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The risk management plan and the first marketing authorization application: A practical approach

ubmission of a new Marketing Authorization Application (MAA) requires a great deal of work and planning over many years.

Much input and planning into the quality, efficacy, pre-clinical and clinical safety and numerous other areas is undertaken,
however the role of the risk management plan (RMP), its production, submission and approval is often underestimated. It is
vitally important that a clear strategy is agreed and communicated early in the development process or as soon intent to submit
MAA has been taken. Although the RMP contains little new/novel data that is not present elsewhere in the submission package,
the inter-relationship between the RMP and other higher level documents such as the Summary of Clinical Safety, the Clinical
Overview, Pre-clinical Overview and the proposed label needs to be carefully considered. The timing of the development,
production and approval of the RMP is vital as it is difficult or risky to finalize until these other high level documents have been
approved for submission. The aim of this presentation is to provide some experience of a somewhat unorthodox first MAA
for a new drug entity including lessons learned and to provide some practical suggestions/advice to aid a smoother regulatory
submission.
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