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Common Issues and Countermeasures of Online — Sold Drugs in Online Sampling

Inspection Based on Total Quality Management

YU Yan,ZHANG Xin,LI Huitao,ZENG Xiaowen ,HE Dejin*
(Guangdong Institute for Drug Control,Guangzhou,Guangdong 510180, China)
Abstract: Objective
inspection work,and to provide a reference for the development of technical guidelines for the sampling inspection of online — sold
drugs. Methods

management (TQM) , the key issues in every stage of sampling inspection lesting of online — sold drugs were sort out

To optimize the sampling inspection process of online — sold drugs,to improve the efficiency of sampling
Based on the 4MIE elements (man, machine, material, method, environment) , the principle of total quality
systematically. Results Significant issues were identified in every stage of the online sampling inspection of online — sold drugs.
Issues during the implementation stage mainly included compromised sample representativeness (passive sampling,high risk of batch
mixing, insufficient quantity per prescription) , inadequate procedural compliance (inability to provide enforcement documentation,
inability to conduct on — site inspections) , and weak traceability (uncontrollable storage and transport conditions, difficulty in
defining responsibilities). Conclusion Drug sampling inspection agencies should strengthen end — to — end quality control based
on the principle of TQM. It is recommended to improve the top — level institutional design, enhance multi — party collaborative
supervision,optimize the implementation model of the sampling inspection,and promptly handle suspicious or abnormal situations.
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Tab.1 Key elements of the online sampling inspection plan
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Tab.2 Key elements of the preparation works of the online sam-

pling inspection
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Tab.3 Key elements of the implemetation elements of the online

sampling inspection
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