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Clinical trials of medicinal products on human subjects are a balancing
act between the protection of the study participant and the
preservation of his dignity on the one hand and the constant striving
for medical progress on the other hand. This applies likewise to the
control group as an essential part of every clinical testing of
pharmaceuticals without which no drug will receive marketing
authorisation in Germany by the competent authorities. Nevertheless,
significant gaps in the German legislation concerning this matter still
remain as the German legislator has yet to implement any specific rules
with regard to the handling and management of the control group in
clinical trials. In view of this unsettled legal situation, the author
critically analyses the core of the problem areas in this field's current
research practice and creates solutions reflecting the interests of the
study participant as well as the practical needs of medical research.
Only legal clarity regarding the control group can provide for the safety
that is crucial in this field of tension between ethics, medicine and the
law.



