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Investigation on Current Manufacturing Practice of Investigational Drugs in Beijing
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[ Abstract] Objective: This study is for the purpose to comprehensively investigate the current status of production and quality
management of drugs for clinical trials in Beijing and provide reference evidence for strengthening and improving national regulation or law
on the supervision and management of drugs for clinical trials in the future. Methods: Questionaires were sent to pharmaceutical production
enterprises in Beijing. A statistical analysis was conducted on the effective questionaires. Results: There were significant differences
between listed pharmaceutical production enterprises on the production of drugs for clinical trials in all apects, including institution and
staffs, factory ward and facility, material management, production process management and quality control and assurance. Conclusion:
National regulation or law on the supervision and management of drugs for clinical trials should take the production characteristics of drugs
for clinical trials into consideration.
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