Universitat zu Koln

To whom it may concern

The Ethics Committee of the Medical Faculty of the University of Cologne
(Ethikkommission der Medizinischen Fakultat der Universitat zu Kéin) is the
competent ethics committee for all clinical research involving human subjects
performed at the University of Cologne and /or for all scientists and physicians
of the University of Cologne including the University Hospital initiating or
taking part in a clinical research project.

This is to state that under German Law no separate ethics application to and
statement of ethical approval by the respective Local Institutional Board (in
this case the Ethics Committee of the Medical Faculty of the University of
Cologne) are required for performing purely retrospective clinical studies, i. e.
studies extracting data from patient files, even if they are part of the individual
case documentation.

Herewith we wish to point out that the authors of such studies are exempt

from applying for ethical approval.
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