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Abstract

With the pharmaceutical industry’s continuous development, challenges in drug quality management are growing exponentially. The
importance of quality communication mechanisms and cross-agency collaborative risk management for Marketing Authorization
Holders (MAHs) becomes increasingly prominent throughout the drug lifecycle. This paper examines the construction and
effectiveness of quality communication mechanisms incorporating digital tools (e.g., Al early warning modules and blockchain
traceability) from the MAH perspective, with a focus on analyzing cross-agency collaborative risk management frameworks and
practical approaches integrated with engineering management theories (e.g., FMEA and PDCA). Through multidimensional analysis
of quality communication mechanisms combined with engineering-based risk collaboration models, this study aims to establish
a systematic framework to guide post-marketing drug quality control. Research findings indicate that enhancing communication
mechanisms through technological innovation and improving collaborative risk management via engineering thinking can not
only improve management efficiency and ensure drug safety but also strengthen regulatory compliance, thereby promoting
sustainable industry development.Key words: drug marketing authorization holder; quality communication mechanism; cross-entity
collaboration; risk management; drug regulation
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