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Analysis on the Quality Status of the Links in the Operation and Use of National
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Abstract Objective: To put forward suggestions on medical device circulation enterprisess and supervision
measures, so as to further improve the quality of medical device circulation and ensure the safe and effective
use of medical device. Methods: Based on the inspection results of the links in the operation and use of national
medical device sampling inspection in 2021, the quality status of the circulation links of medical device was
summarized, and the causes of the problems were summarized and analyzed, and targeted suggestions were put
forward. Results: In 2021, the national medical device sampling results showed that the unqualified detection
rate of most links in the operation and use was lower than that links in the production, but it was still found that
the four varieties of the links in the operation and use were higher than that in the production. Among them,

the unqualified detection rates of synthetic resin teeth and soft contact lenses in the links of the operation were
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13.33% and 3.13%. The unqualified detection rates of surgical clothing and single-use needles for human venous
blood specimen collection in the links of the use were 18.87% and 3.57%. The reasons for the unqualified are as
follows: first, due to transportation, the parts and components fell; second, the operating and using enterprises
lack product technology awareness, which reflects the weak quality management awareness of the operating
and using enterprises. Conclusion: It is suggested that the enterprises should strengthen the awareness of
main responsibility, establish the whole process quality management system and control measures, control the
qualification audit of procurement and sales strictly, ensure the medical device legitimate circulation, and actively
cooperate with the regulatory authorities to carry out the supervision work. At the same time, it is suggested that
the regulatory authorities should strengthen supervision and inspection, enrich management means, and enlarge

the publicity and implementation of laws and regulations.

Keywords: supervision and inspection; links in the operation and use; quality status
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