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Types of Environmental Monitoring

Static and Dynamic

AAirborne Non-Viable (Particulate Monitoring)

AAirborne Viable Monitoring

ASurface Monitoring i floors, walls,
equipment, etc.

APersonnel Monitoring i gowns and glove

ASome firms include water testing




Particulate Monitoring
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Airborne Viable- SAS

aspirating head - testata

aspirating chamber - corpo strumento

“Standard Version”
for diameter 55 mm
contact plate
Versione “Standard”
per piastre a contatto
diametro 55 mm




Airborne Viable-SMA
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Passive Air-Settle Plates

A Simple and inexpensive way to monitor

A Any type of media can be used

A Small size allows easy placement in a variety of locations
AAll ows ficontinuouso monitor
A No power connection needed

A Semi-quantitative




Contact Plates

Flat, non-porous surfaces

Standard surface area of 4 sq. in.
(25.8 sg. cm.)

Contact plates are designed to allow
contact of the agar with the surface

that is being sampled.

Contact plates should have
neutralizers in case sanitizers are
picked up during sampling

Contact plates are placed on the
surface to be sampled so that media
picks up any organisms that are on
the surface.




Swabs

I Cracks, crevices, irregular surfaces, large surface area

I Quantitative or Qualitative
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Importance of Trending EM Data

A Input from the participants was as follows:

AGraphical Represent a
worth a thousand wor

A Assures state of control
A Identify problems before they are to big

AHow can you manage |
measure?




Importance of Trending EM Data

A Input from the participants was as follows:
A Hard to see day to day

A Proof of control (GMP)

A To set alert limits

A Help identify process improvements

A Help determine if process improvements
are effective




Importance of Trending EM Data

A Input from the participants was as follows:
A Because it is required for compliance

A Provides the FDA something to look at to
show control/prevention monitoring

A Satisfies regulatory requirements as well
as business needs to maintain control of
critical production areas

A Allows us to be proactive in cleaning




Importance of Trending EM Data

A 21 CFR 211.113(b): Firms must follow
appropriate written procedures designed to
prevent microbiological contamination of
drug products claiming to be sterile.

A Without tracking and trending it is difficult
to show that procedures for preventing
contamination are effective.




Importance of Trending EM Data

A FDA 483s and warning letters continuously
state issues with review of environmental
monitoring data.

A March, 2004 warning letter to a veterinary
manufacturing facility: We require to see
the data and the analysis of data
generated from this monitoring including
any trending data.




Technigues for Tracking Data

A Input from the participants was as follows:
A Manual/Paper

A Excel/Minitab

A Legacy LIMS

A Novatek System

A MODA




Technigues for Tracking Data

A Input from the participants was as follows:
AMIMS
AEMS

A Custom system




Technigues for Tracking Data

A Excel Spreadsheet
AMODAE System
ANOVATEK Software

A LIMS Systems

A Custom Systems




Tracking of Deviations

Personnel

Personnel

Personnel

Personnel

Floor may have become
contaminated in the off-season
due to floor installation.

Possible lapse in gowning
technique.

Floor walked on without proper
footwear.

Ingress due to transport of
mateirals into the area.

Lapse in aseptic technique .

Mishandling of 100mm plates
after exposure in the fill
enclosure.

Aseptic technique

Operator error. Contamination
from surrounding area.

Summary of Deviation Investigations

Facility/Utility/Equipment

Facility/Utility/Equipment

Materials

Environment; Operator Error

Method (Process); People

People

People

Not applicable. Subsequent sampling
revealed no additional excursions.

CAPA 345. Awareness training and
requalification

Footwear evaluated.

CAPA 4346. Create a procedure.
CAPA 4347. Awareness training on the
incident and proper aseptic technique.

CAPA 4047 Effectiveness Check
Assessment.

CAPA 4100, Awareness training,

CAPA 41030. Change work instructions
to wipe bags and tank with SporKlenz
prior to use.




Graph from Excel Spreadsheet

Alert and Action Limit Excursions
by Test Type.
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Graph from Excel Spreadsheet

Alert and Action Limit Excursions
by Test Type

Action ®mAlert  Alert (Mold)
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Trending with MODA System

MODA System
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Trending with Novatek System
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