
Sterility is a key quality attribute for a class of med-
icines required to be sterile. The consequences 

of non-sterility are direct patient harm. The degree 
of harm is dependent upon the route of administra-
tion and the types and numbers of microorganisms, 
as well as the health and immune state of the pa-
tient. The likely outcomes of the administration of a 
non-sterile product are disability or death. 

For this reason, contamination control is an import-
ant part of both sterile and non-sterile pharmaceu-
tical manufacturing, regulators, as signaled by the 
revised EU GMP Annex 1 and from FDA inspections 
are increasingly expected the contamination control 
to be devised and presented as a formal program. 
This means a detailed, facility-specific contamination 
control strategy. 

Therefore, the objective is to develop a robust pro-
gram that reviews,assesses  and reaffirms strategies 
for the prevention & remidiation of contamination 
risks. 

This paper sets out the key elements of the strategy. 
To be effective, this needs to be an approach that can 

assess seemingly isolated contamination events ho-
listically and which is capable of putting appropriate 
corrective and preventive actions (CAPAs) in place. 
This approach signals a new paradigm in terms of 
contamination control, shifting the risk review pro-
cess to one that assesses the impact of a contamina-
tion event in a far wider context.
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