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Statistical Analysis of Drug CGMP Warning Letters of FDA
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Abstract Objective: To understand the key points of laws and regulations of US pharmaceutical production
quality management, to grasp the trends of drug current good manufacturing practice (CGMP) international
inspection of FDA and to provide references for improving the quality management level in the implementation of
CGMP of enterprises in China. Methods: 145 drug CGMP warning letters issued to foreign enterprises by FDA
from 2011 to 2016 were analyzed statistically, emphasizing on analyzing the defect items of 43 warning letters
issued in 2016 and summarizing the frequent defects in the warning letters. Results and Conclusion: The number
of drug CGMP warning letters issued to foreign enterprises by FDA increased dramatically in 2016. Enterprises
from India and Mainland China became the focuses of the inspection. Three systems including laboratory control
system, quality management system and plant and facility system were the focuses of inspection. The problem
of reliability of data was serious. There were great differences in the production control, laboratory control and
quality management between the preparation and active pharmaceutical ingredient manufacturing enterprises.
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