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Investigation and Survey on Status of Technological Evaluation Process of Medical Apparatus and

Instruments in Anhui Province Under the New Laws and Regulations

Zhou Dong, Zhang Xian
(Anhui Center for Food and Drug Evaluation & Certification, Hefei, Anhui, China 230051)

Abstract: Objective To investigate the status of medical apparatus and instruments registration, the situation of the technical evaluation
institution and the existing problems, in order to provide reasonable suggestions for strengthening and improving the technical evaluation
of medical apparatus and instruments in Anhui Province. Methods The characteristics, time distribution, product type, product category
and registration declaration of the technological evaluation data of the class Il medical apparatus and instruments were analyzed statistically
after the implementation of new laws and regulations in Anhui Province. Results and Conclusion The provincial technical evaluation
institution should improve quality and efficiency of the evaluation and reduce quality risk of the evaluation from the source by strengthening
the collective discussion, perfecting the technical evaluation system, enriching the review professional structure and strengthening the
consulting service of medical device companies.
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