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[Abstract] Bone grafting is a primary method for treating bone defects. Among various graft materials, xenogeneic
bone substitutes are widely used in clinical practice due to their abundant sources, convenient processing and storage,
and avoidance of secondary surgeries. With the advancement of domestic production and the limitations of imported
products, an increasing number of bone filling or grafting substitute materials isentering clinical trials. Relevant experts
have drafted this consensus to enhance the management of medical device clinical trials, protect the rights of participants,
and ensure the scientific and effective execution of trials. It summarizes clinical experience in aspects, such as design
principles, participant inclusion/exclusion criteria, observation periods, efficacy evaluation metrics, safety assessment in-
dicators, and quality control, to provide guidance for professionals in the field.
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