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ABSTRACT

Contamination Control in Cleanrooms

e How effective are current cleaning regimes in controlling contamination in an ageing
unit? What impact does production workload have on this?

e Increased workload does not necessarily correlate with increased out-of-specification
environmental monitoring in an ageing aseptic unit

e Good cleaning processes can compensate for an ageing aseptic unit and production can
be increased without compromising contamination control (to an extent)

Introduction

The controlled aseptic cleanroom environment must maintain stringent levels of cleanliness to
prevent contamination of final medicinal products. The production of sterile pharmaceuticals in
hospital aseptic units can only be performed safely if the cleanroom environment is scrupulously
maintained. Examples of the consequences of contamination in parenteral products have been
well documented.

In this work, environmental monitoring data were analysed from a six-year period to assess the
level of control of the cleanroom environment and the efficacy of procedures to minimise
contamination against seasonal variation, production increase and an ageing unit. Changes in
practice were also studied and theirimpact on the microbiology landscape in the cleanroom was
analysed to establish a set of recommendations for future monitoring of the cleanroom
environment.

Methods

Environmental monitoring data was collected from January 2017-December 2022 and assessed
against EU GMP limits. Data from finger dabs, settle and contact plates were included from
Grade A and B sessional, weekly and quarterly monitoring.

Results

Almost all of the months analysed had less than 1% of all plates showing out-of-specification
results, showing good contamination control. Across the same time period, production levels
and the number of plates sampled increased dramatically. We were also able to rule out any
particular cleanroom production environment contributing disproportionately to out-of-
specification results.

Conclusions

With good practice, it is possible to compensate for an ageing unit and to increase workload in a
controlled manner. In the future, there is likely to be increased demand on aseptic units and a
thorough understanding of each unit is crucial.




