supervision, pre-, mid-,post-analytical processes, transformative application and promotion, etc. It is
expected to give reference for medical institutions carrying out corresponding work.

[ Key words ] Laboratory, hospital;  Practice management, medical;  Laboratory
developed tests; Expert consensus
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