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A FMEA Method for Computerized Systems
Regarding Drug Manufacturing

Masakazu Takahashi®

This paper shows common failure modes that drug manufacturing computerized system
(DMCS) has and a method conducting FMEA with the common failure modes. Since
drugs are manufactured in facilities controlled by DMCS, the functions must be safe.
FMEA is used to investigate the safety. Conducting FMEA effectively, it is important to
enumerate all failure modes. But it is difficult. To solve this problem, we enumerated the
common failure modes that we could commonly use for conducting DMCS’s FMEA.
And we develop a list that consists of common failure modes, failures and
countermeasures. Using this list, we can conduct FMEA exhaustively.
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Table 1 Classification of FME results
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Table 2 List of Common Failure Modes
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Table 3 FMEA Results of Infrared Spectrophotometer -Extracted-
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