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Design and Effect Evaluation of in Vitro Diagnostic Reagents for Beijing
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Hospital Based on Performance Management of the Whole Process
Closed-loop Management
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Department of Clinical Laboratory; c. Department of Pharmacy, Beijing Hospital/National Center of Gerontology,
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Abstract: Objective To establish in vitro diagnostic (IVD) reagents closed-loop management scheme for the whole process
and implement, and optimize the [IVD management. Methods Based on the status quo of IVD management in Beijing Hospital,
the closed-loop management scheme of the whole IVD process was designed, such as IVD application, IVD selection, IVD
subscription, IVD purchase, IVD receipt, [IVD inbound and outbound, and IVD use. Key indicators were selected to establish an
evaluation framework. Management data, procurement data and testing data before (2020) and after (2023) implementation of the
program were collected and counted by means of interviews and consulting relevant information systems, and then process
management, quality management and cost management were evaluated. Results The management process was optimized, the
IVD purchase time was shortened by about 60% on average, the IVD purchase did not need manual processing, the order was
split in real time and sent to the corresponding supplier, and the IVD collection time was shortened by about 75% on average.
IVD and test quality management were satisfactory, supplier qualification perfection reached 100%, full marks were obtained in
the inter-room quality assessment, and no IVD-related adverse events were observed. The cost management was effective, and
the IVD procurement cost was reduced by about 15%. IVD cost fine management models were established for four items, namely,
human immunodeficiency virus antibody assay, hepatitis C antibody assay, treponemal antibody assay and hepatitis B surface
antigen quantitative assay. The average value of IVD loss was 0.07% ~ 1.21%, and the standard deviation was 0.07% ~ 0.66%.

Conclusion The IVD whole process closed-loop management scheme is feasible, which can improve the efficiency
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of IVD management, ensure the quality of IVD and detection, reduce the cost of IVD, and refine the cost management work.

Keywords: in vitro diagnostic reagent; closed-loop management; performance management; effect evaluation
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