









































Monitoring Limits

Action limits are generally based on any applicable
regulatory requirements (Annex 1)

Alert limits are generally driven by a review of historical
data or commensurate with the activities being performed.

If these limits are exceeded, procedures should prescribe
corrective actions
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Operator (Gowning) Qualification

A Action limits are generally based on any applicable
regulatory requirements (Annex 1). Alert limits are driven

by a review of historical data or commensurate with the
activities being performed.

Procedures should define actions to be taken if results
exceed the Action level e.qg.

A Retraining and/or recertification
A Restrict operator access to the aseptic filling room
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Identification of Isolates

I The manufacturer should have a system for the \
identification of microorganisms. This may be occur in-
house or by the use of external contract laboratories

I Automated methods are either phenotypic or genotypic
methods. Identification by genotypic method is required is
identification is required to invalidate a sterility test
positive

I The frequency and level of identification should be defined
in @ procedure e.g.

A All microorganisms isolated from Grade A & B areas are
speciated.

A All microorganisms isolated from Grade C & D areas
identified to genus level
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Non-sterile and Complementary
Medicines

A
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For non-sterile and complementary medicines, the
requirements for viable environmental monitoring are not
as clear or defined. For these products, risk management
principles should be used to determine the microbial
quality of the environment commensurate with the
products manufactured within

Monitoring frequency typically every 3 or 6 months.

Monitoring methods such as settle plates, volumetric air
and surface sampling (e.g. swabs and contact plates) are
acceptable
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Non-sterile and Complementary
Medicines

L Alert and Action limits must be defined. Should be baseh
on historical data; typically based on Annex 1, Grade D
limits

I Actions to be taken in the event of OOL excursions are
often poorly defined e.g.

I Identification of microorganism isolated
I Cleaning and sanitation
L Follow up monitoring

I Trending of data is expected
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Recap?

There are regulations which mandate how an
environmental monitoring program is designed

The environmental monitoring program should
be designed and implemented based on sound
scientific principles.

Regulatory inspectors are individuals with
specific areas of interest and expectations
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