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The types of environmental monitoring required for a robust

expectations for maintaining contamination control, and these should guide the

program will vary b.ased. on the type of operation, frequency In + v - v v Closed processes, Infrequent flow of Operll ?reaf no program’s evolution. Only after confirming compliance should changes be considered,
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associated to the process. Developing a meaningful risk functional team of by room classification, process flow & types of rick score to establish have in place adequate 1 - Low low production OTOCESS EXpoSure personnel aterial or for disinfection. Level (0OL) The selection of sampling methods—whether viable air sampling, surface sampling, or
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biopharmaceutical manufacturing will be critical to the - ‘ - L - . | less than Proximity greater ~ aseptic operations. ear time period sampling, equipment qualification is particularly important, as it confirms the recovery
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systematic evaluation of contamination probability and Assemble relevant validation documents contacting materials, Review the visual heat particulate. surface sampling, innovative tools such as Enverify™ can provide valuable data to
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