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Competence development within Official Medicines Control Laboratories (OMCLs or NCLs) is
essential for ensuring regulatory robustness, scientific reliability and public trust in vaccines. This
case study presents a structured framework for building and sustaining expertise in complex
analytical and regulatory environments. It highlights key enablers such as targeted training,
method transfer protocols, and reference & reagent supply. Emphasis is placed on harmonizing
technical aspects and promoting peer learning. Practical examples illustrate how competence
building supports assay validation and replacement of in vivo testing by non-animal testing.




