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Application of FMEA Method in the Processing of Drug Production Deviation

Tian Lei, Chen Yuwen' (Shenyang Pharmaceutical University, Shenyang 110016, China)

Abstract
process, and study the application of the failure mode and effect analysis (FMEA) method in the deviation

Objective: To combine the concept of quality risk management, formulate a deviation handling
handling process. Methods: Take two actual deviation events as examples to explain the application of FMEA
method in processing drug production deviations. Results and Conclusion: The FMEA method determines the
level of risk by assigning values to the failure modes of risk events, and then ranks the risks. In the deviation
processing, the application of the FMEA method is mainly reflected in three aspects: risk assessment, risk control
and risk review, which can quantify the risk results and provide data proof for whether the risk is controllable.
Reasonable application of the FMEA method in processing deviation can continuously improve the effectiveness
of enterprise deviation processing, improve the quality management system, and ensure product quality.

Keywords: quality risk management; failure mode and effect analysis; deviation
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