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7 Background

. i @ % EE @ ( 7 D t 8  This Quality Innovation Group (QIG) document follows on from the first QIG Listen & Learn Focus

Group (LLFG) on Continuous manufacturing and the second QIG LLFG on Digital novel technologies,

— — D 10  held on 13 March 2023 and 12-13 October 2023 respectively. These highlighted the need for more
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12 It is recognised that regulatory expectations for process models in pharmaceutical manufacturing are
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L - :E) ‘ﬁ s% é 15 Introduction
HMEE(AD 23 BEHTEA,

16 Pharmaceutical process control consists of a series of measurements and actions within a process (or
17 system), designed to ensure that the desired quality of the output material is maintained over the

18 intended duration of process operation and over the lifecycle of a product. This includes measurements
19 and actions such as end point determinations, feed-forward/feed-back controls, statistical process

20 controls, and process monitoring.
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