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Welcome to "Maintaining Validation

This column addresses topics associated with
maintaining the validated state of processes, equip-
ment, Tacilities, utilities, and amnalytical methods
(i.e., anything that has been validated or qualified
and must be continually maintained in the vali
dated state). We intend this column to be a useful
resaurce for daily work applications

This column was suggested by attendees at the
14th International Validation Week Meeting held
in Philadelphia in October of 2008
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these questions and associated topics is warranted
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KEY POINTS DISCUSSED
The following key points are discussed in this
article:
= Monitoring is an important aspect of maintain-
ing validation
* Monitoring includes information collection over
time, reviewing and analyzing the information,
and defining warning limits
* Monitoring is applicable to process parame-
ters, raw material quality, utility performance,
product characteristics, and other important
considerations
* The 2008 US Food and Drug Administration draf
guidance Process Validation: General Principles and
Practices (1) identifies comtinued process verifi-
cation, including monitoring, as an important
aspect of maintaining validation
* Monitoring in the drug and medical device indus-
tries is a regulatory requirement
* Monitoring is also good engineering practice
* Critical points within the operation where proh-
lems are likely to occur should be monitored
* Monitoring requires calibrated instruments,
regular intervals, data collection, data analysis,
acceptable limits, and defined actions to be taken
for excursions
* Selection of parameters to monitor may be based
on product requirements, regulatory require-
ments, manufacturing experience, and other
factors
* Monitoring is a key part of a total program 1o
ensure an ongoing state of control,
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