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This book isthe first mgjor work that addresses a core question in biomedical research. The acceptable level
of risksisregulated by the requirement of proportionality in biomedical research law.

This investigation addresses research on healthy volunteers, children, vulnerable subjects, and includes
placebo controlled clinical trials. It represents amajor contribution towards clarifying the most central, but
also the most controversial and complex issue in biomedical research law and bioethics.
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