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Abstract Objective: To provide guidance for medical institutions to establish and run a quality evaluation
system that is compatible with the self-made diagnostic reagents research project, and provide scientific
supervision methods and tools for the regulatory authorities so as to better improve the quality of life and health
of patients. Methods: The key points for the establishment and operation of the quality evaluation system of self-

made diagnostic reagents were discussed, supervision problems were analyzed, and specific suggestions were
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proposed by sorting out the new version of the Regulations for the Supervision and Administration of Medical
Devices and the regulatory requirements of in vitro diagnostic reagents products, combined with the characteristics
and application status of self-made diagnostic reagents. Results and Conclusion: The self-made diagnostic
reagent is a typical in vitro diagnostic reagent product that integrates design and development, production
transformation, and clinical application. The establishment and operation of the quality evaluation system is a
strong guarantee for the stable quality of self-made diagnostic reagents, and establishing quality evaluation criteria
for raw materials is an effective means for R&D institutions as well as users to implement quality supervision
and evaluation of self-made diagnostic reagents. At present, there are many problems as unclear regulatory
requirements for supervision, high risks in clinical application, great difficulty in the verification of clinical
performance, imperfect quality evaluation system, and poor experience in quality control of production system. It
is suggested to clearly define the self-made diagnostic reagent; explore the admittance supervision mode of self-
made diagnostic reagents, carry out the research of quality evaluation system, and promote clinical transformation;
enhance quality management, and propose explicit quality control requirements of raw materials as well as that
of finished products and retained samples. The establishment of a scientific and standardized quality evaluation
system for self-made diagnostic reagents is necessary for scientific supervision and an effective exploration to
stimulate collaborative innovation among industry, education, research, inspection, and application, and helps
promote the development of medical testing.

Keywords: self-made diagnostic reagents; laboratory developed tests; in vitro diagnostic reagents; quality
evaluation system; production qulity for medical devices
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