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Application of FMECA Based on LIMS Risk Assessment in Drug Safety
Evaluation Process
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and Drug Control, Beijing 102629, China)

Abstract Objective: To explore the risk assessment methods for laboratory information management systems
(LIMS) implemented by drug safety evaluation research institutions, and develop measures based on the
assessment results to reduce risks in the process and ensure research quality. Methods: Using the "Failure Mode,
Effects, and Criticality Analysis" (FMECA) method, conduct an overall risk assessment of the LIMS. Firstly,
determine the purpose, scope, basis, and evaluation tools of risk assessment, and establish a risk assessment
organization to sort out the overall compliance risk assessment process of LIMS implementation based on the
risk assessment process. Results and Conclusion: Through the overall compliance assessment of the system
implementation, the sources of risks were identified, risks that could affect the quality of research were identified,
and risk reduction measures were developed to ensure the overall compliance requirements of the system, further
improving the data quality of drug safety evaluation research. The FMECA method can be applied to LIMS used
in drug safety evaluation research processes, which is very helpful in improving data quality.
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