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performance—based approachesD;EHAZ K
Hy& L/f..j O+t XFE _“)I/':F*ﬂ-d'%)%ﬁ% E{J@E:]- 2 E;Eligi:?drgd(gllf Considerations regarding Pharmaceutical
ZHOLDTH S, , Background
B A XZENERGEHEIZTOLRETILIZERE 3 This Quality Innovation Group (Q1G) document fllows on from the first QIG Lsten & Learn Focus

9 Group (LLFG) on Continuous manufacturing and the second QIG LLFG on Digital novel technologies,
h\ i S 7] /\ I [i I 10 held on 13 March 2023 and 12-13 October 2023 respectively. These highlighted the need for more
-~ = c A J I 2N SN u 11 specific regulatory guidance on process models (hereafter called models).

-L\b (AI) ' — :E) \ﬁ ﬁ .ts% é 12 It is recognised that regulatory expectations for process models in pharmaceutical manufacturing are
o} S L [o) 13 evolving; the intent of this document is to share QIG's current thinking with stakeholders and seek

14 their comments.

22 February 2024
EMA/90634/2024

Lo S

15 Introduction

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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