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Risk Management with Failure Mode and Effects Analysis

of Vaccine Cold Chain in Sanom District, Surin Province

Panvipa Lapjitra', Nusaraporn Kessomboon?

'Sanom Hospital, Surin

’Department of Social and Administrative Pharmacy, Faculty of Pharmaceutical Sciences, Khon Kaen University

Abstract

Objective: To apply the Failure Mode and Effect Analysis (FMEA) in risk management of vaccine cold chain in
Sanom district, Surin province. Method: This study was action research. Twelve health professionals applied active risk
management based on FMEA approach including 1) listing processes of vaccine cold chain, 2) listing the potential failure
modes, risk and consequences of each failure on the process, 3) identifying probability of risk occurrence, severity of
consequences and probability of detecting the failure, 4) calculating RPN (risk priority number) for each failure mode, 5)
proposing actions to prevent or reduce the risks. Results: There were 8 main processes of vaccines cold chain in
Sanom district with 56 potential risks. The majority risks (13 items or 23.21%) were found in the vaccine storage process
at vaccine service units. There was one potential risk with severity rating at 5 i.e., serious vaccine reaction. There were
8 risk items with RPN more than or equal to 25. The highest RPN was 40 in the potential risk of exposure of multiple-
doses vaccines to improper temperature during the service and risk of not checking the vaccine before administration.
After identifying the causes and measures to reduce/eliminate the risks viewed by practitioners as practical, the risks
were re-evaluated. The RPN showed a decreasing trend in all 8 risk items. Conclusion: The use of the FMEA in risk
management of vaccine cold chain was the proactive tool with the possibility to prevent or mitigate potential risks within
the work processes.

Keywords: vaccine cold chain, risk management, public health pharmacy
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