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Abstract

The significance of partnerships during the process of drug development cannot be overemphasized. However the
challenging issues in managing safety-related issues among partners/alliances are more than the sum of each partner’s issues
and at many occasions are more significant than challenges in other areas of collaboration. This presentation aims to review
approaches affecting the multiple processes, agreements and models during co-development. It reviews expectations by
regulatory agencies and recommendations for best practices in managing safety issues among partners/alliances.
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