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Application of Failure Modes and Effect Analysis in Risk Management of Refrigerated

Medicines in a Hospital
MAO Leilei, ZHU Hua, LU Kangsheng, GONG Yu, CHEN Chunling

( Department of Pharmacy, Northern Jiangsu People's Hospital, Yangzhou, Jiangsu, China 225001)
Abstract: Objective To standardize the management of cold chain in refrigerated medicines,reduce the risk of cold chain breakage and
ensure the safety of medication. Methods Failure modes and effect analysis(tFMEA) method was used to analyze the circulation process of
refrigerated medicines in the hospital and screen potential failure modes. The risk priority number(RPN) was calculated by scoring the
severity , occurrence and detection of failure modes. According to the RPN the failure mode of priority improvement was determined, the
causes were analyzed, improvement measures were formulated and implemented, and the implementation effect was evaluated. Results and
Conclusion Nine high —risk failure modes were screened out and reduced to low —risk failure modes,and the RPN values were signifi-
cantly reduced( P < 0.05). The risk of cold chain breakage of refrigerated medicines is mainly related to temperature and time. FMEA
can effectively quantify the risk of cold chain breakage of refrigerated medicines,screen potential high —risk failure modes and make targeted
improvements to ensure medication safety.
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