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Designing an effective cleaning procedure for medical devices using laboratory studies

Elizabeth Rivera
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esigning an effective cleaning procedure is a critical part of a medical device site operation. The presentation will discuss

laboratory studies that lead to the design of a successful cleaning procedure to be incorporated in the medical device
manufacturing process. The presentation will review critical parameters, cleanliness acceptance criteria, and quality attributes
to ensure that medical devices are successfully cleaned. Actual case examples will be used throughout the presentation to
demonstrate critical points. The following topics will be covered in this presentation:

o Residues typically associated with the manufacturing of medical devices

« Critical factors affecting the cleaning of medical devices

o Laboratory evaluation: Why and how?

o Cleanliness criteria based upon sampling method and pre-established limits

o Successful case stories
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