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Design of Training Talents in Medical Device Regulation Based on Regulatory
Science
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Abstract Objective: To introduce the training program for undergraduate talents in medical device regulation
in China and to provide references for the development of regulatory science in China. Methods: The key points
worthy of the talent training in China were summarized based on the introduction of the practice of training talents
in regulatory science in U.S. Combined with the requirements of regulatory science, the key points enlightened
the formulation of regulatory personnel training program in China. Results and Conclusion: The establishment
of medical device regulation and management program for undergraduates indicated the formal integration of the
regulatory science into the higher education in our country, which will train a group of professional talents for
medical device regulation, alleviate the demand for professional talents in this field, lay the foundation for the
training of leading personnel in medical device regulation and narrow the gap with developed countries. However,
because it is the first time to establish a medical device regulation and management program in China, some
problems need to be solved or clarified, which remain to be summed up and adjusted in future training process.
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