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Discussion on focus points of research on container closure integrity of packaging
system for large volume parenteral of chemical drugs

MENG Yonggang
Center for Drug Evaluation, National Medical Products Administration, Beijing 100076, China

Abstract: The packaging system for chemical drug large-volume parenteral (LVP) comprises multiple components, and its structural
design and manufacturing process are considerably complex, which increases potential leakage risk points. The container closure
integrity (CCI) of the packaging system for LVPs is a critical quality attribute (CQA) that ensures drug sterility, stability, and patient
medication safety. For flexible packaging systems such as infusion bags, numerous factors can affect their CCI, including the quality
of the film material, bag-making process parameters, bag volume, sterilization process parameters, and storage and transportation
conditions. Based on the current requirements of domestic and international regulatory agencies for CCI and review experience, this
paper summarizes the key considerations and common issues in CCI research for LVPs, aiming to provide valuable references for the
industry’s compliance practices in seal integrity studies.
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