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		Abstract

		The legal landscape on research with humans is characterised by a mixture of norms of differing nature. Besides statutory provisions, we find self-regulation of professional associations and guidelines of private organisations. On the international level, besides the CoE Convention on Human Rights and Biomedicine, a great number of normative frameworks issued by diverse standard-setting institutions exist.   

Many of those norms might be qualified as soft law. As such, these are legally relevant even if not strictly legally binding. Because the state occupies a position which is both in factual and in normative terms special, the quality of state-made norms as 'law' should be presumed. In contrast, non-state made norms are presumably not 'law,' but may be so under certain conditions.   

State-authored and non-state made soft law fulfills various functions in relation to hard law. It has a pace-making function, it can complement and make more concrete hard law, and it can even substitute hard law. The fulfillment of these functions is however accompanied by legitimacy deficits.   

After the entry into force of the Swiss statute on research with humans (Humanforschungsgesetz, Loi relative à la recherche sur l’être humain), non-state norms will probably remain significant, mainly because of the transnational character of scientific activity and the rapid progress of medical research. As long as constitutional basic principles are respected, an orderly interplay between hard and soft law in the field of research with humans is not only effective but also legitimate. 
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