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Bioburden acceptance criteria in cleaning procedures for processing equipment
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egulatory agencies require that drug manufacturing processes be designed to ensure that end-products are safe for the user
[FDA, Health Canada, PIC/S]. Responsibility lies with the manufacturer to evaluate the hazards of drug preparations per the
intended use, the bioburden that the product may contain, and the suitability of testing to ensure a safe product.

Cleaning programs for process equipment should consider microbiological contamination as part of it because it is of
concern to patient safety. Nonetheless, the focus of most references and guidelines regarding cleaning of process equipment has
been on chemical residues. Some may cover aspects of microbial proliferation in relation to storage conditions.

This presentation discusses the factors that affect microbial control in processing equipment. It also covers an approach to
setting microbial limits for cleaning validation considering various scenarios ranging from non-sterile drug products to aseptic
manufacturing. In addition, this presentation discusses factors to consider for establishing a clean-hold time.
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