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An Efficient Computer Validation Method
for Pharmaceutical Facility Motion Control Software

MASAKAZU TAKAHASHI' and KAZUHIKO TSUDAft

Recently, automatic operations of pharmaceutical facility have become popular. Conse-
quently, Control Software (below CSW) create a negative impact to the quality of pharma-
ceutical products. Regulating authority forced validation to the pharmaceutical companies
that CSW was developed according to the requirements and could produce appropriate quality
drugs. This is called Computer Validation (CV). CV validates the CSW’s soundness based
on the development of the documents related to the CSW and exhaustive tests of CSW.
But those works, especially development of documents and test results, have become a large
work load. This paper proposes below effective CV processing. (1) Develop design specifica-
tion templates, and software components that are applied to CSW development. (2) Create
Database that defines relationship between design specifications, and enable to trace design
information deployment. (3) Test CSW efficiently according to pre-established test specifi-
cations corresponding to software components. As the result of applying above the method
to actual CSW developments, CV time lessens by 50[%] in comparison with conventional CV
method.
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