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Best practice approaches to the coordination and execution of human clinical trials in the ‘start-up’ setting

he day to day pressure and challenges inherent to the management of a clinical operations department are amplified in

the entrepreneurial world of the biotech ‘start-up’ organization. In a vacuum of resources, time and finances, defining and
delivering on the strategy for a scientifically sound plan of early to advanced phase trials that will yield robust safety, proof
of concept and mechanism datais critical to the future of the organization and the realization of product potential. There are
many opportunities for error and few opportunities for second chances. With so much at stake, knowledge of the full scope of
the product lifespan, the foundation of interdepartmental respect and collaboration and setting forth unyielding standards of
excellence and integrity are fundamental to success in any setting; and imperative in the ‘start-up’ environment. The objective
of this presentation is to outline best practice strategies for success in the management of clinical trials in the entrepreneurial
arena; to use case studies for illustrating ‘lessons learned’ and to assist in the recognition of and triumph over common pitfalls
that are endemic to this work environment.
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