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Study of Key Factors Influencing the Quality of Generic Drug in China
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Abstract Objective: To study the key influencing factors of generic drug quality in China and put forward
reasonable suggestions for the formulation and implementation of drug regulatory policy. Methods: Questionnaire
surveys were conducted and the data collected were assessed using exploratory factor analysis (EFA). Results:
Totally 110 and 170 questionnaires were issued separately and 99 and 159 were returned, respectively. Results
showed that manufacturers, regulatory authorities, industry environment, drug use and policy support were listed
in a descending order regarding the impact severity on the quality of generic drugs, while the order with internal
factors were key technologies, operation, risk management, equipment and quality control of incoming materials.
Conclusion: Generic drug quality was influenced by factors related with manufacturers, industrial environment,
and clinical use, etc. Of all the factors assessed, manufacturer was the most crucial influencing factor on drug
quality.
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