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Abstract  Objective: Based on the current production and clinical application experience, the paper focuses
on the process of medical and manufacturing interaction, and discovers and refines the key factors and the
components for the safety and effectiveness of the customized and personalized additional manufacturing medical

devices. The importance of factor control is put forward and the relevant control methods are discussed. Methods:
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The literatures were searched and reviewed and clinical institutes and manufacturing companies were studied in
detail. The communication processes between the clinical institutes, manufacturing companies of the customized
and personalized additional manufacturing medical devices and the patients were also studied to sort out each
link and every key element. Based on the current regulations, the control methods for the key elements were
refined and combined with the group standards established by the 3D Printing Medical Devices Committee of
China Association for Medical Devices Industry to form this paper. Results and Conclusion: So far, there still
lacks sufficient practical experience in the production and clinical application of the customized and personalized
additional manufacturing medical devices. Therefore, for the benefit of safe and effective application and quality
control, it is necessary to monitor the whole process of medical and manufacturing interaction so as to achieve

the strict monitoring of the whole process and guarantee their design, development, production and clinical

applications.
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