Investigating
Environmental Monitoring
excursions
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v" USP (United States Pharmacopoeia) chapter <1116>,
Microbial Control and Monitoring of Aseptic
Processing Environments”.

v FDA (Food and Drug Administration) Guidance,
“Sterile Drug Products by aseptic Processing-
Current Good Manufacturing Practice” (FDA,
20044).

v' Eudralex, Volume 4, Annex 1, “"Manufacturing of
Sterile Medicinal Products” (Eudralex, 2008).
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USP <1116> states:

“In the case of an isolated single excursion, establishment a

definitive cause probably will not be possible, and only

general corrective measures can be considered. It is never

wise to suggest a root cause for which there is no solid

scientific evidence”.
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USP <1116> states:
"Analysis of the identification of contamination potentials
in controlled environments that establish priorities in terms
of severity and frequency and that will develop methods
and procedures that will eliminate, reduce, minimize, or

mitigate their potential for microbial contamination of the

product/container/closure system”,
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Severity- any impact on patient safety, product
quality, or data integrity.

Frequency- the likelihood of the failure happening
based on past experience.
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