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Analysis of risk investigation and rectification based on results of national drug
sampling and testing exploratory research in 2021

WANG Chong, LIU Wen, ZHU Jiong
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Abstract: Based on the results of exploratory research of national drug sampling and testing in 2021, it was an innovative strategy of
China's drug supervision to organize relevant drug manufacturers to investigate and rectify the general risks that did not significantly
affect the quality and safety of drugs and are not caused by their subjective intention. In 2021, the effective rate of troubleshooting
was 80.80%, and the rectification and prevention rate was as high as 96.2%. The risk control rate of manufacturers taking recall
measures was 9.2%. The risk control rate of suspending the manufacture or sale of related varieties was 13.2%. The rectification
measures included strengthening manufacturing process control, revising internal control standards, and strengthening the quality of
raw materials, excipients and packaging materials control. The multi-pronged rectification measures had effectively promoted the
improvement of drug quality and achieved satisfactory results. At the same time, there were also failures in risk investigation. It is
suggested that the national drug sampling and testing agency should further improve the scientific and targeted nature of exploratory
research; the manufacturers should correctly understand this work, and conduct risk investigations through various means; the
regulatory authorities should strengthen the supervision, guidance and assistance to the manufacturers, and promote them to actively
and earnestly carry out investigations and rectifications in place of relevant risks, so as to consolidate the main responsibility of drug
quality and safety.
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Fig. 1 Flow chart of risk investigation and rectification based on exploratory research results of national drug sampling

and testing
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Table 1 Overall situation of drug quality risks organized for investigation and rectification in 2021
Z KBRS MR IAYER erEr=lEyx % RS  ikeinfhesivrs S%
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R 22 22 633 3.48 2 8 25.00
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Table 2 Risk information of chemical drugs
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Table 3 Risk information of Chinese patent medicines
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Table 4 Feedback on quality risk investigation of different types of drugs
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Table S Risk control and rectification of production

enterprises
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