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Introduction QRM Process Case Study

Contamination control is a critical aspect of ensuring that the Company A is building a new Drug Product facility. As part of
manufacturing process in a pharmaceutical industry is designed contamination control, a CCS is required to be implemented. Below
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“A Contamination Control Strateqgy (CCS) should be
implemented across the facility in order to define all critical
control points and assess the effectiveness of all the
controls (design, procedural, technical and organizational)
and monitoring measures employed to manage risks fto
medicinal product quality and safety.”"
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key components, can lead to development of a comprehensive
Contamination Control Strategy (CCS). . Develop Action plans for any high and medium risks

CCS should consider all integral elements of sterile product . Develop the CCS document with the preventive and monitoring
manufacturing, aseptic preparation, including QRM principles and What is Risk? controls as identified in the QRA.
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Quality Risk Management (QRM)

Elements of CCS

“A systematic process used to assess, control, communicate and
review risks related to quality of a medicinal product throughout
its lifecycle.”™
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* QRM principles are the foundation of building a robust CCS
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